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DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, AND EDUCATION, AND
RELATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 1994

WEDNESDAY, MAY 12, 1993

U.S. Senate,
Subcommittee of the Committee on Appropriations,

Washington, DC.
The subcommittee met at 9:35 a.m., in room SD-138, Dirksen

Senate Office Building, Hon. Tom Harkin (chairman) presiding.
Present: Senators Harkin, Bumpers, Kohl, Murray, Specter, Hat-

field, Cochrsui, Grorton, and Bond.

DEPARTMENT OF EDUCATION

Secretary of Education

statement of hon. richard w. riley, secretary of education
accompanied by:

SALLY H. CHRISTENSEN, ACTING ASSISTANT SECRETARY FOR
MANAGEMENT AND BUDGET

THOMAS P. SEELLY, DIRECTOR, BUDGET SYSTEMS DIVISION,
BUDGET SERVICE, OFFICE OF MANAGEMENT AND BUDGET/CFO

OPENING REMARKS OF SENATOR HARKIN

Senator Harkin. Good morning. The Subcommittee on Labor,
Health and Human Services, and Education, and Related Agencies
will come to order. Today is the first of three hearings with cabinet
secretaries under the jurisdiction of this subcommittee to discuss
the 1994 budget.
We take great pleasure to welcome Education Secretary Richard

Riley to this subcommittee today. Secretary Riley has a long and
distinguished career as an advocate of education reform, first as
Governor of South Carolina, and now in his current post at the De-
partment of Education. I know from my many conversations with
the Secretary that we both hold a strong belief in the importance
of early intervention in the education process.
Following Secretary Rile^s testimony this morning we will hear

from Deputy Secretary Madeleine Kunin, who will cSscuss the De-
partment's proposals

on postsecondary education highlighted by its

new direct lending proposal. Joining Secretary Kunin will be Peter
Edelman, counsel to the Secretary of Health and Human Services,
who will be testifjdng today on the President's proposal for national

(1)



service and its relation to the Education Department's direct loan

plan.

FISCAL YEAR 1994 EDUCATION BUDGET REQUEST

For fiscal year 1994, the Clinton administration has requested
$30.7 billion in discretionary education spending. For discretionary

spending, this budget calls for a net increase of $1.3 billion, or 5.6

percent more than the 1993 level. The education budget includes

24 program terminations for a savings of $214 million, and in-

cludes another $342 million in cuts.

INVESTMENT BUDGET PROPOSALS

Highlighting this budget is more than $1 billion in investment

spending for a variety of the Clinton administration's education ini-

tiatives. Heading up this investment package is $420 million for

Goals 2000, a proposal to bring about systemic reform in American

schools, $135 million to initiate a national system of school-to-work

transition, $75 million to stop the spread of violence in our schools,

$15 million for an urban-rural initiative, and $15 million for teach-

er development.
Mr. Secretary, this investment package includes a number of im-

portant and worthy programs. But I would be negligent if I failed

to warn you and your colleagues in the Cabinet that the invest-

ment package that is the heart of the President's economic plan is

in dire jeopardy. Some tough choices and some difficult cuts need
to be made in the budget somewhere in order to salvage that in-

vestment package.

DISCRETIONARY SPENDING CAP

Allow me to briefly explain our situation with the charts that I

have put up along the sides of the hearing room. As you know, the

President's 1994 budget totals $550.1 billion. That is $5.4 billion

over the discretionary ceiling set in law for next year. The invest-

ment package totals $5.9 billion in outlays (chart 1).

Chart 1.—President's investment initiatives exceed budget ceiling

Billion

President's fiscal year 1994 budget $550.1
Fiscal year 1994 outlay ceiling 544.7

Amount over ceiling 5.4

Investment package
^ 5.9

1 Only 9 percent fits under ceiling.

So if we fail to make the sufficient cuts in the underlying budget,
that investment package—on the second chart—of $5.9 billion is

$5.4 billion over the cap.



Chart 2.^President's fiscal year 1994 budget

Outlays in billiona

Investment initiatives $5.9
Amount over cap 5.4

Amount under cap .5

If we fail to make the cuts in the underlying package and we
only look at the investment package, we will have to reduce the in-

vestment package by 91 percent to keep the President's entire

budget under the caps. That would leave only $500 million for the

President's investment initiatives. And again, I am assuming that

we have ruled out the option of busting the budget caps with the

60 percent or two-thirds vote, whatever that is that we need.

SUBCOMMITTEE SHARE OF INVESTMENT PROPOSALS

Now, why should the subcommittee be so concerned? Because
this subcommittee has a 42-percent share of the President's invest-

ment package. In other words, out of the $16.7 billion, this sub-

committee has jurisdiction over $7.1 billion of that. Including in-

vestment and other increases, the President has requested an $8.7
billion increase in the subcommittee's allocation from 1993-94.

Right over here on chart 3, what we have here, is we have the

investment initiative of $7.1 billion, and these again are in author-

izations and an increase over fiscal year 1993 of $8.7 billion (chart

4), is what the President is requesting. The increase in 1993 over

1992 is only $1.7 billion. And so you are talking about a lot more
in allocations than we have had the experience for in the past.

Chart 3.—Labor-HHS-ED component of investment initiatives

[Budget authority in biUions]

Budget authority for total investment package $16.7
Subcommittee 7.1

Note: Labor-HHS-Ed share of investment package is 42 percent.

Chart 4.—Labor-HHS-Ed Subcommittee discretionary appropriations

Billion

Fiscal year 1993 enacted $62.2

President's regular fiscal year 1994 budget 63.8

Fiscal year 1994 investment initiatives +7.1

President's total request 70.9

Increase over fiscal year 1993 enacted +8.7
Increase in fiscal year 1993 over fiscal year 1992 + 1.7

So again, I am saying it is nice that the President has asked for

$8.7 billion, but the money is not there to meet the demands im-

posed on this subcommittee by the administration's own budget. So
the President's budget for this subcommittee does not add up, so

long as we remain within the discretionary spending caps. So

again, as I said in that last chart, you can get a graphic look at
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that. But what they have asked for is an $8.7 billion increase, and

yet last year we only had a $1.7 billion increase in our allocation.

So that leaves us with two choices: Scale back the President's in-

vestment initiative by 91 percent or find some other offsetting cuts

in the budget. I am suggesting that we may do a little bit of cuts

on the investment initiative and a lot more cuts someplace else in

the budget. And unless those choices are made we risk losing major
portions of the President's investment plan. And I have got to tell

you, Mr. Secretary, for me, that is an unacceptable option because
I am a strong supporter of the President's investment initiative.

And I believe this subcommittee ought to fund it.

So we have got some tough choices to make, and this subcommit-
tee is not going to make them alone. After you complete your re-

marks I will be asking you and engaging with you in a discussion

on some recommendations for reductions that we can make, so that

we can salvage most of this investment package, because I believe

the President is absolutely on the right target. I believe you, Mr.

Secretary, are on the right target and on the right path, but we
just cannot squeeze it under these discretionary caps we have un-

less something else is done.

So again, I want to welcome you to the subcommittee, Mr. Sec-

retary. I applaud you for the initiatives you have taken and the

President has taken. I look forward to hearing from you today and

working closely with you throughout the appropriations process.

Labor-HHS-Education Subcommittee

[Discretionary programs in billions]

Fiscal year 1994 investment initiative $7.1
Increase over fiscal year 1993 enacted 8.7

Increase in fiscal year 1993 over fiscal year 1992 1.7

At this time, I would leave the record open for any statements

by Senator Specter, the ranking member, and I would yield at this

time to Senator Murray for any opening statement she may have.

OPENING STATEMENT OF SENATOR PATTY MURRAY

Senator Murray. Thank you, Mr. Chairman.
Let me just welcome you, Mr. Secretary, and our other guests

today. I can tell you as a former school board member, as a former

preschool teacher, and probably most importantly as a parent of

two kids in public school today, I know how many parents across

this Nation are really looking to the National Government for lead-

ership in assuring that our kids have a strong education for tomor-

row.
The chairman has outlined a very dire scenario for all of us. It

concerns me a great deal, and I look forward to your testimony as

we go through this. Thank you for coming.
Senator Harkin. Thank you, Senator Murray. And again, Mr.

Secretary, welcome to the subcommittee. You have a friendly audi-

ence here. Please proceed as you so desire.



OPENING STATEMENT OF SECRETARY RILEY

Secretary RiLEY. Thank you, Mr. Chairman and members of the
committee. I have with me Sally Christensen, who is the Acting As-
sistant Secretary for Management and Budget, and Tom Skelly,
who is the Director of the Budget Systems Division, Budget Serv-

ice, Office of Management and Budget. I will make, if I might, a
brief summary of my statement and submit for the record the full

statement.
It is a pleasure, Mr. Chairman and members of the committee,

to be here again and to have this opportunity to testify in support
of President Clinton's first budget for the Department of Education.
Let me begin by saying that in the development of this budget

we faced the same difficulties that I know confront the members
of this committee every year, and that is how to make needed in-

vestments in the education of our people while recognizing the lim-

its created by the Federal budget deficit. As reflected in your open-
ing comments, these are problems we have to deal with. We have
made some tough decisions in education, but I believe the result is

a responsible budget that effectively balances targeted investments
with deficit reduction.

FISCAL YEAR 1994 EDUCATION BUDGET—^INVESTMENT EST CHANGE

The theme of our 1994 budget is investment in change. Change
to reach the National Education Goals, changing elementary and
secondary education so that all students have the opportunity to

successfully complete a challenging curriculum driven by high
standards, changing the way that postsecondary students receive
Federal aid by phasing in a direct student loan program, and
changing the way our education system deals with high school

youth who do not plan to attend a 4-year college program by im-

proving the school-to-work transition.

TOTAL EDUCATION BUDGET REQUEST

To begin moving on these priorities, we are requesting a total of

$30.7 billion for the Department of Education in fiscal 1994. This
includes $24.5 billion for discretionary programs, an increase of

$1.3 billion, or 5.6 percent over the 1993 appropriation, and $6.2
billion for mandatory programs. We are proposing significant in-

creases in key early childhood programs that target at-risk popu-
lations and help reach the national education goal of ensuring that
all children in America will start school ready to learn. These in-

clude a $21 million increase for Even Start, a $43 million increase
for special education grants for infants and families, and an $18
million increase for special education preschool grants.

GOALS 2000: EDUCATE AMERICA ACT

The centerpiece of President Clinton's education reform program
and a critical part of our 1994 request is the Goals 2000: Educate
America Act that the President transmitted to the Congress on

April 21. Goals 2000 would put in place a national framework to

help make systemic bottom-up reform a reality in all of America's
schools.



FOUR KEY LEGISLATIVE COMPONENTS

This legislation, for which we are requesting $421 million, in-

cludes four key components: First, writing the national education

goals into law and authorizing a bipartisan national education

goals panel to monitor and report on our progress toward achieving
those goals.

Second, creating a National Education Standards and Improve-
ment Council to develop criteria for certifying voluntary and na-

tionally competitive academic content standards and assessments,
and to set criteria for voluntary opportunity to learn standards.

Third, a new program of grants to assist States and communities
in developing systemic reform plans.
And, fourth, establishment of a National Skills Standards Board

to identify essential occupational skills and create a voluntary sys-
tem of standards, assessments, and certification.

OTHER INITIATIVES FOR REFORM

Our 1994 budget includes three additional initiatives that will

help States and localities reform their schools and reach the na-
tional education goals: $75 million for the Safe Schools Act, which
would help school districts reduce high levels of crime and violence;
$15 million for an urban-rural initiative to help integrate education
service with other social services; and $15 million for model teacher

professional development programs that contribute to systemic edu-
cation reform.
Mr. Chairman, I realize it is unlikely that either the Goals 2000

bill or the Safe Schools Act will be enacted before this committee
makes its recommendation on the 1994 appropriations. I do believe,

however, that both of these measures will receive strong, bipartisan
support, and will be approved by Congress in a very short time. I

would hope, therefore, that you will provide contingent appropria-
tions for both proposals in the 1994 appropriations bill.

Our reform plan is an ambitious one, and we would like to begin
working with States and school districts and communities as soon
as possible to bring about the changes envisioned in these two bills.

OERI ROLE IN EDUCATION REFORM

An integral part of our overall reform effort and critical to the
Federal role in providing national leadership to States and commu-
nities in carrying out their reform initiatives is the Department's
Office of Education Research and Improvement. OERI is in a
unique position to provide parents and teachers, administrators,
and policymakers with the information they need to successfully
link high standards, State curriculum frameworks, teacher profes-
sional development, and assessments of student performance. For
this reason, we are requesting significant increases for OERI's re-

search, statistics, and assessment activities. And I urge you to give
serious consideration to these proposals.

SCHOOL-TO-WORK INITIATIVE

One of President Clinton's highest priorities is to address the
needs of high school youth who do not plan to attend a 4-year col-



lege program, in order to reduce dropout rates and to help make
successful transition for them to meaningful occupations. For the
School-to-Work Transition Initiative, our budget includes $135 mil-

lion matched by the same amount at the Department of Labor, to

help develop a nationwide system of school and work-based learn-

ing for such youth.

RESTRUCTURESTG FEDERAL STUDENT AID

Our 1994 budget would build on the improvements achieved in

the Higher Education Act Amendments of 1992 by restructuring
the student aid programs to reduce their complexity and eliminate

unnecessary costs. Lack of efficiency in these programs ultimately
results in a cost burden on higher education in general. Our key
proposal in this area is to replace the complicated and costly Fed-
eral family education loan system with a Federal direct student
loan program.

Direct lending would take advantage of lower Federal borrowing
costs and the elimination of lender subsidies to save approximately
$4.3 billion in outlays through fiscal year 1998. These savings
would be shared with students beginning in 1997, when we would
reduce the interest rate for borrowers by approximately one-half

percent. I think a group is going to speak to the Committee on that

subject after I conclude, including Madeleine Kunin.

PELL GRANTS

For Pell grants, our request of $6.3 billion would fund awards to

more than 4.7 million students, 342,000 more than in 1993. And
we would maintain the maximum Pell award of $2,300. I am also

pleased that the President will be submitting an amendment to his

1994 budget to fund the $2 billion Pell grant shortfall. It is our un-

derstanding that sufficient budget authority is available to cover
the shortfall in 1994, and that this budget amendment would have
no outlay impact because the shortfall amounts have already been

expended in previous budget years.

CAMPUS-BASED STUDENT AID

We are also proposing greater flexibility for institutions in the

campus-based student aid programs. Under our $1.2 billion re-

quest, institutions would be permitted to transfer funds among the
three programs: Supplemental educational opportunity grants,
work-study, and Perkins loans, to best meet student needs and to

respond to the $200 million cut reflected in the President's budget.

EDUCATION PROGRAMS FOR MINORITIES

President Clinton has demonstrated his strong commitment to

diversity in higher education by fully funding the new Historically
Black College and University Capital Financing Program, which
would ensure up to $357 million in construction bonds. Our budget
also includes first-time funding of $8.5 million for the Faculty De-

velopment Fellowships Program for underrepresented groups, and
$4 million for the Institute for International Public Policy, which
would increase the number of minorities in international service.
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NATIONAL SERVICE

And finally, our proposals reflect the President's emphasis on na-
tional service by expanding opportunities for students to return to
the community some of the benefits that they received from higher
education. For example, at least 10 percent of overall campus-based
program funding would be used for work-study community service

jobs. Funding would be doubled to $2.9 million for the Innovative

Projects for Community Service Program. And the new Federal Di-
rect Loan Program would offer students the option of basing loan

repayment on income through what would be referred to as EXCEL
accounts. This would make it possible for graduates to accept lower

paying jobs without feau* of defaulting on their student loans.

DEPARTMENTAL MANAGEMENT

One of my highest priorities as Secretary of Education is to make
the Department a model Federal agency so that it can effectively

carry out its program responsibilities and provide the leadership
that is so necessary for the country as we pursue the national edu-
cation goals. I am sure that you are aware that previous adminis-
trations have been harshly criticized by the Greneral Accounting Of-
fice and the Department's own inspector general for providing inad-

equate resources and poor management of Department programs.
I must tell you that Deputy Secretary Kunin and I both were

rather surprised and dismayed when we first arrived at the De-

partment just a few months ago to discover that we were inheriting
this large Pell grant shortfall, inadequate controls to prevent stu-

dent loan defaults, poor facilities for employees, antiquated com-

puter and phone equipment, and low morale among much of our
staff. To begin to remedy these problems, we will need additional
funds to continue processing Pell grant applications, to control de-
fault costs, and increase productivity by getting employees the nec-

essary tools to do their job.

PREPARED STATEMENT

In summary, Mr. Chairman and members of the Committee, I

believe the President's agenda for improving education is one that
all Americans can support. Our 1994 budget request provides the
resources needed to begin carrying out that agenda, and makes the
investments needed to ensure that the Department of Education
can effectively fulfill its essential role, and I hope that you will give
the President's budget for education your full support.

I would be happy to respond to questions.
[The statement follows:]

Statement of Richard W. Reley

Mr. Chairman and members of the committee, it is a pleasure to be here today
and to have this opportunity to testify in support of President Clinton's first budget
for the Department of Education. Let me begin by saying that in developing this

budget, we faced the same difficulties that I know confront the Members of this
Committee every year: how to make needed investments in the education of the
American people while recognizing the limits created by the Federal budget deficit.

We have made some tough decisions, but I believe the result is a responsible budget
that effectively balances targeted investments with deficit reduction.
The theme of our 1994 budget is investment in change to reach the National Edu-

cation Goals: changing elementary and secondary education so that all students



have the opportunity to successfully complete a challenging curricvilum driven by
high standards; changing the way postsecondary students receive Federal aid by
phasing in a Direct Loan program; and changing the way our education system
deals with high school youth who do not plan to attend a 4-year college program
by improving the school-to-work transition.

Our 1994 budget will invest in programs that help all children "start school ready
to learn," link reform to internationally competitive academic standards while help-
ing to ensure that all students have the opportunity to reach those standards,
strengthen the transition from school to work, restructure the student loan pro-
grams to simplify loan delivery and save billions of dollars, promote diversity in

higher education, and encourage national service among our citizens.

To begin moving on these priorities, we are requesting a total of $30.7 billion for

the Department of Education in fiscal year 1994. This includes $24.5 billion for dis-

cretionary programs, an increase of $1.3 billion or 5.6 percent over the 1993 appro-
priation, and $6.2 billion for mandatory programs.

HELPING ALL CHILDREN "START SCHOOL READY TO LEARN"

We are proposing significant increases in key early childhood programs that tar-

get at-risk populations and help reach the National Education Goal of ensuring tiiat

"all children in America will start school ready to learn." For example, we are re-

questing $110 million for Even Start, an increase of 23 percent over 1993, to allow
all States to make new awards for this program of integrated early childhood and
adult education.
Our budget also includes $256 million for the Special Education Grants for In-

fants and Families program, an increase of 20 percent over 1993. This woxild help
States implement statewide systems providing early intervention services to young
children with disabilities, and to those at risk of developmental delays, such as in-

fants prenatally exposed to illegal drugs and alcohol. We also are requesting nearly
$344 million for Special Education Preschool Grants, sm increase of $18 million over
1993.
In addition to these Department of Education investments in early childhood edu-

cation. President Clinton's budget would increase funding for the Department of
Health and Human Services' Head Start program by nearly 50 percent, ensure tihat

immunizations are available to every American child, and move toward full funding
of the Department of Agricultvire's Special Supplemental Food Program for Women,
Infants, and Children.

STIMULATING STANDARDS-BASED EDUCATION REFORM

The centerpiece of President Clinton's education reform program—and a critical

part of our 1994 requests-is the Goals 2000: Educate America Act that the Presi-
dent transmitted to the Congress on April 21. Our budget request provides $420
million for Goals 2000, which would put in place a national program to help make
svstemic, bottom-up reform a reality in all of America's schools. This legislation in-
cludes four key components. First, it would write the National Education Goals into
law and would authorize $3 million in 1994 for a bipartisan National Education
Goals Panel to monitor and report on our progress toward achieving the goals.

Second, Goals 2000 would create a National Education Standards and Improve-
ment Council, which would develop criteria for certifying voluntary, internationally
competitive academic content standards, as well as assessments tied to those stand-
ards. The Council would also set criteria for voluntary opportunity-to-leam stand-
ards in such areas as professional development for teachers and tifie availability of
instructional materials and technologies. These standards would help ensure that
all students have the opportunitv to learn the material specified in the content
standards. Our 1994 request for the Council and activities related to its work is $9
million.

Third, the bill would authorize $393 million in 1994 for grants to assist States
and communities in developing systemic reform plans, which would include im-

provements in curricvilum, instruction, teacher preparation, assessments, and strat-

egies for increasing family and community involvement.

Finally, Goals 2000 would establish a National Skill Standards Board comprised
of representatives fix)m business and industry, labor vmions, education and training
providers, and other related groups. This board, funded at $15 million in 1994,
would identify essential occupational skills and create a voluntary system of stand-

ards, assessments, and certincation designed to facilitate lifelong learning and cre-
ate a highly skilled workforce.
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Our 1994 budget request includes three additional initiatives that will com-
plement the Goals 2000 legislation in helping States and localities to reform their
schools and reach the National Education Goals:

—$75 million for a new Safe Schools Act to help school districts develop programs
to reduce high levels of crime and violence and ensure that the school environ-
ment is conducive to lesiming.—$15 million for the Department's contribution to the Administration's proposed
multi-agency, urban-rural initiative to help integrate education services with
other social services in selected communities.—$15 million for model teacher professional development programs that contrib-
ute to systemic education reform.

Mr. Chairman, I realize it is unlikely that either the Goals 2000 bill or the Safe
Schools Act will be enacted before this Committee makes its decisions on the 1994

appropriation. I do believe, however, that both of these measures will receive strong
bipartisan support and will be approved by Congress in a very short time. I would
hope, therefore, that you will provide contingent appropriations for both proposals
in the 1994 appropriations bill. Our reform plan is an ambitious one, and we would
like to begin working with States and school districts and communities as soon as

possible to bring about the changes envisioned in these two bills.

OFFICE OF EDUCATIONAL RESEARCH AND IMPROVEMENT

An integral part of our overall reform effort, and critical to the Federal role in

providing national leadership to States and communities in carrying out their re-

form initiatives, is the Department's Office of Educational Research and Improve-
ment. OERI is in a unique position to provide parents, teachers, administrators, and
policymakers with the information they need to successfully link high standards,
State curriculum frameworks, teacher professional development, and assessments of
student performance. For this reason, we are requesting significant increases for

OERI's Research, Statistics, and Assessment activities.

For Research, our request of $90.8 million, a 23 percent increase over 1993, would
rive us new knowledge about improving the education of disadvantaged students.
We would also expand field-initiated research to enhance our understanding of

teaching and learmng and undertake other activities in support of systemic reform
based on high standards. Funds would be used for research to advance the state

of the art in performance assessment and for providing technical assistance to help
States and communities apply the lessons learned from research to improve their
schools. In addition, we would begin to focus research at the school level and on

ways we can help support teachers in their efforts to improve instruction.

Our proposed $60 million for Statistics, or 24 percent over 1993, would help the

Department monitor progress toward the National Education Goals by allowing the
National Center for Education Statistics to continue expanding and improving its

collection of data on the state of American education.
Our request would more than double funding for the National Assessment of Edu-

cational Progress, which is the only nationallv representative assessment of what
our students know and can do. Our budget includes $65 million for national assess-
ments in 1994 in reading, history, and science at grades 4, 8, and 12; and State-

by-State assessments in reading at the same three grades—the first time that stu-

dents at grade 12 would be included in State assessments. The request also
provides

funds for developing future national and State assessments. The costs of tnese as-

sessments are growing in part because of the continuing movement toward more ad-
vanced methodologies, such as open-ended or performance-based items, which are
more difficult and more expensive to administer than the multiple choice questions
used in earlier tests.

In addition to these activities, our reauest includes $40 million for the Fund for

Innovation in Education, an increase of 43 percent for demonstrations and other

projects that have a significant impact around the country in helping States and
communities, as part of their Goals 2000 reform efiforts, to implement programs that
work.

OTHER ELEMENTARY AND SECONDARY EDUCATION PROGRAMS

The Goals 2000 bill provides the framework for the deliberations currently under-

way within the Administration and Congress over the shape of the upcoming reau-
thorization of elementary and secondary education programs. In preparing our rec-

ommendations to the Congress, we are focusing in particular on how these programs
can help ensure that disadvantaged children have the same opportunities as other
students to learn to high standards.
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For the most part, our request would maintain elementary and secondary pro-
grams at their 1993 level pending the outcome of reauthorization. One exception to

this general rule is Chapter 1 Grants to Local Educational Agencies, which would
receive an increase of $374 million, or 6

percent
over 1993, to provide additional re-

sources for educational services to more tnan 6 million disadvantaged students.
The budget also reflects the first step in the three-year phase-out of Impact Aid

b" pajmients called for by President Ulinton as part of his deficit reduction plan.
These payments are made to local school districts for children whose parents either
work or live on Federal

property.
Because Uieir parents pay local taxes, these chil-

dren, for the most part, do not
pose

a financial burden on those districts. A $33 mil-
lion increase for Impact Aid "a' payments reflects the Federal commitment to those
districts that are affected by the presence of students whose parents both live and
work on Federal property.

SPECIAL EDUCATION AND VOCATIONAL REHABILITATION

Our Administration is committed to promoting the empowerment and independ-
ence of Americans with disabilities. In addition to the increases noted earlier for

Preschool Grants and Grants for Infants and Families, we are requesting nearly
$2.2 billion, an increase of $111 million, for the Grants to States program under the
Individuals with Disabilities Education Act to help States provide special education
and related services to almost 5 million children with disabilities.

For Vocational Rehabilitation State Grant programs, our budget provides almost
$2 billion, a $61 million increase over 1993, to help one million disabled adults ob-
tain gainful employment and lead more fulfilling lives. And we are requesting sig-
nificant increases for Independent Living Centers and for Technology Assistance for

persons of all ages with disabilities.

IMPROVING THE SCHOOL-TO-WORK TRANSITION

One of President Chnton's highest priorities is to address the needs of high school

youth "-/ho do not plan to attend a 4-year college program, in order to reduce drop-
out rates and

help
them make a successful transition to meaningful occupations. For

the school-to-work transition initiative, our budget includes- $135 million—matched
by the same amount at the Department of Labor—to help develop a nationv.-ide sys-
tem of school- and work-based learning for such

youth.
We are working with the

Department of Labor to create a joint plan that will develop the capacities of States,
1oc£l1 communities, educational institutions, employers, and labor organizations to

provide comprehensive programs combining academic skills with occupational trsdn-

ing.
Oxir Adult Education programs provide another real opportunity in our efforts to

meet the nationa.l goal of ensuring that "every adult American will be literate and
will

possess
the knowledge and skills necessary to compete in a global economy."

Our Dudget includes $316 million for programs under tne Adult Education Act to

provide basic skills and high school equivalency training for more tiian 4 million
adults.

REFORMING FEDERAL STUDENT AID PROGRAMS

Our overall goal in higher education is to ensure that all students have financial
access to postsecondary education. Our 1994 budget would build on the improve-
ments achieved in the Higher Education Amendments of 1992 by restructuring the
student aid programs to reduce their complexity and eliminate unnecessary costs.

Lack of efiBciency in these programs ultimately results in a cost burden to higher
education in general. Our key proposal in this area is to replace the complicated and
costly Federal Family Education Loans system with a Direct Student Loan program.
Under this program, which would be phased in completely by the 1997-98 academic
year, institutions would use Federal capital and could, if qualified, originate loans

directly to students as
part

of their overall student aid package.
Direct lending would t£ike advantage of lower Federal borrowing costs and the

elimination of lender subsidies to save approximately $4.3 billion in outlays through
fiscal year 1998. These savings would be shared with students beginning in 1997,
when we would reduce the interest rate for borrowers by about one-half percent.
For Pell Grants, our request of $6.3 billion would fiind awards to more tJian 4.7

million students, 342,000 more than in 1993. And we would maintain the maximum
Pell award at $2,300. I am also pleased to inform you that the President will be
submitting an amendment to his 1994 budget to nind the $2 billion Pell Grant
shortfall. It is our understanding that sufficient budget authority is available to

cover the shortfall in 1994, and that this budget amendment would have no outlay
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impact because the shortfall amounts have already been expended in previous budg-
et years.

In order to give priority
to the Pell Grant program, the Department's most need-

focused student aid progrsim, we are requesting $1.2 billion, a decrease of $200 mil-

lion, for the campus-based programs. However, we also are proposing to allow insti-

tutions to transfer funds among these three programs—Supplemental Educational

Opportunity Grants, Work-Stu{5r, and Perkins Loans—to best meet student needs.
In addition, 10 percent of total campus-based allocations wovdd be reserved for

Work-Study community service programs.
Our budget also includes $25 rmllion for the State Postsecondary Review Pro-

gram, which was authorized by the Higher Education Amendments of 1992. This
new program will protect the Federal student aid investment and the interests of
student consumers by establishing a shared State and Federal responsibility for

oversight of institutions participating in the student aid programs.

SUPPORTING DIVERSITY IN fflGHER EDUCATION

President Clinton's 1994 budget demonstrates his strong commitment to diversity
in higher education by funding three newly authorized programs that will help ex-

Sand
postsecondary opportumties for African Americans and other minority stu-

ents.

The new Historically Black College and University Capital Financing program
will insure up to $357 million in construction bonds to contribute to the physical
improvement and academic enhancement of colleges that are critical to maintaining
opportunity and diversity in American higher education. The $8.5 million Faculty
Development program would provide fellowships to baccalaureate degree holders
and faculty from underrepresented groups who wish to obtain a doctoral degree or

participate in a professional development program. And the new Institute for Inter-
national Public Policy, funded at $4 million, would increase the number of African
Americans and other underrepresented minorities in international service by sup-
porting graduate fellowships, internships, junior-year-abroad experiences, and inten-
sive language training.

ENCOURAGING NATIONAL SERVICE

Finally, our proposals reflect the President's emphasis on national service by ex-

panding opportumties for students to return to the community some of the benefits

they receive from higher education.
For example, as I indicated earlier, at least 10 percent of overall campus-based

program funding would be used for Work-Study community service jobs, such as tu-

toring high school students or providing literacy training. Funding would be doubled
to $2.9 million for the Innovative Projects for Community Service programs, which
supports student volunteers who work to solve social problems. And the new Direct
Student Loan system would offer students the option of basing loan repajmient on
income through what would be referred to as EXCEL Accounts. This would make
it possible for graduates to

accept low-paying jobs of high value to thefr communities
without fear of defaulting on tneir student loans. Flexible repayment options also
should help to reduce student loan defaults.

DEPARTMENTAL MANAGEMENT

One of my highest priorities as Secretary of Education is to make the Department
a model Federal agency so that it can effectively carry out its program responsibil-
ities and provide the leadership that is so necessary for the country as we pursue
the National Education Goals.

I am sure you are aware that previous administrations have been harshly criti-

cized by the General Accounting Office and the Department's own Inspector General
for providing inadequate resources and poor management of Department programs.
I must tell you that Deputy Secretary Kunin and I were both rather surprised and
dismayed—when we first arrived at the Department a few months ago—to discover
that we were inheriting large Pell Grant snortfalls, inadequate controls to

prevent
student loan defaults, poor facilities for employees, antiquated computer and phone
equipment, and low morale among much ofthe sfcafiF. We will need additional funds
to continue processing Pell Grant applications, to control default costs, and to in-

crease productivity by getting employees the necessary tools to do their jobs. And
as this budget demonstrates, the Deputy Secretary and I are committed to improv-
ing the day-to-day management of the Department.
Our 1994 request for Departmental Management is $437.4 million, an increase of

$47 million or 12 percent over 1993. This request includes funding for Program Ad-
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ministration, the Office for Civil Rights, and the Office of the Inspector General.
These costs amount to about 1.5 percent of our total budget.

In terms of staffing, our request for 1994 is 4,836 full-time equivalent employees
(FTE), a reduction of 124 fix)m our 1993 funded ceiling of 4,960. This reflects the

Department's implementation of President Clinton's Executive Order reducing Fed-
erd staff, which required a cut of 50 FTE by the end of 1993 and a further decrease
of 74 FTE in 1994. Despite the overall decrease, we will be increasing staff in the
student loan programs. We will compensate for the overall reductions by reallocat-

ing staff within the agency where possible, by increasing training to improve staff

productivity, by modernizing equipment, and by enhancmg data systems. We will

also
participate actively in Vice President Gore's National Performance Review

aimea at "reinventing government."

CONCLUSION

In summary, I believe the President's agenda for improving education—investing
in early childhood programs, providing additional assistance to disadvantaged stu-

dents through Chapter 1, helping States meet the needs of students of all ages with

disabilities, linking reform to mgh standards, strengthening the transition fiiam

school to work, restructuring the student loan programs, and encouraging national
service—^is one that all Americans can support. Our 1994 budget request provides
the resources needed to begin carrying out that agenda—and makes the investments
needed to ensure that the Department of Education can effectively fulfill its essen-
tial role. I hope you will give the President's budget for education your full support.

I will be happy to respond to any questions you may have.
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DEPARTMENTAL MANAGEMENT REQUEST

Senator Harkin. Mr. Secretary, thank you for a comprehensive
list and outline of the requests made to the subcommittee. I under-
stand the need for increased funds for the departmental manage-
ment with the new administration coming on and the need to do
the necessary things that you outlined, so I can tell you that this

subcommittee will be favorably disposed to grant those increases
and give you that kind of money to get that Department shaped up
and get it in order.

I hope this is a 1-year type of a thing, though. I must say that
when I look at vocational rehabilitation increased by 4.3 percent
and departmental management increased by 12 percent, I wonder
about priorities, but then again, this is a new administration. You
should have the wherewithal to do the things necessary to get the
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Department up and running and to do the things you outlined, so
as I said, I think for the first year that type of an increase is well
warranted. I hope it does not last too many years, however.

INVESTMENT PROPOSALS AND DISCRETIONARY SPENDING CAP

Mr. Secretary, as my opening remarks indicate, unless some
tough choices are made now, we are going to face the prospect of

losing most of the President's investment package, and I want to

go over that with you here.

Let me preface this by acknowledging that of the three Depart-
ments within the jurisdiction of this subcommittee your budget re-

quest is the most modest, and I appreciate that. Perhaps it should
not be. Perhaps it should have been more. Your 5.6-percent in-

crease in discretionary spending is actually less than the 7-percent
increase requested by tne Bush administration last year, and I

think the public ought to know that. Your $1 billion request for in-

vestments is less than the $2.8 billion requested by Labor and $3.2
billion sought by HHS, but nonetheless, we are all in this dilemma
together, and we have to make some tough choices.

My point is that unless you and your colleagues in the adminis-
tration make some choices we are going to lose this investment

package, and for education, what is at stake are the major invest-

ment initiatives—Goals 2000, school-to-work transition, the urban-
rural initiative, and safe schools, to name a few, all of which I

wholeheartedly support. I would like to work with you to find a so-

lution to this problem, but we have to figure out how we are going
to take all this and squeeze it under the budget caps that we nave.
Do you have any recommendations you could offer us now, or

later in writing, as to how we are going to fit this under the budget
caps? Could you, for example, prioritize them for the subcommittee
to help us make some of tnese choices, and again, I hope that you
will be willing to work with my subcommittee and our staff in ei-

ther prioritizing these programs or looking for the cuts we are

going to have to make, if in fact the investment package is a prior-

ity that we want to focus on.

Secretary Riley. Mr. Chairman, I am well aware of the difficul-

ties, and as you point out—and I appreciate that—our budget, I

think, reflects the fact that we have worked very hard to try to

submit a very responsible budget that understands the deficit prob-
lem and the discretionary spending cap that we are trying to work
within.

I would say that it is my information that 0MB and the White
House continue to work on this problem along with Members of the
House and Senate, but I hope that as you work with it from an ap-
propriations standpoint, that you would be sensitive to the fact

that our budget is not a heavy growth budget.
Matters that we think are very urgent in terms of getting sys-

temic education growth, where the parts work well together, and
to have the kind of framework for building them in the Elementary
and Secondary Education Act reauthorization, and all of those

things that will follow, this is not a program. It is a partnership
with the Federal Government and the States and the communities.
So it is not a big money item, but it is absolutely critical, and

again, when you compare it to the previous President's budget, of
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course, the education budget of that yesur had a large factor in

there dealing with private school vouchers, and I think the break-
the-mold schools and a couple of things that really had a clash of
attention.

Some people were strongly in favor, and some people strongly op-

posed. We are trying to build the educational interest in this coun-

try by pulling people together to deal with teaching and learning
and to try to avoid these clash issues that then make it very dif-

ficult to make overall progress, and they are not big money items.

So I would urge you and the committee to please, as you deal
with these constraints, please notice that our budget is a very care-

fully drawn, responsible budget.

CUTS NECESSARY TO FUND INVESTMENT BUDGET

Senator Harkin. I agree with you. That is why I mentioned it

in the opening statement and in my opening questions here that
of the three Departments under the jurisdiction of this subcommit-

tee, your Department's was certainly the most modest
proposal

to

this subcommittee, but again, we still have the same problem.
Mr. Secretary, we either have to make cuts in the underlying

programs, which is going to be very difficult—as you know, you
have already cut some of those. We terminated a number of pro-

grams and cut some others, modest, modest increases in some of

the other ones.
We either have to cut those from the investment package or cut

the investment package. Or there is a third option, and that is for

the President and for 0MB to suggest some cuts in some other
areas to give us a better allocation for this subcommittee, so we can
fund not only this but what we have also in Labor and Health &
Human Services.

Now, again, this may be out of your jurisdiction, but again I am
saying we need your help within the councils of the executive
branch of Government to impress upon 0MB and impress upon the
President what is at stake here.

I have suggested that we might want to take a look at a couple
of other areas like star wars, space station, the intelligence budget,
and that thing called the super collider, just four, for example, that
we might want to make some modest cuts in that would then allow
some money to be transferred over or allocated to this subcommit-
tee so we could meet this investment package.
As I understand it to date, 0MB has not indicated—^they have

not indicated to me, and as far as I know they have not indicated
to my counterpart on the House side any interest in suggesting
that, which then leaves you or me or this subcommittee with these
kinds of hard choices.

Quite frankly, I think that—and I speak only for myself and no
other member of this subcommittee, they can speak for them-
selves—but I think that the investment package is more important
for this country and for the long-term security of this country than
the amount of money that is being requested for the space station,
for star wars, intelligence, or the super collider. So I would again
hope that we would look at this option, and I would ask for your
help and your support in the councils, in the executive branch, to

push for that.
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Secretary Riley. Mr. Chairman, I will certainly pass this state-

ment on to 0MB and the White House, and I am assured that they
continue to work on those problems, but I would submit, sir, that
when we talk about investment, if we really mean investment, my
Department, the Department of Education, is the Department
which most deals with investment in this country.

Senator HLarkin. That is true, Mr. Secretary. I will send to you
some recommendations I have, if you would pass them on, in terms
of some cuts in those programs that would allow us to save, I

think, at least two-thirds of this investment package, if not a little

bit more, but will not completely decimate—I am not talking about

zeroing out these other items, but at least cutting them somewhat,
and I will send them with you.

EARLY INTERVE^mON AND FOLLOWUP PROGRAMS

Mr. Secretary, I just have one other line of questioning that I

would like to pursue before I turn to other members of the sub-

committee, and that has to do with early intervention and follow-

up programs. I know how strongly you feel about that, and I know
you want to meet the goal by the year 2000 of every child in Amer-
ica ready and able to learn by the time that child enters school.

HEAD START AND CHAPTER 1 COORDINATION

President Clinton has proposed fully funding Head Start by
1998. That will total some $11 billion, or about $8 billion over cur-

rent levels. The Department projects chapter 1 funding to toted

nearly $7.9 billion by 1998.
It is my understanding that about 70 percent of chapter 1 goes

for grades 1 to 6, about 9 percent goes for kindergarten and pre-

kindergarten, so about 80 percent of the chapter 1 funds, or some
$6.3 billion, will be chapter 1 funds dedicated to grade 6 and under.

According to my calculation, that is about $17.3 billion for early
intervention and remedial programs, that is Head Start and chap-
ter 1 for children under 12 years of age.
Now, again, from everything I have learned serving here, the

populations served by chapter 1 and Head Start are about the
same—not totally, but pretty close to the same populations are
served by both chapter 1 and Head Start.

So if we are going to dedicate so many Federal dollars for eligible
children under age 12, $17 billion, I guess I am curious. Do we
have a plan on how we are going to spend the money? What plans
are underway to coordinate activities between Head Start and
chapter 1? Head Start is in HHS and you have chapter 1 in edu-
cation. Are we tracking children to go through Head Start and then

eligible for receiving instruction and assistance under chapter 1?

Could chapter 1, for example, be organized into a follow-through
program where you get kids into Head Start and use Head Start
as a follow-through type of a program?

I guess the essence of all of these questions is, Mr. Secretary,
that it is a lot of monev, but it is important. It is something I be-

lieve very strongly in, but I have been quoted lately in the news-

papers as sajring that: "I do not know that we can absorb that
much money in Head Start right away."
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I guess what I am concerned about is this idea of putting a lot

of money into a Head Start program where kids get built up and
then they get dropped out right away, and then we put a lot of

money in chapter 1, without the coordination between the two.

So I am hopeful that somehow you and your counterpart, Sec-

retary Shalala, can work together with us to form some kind of co-

ordination between these two programs to get them worked out,

since I think they do serve about the same populations. I would
welcome any observations you have on that.

DEPARTMENTAL COORDINATION WITH LABOR AND HHS

Secretary Riley. Mr. Chairman, that certainly points out some-

thing that is a priority matter with me, and that is the coordina-

tion of services among various departments in the federal system.
I am, of course, working with Secretary Reich in terms of the

proposed School-to-Work Transition Program, and the relationship
of education to jobs for high school students. Then on preschool age
children, Secretary Shalala and I have a grand relationship. Our
staffs work together and meet together and deal with issues to-

gether. Head Start is, as you know, under HHS, and then of course

we have some programs like Even Start, which is one of the pro-

grams for which we have asked for additional funds this year.

ESEA reauthorization AND DSfTER-PROGRAM COORDINATION

The importance of these activities will be demonstrated in the

important work we do this year, and perhaps next year in reau-

thorization of the Elementary and Secondary Education Act.

As you discussed, chapter 1 and its relationship with Head Start

is a very critical issue, and the reauthorization will be a very good
time for us to address the issue.

We are working very hard now on reauthorization. We have 11

teams within the Department working on this, and some of those

teams are working with teams in HHS to try to do exactly what
you suggest needs to be done; that is, to have a very clear move-
ment from Head Start or preschool into the school system without

having a gap in services.

If we can get Goals 2000 passed, and if we can get the kind of

excitement and interest in systemic comprehensive reform going in

every school, as well as the involvement of parents, citizens, busi-

ness, and labor, all working, paying attention to what is happening
in education, making sure that everything from curriculum to

teacher training and so forth is in sync with these high standards,

you will see, then, the development of an elementary school system
that, in my judgment, will be a continuation, a significant continu-

ation, and enhancement of those young people as they go into the
school system.
Senator Harkin. I appreciate that. One of the real frustrations

we have had in the past several years is this coordination in trying
to get these programs working together. We look forward to work-

ing with you on that when we reauthorize the Elementary and Sec-

ondary Education Act.

Adhering to the precedents we set in this subcommittee even be-

fore I became chairman, I will recognize the distinguished ranking
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member, and then I will recognize Senators in order of appearance.
At this time I would yield to my distinguished ranking Republican,
Senator Specter.

OPENING REMARKS OF SENATOR SPECTER

Senator Specter. Thank you, Mr. Chairman. Secretary Riley, I

join my colleagues in welcoming you here to this subcommittee

hearing and congratulate you on your appointment and look for-

ward to working with you.

LOW birthweight babies

By letter dated February 25, I asked for your views on a matter
of great importance, and that is low birthweight babies. It is a sub-

ject which I have been working on for many years since I noted
back in 1984, almost a decade ago, that Pittsburgh, PA, had the
dubious distinction of leading the Nation in low birthweight babies

among African-Americans. On April 12 I received a reply from you
which I think a fair reading would say did not really come to grips
with the issues which I raised in my letter.

My letter pointed out that each year there are 287,000—^about 7

percent—of the 4,100,000 American babies bom of low birth

weight, and slightly over 1 percent, or 52,000, are extremely low
birth weight, 3.3 pounds or less, and that the most recent statistic

available, shows that in 1989 there were 691 births to teenagers
weighing between 16 and 20 ounces.

It is obviously a human tragedy, because those medical scars are
carried with them for their entire lifetimes, and there is a financial

tragedy, with the costs exceeding $150,000 a baby. In your re-

sponse to me, you noted the President has proposed full funding by
1996 of a special supplemental food program for women, infants
and children—^which I think is a very important program, and
Medicaid.
But I do not believe that your letter, abbreviated as it is, really

comes to grips with the details as to what I had proposed to you
earlier, and let me express some concern about the delay between

February 25 and April 12.

I know that you are just getting started, and I know you are

busy, and I know you get a lot of Senators' letters, but I would sug-
gest to you that the work that this subcommittee does on your pro-
grams is very important, and Senator Harkin and I have the lion's

share in making the allocation of funding, and I would just urge
you to consider that in the timeliness of replies and in the sub-
stance of the reply.
The issue of prenatal care is one of overwhelming importance,

and I know that there are not easy answers to what the Federal
Grovemment does in the way of influencing curriculum, and we
might offer some money as a carrot approach, and there are a vari-

ety of matters which we ought to undertake.

comprehensive health care legislative proposal

I have proposed comprehensive health care legislation and am
trying to get it on the Senate's agenda. I am very concerned that
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if we do not act on it this year we will have lost the momentum
of a new administration.

PRENATAL CARE AND INFORMATION—^HEALTH OR EDUCATION ROLE?

My legislation incorporates a recommendation by Dr. Koop of of-

fering an incentive to teenage pregnant women to pay them $500,
which has some concern for me. That is the French system Dr.

Koop has recommended, and I am willing to put that forward, but

my question to you is, what can the Department of Education do,

in your view, to try to stimulate some education for young teenage
women who are pregnant, that if they had some prenatal care, that

it would go a long way to eliminating these low birthweight babies.

Secretary Riley. Senator, I understand your comment about my
response. I think the issues that you raise, and that you have been
concerned with and have been doing something about, are issues

I do not think anybody has been more involved in than I have.

And you are exactly right about the need for awareness and for

more information out there, but it is generally accepted that mater-
nal and infant health is more of a health issue than an education

issue.

Senator Specter. Mr. Secretary, I do not agree with you about
that. I do not think it is generally accepted. If you are talking
about instruction to pregnant teenagers about prenatal care, I

think that is squarely an educational matter.

Secretary Riley. I think they are absolutely connected, and that

is why I tnink it is so important for Secretary Shalala and me to

make sure that we are coordinating those efforts. I would be very
pleased and very happy to get into those issues as much as the

Congress and the President would like for me to get into them, but

generally the work of the Department of Education, program-
matically, has not been along tnose lines, though related to it. I

would welcome a continued dialog with you in an effort to see to

it that we do proceed in this area as much as possible.
When I was Grovemor of my State, that was one of my chief in-

terests. We had a special need for it in South Carolina. A part of

our population, the Afro-American citizens there, had a special

problem.
The infant mortality rate was over 25 per 1,000 when I came in.

When I came out the rate was, I think, less than 15 per 1,000, still

an embarrassing number, but it was certainly an issue that I

fought for and will continue to fight for.

I do not want you to think that I am not concerned about the
issues you talked about, but my letter was a programmatic re-

sponse. I would be happy to work with you and see anything else

that you think we ought to do. I would be happy to try to work
with you on it.

Senator Specter. Well, let us pursue it on that basis. In my let-

ter to you of February 25, I made a special reference to the fact

that I had written to Secretary Shalala on the same subject, and
had proposed certain expenditures there.

The Secretary of Health and Human Services, Dr. Sullivan, in

the previous administration, worked with this committee, and Sen-
ator Harkin was very cooperative, and we worked hard on a pro-

gram called Healthy Start. And I believe that this is a big item.
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If we are going to successfully tackle health care, we are going to

have to deal with preventative medicine, where there are enormous
savings to be made. And I do not think you can find one which is

more heartrending, or more promising, than this issue of low

birthweight babies.

PROPOSED BUDGET CUTS TO CAMPUS-BASED STUDENT AID

Let me take up one other subject, before 5delding to other mem-
bers who arrived before I did. Aiid that is the subject of education

support. And this is a matter of great concern to all of us. And it

was summarized in a letter which I received recently from a Brian
C. Marshall, president of the Pennsylvanians for Independent Col-

leges and Universities, where he points out the enormous decreases
of funding for education grants: College work-study, $90 million;

supplemental educational opportunity grants, $85.4 million; Per-
kins loans, $24.6 million; State student incentive grants, $72.6 mil-

lion; and he points to the tremendous losses which will be incurred
in Pennsylvania. But they would be duplicated nationwide.
And I know that there are efforts to help on flexibility, but how

can we have those kinds of cuts in student aid, Mr. Secretary,
given the vital importance of that subject and the commitment
which our Nation has to scholarships?

Secretary Riley. Well, I think an issue that we have all talked
about is the high cost of colleges and universities, and what we are

going to do about increasing the opportunity for more of our young
people to attend these institutions, to participate. These are tough
decisions, and I do not like them any more than you do. What we
tried to do in making these decisions is to analyze all our student
aid programs.

I would say that in our thinking the Pell grant system fell out
as the most important foundation for our student aid system. We
did try to suggest some flexibility in the three campus-based stu-

dent aid programs. And I do not like the proposed cuts to those

programs. Certainly, it is not my nature to want them cut. But I

will say. Senator, that when we put everything side by side, we felt

that funding the Pell grant system as best we could, and then offer-

ing flexibility in the campus-based programs was a responsible pro-
posal for us to make.

COORDINATING SCHOOL-BASED PROGRAMS—HEALTH AND EDUCATION

Senator Harkin. If I might just intercede here, if Senator Spec-
ter would not mind, this is an area that I also feel very strongly
about, and Senator Specter has taken the lead in this area. We
have put some money through CDC for school-based programs of
health instruction, things like that. But again, it is tne coordina-
tion aspect of it that we are trying to get at here.

I just state for the record, and for your information, that this Fri-

day, the second panel we plan to hear this Friday will address this

very issue. We have Dr. Roper from the Centers for Disease Con-
trol and Prevention [CDC]; we have Mr. Joseph Mottola, Acting
Commissioner for Children, Youth and Families from HHS; and
then, from your shop, we have Mary Jean LeTendre, who is the

Acting Assistant Secretary of Elementary and Secondary Edu-
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cation; and Bill Smith, Assistant Secretary for Special Education.

You might want to just let them know that we are going to be talk-

ing about this on Friday also.

Secretary Riley. Thank vou, Senator.
Senator Specter. Thank you very much, Mr. Chairman. I will

have some more questions for the record, Mr. Secretary, and I

would conclude by asking if you would be willing to sit with—I

have not asked Senator Harkin, but I will do so at the same time,
because I know the answer will be yes, because he is right next to

mv office and he does not have any choice; we do not give each
other choices on sitting down and working together

—if you would
be willing to sit with the two of us, and with Secretary Shalala on
this issue of low birthrate babies. If the four of us sit down and,
of course, all of our colleagues will be welcome to join, I think we
can make some real progress, and do it in that kind of a setting.

Secretary Riley. Absolutely, Senator. I would welcome that.

Senator Specter. Thank you very much, Mr. Secretary. Thank
you, Mr. Chairman.

Senator Harkin. Thank you, Senator Specter. Senator Murray?

PHASING OUT IMPACT AID "B" PAYMENTS

Senator Murray. Thank you, Mr. Chairman and Mr. Secretary.
As I listen to my colleagues, it often seems to me that we expect
an awful lot out of our public education system, and I agree with

you on your concern. However, I also understand the tremendous

job you have, in trying to balance all of the needs that we expect
out of a K-12 public education system today, drastically different

than 10, 15, or 20 years ago.
I wanted to ask you specifically today about the impact aid '*b"

cuts that are proposed in the budget. I understand the need to

cut—obviously, looking at the charts, and the chairman has out-

lined that very well—^but I want to know if you understand the im-

pact out in our districts.

I have, in the State of Washington, the District of South Kitsap,
where 45 percent of the students are "b" students, and less than
1 percent are "a" students. They stand to lose $728,448 with the
offeets that have been proposed in the budget.
Can you comment on the

policy
behind that, and how we are

going to deal with that at the local level, when it hits?

Secretary Riley. Well, and again, Senator, it is one of those

tough options that we recommend. Again, difficult. The heavy-
weight, in our judgment, fell on the impact aid "a's" over the "b's."

The "b" funds provide payments of only $25 to $125 per "b" child;

and, in terms of the overall cost of education for a child, "b" pay-
ments are not a really dramatic, significant amount. But, it is im-

portant in a district such as yours, where you have an awful lot

of them.
But that was our feeling, that to phase out "b" payments would

be a responsible move for us to recommend.
Senator Murray. I understand that, but it is a real concern in

several districts in my State, where another district. Central

Kitsap, stands to lose almost $1 million. And they are very con-

cerned about the impact of this. And I hope we can work with you,
as we phase that in.
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GOALS 2000 AND CHAPTER 2 BUDGET REQUEST

In your request, you also ask for $420 million for Groals 2000.
And you, at the same time, request a decrease for chapter 2. The
State of Washington just passed a major education reform bill, that

really complements the Goals 2000 programs. But a lot of our local

districts really rely on those chapter 2 dollars to put that reform
into place.
How do you plan to reconcile the policy directions and the fund-

ing needs of those two programs, as we move forward through this?

Secretary Riley. Well, that is a very good observation, but it is

the kind of situation that is different from State-to-State. And that
is why we have attempted to design Goals 2000 to be able to pick
up a State where it is, and to move it forward.

In many States, lots of good work has been done. A lot of it is

not as comprehensive as we would like it—^that is to say, involving
community and parents and so forth. And, of course, the standards
are not there now. We want to develop those content and perform-
ance standards for States to look to.

So we think that, for your State where a lot of work has been
done, it will be a grand glue to pull everything together, to give a

framework, driven by high standards.

Now, chapter 2 we see as an ideal program then, to implement
programs that are planned, developed, and moved forward in Groals

2000. We think the two complement each other tremendously well,
and it is a grand way for the Federal Government to support State
and local decisions.

So, in response to your question, you can see the strong relation-

ship that could be there. It would be money well spent, used to im-

plement systemic reform efforts under Groals 2000. So we think it

has grand use, for that purpose and connection.

SCHOOL-TO-WORK TRANSITION INITIATIVE

Senator Murray. I am glad to hear that. One final question: In

your opening remarks, you mentioned, really briefly, changing the

system for high school, I think, school-to-work transition. Can you
kind of give me an overview of how you see that?

Secretary Riley. That is an area I think we have talked a lot

about in the past, and I think everybody realizes is so important.
We have seen the growth, for example, of community colleges, tech-

nical colleges, and how important that is in this country's economy,
or State's economy, or community. And, as we look at standards,
a standards-driven comprehensive education system, only one-
fourth of those students that will come out of that system will go
on and complete a 4-year college degree. That leaves us this 75 per-
cent who either go into community college, or directly into work,
or whatever. The way that is designed, and again, it is an effort

that is pulling Secretary Reich and myself closely together, our
staffs work together on it every day. We have had severaJ lengthy
meetings, talking about this issue and we have had satellite hook-

ups, going nationwide, where Dr. Reich and I have talked about the
various methods of school-to-work transition, tech-prep, youth ap-

prenticeship, the career academies, the education coop systems,
and others. Some work better in some places, some in others.

/
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This proposal
—one-half in education and one-half in labor—is to

enable us to proceed then, to develop in every State certain funds

for development and planning in terms of a school-to-work transi-

tion process. And then, in certain targeted States where they have
moved far enough along to where they would be grand States to

pilot programs at this time and to move them forward, we would
have money and resources to help them further tech-prep or youth

apprenticeship, or whatever. We would also conduct research on
what is working best and why, on pulling in employers and getting
them involved, and on developing iobs for the positions, which is

an important part of it. So all of those things will be studied and

developed in every State, with special attention in the first couple
of years to States that have moved forward in this area.

Then the other States would come on in, in the second, third, or

fourth year. And I think after the fourth year, then we would have

programs going in all States. The general planning is that this

would go for a period of years, and then the Federal support would
end. It is not a long-term programmatic thing, much like Groals

2000.
It is reinventing government. It is trying to get things moving,

involving the private sector, involving labor, involving everyone in

education; and then, as it moves forward and becomes an impor-
tant, well-developed program from State to State, then the plan
would be to phase it down and out.

Senator Murray. I think what I hear you saying is that vou en-

vision your Department as a resource center for States ana school

districts across the Nation then, as they develop their programs, to

get that information out to other districts as well?

Secretary RiLEY. That is exactly right.
Senator Murray. I applaud that. Thank you.
Senator Harkin. Thank you very much. Senator Murray. Senator

Gorton?

INVESTMENT PROPOSALS AND DISCRETIONARY OUTLAY CEILING

Senator Gorton. Mr. Secretary, I want to pursue a subject which
the chairman himself has pursued with a certain degree of frustra-

tion, and which is illustrated by several of these charts here. And
I really am not sure of the nature of the answer which you gave
to the chairman.
But as he points out, the President's budget is $5.4 billion over

the outlay ceiling. I think the House of Representatives figured
that at $5.7 billion, but at any event, it is a lot of money. And we
are faced here with initiatives, you know, whether we call them
spending or investment, which certainly have wonderful and posi-
tive social goals, but we are very frustrated by an ultimate inability
to meet all of them.

Perhaps the only area in which I may disagree with the chair-

man is that he had a number of suggestions of cuts under the con-

trol of other subcommittees, which probably do not want to face

them. But I would really like to ask you this question: Is the Presi-

dent, or the administration, going to come up with a recommenda-
tion of how we find that $5.4 billion, either by cutting other spend-
ing programs, or by ignoring the budget ceiling and coming up with
more income from some place or another?
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And, if the administration is not going to do so on an overall

basis, when we find out in this subcommittee by how many billion

dollars we are short of the budget request you have made to us,
are you going to come and make recommendations as to whether
we take money out of v>'hat you call investment initiatives, or the

regular budget, or are you just going to, in effect, say. Senator Har-

kin. Senator Specter, figure it out yourselves?
Secretary Riley. Senator, I think you all have made the case

very well. The concern is very real, and I would certainly assure

you that I would pass that back to 0MB and the White House. Of
course, I am in the education business, and I am concerned with
the overall issue as education would impact it and affect it, and
how this would affect education.
And I wish that I could tell you exactly how 0MB and the White

House plan to deal with it. All I can say is I was told that they
are continuing to work on it. I will again touch base with them,
and tell them that this concern was expressed to me in very serious

terms, with charts, and ask that that word be passed on.

I would urge upon you, though, in the matter that I am dealing
with, that you analyze our budget and, hopefully, see that it is not
one of the problems that could possibly be out there, because it is

such a responsible, we think, conservative budget. And I would say
this, that, with my contacts with 0MB and so forth, no indication

has been given to me that they are requesting us in any way to

cut our budget. And up to this point in time, no word at all has
come to me in that direction.

So I think I am perfectly at liberty, with that problem out there,
to come forward to this subcommittee with my budget and ask for

your consideration.
Senator Gk)RTON. Well, that is a candid answer, Mr. Secretary,

and obviously, while you have a very important, vitally important,
portion of the budget, you do not have it all.

Secretary Riley. No.
Senator GrORTON. And you cannot come up with this answer in

isolation. But you have got to recognize that someone has got to

come up with that answer, eventually us. And that, while we have
to deal, in this subcommittee, with the very important initiatives

in education, we also have health and job training and a number
of other areas under our jurisdiction as well.

And at some point, in the relatively near future, we are going to

be told how much money we can spend. And we are not going to

be able to spend all the money in the budget, and we will certainly
want at least the recommendations of the administration, and obvi-

ously of your office, when we attempt to cram a large foot into a
somewhat smaller shoe than we would like it to be.

Secretary RiLEY. Thank you very much, Senator.
Senator Harkin. Senator Gorton, I just want to echo what you

just said, and support you in your statements. I guess I would just
state for the record, and publicly, that if 0MB is sending us down
these kind of numbers, and they are not willing to tell us where
to make the cuts, then I would suggest very strongly that 0MB is

acting highly irresponsibly.
Senator Gorton. Well, I thank you. We see eye-to-eye on that

subject.
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Senator Harkin. Highly irresponsibly.
Senator Gorton. That is all I have. Thank you.
Senator Harkin. Senator Bumpers?

OPENING REMARKS OF SENATOR BUMPERS

Senator Bumpers. Thank you, Mr. Chairman.
Mr. Secretary, welcome to the new job. And I have known you

for a long time, and I am extremely gratified that you are in the

position you are in. I think you are extremely competent, have a

keen grasp of this, and demonstrated it time and time again as

Governor of your State.

DEVELOPMENT OF GOALS 2000

Were you a part of the team that developed Goals 2000?

Secretary RiLEY. Senator, I was not in my position as Governor
when it was consummated. I was in it from the word go, as you
know, in terms of the reforms in the eighties, the comprehensive
reform. I chaired the Quality Commission of the Southern Regional
Education Board, as Governor, which came forth with the first

goals, I think, in this Nation, which dealt with comprehensive, sys-

temic reform for education.

And then these goals were published, and were quite prominent
in the mid-1980's, 1986-87. The effort really was primarily in the

South for a number of years, Southern Governors—Bill Clinton was
one of them, of course, Lamar Alexander, and myself, and others.

So I was involved in all of that work, all of my years, but then I

went out in 1987; and then this arrangement of setting the goals

panel, and so forth, was put in in 1989, and really concluded in,

I think, January 1990. I was a civilian at that time, a tax-paying
civilian.

Senator Bumpers. Well, after you have been in public office for

a long time, that is a little bit liberating, is it not? [Laughter.]

Secretary Riley. It is. It is a little different.

Senator Bumpers. But the only reason I posed the question is,

businesses set goals, and we set goals in education and so on. And
often times, when we do not meet those goals, we have a tendency
to admit failure. And we go back to the drawing board, and so on.

I really think Goals 2000 is overly ambitious, and not attainable;

particularly the part about being first in the world in math and
science. We are dead last right now, according to all accounts I

read, against developed nations. And in a short, 10-year period, we
are not going to become No. 1. But, be that as it may, I have no

quarrel with the setting of goals. And if we meet a good number
of those, then I will be highly gratified.

IMPEDIMENTS TO LEARNING

But I want to question you on something that is rather basic,

and not necessarily at this moment dealing with money, and that

is: If I were to ask you, what would you list, say, as the three

things that you think are the greatest impediments to learning;
and the greatest impediments to our educational system reaching
the goals; and really, what has sort of brought us to what we con-
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sider to be a deterioration over the last several years, of our edu-
cational system?
Now, Mr. Secretary, we have been talking about this since the

book, "A Nation at Risk," came out. I think that was in 1981, was
it not?

Secretary Riley. In 1983, 1 believe.

Senator Bumpers. In any event, we have been talking about a
disastrous situation in education in this country now for 10 years.
And according to all of the indicia I see, we have not really accom-

Elished
a great deal in curing those deficiencies. Now, I am not

laming teachers, and I am not blaming anybody in particular.
I think education is a terrible, debilitating thing for American

students. And I think that our whole culture, plus the pressures of

congestion and population increases and the frustrations that go
with that, all of those things we are fighting and we are trying to

overcome those things, so that our children are in a learning at-

mosphere.
I nave always believed, for example, that the disciplinary prob-

lem in schools is one of the biggest impediments to education. The
first rule of learning is order. You cannot have a child learning
until there is order in the classroom.
But if I were to ask you—I am just giving you some of my ran-

dom coffeeshop thoughts—^but if I were to ask you to name, say,
three things that you think are the biggest obstacles to reaching
Goals 2000: Is it money? Is it the environment? Is it lack of teach-

ers' skills? And if that is the case, is that the fault of the colleges
and the universities who are educating our teachers? How would

you summarize it?

Secretary RiLEY. Senator, of course that is a profound question,
and I will try to give as much of a profound answer as I can.

Senator Bumpers. You cannot get a politician to ever say it is

teachers, because they are big political contributors.

Secretary Riley. Well, and I will tell you, we have had about

enough bashing of teachers, I think, for this country.
Senator Bumpers. Well, you are on the side of Betty Bumpers.

POOR attitudes about learning

Secretary Riley. I am into pulling people together, and not sepa-
rating them out. I am into incentives and not punishment. If I

could wave some kind of magic wand over this country to change
one thing, I think probably—and you have touched on it—poor atti-

tudes about learning would have to be, perhaps, the No. 1 thing to

change; or it would be very close to it. If the attitude of the young
student in this country, as reflected from their parents and grand-
parents and neighbors, was one, as Bill Clinton says, of an ethic

of learning; if that ethic was there, especially for, say, disadvan-

taged people and for poor children, without any additional re-

sources, teacher development, or whatever—^then as important as
all of those things are—I think that would probably be the main
thing we would want to bring about.
And there are ways to work on that, as you know. But one way

is to call the communities attention to it, and raise the level of its

importance, and that is what Groals 2000 tries to do.
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NEED FOR PROPER GOALS

If I had to say a second thing, I would probably say: Having
proper goals out there to shoot for. I think your comment about the

goals being overly bold, especially one of them, is exactly right. I

have pondered that. As I say, I was not involved in drawing those

exact goals up, but I have analyzed those goals, and they are lead-

ing us in the right direction. And that is what is important. Sen-

ator. I see your point about, you know, approaching 1998, and real-

izing we are not going to reach a goal, and whether that is going
to cause some frustration, or whatever? I do not think so.

I think, in fact, what we ought to measure, is improvement. The

goal is up here, it is a year 2000 goal, and it probably will not be

reached in 2000; but if we are moving in the right direction, and
we can show that we have made improvement, that is progress. I

think every child needs to have those goals, has to have expecta-
tions of themselves, and so I would say that probably the second

most important thing is that we believe in ourselves and have goals
to shoot for.

NEED FOR COMPREHENSIVE, SYSTEMIC REFORM/FRAMEWORK

And then I think probably the third thing I would say—systemic
is a terrible word, but this comprehensive nature of what we call

the framework of an educational system, is absolutely important.
If you have a curriculum which is watered down, because for cer-

tain kids you have lower expectations, then those students will

have low results. If you have high standards, world-class stand-

ards, everything fits and everything is in sync, the curriculum, the

teacher training, the teacher development, and all of the other

things. You cannot have that in sync, if you have violence in the

hall, or disruption in the class. Having everything in sync, that is

what this horrible bureaucratic word "systemic" means, in terms of

education. And I think that is what Goals 2000 tries, to bring those

three things about, and that is how I would rank them.

NEED FOR MORE SUPPORT FOR THE HUMANITIES

Senator Bumpers. Well, Mr. Secretary, let me—I do not want to

take up too much time, Mr. Chairman, over these microdis-

cussions—^but you see, I think one of the things wrong with the

Goals 2000, and I applaud setting the goals, but I think one of the

really serious deficiencies in it is: We say we are going to make
U.S. students first in the world in science and math.
And that is all well and good, but I really do not see that as the

gravest danger to our civilization. I think math and science has to

be on the front burner, but I think it is the cultural decline in this

country that is a greater threat to us.

And that is one of the reasons I have constantly fought to get a
massive so-called humanities program going, similar to the one the

Carnegie Foundation started years ago for these summer seminars
for teachers to go in the summer and become schooled in one of the

humanities. It might be philosophy, might be drama, might be art,

might be political, music, or whatever.

Incidentally, I picked up the paper this morning, I see where the

District of Columbia is going to lay off 600 teachers. And who do
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you think they are going to lay off? Music, arts, and EngUsh teach-
ers. They assured us that no math and science teachers—I do not
have a dog in this fight, I do not live in the District. But I am just
saying that that is sort of the exemplification, maybe I should say
personification, of the way we think, that I think is wrong.
And that is one of the reasons I think this country is becoming

increasingly uncivilized, because we do not stress culture.

You know, when I was Governor, Betty started an arts program
in the penitentiary, believe it or not, with a small Federal grant.
You would be amazed how many of those youngsters down there
had artistic talent that, if somebody would have picked up on it at

a tender age, they would not be there.

You know, you do not find many people that played in the high
school band in the

prisons, you know that? You do not find people
who have studied Snakespeare in prison. You do not find educated

people in prison, for that matter. We all know who is in the pris-
ons.

But I am just simply saying, at the high school level, you have
an opportunity to capture a child's imagination, about where he
came from and what the world is all about, and so on, that will

give him a really good start, good self-esteem, which is so impor-
tant, and I am really gravely troubled by it.

And this is where I think television has the most debilitating ef-

fect. Because here we are, they are good teachers, lots of good
teachers, trying

their very best to do what I am talking about,

knowing full well that that child is going back into a home that no
dog should live in that night, and going to watch television that is

pure trash, and then we jump on the teacher because she is not

educating or he is not educating.
Well, that is my lecture for today. Let me ask you this

EDUCATION FOR THE SAKE OF EDUCATION

Secretary Riley. Senator, let me respond briefly.
I would say this: One of the changes that we have asked for in

the Goals 2000, and it is not a m^or change in the Goals 2000; but
to the competencies already listed we have added the arts, and we
have added foreign language. And I think the tone of those two ad-
ditions certainly would respond to your concern.
That same goal has citizenship in its statement and those kinds

of things dealing with good citizenship, which also reflect upon
some ofthe concerns that you have raised.

So, I want you to know that, certainly, I don't think education
is just math and science. I do think that it has clearly been deter-

mined that that is a place where we have probably slipped, in com-

parison to the progress of other countries, in terms of our competi-
tiveness in the world, in terms of productivity.
Now, no one would agree with you more, though, that education

for the sake of education is extremely important; and I certainly
think that Mozart and Shakespeare are lust as important as any
scientist or any mathematician in the world.
Senator Bumpers. Governor, I am going to tell you, what you

just said is so important, and so difficiilt to communicate to young-
sters. And that is, education for the sake of education. My father
used to stress that, and I have to confess I have enough memory
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of my childhood to admit that I really did not know quite what he

was saying. He used to just say, you will be happier if you learn

to read, you will enjoy life a lot more if you know and understand
and appreciate good literature. But that is a very difficult thing to

communicate to youngsters.

TEACHER EDUCATION

But I want to get back to teacher education. For years, I got an
increased appropriation for the National Endowment for the Hu-
manities every year, because they were running this so-called sum-
mer seminar program. Are you familiar with that. Governor?

Secretary Riley. Yes; not a lot, but I am familiar with the fact

they have it.

Senator Bumpers. Well, I will tell you how my interest was

piqued in that, and reading an article about 10 years ago in News-

week, where the Carnegie Foundation was setting on up, they had
room for 40 students to study some exotic subject.

[Pause.]
Senator Bumpers. Senator Hatfield has to leave? What am I sup-

posed to do? [Laughter.]
Senator Hatfield. Yield. [Laughter.]
Senator Bumpers. For how long?
Senator Hatfield. For about three quick questions, and no lec-

tures. [Laughter.]
Senator Bumpers. At my age, I am likely to forget what I was

getting ready to ask, if I jrield to you for 3 minutes. No; I yield to

the Senator from Oregon.
Senator Hatfield. Mr. Secretary, obviously. Senator Bumpers

and I can engage in this kind of relationship because we, too, be-

long to this very exclusive fraternity of former Governors. And Sen-

ator Bond as well. I want to thank the Senator, for just a brief mo-
ment.

ED-FLEX AMENDMENT AND GOALS 2000

Mr. Secretary, as you know, during the last session of the Con-

gress, we succeeded in passing what we called the ed-flex amend-

ment, but lost the meaningful character of it in the conference.

Anyway, a group of us £ire still very interested in educational flexi-

bility as it relates to Federal regulations that can stimulate reform
and creativity at the local school and the State school level.

As a former CSrovemor, you experienced this at the State level,

and demonstrated the validity of this. I note that in the Goals 2000

proposal that you have included an ed-flex provision. I wonder, for

the record, if you would briefly outline the purpose of it. And my
purpose in raising this question is that, as I read it, it does not in-

clude specific or explicit language that those children who were the

intended recipients of categorical grant support will continue to re-

ceive those services in the exercise, the ed-flex provision, the waiv-

er plan.
For the record, would you clarify that for me? Because I am very

anxious that that be carefully defined, both in the proposals or the

action that the Congress may take.
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Secretary Riley. Senator, the Goals 2000 legislation, as you ob-

served, does have a section dealing with waivers; and it does en-
able a certain degree of flexibility. It also

specifies,
as you know,

that those measures cannot be waived. We tnink this is extremely
important. If you look back at the history of this Congress passing
programs dealing with education, there were important matters

dealing with various programs, or dealing with various problems.
But you have a whole child down here in the school and you have
got these five or six different programs that affect different parts,
and we think it is very important to have the kind of flexibility,
such that you could pull all that together at the level of where the
child is, and have then the best impact in terms of the child. The
big opportunity we are going to have for some of that is in the re-

authorization of the Elementary and Secondary Education Act.

Senator Hatfield. Could I interrupt at that point, for just one
moment? Because I think we are all on parallel tracks; or maybe
I am not hearing you correctly. Let me say, there are basic prin-

ciples in our ed-flex proposal: No. 1 is that we do not, in any way,
waive those program requirements that guarantee the health and
the safety and the civil rights of the child; No. 2, that we do not

deny those categorical programs that are now available to assist

students in those local schools during a waiver; and No. 3, the
States will have to exercise their waivers on state regulations as
we at the Federal level are waiving Federal regulations to make it

workable at the local level.

Now, is that basically compatible with the education Goals 2000?

Secretary Riley. Yes, sir.

Senator Hatfield. I thank you.
Secretary Riley. I am satisfied it is, certainly I have language

to indicate that. I will take another look at that, and if there is any
question whatsoever, I will certainly touch base with you.
Senator Hatfield. All right. Would you be willing to accept some

suggested change in wording, to make that more inclusive?

Secretary Riley. Absolutely.

community and junior colleges liaison position

Senator Hatfield. More explicit. I would appreciate that. One
last point, and that is that last year we also established a liaison

position in the Department of Education, to coordinate, focus, and
advocate the role of the community colleges and the junior colleges
in our educational system. Historically,

there has not been tnat
kind of a clear focus in the Department s hierarchy.

I hear that there may be a desire to put that under the Assistant

Secretary for Vocational and Adult Education. Mr. Secretary, let

me make very clear, I think that would truly violate the very in-

tent, the very spirit of why we created this liaison role; because in

the totality of education, we have victimized ourselves frequently
by compartmentalizing, rather than seeing the indivisibility of edu-
cation. And not having had a role or a voice or an advocate for the

community and junior college part of our total education commit-
ment, we felt in the Congress, that it was time that we did make
that kind of identification.

Now, have you made that appointment? Do you plan to make
that appointment? Are you proposing a reorganization, or a change
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by incorporating it within the office of the existing Secretary, As-

sistant Secretary for Vocational and Adult Education?

APPOINTMENT OF ASSISTANT SECRETARY FOR VOCATIONAL/ADULT
EDUCATION

Secretary Riley. Senator, as you know, I have made my appoint-
ment for the Assistant Secretary for Vocational and Adult Edu-
cation—who is in the maze of the process of FBI examination. She
is Dr. Augusta Kapner, who was the longtime president of the

Manhattan Borough Community College, a very large and success-

ful community college in New York. She is now the acting presi-

dent of the New York University system, to show you the respect
that they have for her there.

And she is going to bring tremendous assets to the community
college and technical college field. She will be the top person in

that area.

community and JUNIOR COLLEGES LIAISON POSITION

I have not appointed a community college liaison person yet, be-

cause I wanted to get Dr. Kapner in and have her then work with

us, as we talk about our completion of organizational things.
Senator Hatfield. As Assistant Secretary of Vocational Edu-

cation?

Secretary Riley. Dr. Kapner will be the Assistant Secretary for

Vocational and Adult Education. It is all under that one category.
That position of community college liaison, I am told, was under
the Office of Postsecondary Education in the past. Again, we are

reviewing that to decide exactly where to put it.

I want to say this: I made my first commencement address as

Secretary of Education at Miami Dade Community College, and I

did that to make a statement—and I do not think you were here

earlier, when we were talking about how important that area is to

me—^but I did it to say that this Department is very, very inter-

ested in the importance of the community college and technical col-

lege role in this country.
Senator Hatfield. I hope that we can have a chance—and I will

wind this up at this time—^but I hope that we could have an oppor-

tunity to discuss this matter, as to the independent, not independ-
ent, but the clearly focused role of the, I call it liaison because at

that time the Secretary of Education did not want another assist-

ant secretary. But to identify a specific office that stood, in a sense,
within all of the other framework, that had community and junior

college responsibility. I fear that if you are going to amalgamate
that with the Assistant Secretary role of vocational ed, we lose the

focus that we intended. And I would like to have an opportunity
to discuss that with you further.

Secretary Riley. I would like that very much. There are two

ways, as you know, to look at that. And we are very much into this

connection between the high school and 2-year college programs.
But let us, you and I, talk about it further.

Senator Hatfield. Thank you, sir. And I want to thank Senator

Bumpers for yielding to me.
Senator Bumpers. I am a really good guy, Senator. [Laughter.]
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Mr. Chairman, let me just say that I will submit the line of ques-
tioning on the summer seminar program. We passed something
similar to what I wanted last year in the higher education bill. We
can probably ferret out that information without taking up the sub-
committee's time, but I will probably send you a question on that.

Second, I want to know how the bilingual education funds are
distributed. It is not mandatory any more. I was just curious as to

how we spend that money. I am just
—I am not going to even ask

you to answer those questions right now. I will submit those to you
in writing, Mr. Secretary, and not take any further time here.

Secretary Riley. Thank you, sir, and we will respond.
Senator Harkin. Senator Bond.

OPENING REMARKS OF SENATOR BOND

Senator Bond. Thank you very much, Mr. Chairman. I apologize
to the Chair and to the witness and my colleagues for jumping
back and forth like a flea on a hot stove, but we just have a lot

of important hearings this morning. I appreciate my colleague, the
former Grovemor of Arkansas, allowing me to ask a couple of quick
questions and state for the record that I am extremely pleased to

be able to work with you, Mr. Secretary.
As has been indicated, we have worked together previously. In

our roles as Grovemor you were a tremendous leader in the Grov-

emor's Conference, and I have enjoyed working with you, and I

think there are many areas on which we are going to be able to

work on a bipartisan basis.

PARENT INVOLVEMENT IN EDUCATION AND GOALS 2000

I want to touch very quickly on two things that are of particular
interest to me, parent education and school-to-work transition. I

believe we discussed, back in the early eighties when we served to-

gether, problems developing at the time, due to the lack of Grovem-
ment investment early on. We spent too much money later on solv-

ing problems that could have been resolved if we had had more
preventive programs, and we have seen in the ensuing years in-

creasing problems of lack of parental involvement, the family being
greatly at risk.

We have asked the schools to take on more responsibilities tradi-

tionally left to parents, like counseling and values clarification. I

would be interested to know specifically what your plans are for

improving parental involvement as part of the Groals 2000 initiative

or your initiatives, generally, and what do you see we might be
able to do to encourage greater family and parent involvement in

education?

Secretary Riley. Thank you, so much. Senator, and I appreciate
your kind remark about our days as Grovemor, and I can say the
same of you, and the high respect, the high respect the Grovemors
held for you.

I think if, again, when we were talking about what is really im-

portant in the big picture of education, parent involvement is way
high on the list. The whole concept of Goals 2000, and I know you
worked in all of the comprehensive reform efforts as Grovemor, is,

as you know, a framework driven by high standards with all of the
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pieces in sync, but with the motion coming from the bottom up.
That motion has to have parents heavily, heavily involved—par-
ents, citizens, and grandparents.
As you know, the percentage of parents with children in school

is decreasing in relation to where it used to be, so when you look

at supporters for education you have to be concerned also to go be-

yond tne immediate family, to neighbors and others who are inter-

ested in their neighbors.
The parent involvement part of Goals 2000 is absolutely critical

and is at the very base of it. The big thing in South Carolina when
we got our education reform going was my wife was in charge of

the citizen involvement, parent involvement effort. When we got
started nobody came to PTA meetings unless their children were

performing. When we finished you had to get there early to get a
seat—and that is the truth. It is still that kind of vibrant activity
of parents and teachers working together in an excited, lively at-

mosphere in the school.

We are going to emphasize that every way we can, and this

framework absolutely is built around that kind of bottom up mo-
tion. One of the goads also deals with this matter of parent edu-

cation, of literacy, which also is a very important priority for us.

PARENTS AS TEACHERS PROGRAM

Senator Bond. When you were Governor of South Carolina, you
helped bring the Parents as Teachers Program to several of your
school districts, including schools in Aiken County, Beaufort Coun-

ty, and Marion County. For my colleagues who are new and have
not had to listen to the description of parents as teachers before,
let me just say very briefly for the record it is a comprehensive pro-

fram
of education, early childhood assistance for parents of chil-

ren aged birth to 3 years old, designed to help parents maximize
the development of their children in the areas of social, motor, and
language skill, and to provide health care screening for participat-

ing children to detect problems early on.

We found in Missouri, where it is now offered in every school dis-

trict and 100,000 families participate every year, that it has a very
subversive message that parents are responsible for their children's

education. It is something that is noted by administrators when
those children and their parents reach their formal schooling years.

I think it continues to be one of the best things we are doing in

Missouri. We have included the Parents as Teachers Programs for

pilot funding in the OERI Senate bill last year. On the House side,

Congressman Alan Wheat included it in the House version of the

Neighborhood Schools Improvement Act. Do you see a place for en-

couraging parents as teachers in the Goals 2000 initiative?

Secretary RiLEY. Well, I certainly do. Obviously, as you observe,
it was a priority with me.
Those decisions—and the interesting thing about Goals 2000 is

it leaves those decisions, of course, on the local and State level, and
that is where they ought to be.

Senator Bond. I agree with that.

Secretary RiLEY. To command parents is one thing. To have par-
ents energized and involved and excited on their own is another
whole thing. I strongly feel, though, that every influence that the
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whole framework would have—^that is, high standards, the empha-
sis on teaching and learning, and parent involvement—^would cer-

tainly call for a parent as teacher emphasis—absolutely.
Senator Bond. Well, that, if it is a voluntary program for the

parents in Missouri, we had hoped to make pilot project funding
available for States who want to do it. Once we get into the pro-
gram you find the parents are the best salespeople for the program.

SCHOOL-TO-WORK TRANSITION

One final thing, and I know my time is up, I would just like you
to consider following up on Senator Murra^s comment about
school-to-work transition, the program of jobs for America's grad-
uates. I, along with several oi my colleagues, have served on the

board, and I think we just happen to have a packet of information
available on it, and I would ask that you look at that. We and the
other members of the board would be happy to discuss it with you
further at your convenience, if you find it helpful.

Secretary Riley. Thank you, sir. We surely will.

Senator Bond. Thank
you,

Mr. Chairman.
Senator Harkin. Thank you. Senator Bond.
Now, my colleague from when we were both Members of the

House, Senator Cochran.

opening remarks of senator COCHRAN

Senator CoCHRAN. We probably ought not to even tell that.

Mr. Chairman, thank you very much. These Governors obviously
brag on their past when they are together. It reminds me of that

story about the two guys that were having lunch at the peniten-
tiary, and one turned to the other and said, 'Tou know, the food
used to be better here when you were Governor." [Laughter.]

Secretary Riley. You are directing that to me. Senator, are you?
Senator Cochran. Mr. Secretary, welcome to Washington. I am

disappointed in the budget proposal, too. I understand the chair-
man has had a fair amount to say about the position that this puts
the committee in when the administration sends up a budget and
says, and by the way, we hope you will add $5.4 billion to it if you
can find the money, and here is what we propose you spend that

$5.4 billion on, and then send out a news release to everybody all

over the country and say that these programs have been requested
for funding by the President's budget.
That happened in not just this subcommittee but in the Agri-

culture Subcommittee. I have talked to Secretary Espy about it. It

is just sort of an underhanded trick to suggest that you are asking
for money for something but you really cannot expect the Congress
to provide it within the framework of the budget. It is disturbing.

Well, on to other things. There are some proposals that you make
in the budget which I think ought to be commended. The emphasis
on the chapter 1 program, the Even Start and Star Schools pro-
grams are examples.

national writing project

I hope the administration will continue to support the national

writing project, as well. In South Carolina, if I am not mistaken.
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I think there are matching funds being provided by the State legis-

lature there, as they are in Mississippi and elsewhere in the coun-

try, to help provide access for teachers to take advantage of sum-
mer workshops and training activities that emphasize the teaching
of writing.

Incidentally, students learn better in other subjects, we have

found, when they learn to write better, and the unique and innova-

tive techniques of this program have been a big boost to teacher

morale, to student morale, and it is clear that this is one of the

most popular and workable programs that we have in education

today for enriching the lives of teachers and students.

I hope the administration can support an appropriation for this

program. We authorized it 3 years ago, and it has proven to be a

wonderful program. Are you familiar with that program at all?

Secretary Riley. I am familiar with it generally. Senator. I think

that is the project with a nonprofit organization that was affiliated

with a research center project through OERI, our research wing,
and it is our general feeling that it has been successful. It has been
funded as a demonstration of a strategy for improving teaching in

writing. But as far as continuing it as a research type project, we
had some concerns about that and felt that really the chapter 2

block grant for elementary and secondary education was probably
a more appropriate place for the moneys to come from rather than
a continuing research type project.

However, we would welcome hearing further from you on it. I

know it is something you supported, along with Star Schools and
a number of other things I am familiar with.

Senator Cochran. We have, and I hope we can continue to talk

with you about the national writing project in an effort to get the

support of the administration for funding of the program.

READY TO LEAR>I PROGRAM

Another program that is new, just authorized last year, that is

not in the budget request or the addendum to the request, is a pro-

gram called "Ready to Learn." This was probably not authorized in

time or the information did not get to tne administration in time
to be considered for this budget cycle. But I want to just mention
it because it authorizes a small amount of $25 million for the De-

partment to maJce grants on a competitive basis for the develop-
ment of preschool television programs. The "Ready to Learn" legis-

lation was enacted in an effort to build on the success of edu-

cational television initiatives by making more quality programming
available to young children building on learning opportunities that

are effective in helping to give them a better start.

We hope that this program can serve as an incentive for edu-

cational foundations and television producers to come up with new
ideas targeted at the preschool-age child. They almost all have ac-

cess to television, and if we can make the programs interesting and

exciting and educational at the same time it would really do a lot

to help improve the chances for a lot of children to come to school

ready to learn. And I hope that the administration will look at this

legislation. Senator Kennedy and I sponsored it in the 102d Con-

gress, and with the help of many other Senators it was passed as

a free-standing bill toward the end of the last session.
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Secretary Riley. Senator, in response, certainly we will look at
it for you and with you.

EDUCATIONAL TECHNOLOGY

I do not know if you saw some of the exhibits that were here in
the Capitol yesterday that dealt with technology and the very kinds
of programs that you are talking about. Combining technology and
education is an absolute necessity, especially if we are to reach the

high standards that we are talking about, and the power of tele-

vision for that is enormous.
Senator Cochran. We have another bill that will soon be intro-

duced that would provide funds for schools that do not have access
to computers and other technology advanced equipment. In the

poorer areas of the country, as you well know, a lot of schools do
well just to have a school house, much less television sets, comput-
ers, and the equipment that permits them to take advantage of

emerging technologies in teaching. This is a program that would
provide some funds for those especially needy schools so that they
can take advantage and enjoy the benefits of these new effective

learning tools. I hope that we can work with you in trying to make
sure that funds get allocated.

FUND FOR INNOVATION IN EDUCATION—EDUCATIONAL TECHNOLOGY

Under the fund for innovation in education, the Department
funds a specific program to provide Federal support for computer
hardware and software for elementary and secondary schools.
There was $28 million appropriated in fiscal year 1993. And I

would like to know for the hearing record how many grant applica-
tions were received last year for funds under this program, how
many grants were approved, and how much of the $28 million ap-
propriated was for computer grants.
You are asking for $40 million for this fund in the budget for this

next year. I am interested to know how much you expect to allocate
to computer and other technology-related programs. These ques-
tions can be answered for the record, Mr. Secretary.

Secretary RiLEY. Senator, we will surely do that and submit that
for the record.

Senator Cochran. I have some other questions and some com-
ments, as well, and, Mr. Chairman, I think I will just ask that the
rest of my comments and questions be printed in the record and
submitted to the Secretary.
Senator Harkin. Without objection. I also have some other ques-

tions I will submit to you in writing.

SCAN PROGRAM

Mr. Secretary, Senator Kohl had to leave. Time was running out,
and I know Secretary Kunin has to be out of here by 12:15 p.m.
Senator Kohl just wanted me to briefly ask this one question, and
it had to do with a program called SCAN. Evidently, it was author-
ized in the Higher Education Act. It creates a national data base
of all public and private aid, and it provides information and train-

ing of high school guidance counselors so they are better prepared
to help kids and their families.
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The third thing it does is it sets up a national advertising cam-

paign to be all you can be, I guess, by not joining the Army but

by going on to school. And his question was, "I do not see a request
in the President's budget for any of SCAN." His questions were, "Is

this an initiative that we ought to fund? And if so, is it possible
that you might consider this in 1994?"

Secretary Riley. Senator, as far as I know, it is not part of our

budget. But I certainly will take a look at it and I will contact the

Senator and discuss it with him.
Senator Harkin. This is Senator Kohl's initiative, and he has

some other questions to submit in writing.

CLOSING REMARKS

Secretary Riley, you have been very kind with your time. We ap-

preciate your being here, and we will now turn to the second panel.
Senator Specter. Before the first panel leaves, I just want to for-

mally put some questions in the record for Secretary Riley and cop-
ies of my letter to him dated February 25 1993, and his reply to

me of April 12, 1993, and a copy of the letter from Mr. Brian C.

Mitchell to me dated May 11, 1993, with a request that Secretary

RUey respond to the issues raised in Mr. Mitchell's letter.

Senator Harkin. Without objection, they will be entered.

[The letters follows:]

Letter From Senator Arlen Specter

U.S. Senate,
Committee on Appropriations,
Washington. DC, February 25, 1993.

Hon. Richard W. Riley,
Secretary, Department ofEducation,
Washington, DC.

Dear Mr. Secretary: I am writing to virge you to join with me in developing and

implementing an initiative to reduce the number of low-birthweight births in this

country. The recently released report of the National Commission on Children

brought to light a disturbing fact, no progress was made in reducing the overall pro-

portion of low-birthweight babies (Aose weighing less than 5.5 pounds) during the

last decade. The Commission also found, however, that prenatal care that begins

early, continues throughout pregnancy, and is appropriate to the mother's level of

health risk can effectively prevent low-birthweight births. As Ranking Member of

the Labor, HHS and Education Appropriations Subcommittee, I believe that aug-

menting finding for health education programs begun in the early grades and con-

tinuing through the high school years can increase the knowledge of women and

materially reduce the nvunber of infants bom of low-birthweight.
Each year about 7 percent, or 287,000, of the 4,100,000 American babies bom in

the U.S. are bom of low-birthweight, muJtipljdng their risk of disability and death.

SUghtiy over 1 percent, or 52,000 babies are bom of "extremelv low-birthweight,"
3.3 pounds or less. But the most vulnerable infants are the babies bom weighing
one pound.
About one million teenage girls each year risk their futures through early preg-

nancy and chQdbearing. According to the National Center for Health Statistics, in

1989 there were 681 births to teenagers that weighed between 16 and 20 ounces.

It is a human tragedy for a child to be bom weighing 16 ounces with attendant

problems which last a lifetime. I first saw 1-pound babies in 1984 when I was as-

tounded to learn that Pittsburgh, PA, had the highest infant mortality rate of Afri-

can-American babies of any ci^ in the United States. It was an amazing thing for

me to see a 1-pound baby, about as big as my hand. Even if the infant responds
to medical treatment and survives, the physical and developmental consequences of

being bom of such low weight last long into life. Beyond the human tragedy of low
birth weight tiiere are the financial consequences. Low birth weight children ac-
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count for 16 percent of £ill costs for initial hospitalization, rehospitalization and spe-
cial services up to age 35.

As a result of Medicaid reforms over the past six years, all states are covering

pregnant women and children whose family incomes are at, or below, the poverty
Une. However, these changes, according to the National Commission on Children,
have not solved all the problems surrounding federally supported perinatal pro-

grams. Accordingly, the Commission recommended that support be provided to de-

velop "community-based health education and health care programs." The Commis-
sion also recommended that the federal and state governments expand, "effective

health care programs that provide services for underserved populations." These two
recommendations form the basis for the initiative which I am proposing.

First, I propose expanding to $20 million funding for school-based health edu-

cation programs within the Department of Education to provide comprehensive
health programs for our nation's children. To interrupt this tragic cycle of low-birth

weight infants, pre-teens could be taught, good nutrition habits, prevention options,
the consequences of becoming pregnant, responsibilities of parenting, and the chal-

lenges of child rearing. I have included as part of my Health Care Reform bill a

$50 million formula grant authorization modeled after the existing school-based

health education program.
Second, I have written to Secretary Shalala and have proposed $100 million in

increased funding for programs administered by the Depaii^nent of Health and
Human Services which support education, counseling and prenatal services for preg-
nant women, particularly those in high risk categories.

I have also introduced as part of my Health Care Reform bill new legislation
which would provide $40 million to train Headstart and day care workers to teach

pre-school children good nutrition, accident prevention, and the consequences of

drug and alcohol abuse. I solicit your suggestions concerning other possible initia-

tives in this area through your Department.
I believe that expanding federal support for these programs will emphasize to

women the importance of prenatal services and will materially effect the pregnancy
outcomes for thousands of women. This initiative can be the first step towards mak-

ing the decade of the 90's a decade in which progress is made in reducing the num-
ber of babies bom of low-birthweight. As we begin work on the fiscal year 1994

budget, I urge you to join with me in developing and implementing this important
initiative. If you have any questions or comments please contact me, or have a mem-
ber of your staff contact Bettilou Taylor of my staff.

Sincerely,
Arlen Specter,

Ranking Member, Subcommittee on Labor, Health and
Human Services and Education Appropriations.

Letter From Richard W. Riley

U.S. Department of Education,
Office of the Secretary,
Washington, DC, April 12, 1993.

Hon. Arlen Specter,
Subcommittee on Labor, Health and Human Services, and Education, Committee on

Appropriations, U.S. Senate, Washington, DC.

Dear Senator Specter: Thank you for your letter expressing your interest in a

legislative initiative to reduce the number of low-birthweight births in this country.
The President has proposed full funding by 1996 of the Special Supplemental

Food Program for Women, Infants, and Children (WIC). By serving pregnant
women, WIC can do a lot to help prevent low-birthweight births. We would welcome

your support for the President's proposal.
Willie programs such as WIC and Medicaid offer more immediate amelioration of

the problem of low birthweight, I agree that schools can also have an impact. As
you know, the Department of Education currentiy supports the comprehensive
School Health Education Education program. Although the mtgor responsibility in

this area remains at the State and local level, our 1994 budget will continue to sup-

port the program. Beyond that, as we develop ovu* proposals for reauthorization of

the Elementary and Secondary Education Act, we will consider not only our role in

health education in the schools, but also how we can promote greater integration
of education services with health care and social services.
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Thank you for sharing your proposals with me. I hope you will give serious consid-

eration to our reauthorization proposals.
Yours sincerely,

Richard W. Riley,
Secretary.

Commission for Independent Colleges and Universities,
Harrisburg, PA, May 11. 1993.

Hon. Arlen Specter,
U.S. Senate,

Washington, DC.

Dear Senator Specter: As you know, Secretary Riley will be appearing before

the members of the Senate Appropriations Subcommittee on Labor, Hetdth and
Human Services, and Education on Wednesday, May 12. This appearance will pro-

vide you with an opportunity to question the Education Secretary regarding the

Clinton Administration's view of the role of the federal government in supporting
students attending institutions of higher education.

As the president of the Commission for Independent Colleges and Universities

(CICU) in Pennsylvania, I would ask you especially to question the Secretary about

the reasons for cutting federal funds for campus-based aid. The Clinton Administra-

tion's proposed budget would completely eliminate the State Student Incentive

Grant program (SSIG) and cut three other critical programs by 14.6 percent that

help students pay for their education. The total proposed dollar cuts are as follows:

Million

Supplemental educational opportunity grant [SEOG] -$85.4

College work study -90.0
Perkins loans -24.6

SSIG 72.6

For Pennsylvania, this means roughly a cut of $14 million to students attending
our colleges and universities, ptirticularly in the private sector where students £ire

already foregoing the generous state subsidies available to all who attend a public

university.
While I am sure the Education Secretary will argue that the president's proposal

provides flexibility to our schools, please note that flexibility does not make up for

less financial assistance to our students. Also, the change in the set-aside of 5 per-

cent of College Work Study to 10 percent of all campus-based funding for commu-

nity service jobs will decrease flexibility since our colleges will now lose valuable

student workers in their Ubraries, administrative offices, and gymnasiums. The
work of these students help to keep the college's personnel costs down and thereby

keep tuition increases as low as possible.

Fvulhermore, independent college and university presidents cannot but help to

view the cuts in the campus-based aid, which primarily affects students attending
their institutions, when coupled with the National Service proposal as a question-
able shift in public policy. While they certainly support the President's intentions

in National Service, they must question why we should simultaneously reduce fund-

ing for programs that have proven to be of great value to students over the years.

Therefore, Senator Specter, would you please consider questioning the Secretary
about these issues when you have the opportunity on Wednesday. I hope your inter-

est in this area will increase the Administration's sensitivity to the v^ue of the

campus-based programs. If you have any questions on these matters, please feel fi"ee

to call me. Thank you for your attention to this issue.

Sincerely,
Brian C. Mitchell,

President.
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STATEMENT OF MADELEINE KUNIN, DEPUTY SECRETARY, DEPART-
MENT OF EDUCATION

ACCOMPANIED BY PETER B. EDELMAN, COUNSELOR TO THE SEC-
RETARY, DEPARTMENT OF HEALTH AND HUMAN SERVICES, AND
SENIOR ADVISOR, WHITE HOUSE OFFICE OF NATIONAL SERVICE

OPENING REMARKS OF SENATOR HARKIN

Senator Harkin. Again, thank you, Mr. Secretary. If you would
like to stay, the second panel will be Madeleine Kunin, the new
Deputy Secretary of the Department of Education, and Mr. Peter

Edelman, Counselor to the Secretary of Health and Human Serv-
ices.

Madam Secretary, I understand you have to be out of here by
12:15.

Ms. KUNIN. I can stay longer, if necessary.
Senator Harkin. We will be OK, I think. There are only two of

us left here. I think we will be all right.

Again, we welcome you to the Subcommittee on Labor, Health
and Human Services, Madam Secretary, and also Mr. Edelman,
counselor to the Secretary of Health and Human Services, again.
We wanted both of you here because, again, as I said earlier to the

Secretary, it is this idea of coordination that we are going to have
to really be focusing on, all the way from preschool to postsecond-
ary education.
For postsecondary students, the President is proposing this inno-

vative national service initiative that will bring Americans together
in service to our communities. This initiative has three basic com-

ponents: First, a Corporation for National Service to be established
to offer students educational awards in return for community serv-
ice. Second, EXCEL accounts will offer all students income contin-

gent repayment plans
so they can spread their loans over a longer

period of time. And finally, one stop direct student loans will be

phased in to replace the current guaranteed student loan system,
with some of the savings going to students in the form of reduced
interest rates.

We will hear short statements from each witness first, and then
have a period of questions. Deputy Secretary Kunin, it is an honor
to have you here with us today. Welcome, and please proceed.
Senator Specter. If I may say just a word, Mr. Chairman. I join

the chairman in his welcome. Ajid I especially wanted to congratu-
late you. Governor Kunin, on your outstanding public record, and
thank you for taking on the job which you have. I am not going
to be able to stay through the entire panel, but I did want to make
those comments.
And thank you, too, Mr. Edelman, for your contribution.
Th£ink you.
Senator Harkin. Ms. Kunin.

SUMMARY STATEMENT OF MADELEINE KUNIN

Ms. KUNIN. Thank you very much, Mr. Chairman, and thank you
very much, Senator Specter, for your welcome. We appreciate that.

And I am very pleased to have this opportunity to amplify on Sec-

retary Riley's comments on the direct student loan proposal.



41

FEDERAL DIRECT STUDE^^^ LOANS

Before going into the details, let me just share the overarching

premise here, which is that the existing program, the program we

propose to substitute for, has one purpose only, and that is to serve

the students and to make sure that the students, which is about

one-half of the total student population that now receives loans,

continues to have access to loans and continues to have the oppor-

tunity to afford a college education.

The President made this proposal of national service and student

loan reform with that sole purpose in mind—to increase edu-

cational opportunity for all Americans, as well as providing the op-

portunity for public service, which Peter Edelman will elaborate on.

Now, the reason that the Department of Education is proposing
a reform and moving toward direct student loans is quite simple—
that there are literally billions—and we do not use that term light-

ly
—^billions of taxpayer dollars that could go to serving students

which are now going to middlemen and other providers.
In addition to saving dollars, we have a unique opportunity to

take a very complicated system and make it much more simple and

streamlined.

FEDERAL DIRECT LOANS—^FLEXIBLE REPAYMENT

And third, in addition to saving money and streamlining the sys-

tem, we can offer students a flexible repayment plan so that they
can not only avoid default in many cases, but also have the oppor-

tunity to do public service and to take jobs that may be lower pay-

ing without worrying about their debt burden.

COMPLEXITY OF GUARANTEED STUDENT LOAN SYSTEM

Students now, as we know so well, are very concerned about the

high levels of debt that they are under, and also the tough payment
plans that are sometimes demanded of them. We also realize that

this is a very complex system. When I first came to the Federal

Government and I looked at the student loan program and I was
briefed by the GAO, they pointed out some of the failures of the

Department of Education in this program, but also attributed many
of the failures simply to the design of the program. It is so complex
that there is little accountability.
And to quote from the report: 'The program's structure is not

conducive to good financial management."
And I think anyone who looks at the charts of the current loan

system can see this complexity. You can see on this first chart, on

the left here, where you have 7,800 banks, the secondary markets,
the guarantee agencies, collection contractors, and then the college,

the student and the Department of Education and its contractors.

And the second chart shows you—I guess this is the before—^the

first one is the before. If you cut at the perforated line and you end

up with the after, you can see that the other would be a more sim-

plified, comprehensible system.
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BASIS FOR PROPOSING A SYSTEM OF DIRECT LOANS

Whenever you have many, many players, you clearly lose some
accountability in even being able to trace responsibility as to who
is on first, ^d from the student's point of view, since that is our

major imperative here, the student will have a clearer knowledge



43

of where to go and what to do. And we in the Department of Edu-
cation will have clear knowledge of how to administer this program
effectively.

DIRECT LOAN COST SAVINGS

But our base contention, which, as you know, has been and will
continue to be hotly debated, is that we are basically substituting
an existing system where many people do well, with a new system
in which we hope the taxpayers and the students will do well. But
the major cost reduction comes as a result that we will substitute

public funds for private capital. And fundamentally, the Federal
Government can borrow more cheaply than can the private lenders.

In addition, we will be reducing some of the profits
—and there

is a story in today's paper about some of the profits at Sallie Mae.
We realize that this has turned into a very profitable system. The
very fact that they are coming back with proposals themselves to
reduce their profits indicates that there has been excess profits in
the system—proposals that were unheard of in the past. It gives
us an opportunity to conclude that in fact not only can we borrow
more cheaply, but we can reduce the profits and return that to the
taxpayers and the students.
The savings over 4 years would be $4.3 billion, as calculated by

CBO, GAO, and others, and I would say that is a conservative esti-

mate at this point, that that amount was whittled down. That is

a net savings that includes administrative costs. The long-term
savings would be $2 billion per year, once the program is fully im-
plemented.

Federal Direct Student Loans

Outlay Savings by Fiscal Year

Based on Phase-in Plan
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SAVINGS TO REDUCE STUDENT INTEREST RATE

We strongly believe that some of these savings should be re-

turned to the student. So once the program is fully implemented,
students would enjoy the benefit of a one-half percent reduction in

their interest rates. And overall, the reasoning here is that this is

money that should, in the long term, go to higher education. For
the short term, we have to deal with the deficit, but I think this

opens up the opportunity down the road to return more of these

savings to the students, where they belong.

DEPARTMENTAL ADMINISTRATIVE CAPABILITY

Now, there also have been questions appropriately raised—^you

know, how will the Department of Education administer this pro-

gram? How are you going to shift from one program to another in

an orderly fashion?

Well, as you see in the chart over there, we are in fact phasing
in direct lending, in what we are confident will be a prudent and
careful and cautious manner. In the first year, direct loands would
be 4 percent of overall loan volume, which is approximately the size

of the demonstration project that you approved last year. Then in

the second year, direct loans would expand to 25 percent, to 60 per-
cent in the third year, and finally 100 percent of overall loan vol-

ume. And during that process, if you look at the next chart, it

shows you the phasein of participating schools. We will monitor the

process very, very carefully.

Federal Direct Student Loans
Program Phase-in by Academic Year

New loan volume (in billions)
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Federal Direct Student Loans
Program Phase-in by Academic Year

New loan volume (in billions)

1994-95 1995-96 1996-97 1997-98

D Direct Loans D Guaranteed Loans

DEPARTMENTAL MANAGEMENT OF DIRECT LOANS

We have a steering committee made up of various knowledgeable
parities. We have internal management capacity. We are going to

get an impari;ial oversight contract to make sure that everything
goes according to Hoyle. And so we are very cognizant that the De-

Eartment
of Education has the burden of proof after 12 years of

asic neglect of the Department's management capacity to prove
that management capacity. But it is under new management. That
new management, the Secretary, myself, and the Assistant Sec-
retaries are very, very determined and moving step by step to

make our intention real, to prove that the Department of Education
can be the best managed Department in the Government.
We also will have an Assistant Secretary, who is now the des-

ignee, who has as much experience in dealing with the student
loan system as anyone in the country. So we are moving very pru-
dently in this direction.

IMPACT OF DIRECT LOANS ON SCHOOLS

Another question that has been raised is: What does this mean
for the schools?
We know it will benefit the taxpayer. We know it will benefit the

student. But how do the schools cope with this responsibility?
The legislation has been designed to recognize that not all

schools want to or should do direct lending. So, for those schools
that the Secretary determines are not capable or do not wish to,

we will provide an alternative originator, an organization under
contract to the Department, which could be a bank or a current
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guarantee agency that would do the origination for the school at no
cost. We would pay for that.

For schools that do want to originate, we would pay a fee of $10
per loan.

As far as the burden for the school, studies indicate that there

actually would be a net reduction in responsibility for the school in

originating these loans, because they would not have to deal with
this universe of providers that are involved at the present time.

TRANSITION TO DIRECT LOANS

The other question of course is: How do we deal with the transi-

tion, in which we are really building up a system of direct loans
while maintaining the guaranteed student loan system, which will

continue for at least 10 years as those loans play themselves out.

We have put into the legislation provisions to assure the contin-
ued availability of capital in the event that one or more guarantee
agencies goes under, or banks stop lending. We really have role-

played these scenarios to the very best of our ability and have put
all the safeguards that we can into this legislation.

ROLE OF IRS IN DIRECT LENDING

A final question involves the new role of the IRS. The IRS will

provide income verification for income contingency and a study by
the Treasury and Education Departments will examine whether
the IRS can be involved in collection. I think the involvement of the
IRS really adds a note of responsibility to this program, underscor-

ing that we expect that the loans should be accessible, that access
to college should be possible, but that you also have to pay back

your loan. And the function of the IRS is very important in this re-

gard.

BENEFITS OF DIRECT LOANS

In conclusion, I think as you look at the direct loan legislation,
a very strong case can be made that the President, the Secretary,
and the Department really see this as a prime example of

reinventing government, of providing service that is more efficient,
more effective, and at a lower cost. There are very few times in

(Government where you can really say that with conviction and
with assurance. And we believe basically that the loss of funds that
is now going to one area of the economy should really be and can
be directed where it matters most—to the students, to higher edu-

cation, and to the taxpayers.

PREPARED STATEMENT

Just as a final note, we do have a high burden of proof not only
in administering this program correctly, but also in stating our
case. There is no question that there has been a lot of misleading
information put out by the present stakeholders, who have very
high stakes in maintaining the status quo. But, more importantly,
the citizens of our Nation have high stakes in making absolutely
certain that our students have every opportunity to have an afford-
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able education and that we manage this program well for their
benefit.

Thank you very much, Mr. Chairman.
[The statement follows:]

Statement of Madeleine Kunin

Mr. Chairman and members of the committee, I am pleased to be here today, and
to have this opportunity to amplify the Secretary's comments on oxir Direct Student
Loan proposal.

President Clinton learned during his campaign for President that financial access
to postsecondary education is a m^or concern of nearly all American families. Con-
tinued increases in college costs will only raise that level of concern. This is why
President Clinton is committed to ensuring financial access to higher education for

all Americans.
One demonstration of this commitment is the National Service Trust Act of 1993,

which the President transmitted to Congress last week. In addition to meeting a va-

riety of vital local needs, the National Service initiative will reward volunteers with
substantial educational awards—$5,000 for each of up to two years of full-time serv-

ice. These awards could take the form of grants to help meet postsecondary edu-
cation costs or be used to repay student loans. Either way, the National Service edu-
cation awards will complement Federal student aid programs by reducing the finan-
cial burden of postsecondary education.
The Student Loan Reform Act of 1993 will help improve access to postsecondary

education by serving students better than the current guaranteed student loans sys-
tem in two ways: lower interest rates and a simplifiM system for obtaining loans.

Today, the guaranteed student loan programs provide billions of dollars to private
lenders and other agencies—billions of taxpayer dollars that could go to serving stu-

dents. In addition, the complicated system for obtaining and collecting student loans
and the lack of flexible repayment options create serious problems for many stu-
dents.

High levels of debt and inflexible repayment plans have saddled many students
with higher monthly student loan bills tnan they can afford to pav. Too many of
these students default on their loans, leaving taxpayers to foot the bill. As recently
pointed out by the General Accounting OfiBce, the current system's complexity—in-

volving thousands of financial and data exchanges between schools, lenders, second-

ary markets, guarantee agencies, and t^e Department—makes it error-prone and
extremely difficxilt to monitor. The GAO concluded that the "program's structure is

not conducive to good financial management." In short, the current system does not
serve either students or taxpayers as well as it should.

features of the federal direct student loan program

The Student Loan Reform Act would replace the current system with a less com-

Elicated,

less costly, more manageable, and more flexible Federal Direct Student
oan program. Direct loans would make repajrment easier by allowing borrowers to

choose among several different repayment options, including fixed, graduated, ex-

tended, and income-contingent EXCEL Accounts. Providing a range of repayment
options would reduce student debt burden, complement the National Service initia-

tive by permitting
students to take lower-paying but essential community service

jobs, ana help to lower default rates.

Direct loans would also reduce costs for taxpayers by substituting Federal borrow-

ing for more expensive private capital and eliminating the unnecessary middlemen
and excess profits in the current system. Direct lending would save taxpayers about
$2 billion annually once fiilly implemented, and an estimated $4.3 billion over the

four-year phase-in period. In addition, when the Direct Student Loan system is fiilly

implemented, we would pass some of the savings on to student borrowers by lower-

ing their interest rates by .6 percent.
Better service to students and significantly lower costs to taxpayers—these are

the
primary reasons we want to move forward with fiill implementation of a Direct

Student Loan program. Let me now briefly describe how it would work—and hope-
fully clear up some of the misconceptions that have been clouding the debate over
direct lending.

DIRECT LOANS PHASE-IN PLAN

We are proposing a gradual and prudent shift fi-om guaranteed to direct lending
over the next five years to enable the Department of Education to diligently manage
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the transition. For academic year 1994-95, we would start with about 250 selected
schools—the size of the currently authorized Direct Loan Demonstration—making
up about 4 percent of overall student loan volume. We would expand direct lending
to roughly 25 percent of total loan volume in the second year, 60 percent in the
third year; and 100

percent beginning in academic year 1997-98. I want to empha-
size, however, that tnis plan is flexible. If necessary, we would consider slowing or

speeding the pace. Our objective is a well-managed transition, and one that ensures
continued access to loans for all students.

HOW DIRECT LOANS WOULD WORK

Before describing how direct lending would work, I want to stress that a direct

loan system will not impose any additional administrative burden on schools.

Schools that wish to originate direct loans—and that are qualified to do so—will be

paid a fee to cover the additional costs of loan origination. Schools that do not wish
or are not qualified to originate loans may utilize the services of alternative origina-
tors to provide loans to their students. These alternative originators could include
State agencies, private lenders, or other organizations selected and paid by the De-

partment on a competitive, fee-for-service basis. Other than loan origination, the ad-
ministrative requirements for schools would be the S£une as under guaranteed loans.

Students would apply for Direct Student Loans—and all other Federal postsecond-
ary financial assistance—by using a single application form, thus eliminating the
bvuden on borrowers of filling out a separate application for loan aid. As I men-
tioned, schools would perform essentially the same duties that they do now for guar-
anteed loans—certifying eligibility, counseUng borrowers, and disbursing loan pro-
ceeds. The only additional responsibility

—ana one that would be optional under our

proposal
—would be loan origination, which involves the execution of promissory

notss and the maintenance of disbursement records for reconciliation with the De-

Eartment.
The Department would pay a fee to institutions—approximately $10 per

orrower—to help meet loan origination costs. Loan capital would be delivered

through the same successful partnership between postsecondary institutions and the
Education Department that has worked increasmgly well in the PeU Grant and
campus-based student aid programs.
Once loans are disbursea, institutions would be responsible only for the usual loan

counseling and exit interview procedures required under the current system. Loans
would be serviced and collected by the Department of Education, which would con-
tract with private firms to carry out these activities.

If this sounds simple, it should. That's the
point.

The additional administrative

requirements of loan origination would be minimal, and would be compensated for

not just by the origination fee, but also by the reduced burden of no longer having
to deal with the complex web of nearly 8,000 lenders and 46 guarantee agencies
that complicates the current system. In fact, a recent study by Elizabeth Hicks of
Harvard University and G. Kay Jacks of Colorado State University found that insti-

tutional administrative functions would be reduced by 17 percent under a direct

loan system.

FLEXIBLE REPAYMEhTT

Once students have completed school, the Direct Student Loan program would
offer a range of flexible repajonent options. These would include the current fixed

repayment method, graduated repayment providing for smaller payments early in
the repajrment period when incomes are usually lower, and income-contingent re-

payment tying payments to borrower income levels.

The Internal Revenue Service would provide the Department with borrower in-

come information to help accurately determine income-contingent repayments. Also,
the Secretaries of Education and Treasury will study the possibility of expanding
the role of the IRS in loan collection once direct lending is fiilly implemented. We
believe the combination of flexible repayment options and expanded IRS involve-
ment could significantly reduce defaults under a direct lending system.

CONCLUSION

In conclusion, I believe our Direct Student Loan proposal is a good example of the
kind of "reinventing" that needs to take place across our Government. It eliminates

unnecessary, cumbersome, and costly layers of bureaucracy, improves accountability
and pro-am delivery, and substantiallv reduces taxpayer costs. By using Federal

capital, it would save taxpayers $4.3 billion over the next five years. Moreover, our
Direct Student Loan proposal complements and supports the President's National
Service initiative. It is controversifid only because there are so many financially in-
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terested players in the current system. We believe we have addressed the legitimate
concerns of those players, while focusing first and foremost on the interests of stu-

dents and taxpayers. I hope Congress wul do the same.
I would be pleased to respond to any questions that you may have.

Biographical Sketch of Madeleine May Kunin

Position: Deputy Secretary, U.S. Department of Education.

Birthplace: Zurich, Switzerland.
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sity of Vermont, MA.
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PERKINS LOAN PROGRAM

Senator Harkin. Madame Secretary, thank you very much for

that fine statement. We will hear now from Mr. Edelman. Before
we do, I just want to say that I was one of the recipients of those
direct loans a long time ago when I went to college. For the life of

me, I never could understand why we ended it.

Well, we sort of dribbled along—^what are they called now? They
were called the National Defense Student Loan Program at the
time I went through college. And it is the Perkins Loan Program
now. That is what it is called.

I will have some questions about how we fold that in as we go
along too.

Mr. Edelman, welcome to the committee, and please proceed with

your statement. I am interested in hearing about the National
Service Program and how that is going to operate.

SUMMARY STATEMENT OF PETER EDELMAN

Mr. Edelman. Thank you, Mr. Chairman. I appreciate the oppor-
tunity to testify. I am personally pleased to be here representing
the White House Office of National Service. I am not here as a wit-

ness, as you know, from the Department of Health and Human
Services. I have been detailed, in part, over to the White House
working on this exciting program.

I will summarize my statement so that we can move on to your
questions. I do want to say that President Clinton's call for a new
ethic of service has really marked this matter—the extent to which
he has focused on it in his campaign and now with the announce-
ment of the legislation

—
really mark it as a signature item of his

administration.
The response around the country has simply been overwhelming.

There is a resonating chord that has been struck. I think what that
shows us is that people, really all over the country, are ready and
eager to give something back to our country for all that it provides.
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We are hoping that the National Service Program gets underway
next year. As you know, last week the President sent Congress the
National Service Trust Act of 1993, which, in the next few years,
if Congress approves, will offer hundreds of thousands of young
people, as you total it up year by year, help in pajdng for school
in return for work that our country needs.
This act is not going to create a big bureaucracy. It relies on local

initiative and on giving programs and people the flexibility to meet
the program's goals. The program reflects the total commitment to

diversity
—I want to stress that—diversity of race and ethnicity,

urban and rural, age and gender, especially economic diversity.
Americans will be able to participate in this program at any point
in their adult lives, before or after school, full or part time.
At the end of their term of service, for each year that they serve,

up to 2 years, the^ will receive $5,000 in educational awards for

that year. Usable for the full range of postsecondary education pro-

grams—not just college, but job training and graduate school. The
contemplated service is very broadly defined. There are four areas
in the bill: education, human needs, the environment, and public
safety.
Within these rubrics, the roles that people undertake can be as

broad as the grassroots ingenuity of our great Nation can make
them. So one can foresee everything from working in Head Start

centers, schools, health clinics, safe places where inner city kids
can go after school, recycling waste, beautifying our national parks.
The list really goes on and on.

One thing that is clear, though, as flexible as the program is,

these programs have to meet community needs. They have to im-

prove the lives of participants. They must not displace existing
workers. The act requires every project that receives Nationsil Serv-
ice Volunteers to meet quality standards, to develop performance
goals, and to undergo independent evaluation.
The programs are going to be selected on a competitive basis at

the State and Federal level. No one is going to be guaranteed Fed-
eral money. What we want is an initiative that supports what
works best at meeting our country's most pressing needs.

Organizationally, there will be a new Federal Corporation for

National Service, which will incorporate two existing independent
agencies, the Commission on National and Community Service,
which has contributed so much in such a brief period of time since
its enactment on a bipartisan basis in 1990, and of course the AC-
TION Agency, which has been with us in one form or another since
the 1960*s—the merger into that agency taking place during the
Nixon administration.
With flexible personnel policies, a bipartisan board, the Corpora-

tion is going to be fixed on a mission of supporting superb public
service. We are asking for funding at $394 million to begin for fis-

cal year 1994, which would allow 25,000 young people to partici-

pate at the outset; more funds in later years, getting on up to

50,000 participants, approximately, in 1997. A growth at the best

pace, not necessarily the fastest.

The act reflects the President's support for service by all Ameri-
cans, all ages, all forms, and builds on and strengthens the existing
K through 12 programs in the current National and Community
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Service Act. It will support and maintain and strengthen the Older
American Volunteer programs and the VISTA programs which
have quietly done such good work for so many years. The act will

reauthorize the Civilian Community Corps and the Points of Light
Foundation.
We hope there will be a multiplier effect. The President is com-

mitted to inspiring an ethic of service in Americans of all ages and
political beliefs. So that we hope that Americans everywhere will

be inspired to contribute and take a measure of personal respon-
sibility for addressing our pressing national problems.
This should be the sort of thing we think that will evoke a genu-

ine bipartisan response here in the Senate and in the House of

Representatives, and we look forward to its enactment.
I would be happy to answer your questions, Mr. Chairman.

DIRECT LOAN STAFFING AND ORGANIZATION

Senator Harkin. Thank you very much, Mr. Edelman.
First, let us talk a little bit about the direct loan program.

Madam Secretary. We are starting three new programs—National
Service, direct lending, income contingent loan repayment, and at
the same continuing the Guaranteed Student Loans [GSL] Pro-

gram. There are critics who argue that you cannot do it, that the
track record of the GSL is very poor. The additional burden of
these new initiatives will sink you. They say the private sector
could handle it a lot better. And those are the basic arguments that

they are making.
I guess the question I have for you is: What changes are going

to happen with regard to organization and staffing to accommodate
the new direct loan program, or can you do it with the organization
and the staff that you now have?
Ms. Kunin. Well, that is a very appropriate and fair question.

Let me just say, for one, that the National Service Administration
will not be in the Department of Education. But, obviously, there
is some linkage between the two in terms of the income-contin-

gency plan.
We are very cognizant, as I indicated, of the need to beef up our

managerial capacity. And as soon as I read the GAO report and we
started our budget discussions within the Department of Edu-
cation, I requested that more management capacity be built into
the budget tor administering the existing loan program, the GSL

f)rogram,
as well as that v/e make absolutely certain that the direct

oan
pilot program get up and running and be followed and mon-

itored very carefully.
So we have asked for additional funding for management

throughout the Department, both in terms of technology and soft-

ware, and in terms of people, not only simply more people, but the

right people with great financial skills. And we also plan to mon-
itor and self-correct ourselves if glitches happen, which they are
bound to do through this implementation process. But we are fully

prepared to be our own sharp critics and to correct whatever
changes or predictions do not turn out as planned.
But I think you will find the management team that we have as-

sembled and will build upon will be a very strong team. We will

also have online certain benefits, like the National Student Loan
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Data System, that will be very critical to making this proposal
work. We are developing, for example, software to provide to the

colleges to do direct lending at no cost, that can be run on a normal
personal computer.

So, on all fronts we are focusing very, very sharply on improved
management capacity.
Senator Harkin. You may not have been here when I asked Sec-

retary Riley earlier about the 12-percent increase in the manage-
ment account that we have to appropriate here. A portion of that
or some of that is for the administration of this direct lending pro-

gram.
Ms. KuNDl. That is correct.

Senator Harkin. I see.

I may want to follow up in writing to you to try to get a better
handle on how much that is.

Ms. KUNIN. We would be glad to give you a detailed breakdown
of that and exactly where it is going and what that increase will

buy. But for too long, frankly, the Department has suffered from

being drained of its management capacity, and I think the results

are partly indicative of that. And we feel very, very strongly that

yes, we can do this and we can do it well, but only if we do have
the people, the software, the hardware, and the support to do it

right.

[The information follows:]

The 12-percent increase is for the Departmental Management account and in-

cludes the following three appropriations:

[Dollars in thousands]

Change
1993 1994

Amount Percent

Program administration $304.9 $352.0 $47.1 15.4

Office for Civil Rights 56.4 56.6 .2 .4

Office of the Inspector General 29.3 28.8 -.5 -1.7

Subtotal, Departmental Management 390.6 437.4 46.8 12.0

Note.—Funds for the administration of the direct loan program are requested In the Federal Direct Loan Program account

LOAN SERVICING UNDER DIRECT LOANS

Ms. KuNlN. Just another footnote to that. The Department will

not do everything. I mean, we are not taking a private sector entity
and suddenly converting it to the public sector. We are really only
changing a ^w things that should also lead to efficiency. One, yes,
the colleges will do more of the direct lending, once they are ready
and fully geared up. But the actual servicing of the loans will still

be done by contracted private servicers.

The difference between the new system and the old system is

they will have to
compete for it. Instead of being assured a certain

rate of return, regardless of performance, they will have to meet
our criteria in order to ensure they really have high performance.
And so I think, you know, the players will be similar. There will

be fewer of them. But hopefully we will get the best of them to do
this servicing.
The Department of Education will monitor that part of the pro-

gram. The IRS may play a larger role. But our major increase in
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responsibility is making sure that this is indeed a well-oiled ma-
chine and that the students get the service and that their families

get the service they deserve.

DIRECT LOAN DEMONSTRATION PROGRAM

Senator Harkin. One question that has been asked of me is we
just reauthorized the GSL program. We have the demonstration

program that is underway. Why is it so necessary to move ahead
on this before we have the results of this demonstration available,
the direct loan demonstration program?
Ms. KuNlN. Senator, in fact, as you look at that chart, what we

are proposing really is a phase-in of the program. I understand
these concerns. If we were to sit here before you and say, you
know, next year we are going to have full phase-in of direct lend-

ing, I think that would not be prudent. But this is in fact phasing
in, in a similar way, that one might do with a demonstration.
The reason that we are not sticking with 4 percent is that: No.

1, that would not give us the economies of scale needed to provide
the information we really need in regard to cost savings. And, No.

2, it would take a very long time to bring that 4-percent first phase
into full circle and completion. In that time, we would have lost bil-

lions of dollars.

I think there is little debate as to whether or not you save

money. So that does not have to be demonstrated as such. I think
what there is debate about is how well managed this system will

be. And by phasing it in, we can phase in the management capacity

necessary to do it excellently.

FEDERAL ADMINISTRATIVE EXPENSES

Senator Harkin. It is my understanding that all Federal admin-
istrative expenses associated with the direct loan program will be

mandatory, or entitlement spending. Is this correct?

Ms. KUNIN. That is correct. And the reason for that decision in

drafting the bill was that the present administrative costs are man-
datory. So this parallels the present system. The present adminis-
trative costs are folded into the assurances of certain percentages
of return. Basically, it is an entitlement program for the banks and
Sallie Mae and the guarantee agencies, and it is built into the sys-
tem.
What we are doing is separating it from that system. One other

reason for making it mandatory is to make sure that in fact the

management capacity is firm. We would be greatly concerned if as
a result of the budget cutting pressures that any committee is

under, management capacity were eroded. I think that would make
it very difficult for me and the Secretary and the President to come
back in 4 years and say we have done well. We can only do well
if we have the management capacity.

PARTICIPATION OF HIGH DEFAULT SCHOOLS

Senator Harkin. Madame Secretary, I am concerned that some
schools are not capable of effectively administering a direct loan

program. We have been wrestling with defaults here now since I

have been chairman of this committee, since 1989, and if you have
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schools with these extremely high default rates, how are you then

going to ensure that they are going to administer a direct loan pro-

gram?
Ms. KUNIN. Senator, we also asked that question as we drafted

this legislation. And that is why as we begin to phase in, in these

early stages we must ensure that schools have the capacity to do
direct lending—and one of the criteria to determine that capacity
will be their default rate. That will not be the only one, but you
are absolutely right. If a school has not been able to manage at

that end, they certainly should not originate loans until they shape
up in that regard.
So we are concerned about that.

We also believe that defaults as a whole will be slightly reduced

by moving toward direct lending for two reasons. No. 1 is having
a more efficient system. And, No. 2, with the income contingency,
or the EXCEL account as it is called in the legislation, students

who are taking lower paying jobs can go into that kind of plan
where you pay back your loan as a percentage of your income. And
this will reduce the default rate as weil.

There still will be a problem—some schools will still need more
administrative help, and we hopefully can attend to that down the

road as well.

ROLE OF THE IRS IN DIRECT LOANS

Senator Harkin. There will be a role for the IRS, then, in this

income contingency payback program, I assume, right?
Ms. KUNIN. That is correct. The first clear role of the IRS, which

is spelled out in the legislation, is to share income information
under strict guidelines with the Department of Education. The De-

partment did do a pilot program at one time on income contin-

gency. They found that the biggest obstacle was the difficulty in

verifjdng student income. And the role of the IRS is critical to that.

The IRS, I might add parenthetically, is a more friendly IRS in

certain ways. They really expressed a strong interest in working
positively with the Department of Education. And the next step
will be a 6-month study to review how the IRS will be involved in

collection of income contingent loans. And we are confident that

something mutually acceptable will emerge from that.

PURPOSE OF NATIONAL SERVICE PROGRAM

Senator Harkin. Thank you very much.
I would like to turn now to you, Mr. Edelman and the whole na-

tional service concept; $394 million, again, that is in the invest-

ment portion of the package, which I showed earlier that if we do
not have some cut someplace, we can kiss that whole thing good-

bye. I guess what I really want to start with is the concept of this

national service program.
Is this an education program? Is the reason for national service

to give kids something to do? Or is the reason for it to give them
a means of getting an education and then paying it back through
national service?

Mr. Edelman. I think it is both, Mr. Chairman.
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By the way, let me say that I think we all heard your earlier ad-

monition at the outset of the hearing. I want to tell you that that

certainly registered, but I think it addresses both. You know, Presi-

dent Kennedy talked about asking what you can do for your coun-

try, not what it can do for you. In this case, I think we are really

talking about both, because people do have difficulty affording

higher education, so the proposal is part of the package that Sec-

retary Kunin has outlined.

Indeed, the income contingency portion of the package is ex-

tremely important in terms of service implications, because it en-

ables a young person just getting out of school to take a low-paying
service position without being stuck with a rigid repayment sched-
ule and can pay back according to the timing of the earning of in-

come.
At the same time, there are tremendous national needs and tre-

mendous needs in communities siround the country, which we can

help to meet here. We want tangible service to communities and
tangible service to people. We want this to be life changing both
for the participants—in the same way that the Peace Corps has
been life changing for so many Americans over the course of the
last 30-plus years, and the same way that VISTA has been for a
smaller number, but equally important—life changing for the serv-

ers and then life changing for the people who are served as well.

So, in fact, I think it has all of those purposes.
Senator Harkin. Will the bulk of it be a situation where a young

person will do community service first and then get an educational

award, or go to school first sind then do community service?

Mr. Edelman. The legislation is drafted with really total flexibil-

ity in that regard, Senator. It contemplates both possibilities. The
way that is going to be shaped, in significant part, is by the process
of the organizations applying for the slots. I do not want to sound
bureaucratic, but applying for national service positions for which
they would then recruit people, or for which people would be re-

cruited.

There are youth corps that are modeled on this approach, City
Year in Boston or the D.C. Service Corps here—many of them
around the country—the East Bay Conservation Corps, and so on.

Those are opportunities that have lots of people in them who are
18-ish. They might be people who are on their way to college. They
might be people who have dropped out of school and for whom this

will be a way to get high school equivalency, people who are not

going to go to college, who might end up getting into a job training
program as a result.

On the other hand, there will be programs that get approved that
take young people. And of course those corps also have older young
people in them and people of diverse backgrounds. But there will

also be programs that are geared more to somebody who is in col-

lege or who has graduated from college. Indeed, it is even drafted
in such a way so that a legal services program or an entity that
uses people who have a master's in public health or a master's in

social work could also participate. So it will be a mix across the
board of 17-, 18-year-old, on up, of precollege, or even noncollege,
as I say, on up.
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Therefore, it will include people both who are banking the

postservice benefit to use later on and people who are applying,
getting into the program, and using the benefit to pay off an obliga-
tion that they already have.
Senator Harkin. What will happen to ACTION and what will

happen to VISTA? What will happen to the Teacher Corps that is

out there now? What will happen to those under the statute?
Mr. Edelman. Teacher Corps, of course, is a program in the De-

partment of Education, which is not funded at the present time.
That program continues to be there and could be funded. ACTION,
as an agency, would be, after an 18-month transition period—^that

is, after a period that would end October 1, 1994, would be folded
into the new corporation as a part of the new corporation, but a
distinct entity within the new corporation. And the ACTION pro-
grams, VISTA and the Older Americans Volunteer Programs,
which you have supported so strongly and know so much about,
would be continued and strengthened and be a part of that division

of the new corporation.
I would envision that, as to VISTA, that the bill actually would

increase the postservice benefit for VISTA volunteers to make it

congruent witn the postservice benefit for the other national serv-

ice participants. I would envision that young people
who come on

in, that some would go to VISTA and some would go into the Na-
tional Service Program. They would be essentially two halves of the
same coin.

REDUCTIONS TO CAMPUS-BASED STUDENT AID

Senator Harkin. A question I could address to both of you equal-
ly, because it concerns national service and education programs:
We have sources of flnsincial aid right now, campus-based student
aid programs, for example, that have been working quite well. But
the President has proposed a $273 million cut in the existing pro-
grams, like the SEOG, work-study, Perkins loans, and the SSIG fi-

nancial aid, all those together, about $273 million.

It has been suggested that this cut is linked to the funding of na-
tional service. Is that what is happening? Are we cutting the C£im-

pus-based programs by $273 million and putting this funding into

the National Service Program? Is that the linkage or not? I do not
know.
Mr. Edelman. Let me say—and I think we probably both want

to comment on that—^there is absolutely no linkage, Senator. These
are difficult decisions that have been made about a whole series of

programs. National service, as your earlier question indicated, is a

multipurpose program. That is to say, it has an educational aspect
and it has a service aspect. It is a part of an investment strategy,
and really fits into the entire domestic set of initiatives of the
President.
So it is really not a question of substituting one for the other at

all.

Ms. Kunin. Senator, I would just underscore that. I know that
when you look at the raw numbers in the budget that might be one
conclusion that one might draw. But it is certainly not the intent
of the President or this administration to make that kind of trade-
off. The harsh realities are that, as you know so well on this sub-
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committee, you have to make certain cuts in order to make the
whole budget reach the prescribed goals. And this, unfortunately,
was one of those areas.

The one compensation in that regard, and it does not entirely

compensate, but I think it helps ease some of the pain, is that
there would be more flexibility in those programs, in terms of how
they are administered and how packages are put together for stu-

dents. So that will, I think, benefit the campus-based programs as
a whole. But the loss of funding obviously is still going to be a

problem.

BENEFITS OF NATIONAL SERVICE PROGRAM

But the other argument, of course, is that even in tough times,
we still have to launch new initiatives. And I think one of the

overarching rewards of national service will be what Peter
Edelman just referred to, how students who give service will be

changed, and how those who benefit from the service will also be

changed.
You know, there are some problems that are bigger than dollars

and cents. And those are the problems that deal with the deep divi-

sions in our country along racial lines and along economic lines.

And no amount of money in the world is going to entirely fix that.

But it is only people who get diffierent values and different prior-
ities in their own minds who are going to transform this country
back into a cohesive whole.
So I think some of the benefits of national service will far exceed

the dollars attached to it. And we have to also pay attention to that
side of the equation, as I am sure you would agree.

IMPACT OF CAMPUS-BASED AID REDUCTIONS ON AWARDS

Senator Harkin. I would. But, again, we face immediate prob-
lems. And if you look at the cut in the campus-based programs, my
data says that it will result in 488,000, almost one-half a million
fewer students receiving awards for the next school year. National
service awards will be to no more than, what, 25,000, if I am not

mistaken, next year.
So, if you subtract those two, you get 463,000 fewer students who

will receive awards under the President's overall package. So I am
asking the question: What is going to happen to them? What will

they do? How will they be served? For example, like the SSIG's,
which I have considered a wise investment of Federal money—it is

dollar for dollar. Every dollar we put in, the State puts in a dollar.

You cannot quite beat that investment.

Work-study has been a good program for students over the years.
I think it has been time tested and proven that it works and it puts
students to work in jobs around the campus. And the SEOG is

going to the poorest of the students who need those supplemental
grants.

So, again, from our subcommittee's standpoint, what is going to

happen to these 463,000 of your students? Could they be served
with income-contingent loans, for example? That is the question I

had.



58

Ms. KUNIN. We hope that there will be, you know, some overlap
of those students with the income-contingent loan program. There
also is a slight increase in students eligible for Pell grants. I realize
the Pell grant is also not entirely satisfactory. But, in fact, the
number of students increases by 342,000, the number of students
served under that budget.
But you are right in recognizing that for many students, a grant

is still the most important thing. And I can assure you as we
pre-

pare future budgets we will pay very, very close attention to tnat.

And I think we should also monitor the consequences of this cut
to see whether flexibility has

helped
or not, and whether in fact

that many students are not served. And we will be glad to do that
and get back to you.
Senator Harkin. These are the figures we have. I cannot abso-

lutely say that is how many.
Ms. KUNIN. Right.
Senator Harkin. But we know it is a substantial number of stu-

dents that will be kind of left out there hanging next year. I mean,
they are in school now. Summer is here. And what is going to hap-
pen to them next year?

I mean, we have to make these decisions prior to October before
the funding for next year.
Ms. KuNiN. That is correct. And we wish we could give you dif-

ferent numbers, but we are all working under the duress of the def-

icit. And that is what makes it difficult. Certainly, speaking just

personally,
I am of the generation that worked its way through col-

lege, and I know how important these loans and grants are, and
that often they are the critical deciding factor as to whether or not

you even attend college. So, believe me, we understand what you
are talking about, and we will work very hard to try to rectify it.

Senator Harkin. Madame Secretary, in our generation, we did
not have grants.
Ms. KUNIN. That is right.
Senator Harkin. Right. We did not have grants. I do not care

how poor you were, you did not get a grant, but you did get a loan.

Ms. Kunin. Well, I got one, a $100 scholarship.
Senator Harkin. Well, you could get those. I mean, yes, you

could get the scholarship-type grants and that was about it.

interagency coordination of national service

I just want to close on the National Service Program, Mr.
Edelman. I guess, from my questioning with Secretary Riley before
on the coordination efforts, one of the things that really kind of
drives us nuts up here is this lack of coordination. You fractionalize

things out. There is a bit here and there is a bit over in this agen-
cy, and a bit someplace else. And no one ever coordinates these ac-

tivities.

I have been so frustrated with trving to get Head Start into the
educational system. It is a part of health. Then we have got early
childhood nutrition programs. That is in agriculture. Then we have

chapter 1 in education. And nothing seems to focus these and put
them on the same track. I have a real concern about this National
Service Program set up as a separate corporation someplace out
there. It combines with education, but it does not. I mean, that is
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why I was asking that question: Is it part of the educational sys-
tem? Well, yes. But, then again, no, because it has a service compo-
nent to it.

If that is so, then again, how is it going to coordinate with the

Department of Education?
I guess, the way I see it, is that the bulk of this is an educational

type of approach. It is service. But in the service itself, as you say,
it helps not only the servers but the servees, people who have life

changes.
How many times have we seen, for example, a young person who

does not know what to do with his or her life? They may have
taken a certain course of study in college. Then they get involved
in legal aid or they get involved in VISTA or they get involved in

something else, and think, that is what I want to do with my life.

And so it does have an educational component, beyond just going
to school itself, in changing these lifestyles, in changing the life

choices that people make.
In that regard, again, I see it part of an overall educational

structure in America. As you said, though, also it helps those that
are served too. Because, I dare say, that no matter what service it

is that these people are going to be involved in, whether it is public
health or public safety or environment, whatever, there is going to

be a strong educational component of what they do, of teaching
somebody else what to do, either in preventative health services, in

public safety, or neighborhood safety.
I envision, at least what I have been told, that in the public safe-

ty it would be getting neighborhoods to establish neighborhood
watch organizations, teach them how to protect themselves, that
kind of thing. All very geared toward education. Not classroom edu-

cation, but educating people.
And that is why I have a great concern about fractionalizing it

out even more, and setting it apart somehow. And how we are

going to coordinate this remains to me to be a real kind of a stick-

ing point, again, with these campus-based programs. If we start

moving up national service and it is in a separate agency some-

place
and it is not under the umbrella that we have here. This um-

brella covers education. It covers health. It covers VISTA. It covers
ACTION agencies.

If we are not under that umbrella and it is out someplace else,
then I think you set up a tension between competing interests that

ought to be within the family, rather than outside the family. And
I hope those of you who are working on setting up this National
Service Program would think about that.

It is one thing to have a fight within a family, where we are sort
of all in it together, and where we can resolve those differences in

a family type of a setting. It is one thing to have it that way, and
it is another thing to have it sort of like the Hatfields and McCoys,
where you have open warfare. And lines are drawn and interest
areas evolve and tnat would make, I think, the progression of this
National Service Program even harder.

So, again, Senator Bumpers had his lecture, I had mine. That is

sort of my lecture for today.
Mr. Edelman. Could I just say a word about that. Senator?
Senator Harkin. Sure.
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PURPOSE AND OVERSIGHT RESPONSIBILITY FOR NATIONAL SERVICE

Mr, Edelman. The first thing I want to say is we have thought
long and hard about these questions that you are raising. These
are of course very, very important and cogent questions. I would
suggest that we need to separate our analysis of the purpose and
what that might mean in terms of legislative oversight responsibil-
ity and all the rest of it that goes with that.

You have had, as you noted, jurisdiction in this subcommittee
over the ACTION agency, for example, for many years. So I think
we need to separate our analysis of the purpose from what is the
best administrative structure.

What this corporation will actually do is really not something
that is the same kind of the thing that the Department of Edu-
cation does all day long. It certainly will result in experiential edu-

cation, as you have just described so well, of participants. The ac-

tual thing that the corporation will do is similar to what the cur-

rent Commission on National and Community Service, which is a

separate and independent agency, and the longstanding ACTION
agency do.

It is about how you identify organizations at the local level that
are going to actually carry out this service and get these people in-

volved. It is not about something that goes on in the school, al-

though there is the K through grade 12 piece of it. But it is not

primarily about something that goes on in a school or on a college

campus, although, again, we may develop some ROTC analogies as
we go along.
The basic administration here is how do we get these organiza-

tions that are going to do the service identified and how do we
match the young people to those organizations? I think that works
best if it is—and not just me—it is our best thinking that it works
best if that is outside of any established agency. We get it as inde-

pendent as we can, as I think it appropriately should be.

So I would just urge, as we think about it, and I take your words
very much to heart, that we separate our analysis of purpose and
everything that goes with that from our analysis of the best admin-
istration.

The bill is drafted in such a way so that it is very carefully dove-
tailed with the Department of Education. We have had very long
and careful conversations with the Department about that.

INTERAGENCY COOPERATION IN DEVELOPING NATIONAL SERVICE

Ms. KUNIN. Senator, just to add a note to that. We have worked
together in drafting this

le^slation,
but we parted ways when we

had to in terms of our different areas of
expertise.

But I think
there is a real sense of cooperation. And we look forward to con-

tinuing that and to creating whatever structure is necessary to

make sure that the cooperation continues once national service and
direct student lending are implemented. We would welcome your
further suggestions in that regard, as far as the regulations or any
procedures that we might have.
Your earlier point, you know, about early childhood and its frag-

mentation, that certainly struck many of us who came to Washing-
ton, who have also deaJt with these issues at the State level as
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Grovemor. And the Department of Education has taken some strong

steps. Actually, the stimulus bill that floundered was one vehicle

where we talked to HHS about Head Start, because we consider

Head Start as important an education program if it were in the De-

partment of Education as it is in HHS.
So we will continue to try to yield a machete to break down turf

barriers and work together for the common purpose.
Senator Harkin. I appreciate that.

Again, Mr. Edelman, just to respond to your statement. Again,
I am not saying it should be part of the Department of Education.

That is not what I am saying.
Ms. KUNIN. I understand.

ADMINISTRATIVE RESPONSIBILITY FOR NATIONAL SERVICE

Senator Harkin. I agree with the concept of a separate agency,

separate and apart. I guess what my concerns are is how far away
it will be from the umbrella that covers education, health, and all

those types of things. That is my basic concern, you know, how far

away will it be, and whether it will be in that family that delivers

these kinds of services to people.

But, no, I do not envision—^you are right to set it up as a sepa-
rate corporation. That is the way it ought to be done. I guess I just
have to emphasize the point one more time about where and how
far away it is.

Mr. Edelman. Well, I could not agree with you more, Senator.
I personally, actually, have gone around and met with the chiefs

of staff of all the Cabinet departments, and met jointly with a num-
ber of independent agencies to make sure we are in the umbrella.
And there is tremendous enthusiasm in HHS about the health as-

pects of this and getting out to the community health centers with
these volunteers; in Interior, about the National Park aspects; in

Agriculture about the National Forest aspects; in Justice about—
you were talking about neighborhood watch kinds of things.
And so, in fact, this only works if we are really in touch with a

wide array of Federal agencies. Defense has a great interest as
well.

PRIORITIES FOR NATIONAL SERVICE

Senator Harkin. One last thing. The National Service Act calls

for the establishment of programs in areas of greatest need. It

notes specifically enterprise zones—^whatever that is—community
redevelopment areas, environmentally distressed areas, and com-
munities adversely affected by decreased defense spending. Now
these are specifics that were set out in the act.

I would like you to consider one other factor in determining
need—areas that are declining in population and or have large per-

centages of older citizens. They have unique problems themselves.
You might want to consider that.

Mr. Edelman. I thank you for that suggestion.
I might say on your earlier question also, that the Secretarys of

Education, Health and Human Services, Labor, Interior—in fact,

quite a long list of people, will be ex officio members of the board
of the corporation, just on that.
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And on the suggestion that you have just made, we have received
a range of suggestions, very thoughtful ones, on adding to the list

of priorities, and we would be delighted to follow up with you to

discuss the concerns that I know are reflected.

Jack Loo is here in the audience. He is the counsel to the Office

of National Service, and would be very much available to meet with

you or your staff to discuss that.

Senator Harkin. I appreciate that very much.
I am sorry I ran 10 minutes over what I said I was going to.

Thank you very much, Madame Secretary and Mr. Edelman.
Ms. KuNDsr. Thank you.
Mr. Edelman. Thank you.

QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Senator Harkin. Thank you very much.
There will be some additional questions which will be submitted

for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-

ing:]
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QUESTIONS SUBMITTED BY THE SUBCOMMITTEE
INVESIMERT INITIATIVE AND COORDINATION

WITH EXISTING PROGRAMS

Question; Mr. Secretary, will there be coordination between
some of the Department's new Investment initiatives and existing
programs now being funded by this subcommittee?

Answer: Yes, Senator Harkin, there will be coordination
between our new investment initiatives and existing programs.
Some examples are described in response to your questions below.

COORDINATION OF NAEP AND GOALS 2000 ASSESSMENT ACTIVITIES

Question: Of the $27 million directed for such panels as the
National Education Goals, National Education Standards, and
National Skills Standards Board, $5 million will go specifically
to "State and local education agencies to help defray the costs of

developing, field testing, and evaluating systems of assessments."
This is taken verbatim from the Department's summary of the Goals
2000 legislative proposal.

It is my understanding that there's another $65 million for
Assessment as part of your Office of Educational Research and
Improvement (DERI). Those funds go to the National Assessment of
Educational Progress (NAEP), in part, to determine whether
"regular State assessments are feasible and will yield valid,
reliable, representative data."

Do you envision any coordination between the assessment
activities that will be conducted by NAEP and the assessment
funded under the Goals 2000 legislation?

Answer: We believe that national content standards will
serve to coordinate the assessment activities conducted by NAEP
and those funded under the Goals 2000 legislation. We anticipate
that, as national content standards are developed, NAEP will
gradually become aligned with the national standards. Goals 2000
provides for voluntary certification of national and State content
standards and of State assessment systems tied to State standards.
We expect to see a lot of overlap between national and State
standards and thus, ultimately, overlap between what is measured
by NAEP and what is measured by the various States.

HAEP AND GOALS 2000 ASSESSMENTS COMPLEMENTARY

Question: Can you explain, briefly, what's different about
the assessment activities?

Answer: Although both the NAEP and the Goals 2000 State
assessment activities would provide data about what students know
and can do, they would do this very differently, and would provide
complementary, not redundant, data about student performance.

NAEP assesses samples of students representative of the
Nation, and of participating States. As the only nationally
representative assessment of what American students know and can
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do, It provides valuable national trend data and a measure against
which States can compare themselves. NAEP surveys are based on
recommendations from a group of experts who reach consensus on

what students should know at various grade levels In particular
subjects, and on what each assessment should cover. HAEP reports
scores for the Nation, and for participating States. Equally
Important In the context of this question Is what NAEP does not

report: NAEP does not report scores for Individual students.

Assessments developed by States under the Goals 2000 bill
would be different from NAEP assessments. They would be aligned
with the particular State content standards and In this way would
be linked to the actual curriculum students are being taught.
These assessments would provide results for Individual students,
but could be aggregated to focus on particular grades, schools,
districts, or subpopulatlons of students. State assessments

systems would provide parents, teachers, and school

administrators. Information about students' progress, showing them
where students might Improve, Informing their decisions about
education programs, and motivating both Individual and systemic
Improvement.

COORDIHATIOH OF OERI AND GOALS 2000 PANELS
ON CORRICULDM STANDARDS

Question: I also read In your FY 199A Budget Request that,
of the $90 million requested for research within OERI, $15 million
will in part be used for "assisting States, districts, and schools
with systemic reforms in support of high standards for all
students." Will there be any coordination between the activities
and research being conducted by OERI and the activities of the

panels created by Goals 20007

Answer: Yes, there will be coordination. Goals 2000

provides for certification of voluntary national content

standards, and voluntary certification of State content standards.
Work is already underway among OERI staff, the grantees developing
national standards in seven disciplines, and Goals Panel staff to

lay the groundwork for such reviews and certifications. OERI and

Goals Panel staff are kept informed of progress on the standards

projects; they review draft products and are planning joint
efforts to be undertaken in the coming months to refine their

interactions. Coordination of this nature will continue.

COORDINATION OF CHAPTER 2 AND GOALS 2000 REFORM PROGRAMS

Question: Mr. Secretary, Goals 2000 provides $393 million
for State and local systemic Improvement. It's ray understanding
that this money will go out on a formula basis to States and local
educational agencies to develop and Implement school reform. This

In effect Is an education reform block grant.

Your budget also includes $A15 million for the Chapter 2

State and local program which provides funds to States to improve
the quality of elementary and secondary education. Your budget
document does recognize that the "Chapter 2 program can serve as a
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valuable resource in supplementing the President's proposed
systemic reform program."

How specifically do you suggest that States and local

educational agencies coordinate programs funded by Chapter 2 and

the $393 million provided by the Goals 2000 legislation?

Answer: The unique contribution of Goals 2000 is that it

will provide the necessary framework and resources to support
State and local systemic reform and improvement efforts aimed

specifically at helping all students reach challenging content
standards .

Yet, unlike Chapter 2, the Goals 2000 program, particularly
in its first year of operation, will not reach all school
districts. In particular, some districts may not be ready to

undertake systemic reforms to prepare the comprehensive reform

plans required under Goals 2000. That is why we will be

encouraging school districts to use their Chapter 2 funds to begin
developing reform strategies or to undertake activities that would

prepare them to launch comprehensive reforms.

As part of the outreach effort associated with Goals 2000,
the Department will also provide information on ways that other
Federal resources can be used to support State and local systemic
reform efforts. Through the upcoming reauthorization process, we
are also investigating ways of tightening the link between

Chapter 2 and Goals 2000.

TRACHER PROFESSIONAL DEVELOPMENT INITIATIVE

Question: As part of your investment initiative, you request
$15 million for "Teacher Professional Development" for
demonstration programs of preservice teacher training and

continuing professional development. It's my understanding that
DERI funds a number of research centers that engage in research

agendas involving teaching -- the Center for Research on Teaching
and Learning, the Center for Research on the Context of Secondary
School Teaching, the Center for Learning and Teaching Elementary
Subjects, et cetera.

How will the Teacher Professional Development Initiative be
informed or guided by the work of these teacher centers now funded

by DERI, that are already engaged in substantive research on
teacher training, professional development, and reform?

Answer; The $15 million program for Teacher Professional

Development will be designed and implemented so that it: (1)
builds on and applies the knowledge that is emerging from the OERI
research and development centers; and (2) organizes available

knowledge and effective practice to assist States with improvement
plans they develop under Goals 2000.
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OERI TEACHING RESEARCH CENTERS

The research and development centers -- Center for Research
on the Context of Secondary School Teaching and the Center for

Learning and Teaching of Elementary Subjects -- have completed
their research agendas and are no longer funded by OERI. However,
this new initiative will build on knowledge they helped create, as

well as on knowledge emerging from the ongoing work of four other

centers, those on Teacher Learning, Educational Accountability and

Teacher Evaluation, Cultural Diversity and Second Language
Learning, and Mathematical Sciences Education.

It will also build on knowledge emerging from the work of the
National Board for Professional Teaching Standards, and the

Interstate Teacher Assessment and Support Consortium, a project of
the Council of Chief State School Officers, to develop standards
and assessments for accomplished and entry-level teachers,

respectively. Specifically, the new initiative will build on

knowledge these centers have developed In the areas of "teaching
for understanding," teaching and assessing the learning of

specific subject matter knowledge, teaching diverse learners, and
the definition of measurement of standards of teaching practice.

PRESERVICE TEACHER PREPARATION AND
INSERVICE PROFESSIONAL DEVELOPMENT

The programs of preservice teacher preparation and Inservice

professional development funded under this initiative will be

focused upon the voluntary content and opportunity-to-learn
standards developed under Goals 2000 and the implications these
standards have for teacher preparation and continuing practice.
Any State funded under Goals 2000 will face the challenge of

improving Instructional practice and professional preparation and

development in ways consistent with these standards, but it will
not have the organized knowledge or exemplary programs to work
from absent an initiative of this sort. The Teacher Professional

Development Initiative will organize Information needed for these

purposes, develop innovative, exemplary approaches to pre- and in-

service education States can use or learn from, and link the

implementation efforts of reformers across the States through
networks that help coordinate the common efforts of States and

make technical assistance and new knowledge emerging from research
and tested practice available to them.

COORDINATION OF TEACHER PROFESSIONAL DEVELOPMENT AND GOALS 2000

Question: The point behind all these questions, Mr.

Secretary, is what coordination will there be between your new
initiatives -- Goals 2000, Teacher Professional Development -- and

existing programs in our bill?

Answer; I've described some examples of the coordination
that will exist between our new initiatives and our existing
programs. We will, however, pursue even greater coordination
between the Goals 2000 systemic reform effort and our existing

programs as we put together our proposals for reauthorization of
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the Elementary and Secondary Education Act and the Office of

Educational Research and Improvement. We will coordinate these

initiatives and existing programs in every way possible.

WAIVER AUTHORITY IN GOALS 2000

Question: Should States and localities granted waivers of

Federal statutory and regulatory requirements under Goals 2000 be

required to achieve certain outcomes as a result of those waivers?

Answer: Under our bill, in response to an initial request
from a State, LEA, or school, the Secretary would grant a waiver

of a requirement only if the requirement impedes the ability of

the State, LEA, or school to carry out the State or local

education improvement plan. As a condition of granting the

waiver, the State educational agency must also have waived, or

have agreed to waive, similar requirements of State law.

Waivers would be granted for a period of three years. After

that, the Secretary could extend a waiver only if he determines

that the waiver has been effective in enabling the State or

affected LEAs to carry out their reform plans.

Question: Why did you choose the specific group of programs

you selected to be covered by this regulatory waiver authority and

exclude other programs?

Answer: The programs were chosen based on their potential
for contributing to a State or local reform plan. In addition,
the programs included are all formula programs. Discretionary
programs -- that is, programs for which funds are awarded on the

basis of a competition -- are not included.

FUNDING LEVEL FOR GOALS 2000

Question: How did you determine that the 199A funding level

for Goals 2000 should be $420 million?

Answer: Keeping in mind the budgetary constraints under
which we are all operating, we estimated the amount that would be

required to carry out the functions of each part of the bill.

Those estimates totalled $420 million.

Question: Will this be sufficient to generate significant
new reform activity, or will it simply be used to support reform
efforts already underway that are primarily State and local
funded?

Answer: With the $420 million we have requested, I believe
we can have a strong start in establishing a framework for

national school reform. Our planning includes increases in the

outyears, particularly for Title III, the State and local grant
portion of the bill.
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COORDIHATIOH OF STANDARDS AND ASSESSMENTS ACTIVITIES

Question: Should a connection be required In "Goals 2000"
between (1) the standards and assessments systems developed by
States and localities under the legislation's retorm grant
program, and (2) the certification procedure administered by the
National Education Standards and Improvement Council, newly
established by the legislation?

Answer; The Administration's proposal was that the States
would voluntarily present their standards and assesments to the

National Education Standards and Improvment Council for

certification, and that they would not be required to do so.

COORDINATION OF NATIONAL SKILL STANDARDS BOARD AND SCANS

Question: How will skills standards developed by the

National Skill Standards Board established by Goals 2000 be

related to more generic workforce standards developed by the

Department of Labor's Secretary's Commission on Achieving
Necessary Skills (SCANS)?

Answer: Goals 2000 would not authorize the National Skill
Standards Board to develop skill standards, but rather to endorse
standards developed by voluntary partnerships. These partnerships
would have the full and balanced participation of all "stakeholder

groups." The SCANS report did not develop workforce standards,
but identified general areas of skills and competencies needed for

the workplace. The workplace competencies and foundation skills
identified by SCANS are consistent with the notion of a portable
credential that would be part of a national skills standards

system.

The Departments of Labor and Education have asked our current

voluntary skill standards demonstration sponsors to try to

incorporate these general SCANS competencies and skills in the
standards they develop under the current initiative to develop
national standards in broad occupational clusters.

NATIONAL SKILL STANDARDS DEVELOPMENT AND ADOPTION

Question: Given that the participation of employers,
training providers, and others is voluntary under the workplace
skill standards process In Goals 2000, are incentives necessary to

promote participation or will creation of useful standards and

dissemination of Information on standards be sufficient to ensure
that participation will be widespread?

Answer; The work of our competitor nations suggests that the

use of skill standards will enhance the performance of U.S.

industries and that the standards will eventually sell themselves,
but that initial costs might be significant. I think that the

creation of national standards, benchmarked to the highest levels,
will provide adequate incentive because the national and global
marketplace is so intensely competitive. The Federal role will be
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to help in this process by promoting the adoption of the standards

through dissemination and technical assistance.

Question: Is the end of 1995 too soon to expect the National
Skill Standards Board established by Goals 2000 to have identified

many major occupational clusters and ensure development of
standards for these clusters?

Answer: While it is not reasonable to expect a complete set
of national skill standards for all major occupational clusters to

be developed by the end of 1995, significant progress should be
made. The work begun on standards in 1992 has provided a good
start on this goal. Many of the current grantees will develop
standards in broad occupational areas by the end of 1995.

Moreover, many States or consortia of States have begun work on
skill standards working with major businesses. We believe that
the National Board will be able to build on both of these efforts.

INCLUSION OF CHILDREN WITH DISABILITIES

Question: What is your position on the concept of Inclusion
for children with disabilities?

Answer: Part B of the Individuals with Disabilities
Education Act (IDEA) does not use the term "inclusion." We
believe that persons with disabilities should fully participate in

society and should be integrated into the school, the workplace,
and the community to the maximum extent appropriate. We support
strongly the requirement in the IDEA that children with
disabilities must be educated in the least restrictive environment
(LRE) appropriate to their needs. Pursuant to that requirement,
children with disabilities may be removed from the regular
educational environment only when the nature or severity of the

disability is such that education in regular classes with the use
of supplementary aids and services cannot be achieved

satisfactorily. The overriding rule regarding placement is that
each child's placement decision must be made on an individual
basis, and that each child is integrated into an educational
program In the least restrictive environment that appropriately
meets his/her unique educational needs.

For a number of years, LRE has been an emphasis in many of
our discretionary programs at the Office of Special Education and
Rehabilitative Services. These programs develop and disseminate
the new knowledge and information that States can utilize to

implement program Improvements. These innovations in practice,
which have emerged from the projects supported under our

discretionary programs, have facilitated both improvements in the

quality of services delivered to students in integrated
educational settings and the development of creative and effective
supports to enable Increased numbers of students with disabilities
to be served in regular classroom settings.

Question; Is the concept of inclusion consistent with the
Individuals with Disabilities Education Act (IDEA)?
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Answer: As indicated above, the concept of inclusion is

consistent with the IDEA. Section 612(5) of the IDEA requires
States to establish procedures to ensure that, "to the maximum
extent appropriate, children with disabilities, including children
in public or private institutions or other care facilities, are
educated with children who are not disabled, and that special
classes, separate schooling, or other removal of children with
disabilities from the regular educational environment occurs only
when the nature or severity of the disability is such that
education in regular classes with the use of supplementary aids
and services cannot be achieved satisfactorily."

INCLUSION OF STUDENTS WITH DISABILITIES IN "GOALS 2000"

Question: How are children with disabilities being Included
in your "Goals 2000" proposal?

Answer: Our "Goals 2000" proposal applies to all students.
Including students with disabilities. The proposal defines the
term "all students" to include students with disabilities. The

Department believes that students with disabilities must fully
participate in all aspects of education reform. Indeed, the

Department considers this proposal to be an essential part of the
Federal effort to improve educational and vocational outcomes and
to achieve the objectives of Independence, empowerment, and
inclusion for individuals with disabilities. The Department
believes that the proposal is consistent with and can help achieve
the purposes of the Americans with Disabilities Act, the
Individuals with Disabilities Education Act, and the
Rehabilitation Act.

Specifically, the Department believes that high expectations
should be established for students with disabilities and that they
should be provided the help they need to reach their potential.
The Department would expect all school improvement plans that are

developed by the States and local educational agencies to address
the needs of students with disabilities. We would anticipate that

any panels and councils established under our proposal would have
to Include individuals who are knowledgeable about the needs of

students with disabilities and can provide guidance regarding how
those needs can best be met. Finally, students with disabilities
must be included in assessments. To date, there has been evidence
of considerable exclusion of students with disabilities in

assessments. Under the Department's proposal, the criteria to be

used for certifying assessments are to provide for the

participation of students with diverse learning needs, including
the need for adaptations and accommodations needed to permit such

participation.

NATIONAL COUNCIL ON DISABILITY REPORT
ON STUDENTS WITH DISABILITIES

Question: The National Council on Disability recently issued

a report on the progress of implementation of IDEA provisions.
The report found that although significant gains have been made
for children with disabilities, there is still much that needs to



71

be accomplished in educating these children for productive and

fulfilling lives. What are your plans to fulfill the promise of

the IDEA?

Answer: The Department is committed to improving the

educational achievement of children with disabilities. Because

States have primary responsibility for educating children with

disabilities, including ensuring that these children are educated

in the least restrictive educational setting, we continue to work

on improving compliance with the IDEA at the State and local

level. For example, we have conducted training sessions for State

educational agency staff to help them prepare their State plans
under Part B of the IDEA; we have increased our monitoring staff;
and we have improved our timeliness for completing draft and final

monitoring reports. Many of our discretionary activities are

already focused on improving the outcomes for students with

disabilities, and we are currently working with the special
education community to find other ways to focus our discretionary

programs on educational outcomes.

Since 1990, we have been supporting a National Center on

Educational Outcomes for Students with Disabilities. This Center

is engaged in a wide range of activities intended to promote the

use of outcome indicators for students with disabilities, both as

part of the assessments done for all children and through the

development and use of special outcome Indicators for students
with disabilities. In 199A, the Center will emphasize the

inclusion of students with disabilities in testing related to core

subject areas. We expect that these kinds of activities will help
us improve educational outcomes for students with disabilities.

In addition, we believe that implementation of our "Goals

2000" proposal will serve to improve the educational outcomes for

all children, including those with disabilities. The "Goals 2000"

proposal will serve as a vehicle for making the promise of Part B

of the IDEA a reality for all students with disabilities.

REHABILITATION ACT PROGRAMS AND
THE AMERICANS WITH DISABILITIES ACT

Question: The Americans with Disabilities Act (ADA) has

opened new doors for persons with disabilities. What are your
plans for the programs of the Rehabilitation Act to ensure that

persons with disabilities can take advantage of the opportunities
presented by the ADA?

Answer: In 1991, the Congress directed the National
Institute on Disability and Rehabilitation Research (NIDRR) to

spend $5 million for technical assistance related to

implementation of the ADA, including establishing ten regional
centers to help employers and others to meet ADA requirements.
The ten 5-year Regional Disability and Business Technical
Assistance Centers supported by NIDRR provide technical

assistance, training, and resource referral on all aspects of the

ADA. NIDRR has also supported materials development projects,
^-training, including training for persons with disabilities and
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their families on the ADA, and technical assistance to the

regional centers.

In fiscal year 1993, NIDRR is funding a f leld-lnltlated
research project on serving Individuals with mental Illness In the

workplace. NIDRR has also provided funds to the Region 5

Disability and Business Technical Assistance Center to subcontract
with the Association for Retarded Citizens to work on ADA issues
related to the employment of persons with mental retardation.
NIDRR is also supporting some ADA activities focused on minorities
with disabilities. In Region 6, materials are being prepared on
the ADA in Spanish. In South Central Los Angeles we are working
with minority-owned businesses to assist them in meeting the ADA

requirements .

In fiscal year 199^, NIDRR plans to provide additional funds
to each regional center to assist them in working with States and
localities to strengthen their capability to respond to ADA

requirements .

In 1992, ADA training was provided for rehabilitation
educators and trainers and materials were developed for future use
in training rehabilitation education students and vocational
rehabilitation agency and other rehabilitation personnel through
the Rehabilitation Training program. The 1992 Amendments to the

Rehabilitation Act added ADA-related provisions to the Vocational
Rehabilitation and Client Assistance State grant programs and the

Rehabilitation Training program administered by the Rehabilitation
Services Administration (RSA) . RSA is providing training on the

1992 Amendments, including the ADA provisions, and will be

responsible for monitoring compliance with these new provisions.
The Department continues to coordinate its activities through the

ADA Technical Assistance Coordinating Group.

EFFECT OF THE CHAPTER 1 HANDICAPPED PROGRAM 199 A REQUEST

Question: The 1994 budget is requesting a 10-percent
reduction in funding for the Chapter I Handicapped program, with
the prospect of the average Chapter 1 Handicapped Federal share

per child dwindling. How can you assure that the "severely

handicapped" children now served under the Chapter 1 Handicapped

program will be served?

Answer: Under the Individuals with Disabilities Education
Act (IDEA), States are required to serve all children with

disabilities, ages 3 through 21 years, and to provide these

children with the services identified in their individualized
education program. Therefore, our requested 1994 reduction for

the Chapter 1 Handicapped program, which is offset by a

corresponding increase in the IDEA Grants to States program, would

have no effect on number of the children with disabilities served

or the services they receive. In addition, only about A percent
of all 3 through 21 year olds served are served under the Chapter
1 Handicapped program; the remaining 96 percent, which would
include most children with severe disabilities, are served under

the Grants to States program. At their discretion. States may



73

count children under either the Grants to States program or the

Chapter 1 Handicapped program. Because of our requested Increase

for the Grants to States program of $110.98 million, or 5. A

percent, It would make sense for some States to consider counting
children under the IDEA rather than under the Chapter 1

Handicapped program in order to receive a higher Federal share per
child. Alternatively, States may use funds they are permitted to

set aside under the Grants to States program to supplement the

funds received under the Chapter 1 Handicapped program for those

children who are counted under that program.

As discussed in our budget submission, the Department does not

believe that there is a rationale for continuing a separate
categorical program under the Elementary and Secondary Education
Act. Our request continues the transition, initiated by the

Congress in 1992, to serving all children with disabilities under
the IDEA. To facilitate this transition, we have Included

appropriation language that would permit States, at their

discretion, to flow through funds under the Grants to States

program to State agencies.

Question: What impact will this reduction have on the States
now receiving a large portion of the Chapter 1 Handicapped funds?

Answer: Five States typically receive about 50 percent of

the total funds appropriated for the Chapter 1 Handicapped
program. Despite the reduction in the 199A Chapter 1 Handicapped
program, we estimate that these five States, like all other States

except the District of Columbia, would receive more funds in total

in 199A than they received in total in 1993 under the Grants to

States and the Chapter 1 Handicapped programs.

URBAN-RURAL INITIATIVE — LEGISLATION, AND
CONGRESSIONAL AND DEPARTMENTAL JURISDICTIONS

Question: The President is proposing a new urban-rural
initiative which is apparently intended to encompass multiple
programs and agencies. Has the President submitted a formal

proposal to Congress?

Answer: The proposal Is being submitted in two parts. The

portion that involves tax incentives -- "Empowerment Zones and

Enterprise Communities" -- is Title III of the Budget
Reconciliation Act, which has passed the House and is pending in

the Senate. The portion that is designed to promote coordination
of Federal, State, and local resources through community planning,
is contained in a separate bill. We understand that the

Congressional leadership is currently considering which committees
should handle this part of the proposal.

Question: Your budget justification says that the lead

agencies will be HUD and Agriculture. If the $15 million you
request for the urban-rural initiative is appropriated, do you
plan to transfer it to these agencies and, if so, why are you
seeking the funds through my subcommittee?
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Answer: We are seeking these funds under the authority of
the Fund for Innovation In Education (FIE), an Education

Department program. The details about how the funds would be
awarded have not yet been worked out and, to some extent, are

dependent on Congressional action on the overall urban-rural

proposal.

Regardless, however, of whether we transfer the funds to

another agency or make the awards directly, the Department of
Education would participate fully In the selection of communities
to receive the funds and would exercise oversight over how the

funds are used. Because the funds would be appropriated under the
FIE authority, we would ensure that they are spent only for
activities authorized by FIE and only for educational activities

specifically related to the National Education Coals. For these

reasons, it would be appropriate to use funds from the Labor-HHS-
Educatlon appropriations bill for this activity.

PROVISIONS TO ENSURE EQUITABLE RURAL-URBAH DISTRIBUTION OF FUNDS

Question: One fourth of our Nation's children live in rural
areas. Contrary to popular belief, they are poorer than their

peers in metropolitan areas, more likely to drop out of high
school, and less likely to have health Insurance or have access to

child care and preschool opportunities. Rural areas desperately
need this kind of initiative. How will your proposal ensure

equitable distribution of these funds to rural areas?

Answer: The proposed legislation recognizes the critical
needs of children in rural as well as urban areas. The tax
incentive bill pending in the Senate specifies that, of the 100

areas nominated as "enterprise communities," not more than 65 may
be in urban areas, not more than 30 may be in rural areas, and not

more than 5 may be on Indian reservations.

In addition, 10 areas may be designated as "empowerment
zones" and would receive significantly greater resources than the

larger number of "enterprise communities." Of the 10, 6 would be

In urban areas, 3 in rural areas, and 1 on an Indian reservation.
One further provision would require that at least one of the urban

sites be a small urban area.

SCnOOL-TO-WORK TRANSITION LEGISLATION

Question: You're requesting funds for your proposed school-

to-work transition initiative under current authorities in the

Perkins Act and JTPA, but your budget justification Indicates that

you are planning to submit new authorizing legislation. When can

we expect to see this legislation and what will it look like?

Answer: We hope to send the proposed legislation to Congress
by mid- to late-summer. The legislation would establish a

national framework within which all States can create statewide

school-to-work systems that offer every young American access to
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an education and training program that will prepare him or her for

a first Job in a high-skilled, high-wage career.

Federal funds under the bill would be used by States as

"venture capital," underwriting the initial costs of establishing
school-to-work systems, and decreasing ever time as schools and

businesses redesign their organizations and relationships to

better prepare young people for work and further learning. We

hope to launch the program in the Fall under current authorities

by providing development grants to all the States. Larger,

implementation grants would be awarded annually on a competitive
basis as States become ready to implement their plans.

Finally, to capitalize on work that has already been started

in some localities, we would award competitive grants to some

individual local communities -- particularly those that are in

States that are themselves still in the development stages.

DETERMINATION OF "LEADING EDGE" STATES AND DISTRICTS

Question: How will the Departments decide which States and
school districts to designate as "leading-edge"?

Answer: During fiscal year 199^, the Departments will hold
the first of a series of annual competitions to choose "leading-
edge" States that have developed comprehensive plans for

establishing statewide school-to-work systems. The winners of the

competition will be States that demonstrate they have done the

necessary developmental work and are ready to Implement their

plans .

Secretary Reich and I have been very impressed with the peer
review system that the National Science Foundation has developed
for grant competitions in the Foundation's State systemic reform

program. Although it might be a little more expensive than our
usual way of conducting competitions, it is a rigorous and

constructive process, and we plan to adopt it for these State
School-To-Work competitions.

COORDINATION OF EDUCATION AND LABOR DEPARTMENTS ON
SCHOOL-TO-WORK TRANSITION

Question: Through what mechanisms is Education cooperating
with the Department of Labor on this effort?

Answer: This effort goes further than just cooperation; the

Departments are truly working together to Implement a single,
integrated strategy. Secretary Reich and I confer frequently on

the design of the program and make joint decisions. Staff from
the two Departments work together dally and are jointly developing
the legislation. We plan to continue this relationship once we
reach the operational phase of the program, so that every phase --

announcing the availability of funds, conducting competitions,
awarding grants, providing technical assistance, and monitoring --

will be handled on a collaborative basis.
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FELL GRANT SHORTFALL

Question: The Department of Education requested a

supplemental appropriation to cover a $2 billion Pell Grant
shortfall. Vfhat Is the reason for the annual budget shortfalls In
the Pell Grant program, and what Is the Department of Education
doing to develop better estimates of its Pell Grant budget needs?

Answer: As with other Federal programs, such as Food Stamps
and Aid to Families with Dependent Children, whose costs are
affected by external economic and behavioral factors, costs for
the Pell Grant program are very difficult to predict. The annual

appropriations cycle requires the Department to estimate Pell
Grant program costs nearly 2 years before obligations begin to be
incurred and 3 years before actual costs are known. For 9 of the
last 10 years, congressional appropriations, usually based on

Congressional Budget Office (CBO) estimates, have been less than
actual program needs.

INCREASE IH PELL GRANT APPLICANTS

A much greater number of students applied for and qualified
for Pell Grants in the 1991-92 award year than were estimated by
either the Department or CBO when funds were appropriated for that

year. Based on historical trends, growth was predicted at
A. 5 percent, but in fact 8.1 percent more students applied--nearly
twice the anticipated growth. Consequently, the Pell Grant

appropriation for 1991-92, which was based on the CBO estimate,
fell short of the actual program needs. In addition, estimates
for subsequent award years, which were based on the projected
1991-92 applicant levels, had to be revised upward.

The growth in the number of applicants has slowed somewhat
for the 1992-93 award year, but still represents a significant
increase compared to earlier estimates. In early 1992, the

Department predicted 1992-93 costs at $5.6 billion and CBO

predicted costs at $5.5 billion. Program costs for 1992-93 are
now estimated at $6. A billion. (Actual costs for 1992-93 will not
be known until September 1993.) The upward revision of the 1992-

93 cost estimate due to increased numbers of qualifying applicants
contributed to both the growing annual and cumulative shortfalls
in Pell Grant funds.

ESTIMATED PELL GRANT CDMULATIVE SHORTFALL

The fiscal year 1993 appropriations act Included $2A0 million
for prior year shortfalls. However, the Department currently
projects that $1,371 million will be needed to retire the

cumulative shortfall through 1992 and another $653 million will be

needed to fund the projected fiscal year 1993 shortfall.

PELL ESTIMATION MODEL REVIEW

In reviewing the options for improving the Pell Grant cost
estimation process, the Department began by assessing the source
of the estimating error. In June of 1992, experts in the field of
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Federal cost-estimating processes were commissioned to conduct
studies to 1) review the Department's Pell Grant cost estimation
model and compare this model to the methods used by other

agencies, and 2) assess data sources and procedures to improve the
timeliness and accuracy of estimates.

Both studies cited the inherent difficulty of predicting,
years in advance, the behavioral and economic factors that drive
Pell Grant costs. Further, one study noted that none of the
Federal agencies surveyed "predicted the recent dramatic increase
in program participation and costs" and that "there is no reason
to think that a different model would have done better than the
one currently used by ED" because the Pell Grant cost estimation
model "did as well as the models used by other agencies."

mPROVEMENTS IRTRODDCED TO FELL ESTIMATIOH FRCX:ESS

Nonetheless, the Department is committed to doing a much
better job of predicting Pell Grant costs. We have taken a number
of steps to better use available data and to generate research
information for future improvements. These activities will
improve our ability to predict the impact of external factors,
such as student behavior and educational costs. These actions
include:

o Utilizing the most current partial-year operational data
to predict costs. Previously only full-year data were

incorporated into the model.

o Establishing a task force within the Department to review
Pell Grant projections on a monthly basis using updated
application processing data, financial processing
records, and research on current educational trends, such
as enrollments. This technical group will alert the

Department leadership to program data changes that will
affect subsequent cost estimates.

o Conducting research to improve our model by relating Pell
Grant application trends to various external factors at
the State level.

o Contracting with expert economists to evaluate the

feasibility of incorporating additional external factors
into the current Pell Grant cost estimation model.

o Seeking more frequent information from postsecondary
institutions about numbers of students enrolling in
school and applying for and receiving Pell Grants.

BENEFITS OF FEDERAL DIRECT LOAN SYSTEM

Question; You have been in office only a few months and one
of your first proposals is to make a dramatic change in one of the

Department's biggest programs, the Guaranteed Student Loan
program. Are you convinced that transforming this program into a
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direct loan program, managed by your Department, will prove to be

a more efficient way to deliver credit to students?

Answer; We are convinced that direct lending will greatly
simplify student loan delivery, and we are confident that the

Department will be able to manage the proposed program.

The current system's complicated 8tructure--with

approximately 7,800 banks and secondary markets, A6 guaranty
agencies, and numerous servicing and collection agencies--greatly
hampers effective Government monitoring or enforcement efforts.

Conversely, the Department has for many years effectively managed
a number of large student aid programs, such as the Pell Grant and

Campus-based programs (Work-Study, Supplemental Educational

Opportunity Grants, and Perkins Loans), in which funds are

provided directly to institutions. The proposed Federal Direct
Loan Program would build on the existing systems used to

successfully deliver aid through these programs.

The Federal Direct Loan Program would result in numerous

Improvements from the borrower and school perspectives. For

example, borrowers would need to complete only one application
form for all Federal student aid programs and would no longer be

confused regarding who holds the loan note or where to send

payments. Delays for obtaining lender and guaranty agency
approvals before loan disbursements would be eliminated.
Consolidation of multiple loans to an individual borrower would be

more easily achieved, and schools would be able to adjust loan
amounts (e.g., when course loads change or a refund Is due).

DIRECTS LOANS PHASE-IN — IMPLEMENTATION AND EVALUATION

Question: Do you believe that you have had sufficient time

to structure legislation that will accomplish this goal?

Answer: The Administration is confident that it has

developed sound legislative proposals and implementation plans for

the Federal Direct Loan Program. The Department proposes to phase
in the Federal Direct Loan Program over a 4-year period so that

the transition from Federal Guaranteed Student Loans to Direct

Loans can be managed in the most prudent manner. Direct Loans

will represent only 4 percent of new loan volume in the first

year. This volume Is easily manageable but large enough to

provide feedback on implementation Issues. In the second year,
Direct Loans will Increase to 25 percent of loan volume, a

percentage large enough to see gains from economies of scale. In

the third year, we plan to move to 60 percent of loan volume and

in the fourth year, 100 percent. Each year we will conduct an

evaluation and report to Congress. We will watch the process very

carefully, and make any adjustments necessary to ensure a smooth

and effective Implementation.
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PROBLEMS OF THE GDAKANTEED LOAH SYSTEM ADDRESSED BY DIRECT LOANS

Question: From your perspective, what is the biggest single
"problem" will the Guaranteed Student Loan Program and how will
direct loans resolve this problem?

Answer: The biggest single problem with the current system
of guaranteed loans, the Federal Family Education Loan Program, is

its complexity, which leads to inefficiencies in serving students.
With 7,800 lenders, 46 guaranty agencies, and numerous servicers
and secondary market players, the current program is confusing,
error-prone, difficult to monitor, and cumbersome to borrowers and
schools. Multiple forms and procedures as well as uncertainty
over where to send repayments when loans are bought and sold on
the secondary market add to this structural complexity.

Under direct lending, the process would be simplified and

streamlined, making it more understandable for all parties.
Students would have only one application form to fill out, and all
of their Federal aid could be arranged through their schools .

Repayment would be made easier by eliminating secondary market
loan holders and schools would no longer have to deal with a

myriad of banks and guaranty agencies.

DEPARTMENTAL ADMINISTRATION OF DIRECT LOANS PROGRAM

Question: Do you believe that the Department as currently
structured and staffed is capable of administering a full-blown
direct loan program providing students $25 billion in credit per
year?

Answer: As currently structured ED could administer a full-
blown direct loan program. We have successfully implemented the
Perkins direct loan program, the large Pell Grant program and the
defaulted debt collection program, all of which have activities
similar to direct loans. However, we would need additional
staff--at least 528 FIE by 1998, the first full year of direct
loans. These staff would work on both the Federal Direct Loan

Program and the phase-out activities of the FFELP.

Question: What changes would you envision with regard to

such organization and staffing to accommodate the new direct loan

program?

Answer: We currently have a separate Direct Loan office to

help shepherd the Demonstration program through our processes
within the tight timeframes required by the HEA Amendments of
1992. Some of the work, e.g. systems development, is being
accomplished by staff permanently assigned to other existing
offices which will assume the responsibilities as the full-blown

program is phased in. Since the Office of Student Financial
Assistance is organized on a functional basis and not by program,
we will Integrate the new direct loan staff into the current

organization.
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BIGGEST CHALLENGE IN ADMINISTERING DIRECT LOANS

Question: What do you think is the biggest challenge for the

Department in the implementation of direct loans?

Answer; One significant challenge in implementing the direct
loan program involves effectively supporting the current

guaranteed loan system as we make the gradual transition to direct
loans. Accordingly, our proposal includes a number of provisions
to ensure continued access to new loan capital through the FFEL
program, as well as to support ongoing servicing and collection
activities for the current program's portfolio of outstanding
loans .

Other major challenges will include the writing and clearance
of regulations for the full-blown program; and the development
and award of contracts for servicing, evaluation, and other
functions. The training of program participants and the

monitoring of contractors are also critical activities which we
will have to implement carefully. With sufficient staff and
resources, we fully expect successful implementation of this new
program and the phase out of guaranteed loans without disruption
to the students and institutions.

INTEGRATION OF NATIONAL SERVICE PROGRAMS

Question: What, if any, plans do you have to integrate the

Department of Education's community /national service activities
with those operating through the President's main National Service
program?

Answer: Department programs such as Urban Community Service,
Innovative Projects for Community Service, and in particular the

proposed 10-percent minimum community-service requirement for the

campus-based student aid programs will complement the President's
National Service program by providing valuable opportunities for
students to serve their communities while they are in school.

ADMINISTRATION OF THE NATIONAL SERVICE PROGRAM

Question: What agency will operate that program?

Answer: The National Service program will be administered by
a newly established Corporation for National Service.

DIFFERENCES IN PERKINS LOAN AND PROPOSED DIRECT LOAN FORGIVENESS

Question: What has been the use of the loan forgiveness
provisions of the Perkins Loan program?

Answer: The Perkins Loan forgiveness program permits student
borrowers to cancel a portion of their loans in exchange for

;
service. Only a limited number of borrowers are eligible for loan

; forgiveness under this program, however, because not all schools
• offer Perkins Loans and because the occupations that qualify
1
borrowers for forgiveness are narrowly defined by statute.

1
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Occupations that qualify Perkins borrowers for loan forgiveness
Include members of the armed forces in hostile areas, teachers to

disadvantaged or disabled students, Peace Corps or VISTA
volunteers, law enforcement officers, and nurses and medical
technicians .

Because the Perkins Loan forgiveness provisions are narrowly-
defined, the Perkins Loan Program does not serve as a direct model
for the National Service proposal.

Question: VHiat lessons does this have for the National
Service program?

Answer: As the eligible service fields listed above

Indicate, Perkins Loan cancellation provisions are very specific
and narrowly defined. Under the National Service proposal,
however, community services that qualify students for program
benefits will be broadly defined to address a wide range of

community service activities, including education, health, the

environment, and public safety. Individual states, rather than
the Administration, will designate service activities that qualify
students for educational benefits.

Because of the significant differences between the two

programs, assessments of the effectiveness of the Perkins Loan
forgiveness program are of limited value in considering the
National Service Program.

GUARANTEED STUDENT LOAN FORGIVENESS PROVISION

Question: Do you plan to implement the national service loan

forgiveness demonstration program for guaranteed student loans
authorized by the 1992 program amendments?

Answer: This program, which provides partial Stafford and
Unsubsidized Stafford Loan forgiveness for individuals working in

teaching, nursing, or community service, requires annual

appropriations. Implementation would occur only if Congress
appropriates funds, which it has not done.

The Secretary Is currently developing regulations (based on a

series of negotiated rulemaking sessions with the industry) to

implement the Federal Stafford Loan Forgiveness Demonstration
Program, should funds be appropriated in the future.

BENEFITS OF INCOME-CONTINGENT STUDENT LOAN REPAYMENT

Question: VThy do you think income contingent loans are

necessary?

Answer: The Administration believes that income-contingent
loans would be extremely beneficial to student borrowers for
several important reasons. First, income-contingent loans would
allow borrowers to make reduced payments over a long period of
time. Our existing lending program often forces young people to

repay large amounts of debt at a time when they are at their
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lowest earning potential and have the greatest difficulty finding
employment. Income-contingency enables borrowers to repay a set

percentage of income, ensuring that repayments do not become

unduly burdensome.

The Administration also believes that income-contingent loans
would encourage students to take lower-paying community service

jobs. Under the current lending system, many young people are

discouraged from entering community-oriented lower-paying
occupations because they face large fixed, monthly student loan

payments .

In addition, income-contingent loans would help reduce
defaults. Under the current guaranteed loan program, many
borrowers are forced into default simply because a fixed loan

repayment is too high to repay. The flexibility to repay loans as

a percentage of income would allow many of these borrowers to
avoid default.

Question: What evidence do you have that income contingent
loans will be an attractive repayment option for students?

Answer: There is a great deal of anecdotal evidence about
how difficult it is for students to repay their education loans.

High debt burdens require high monthly payments to be made at the

time when borrowers have their lowest earning potential.
Department studies indicate that Insufficient income is one of the

primary reasons for default. Income-contingent loans would ease
student loan repayment and reduce the number of students entering
default due to insufficient income.

INCOME-CONTINGENT REPAYMENT PROVISIONS IN HEA AMENDMENTS

Question: Doesn't current law include a number of options
for repayment relief, including a number that have Just become
available under the 1992 program amendments?

Answer: Under the Higher Education Act (HEA) Amendments of

1992, lenders must offer income-sensitive and graduated repayment
plans. Such plans were optional prior to the enactment of the

Amendments, but lenders were unenthusiast ic about long-term or

income-sensitive repayment due to administrative complexity and

uncertainties about profit. The Administration believes that,
even under the provisions of the HEA Amendments of 1992, the

existing system would not be as effective in meeting the goal of

offering income-contingent loans to borrowers as the proposed
Federal Direct Loan Program.

ROLE OF IRS IN INCOME-CONTINGENT LOAN PROCESS

Question: What role do you anticipate for the Internal
Revenue Service with regard to income-contingent loans?

Answer: Under the income-contingent loans program, the

Department would obtain borrowers' income information from the IRS
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for the development of the repayment schedule. Loans would be
collected by servicers under contract with the Federal Government.

PERMANENT MANDATORY AUTHORITY FOR
DIRECT LOANS ADMINISTRATION COSTS

Question: Information on your direct loan plan in the budget
is a little short on specifics. One aspect that is of particular
interest to this committee is whether direct loan administrative

costs, which are likely to be considerable, under your phase-in
proposal will be subject to appropriations or whether, like the
direct loan pilot program, they are authorized as an entitlement.
Do you think we would give you a "blank check" to get this direct
loans program started?

Answer: The Department does not want a "blank check." Our

proposal is that Federal administrative costs for the Federal
Direct Loan program be permanent mandatory expenses as is the case
for the demonstration program. Section 459 of the bill as

approved by the House requests specific amounts for each fiscal

year with a total cap of $2.5 billion over the five-year period of

199A through 1998. In order to better serve higher education

needs, the direct loan program--which is an entitlement program--
must have the resources necessary for successful implementation.

COMPARISON OF GUARANTEED LOAN AND DIRECT LOAN ADMINISTRATION COSTS

Question: What do you expect such costs will be once the
direct loan program is fully operational?

Answer: The direct loan program will be fully implemented in
FY 1998. We project that the administrative costs for that year
will be $749 million, of which $220 million is for costs related
to the transition from guaranteed loans. So the full

implementation costs for direct loans would be $529 million.

Question; How do such costs compare with Federal
administrative costs under the guaranteed loan program?

Answer: In 1994, the Department projects a need for 501 FIE
and $72.5 million for Federal administrative costs associated with
the Federal Family Education Loan (FFEL) program. These costs
include: personnel compensation and benefits, travel, printing,
AD? and non-ADP contracts, and overhead. They exclude guaranty
agency, lender and institutional administrative costs, such as
loan origination costs and costs of servicing loans in school or
in repayment. Federal administrative costs for the FFEL program
cover ED management of a program involving 7,800 schools, a

similar number of lenders and secondary markets, and 46 guarantee
agencies. Inflated to FY 1998 the FFEL program Federal
administrative costs are $81.7 million.

In FY 1998, at the first full year of implementation, the
Direct Loans Federal administration costs equivalent to the $81.7
million FFEL program costs are $53 million, including support for
330 FTE. For purposes of comparability, these costs exclude $478
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million in direct loan servicing costs and $219.8 million in

guaranteed loans transition costs (and 198 FTE) which are not
included in the FFEL program Federal administrative costs.

SAVINGS PROJECTED FROH TRAHSITIOH TO DIRECT LOAKS

Question: What is the hurry on replacing the guaranteed
student loan programs with direct loans?

Answer: Cost estimates of the proposed Federal Direct Loan

Program performed by a number of organizations conclude that the

program would achieve multi-billion dollar savings. Therefore,
the Department proposes to replace the authorized pilot program
with a full phase-in of Direct Loans because the sooner the

program is instituted, the sooner the government and taxpayers
will benefit from the savings. The pilot would not produce these

savings. In addition to reducing costs, fully implementing direct
loans would eliminate many problems caused by the complexity and

inefficiency of the existing system of guaranteed loans.

The Department proposes a slow but steady phase-in of the
Federal Direct Loan Program over a four-year period so that the
transition from Guaranteed Student Loans to Direct Loans can be

managed in the most prudent manner. Direct Loans will represent
only U percent of new loan volume in the first year, the same as

under the current demonstration program. This volume is easily
manageable, but large enough to provide feedback on implementation
issues. In the second year. Direct Loans will increase to 25

percent of loan volume, a percentage large enough to see the gains
from economies of scale. In the third year, we plan to move to 60

percent of loan volume and in the fourth year, 100 percent. This

gradual phase-in allows the Department to perfect its operating
systems and provides opportunities to assess management
procedures. Each year we will conduct an evaluation and report to

Congress. We will watch the process very carefully, and make any

adjustments necessary to ensure a smooth and effective

implementat ion .

BASIS FOR REPLACEMENT OF DEMONSTRATION PROGRAM
WITH FULL PHASE-IN OF DIRECT LOAN PROGRAM

Question: Why not let the direct loan pilot give us some

empirical results on such fundamental issues as program cost and

the ability of ED to administer the program?

Answer: The Department proposes to replace the Direct Loan
Demonstration Program with a full phase-in of Direct Loans for

several reasons. First, the Department, CBO, and GAO all agree
that fully implementing direct loans will save billions of

dollars. There is no reason to delay these savings by operating a

demonstration that would take 10 years or more to obtain useful

empirical data. (Many of the relatively small number of students

participating in the demonstration would spend the first four

years in school with no activity on their accounts, and repayment
data would be unavailable for another 2 to 5 years after these

students graduate.)



85

In addition, the demonstration would not provide accurate

data on the cost-effectiveness of direct lending because the small

number of schools participating would make it impossible to

achieve economies of scale. Costs could not be kept as low as

possible because there would be too few participants to spread the

costs effectively.

With regard to the Department's ability to administer the

proposed Federal Direct Loan Program, there is again no need to

continue the demonstration. The initial phase of the proposed
transition to direct lending would allow us to test systems and

procedures and make necessary adjustments before most schools and

students enter the program. The Department currently manages
several large-scale student aid programs that provide funds

directly to institutions, such as the Pell Grant and Campus-based

programs (Work-Study, Supplemental Educational Opportunity Grants,
and Perkins Loans). We would build on this experience in

administering the Direct Loan program, and would carefully monitor
and evaluate the program's progress during its phase-in and at

full implementation and would make changes as warranted.

RATIONAL STUDENT LOAN DATA SYSTEM

Question; The Department of Education has been developing a

"National Student Loan Data System" for several years. The most
recent completion date of the system slipped again from its

December 1993 implementation date.

With much inaccurate data in the existing student loan data

base, what actions have the Department taken to ensure the

accuracy of loan information to be entered into the National
Student Loan Data System?

Answer: The Department conducted tape dump audits at

guaranty agencies in 1991 and 1992 and is currently requiring
improvements in the data based on these audits. We anticipate
releasing software to the guaranty agencies to aid in processing
data, verifying information, checking for inconsistencies, and so

forth. Also, the Department is in the process of hiring a

consultant to design a plan to improve at the guaranty agency
level the quality of the data that will be input into the National
Student Loan Data System. This consultant will conduct site

visits at various guaranty agencies to target areas for

improvement .

The Department expects to implement the first phase of the

National Student Loan Data System in late spring 199A. The first

phase will include loading FFEL Program data from guaranty
agencies .

Question; With the Department's efforts to implement a

direct lending program, is the National Student Loan Data System
being designed to integrate information on both guaranteed and

direct loans?
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Answer: Yes, the National Student Loan Data System will

Integrate Information on the Federal Direct Loan Program and the
Federal Family Education Loan Program (formerly the Guaranteed
Student Loan Program) . Although implementation of the data system
is not absolutely necessary for implementing direct lending, we

plan to have the system ready to receive direct loan data as the

program begins. This system will be a valuable tool in our

oversight of this new program.

HBCU CAPITAL FINANCING PROGRAM

Question: Why should the Federal Government initiate a

program to generate capital for facilities improvement at public
historically black colleges and universities which are the direct

responsibility of States and their higher education systems?

Answer: Whether public or private, HBCUs must minimize
tuition charges to assure access for low-income students. Low
tuitions limit these schools' cash flow, creating a potential
credit risk for prospective lenders that is exacerbated by the
small endowment funds typically found at most HBCUs. As a result,
HBCUs have had limited access to traditional sources of capital
financing to renovate and improve their facilities. The HBCU

Capital Financing Program will expand the availability of low-cost
construction capital for all HBCUs. The authorizing legislation
recognizee that public HBCUs have greater access to capital than
do private HBCUs and requires that only one-third of funds be made
available to public HBCUs.

HBCU CAPITAL FINANCING RESOURCES AND NEEDS

Question: How much financing did historically black colleges
and universities have available for capital improvements during
the past year?

Answer: The Department does not have aggregate Information
on the various sources of capital financing available to all
HBCUs. These sources would differ greatly from school to school.
As of June 1, 1993, however, reports to the White House Initiative
on HBCUs from 17 of 27 Federal agencies Indicate Federal
facilities and equipment support of approximately $20 million In

1992.

Question: What assurances can you offer that the

Historically Black College and University Capital Financing
Program, which the Administration wants to implement, will

supplement any existing State, local, and private sector resources
for capital Improvement in these schools rather than supplant such
resources?

Answer: We have no way to determine the extent to which this

program will affect other resources for capital improvements, nor
can we assure that the program will supplement, rather than

supplant, existing sources. The reason Federally-backed financing
is needed, however, is because many HBCUs find it difficult or

impossible to obtain financing from the sources you mention. In
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addition, the Department anticipates that the capital improvements
needs of HBCU program applicants will exceed the resources

authorized for this program.

Question: Since the program seeks to limit loans to those

black colleges and universities able to repay the loans in a

timely fashion, will this program actually remedy the physical

plant problems at the most needy black institutions?

Answer: The Department believes that this program will

greatly benefit many HBCUs. The program may allow smaller

institutions with shallow cash flows to borrow relatively small

amounts that are unavailable through the normal bond market, which

does not normally serve small specialized institutions that are

unable to issue large debt obligations. For these "needy"

schools, this program will provide capital to improve facilities

that is not otherwise available.

It is true, however, that the program is unlikely to solve

the physical plant problems of the "most needy" schools, if by
"most needy" you mean those in the worst financial condition.

AHTICIPATED INTEREST RATE FOR HBCU CAPITAL FINANCING FRCXJRAM

Question: What interest rate do you anticipate will have to

be charged for loans under the Historically Black College and

University Capital Financing program?

Answer: The bonding authority must build the following costs

into the interest rate that it charges schools: funds to pay the

public the interest due on bonds; funds to cover the cost of

issuing the bonds and subsequent administration; and a profit

margin. Because interest rates on long-term U.S. obligations are

currently under 7 percent, it is likely that the interest rate

charged to schools will be less than 10 percent.

Question: How does this rate compare to interest rates

otherwise available for construction financing?

Answer: In general, the school's interest rate under this

program would be less than the rate on a commercially available

loan and would be more than the rate charged for construction

financed through tax-exempt municipal bonds.

DEFAULTS BY HBCUS

Question: What evidence does the Department have that the

default rate on loans made under the Historically Black College
and University Capital Financing Program will be similar to the

3.2 percent rate for all higher education institutions in

Department-administered academic facilities loan programs?

Answer; The Department is confident that the default rate in

this program will be low enough to avoid exercising the Federal

guarantee. The authorizing legislation requires that 10 percent
of the loans made under the HBCU Capital Financing Program be set
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aside by the schools In an "escrow account" to cover potential
delinquencies and defaults. A Federal appropriation would be

required only if the institutional default rate exceeded this 10

percent.

In addition, the legislation requires a credit review of each
institution prior to loan approval to assure the Secretary that
"... it is reasonable to anticipate ... repayment of the loan in a

timely manner pursuant to the terms...". The College Housing and
Academic Facilities Loans (CHAFL) Program has no legislatively
mandated credit criteria for awarding loans, yet no HBCU has ever
defaulted on a CHAFL loan.

Question: Given that this new program was Initiated because

many of the historically black colleges and universities have
limited access to construction capital partly due to financial

problems, should we expect a higher default rate?

Answer: Even a substantially higher default rate would not

require Federal funding because of the legislated establishment of
a 10 percent "escrow account" funded by participating HBCUs . In

addition, the credit criteria provision helps to control defaults
under this program, unlike other facilities programs.

PROGKAM TERMINATIONS

Question: Mr. Secretary, you have proposed elimination of 24

programs in your budget for next year. Several of the proposed
cuts are similar to ones proposed by previous administrations.
Your predecessor. Secretary Alexander, proposed elimination of
section 3(b) of Impact Aid, Ellender Fellowships, Federal support
for libraries, the National Writing Project, and State Student
Incentive Grants. Previous administrations have made similar or
identical proposals over the last decade, and Congress has not
followed their requests for these cuts.

On what basis did you select these programs for elimination,
and are there any new studies or findings that your staff could
offer us that might make us change our minds, and Implement the
terminations that you propose?

Answer: The fiscal year 1994 education budget represents the

culmination of work aimed at deriving the most benefit from
limited Federal funds in advancing critical initiatives designed
to stimulate systemic reform in American education, as well as

judicious decisions on where to save budget authority. Proposed
savings result from better targeting of impact aid funds,

increasing flexibility in the postsecondary campus-based student
aid programs, streamlining program management, reducing
administrative costs and eliminating unnecessary programs. Fiscal

year 1993 appropriations for the 24 programs recommended for

elimination in 1994 total $214 million.

Programs proposed for termination are those that have
achieved the purpose for which they were originally authorized,
are duplicative of programs that are more effective in delivering
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the same service, or for which there is no Federal role and
therefore should be supported with non-Federal funding sources.
These reasons are valid, each reflecting responsible management of
limited Federal funds. They stand as a fiscally sound basis for

proposing termination of Federal funding independent of evaluation

findings assessing the merit of the program.

DSK OF MOHITORIHG AND KVALOATIOH REPORTS IH BUDGET DECISIONS

Periodic monitoring and evaluations of the programs, as well
as reports submitted by States and grantees, do, however, reveal
information useful in arriving at these funding decisions.
Evaluation data can reveal when a program has been successful, or
has fulfilled its intended purpose, and allow for comparisons of
results obtained from programs with similar objectives. From data

comparisons, public policy judgements can be made as to which

program is most efficient and effective and should be continued.
Evaluations also offer data on when the continuation of a program
is not cost effective.

For example, although the 1989 evaluation by Research and
Evaluation Associates, Inc., of the Territorial Teacher Training
program indicated that the program had a positive impact on

professional standards and teacher performance, it also indicated
that the impact was relatively modest in relation to the amount of
time and resources expended. It showed that the pace of

professional development through training supported by the program
required up to 10 years for completion of a bachelor's degree, and
that most training was designed to generate credit hours and

degrees, rather than strengthening teachers' skills in areas of
immediate importance to their classroom performance. Other

funding sources, such as the consolidated grant authority, are
available to help meet locally determined teacher training needs.
The consolidated grant authority pools funds from several formula

grant programs and makes these unencumbered funds available to
meet the education needs, such as teacher training, of the
Territories .

Another example is the Ellender Fellowships program, for
which the Department conducted, at the request of Congress, a

programmatic audit in 1992. The study found that despite
increased Federal funding over the last several years the Close Up
Foundation had not expanded its fellowship program and, in fact,
the number has decreased and the Federal share per scholarship has
increased. The study revealed that the apparent substitution of

: Federal resources for non-Federal support has occurred even though
growth in corporate and philanthropic support has outstripped the

significant increases in Federal funding.

Additional findings showed that the manner of allocation of

fellowship funding in Close Up
' s High School Students and

Educators program resulted in more teachers and administrators

receiving fellowships than students, and more than twice the
amount of fellowship funds went to teachers and administrators as

to students. While legally permissible, this effectively
idecreased the amount of support going to lower-income students,
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especially since no student can receive more than 60 percent of
the program price, while teachers and administrators receive 100

percent, and only slightly more than half of the students receive
the full fellowship amount of 60 percent. The study noted that
other organizations offering similar government education programs
in Washington provide financial assistance to economically
disadvantaged secondary school students, and accomplish this
without Federal support.

Therefore, it is this type of evaluation data that is used in

conjunction with other budgetary, program, and policy
considerations in developing priorities for the education budget,
and that factored into program termination decisions for the 1994

budget .

IOWA DISTANCE EDUCATION ALLIANCE

(STAR SCHOOLS FIBER OPTICS PROJECT)

Question; I'm pleased that the Department has funded a

statewide Star Schools distance learning project in Iowa. The
Iowa project is part of a State initiative to provide top quality
fiber optic, two-way, interactive communication for public
institutions in the State. We believe that education in

particular will benefit from access to sophisticated
telecommunications .

What are the Department's long-range plans for this program?

Answer: We have requested a substantial Increase for the
Star Schools program for 1994, and we are considering what

changes, if any, ought to be made in the program as we develop our
reauthorization proposals. Those proposals will be sent to

Congress later this summer.

DISSEMINATION OF INFORMATION ON EARLY CHILDHOOD INTERVENTIONS
FOR CHILDREN AT RISK

Question; Providers of early childhood education do not

always have access to information on the best interventions for

providing developmentally appropriate preschool services for

specific groups of children at risk. What effort is the

Department taking to disseminate information to early childhood
education providers on the best interventions for children at

risk?

Answer: The Chapter 1 Technical Assistance Centers and Rural
Technical Assistance Centers provide training and disseminate
information on education for educationally deprived children.

Including preschool-aged children, to States and districts and

schools.

I

The National Diffusion Network supports the dissemination of
! information about exemplary programs in a variety of areas,

'including early childhood education and special education, to

schools across the country.
I

I
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The Educational Resource Information Center (ERIC) , supports
clearinghouses on elementary and early childhood education and on

children with disabilities.

With regard to children with disabilities, the Department has

several activities related to dissemination of information on best

practices. Outreach projects assist providers in replicating
exemplary practices serving infants, toddlers, and young children
with disabilities. The Department has a number of ongoing
projects that provide technical assistance in the areas of early
intervention and preschool services. These include the National

Early Childhood Technical Assistance Center and Regional Resource
Centers. These centers disseminate information to State agencies,
reaching providers indirectly. In addition, the National
Information Center for Children and Youth with Disabilities

provides information to parents and professionals on a wide

variety of topics, including early childhood services.

INCENTIVES TO CONTROL FRAUD, WASTE, AND ABUSE

Question: It has been suggested that agency managers be

allowed to "keep" a portion of the "savings" they produce from

recovering disallowed costs, for example. These "savings" could
be used to improve the quality of employee training, technical

assistance, and so on.

Would you favor providing financial incentives to encourage
greater savings from control of fraud, waste and abuse?

Answer; Although we are considering suggestions such as

this, we have not yet detennined how such a program could be

implemented, especially in view of the legal and timing problems,
or whether it would truly improve the internal operations of the

Department. We also believe that the staff training and other
resources should not be determined on the basis of an office's
role in the audit recovery process. It might provide an incentive
to focus on compliance with bureaucratic rules and regulations
Instead of an incentive to improve management and to provide
useful technical assistance.

The Department reviews, audits and investigates programs
funded by the Department and can recover disallowed costs. Except
for student aid, much of this activity results from the single
audit process and is carried on through the Office of the

Inspector General. The actual recovery of funds usually occurs

years after the event and cannot be attributed to the efforts of a

single Federal employee. Furthermore, the recovered costs are

program funds that cannot normally be used for administrative

expenses such as employee training. In most instances, the funds
must be returned to the Treasury or provided to the originally
intended program beneficiaries.

All Department employees are obligated by the Government -wide
Standards of Conduct to disclose waste, fraud, abuse and

corruption to appropriate authorities. The Department has

provided mandatory employee training on these Standards of
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Conduct. In addition, as part of the Department's Incentive
awards program, employees may be given awards for uncovering
Instances of fraud, waste and abuse.

COHFREHENSIVE SCHOOL HEALTH EDUCATION

Question! Mr. Secretary, you stated in your letter of

April 12 to me, that you plan to consider the role of health
education in schools when you develop your proposals for

reauthorization of the Elementary and Secondary Education Act. My
Comprehensive Health Care legislation, which I introduced on

January 21, contained a provision that would authorize $50 million
for a comprehensive school health education and prevention program
for elementary and secondary school students.

Would you consider including such a program in your
reauthorization package?

Answer: The Administration has not yet made legislative and

budgetary decisions for FY 1995. However, we are considering many
different proposals in the process of reauthorizing the Elementary
and Secondary Education Act, including looking at your
Comprehensive Health Care legislation. As stated in ray letter of

April 12, we are considering not only our role in health education
in the schools, but also how we can promote greater integration of

education services with health care and social services.

Question: In FY 1993, approximately 8^ applications were
received to fund new Comprehensive School Health Education grants.

, In FY 199^, the Department has requested $3.7 million for

continuing grants funded under the Comprehensive School Health
Education program with an undetermined amount for new grants.

In my February 25 letter to you, I proposed expanding the

current school-based education program to $20 million. Until new

legislation can be put into place to expand the current program,
either through formula grants or some other means, why not

increase the funding for the current program to allow more grants
to be funded?

Answer: The Department has used a considerable portion of

I
the Fund for Innovation in Education appropriations over the years
for Comprehensive School Health Education projects. Given that

I

other agencies are also supporting aspects of health education, we
do not believe that such a large portion of the Fund for

Innovation in Education should be used for this. Nonetheless,
decisions regarding new awards in FY 199A have not been made.

DIP.ECT LOAN COSTS -- DEPARTMEHTAL , CBO AND CRS ESTIMATES

Question: The President proposes to replace the current

.system of student loans with a new Federal Direct Loan Program.
This new program would be phased in over the next U years. In

FY 1994, A percent of the current loan system would be replaced
with Federal direct loans, increasing to 25 percent in FY 1995,
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60 percent in FY 1996 and a full direct loan system by fiscal year
1997. The Department estimates that the direct loan system would
save approximately $A.3 billion in outlays through FY 1998.

The Congressional Budget Office is estimating that switching
to a direct loan system would save approximately $A.3 billion over
the next 5 years. However, the Congressional Research Service is

estimating that cost savings will be between $1.6 billion to

$2.9 billion. Can you explain the difference between CBO's cost
estimates and that of the Congressional Research Service?

Answer; Although CRS did not project the same savings under
Direct Loans as CBO or the Department, CRS acknowledges that--
under current economic assumptions--a Direct Loan system
delivering the same benefits to students would cost less than the
current system. However, CRS approaches its savings analysis from
a different set of assumptions and different technical

methodologies from those of CBO or the Department.

The Department and CBO estimated the Federal budget savings
of transferring to Direct Loans from Guaranteed Student Loans to
be $A.3 billion. The Congressional Research Service, in its

original report, did not estimate Federal budget savings but,
rather, a more general national income factor. To the extent CRS
addressed Federal budget figures, it used administrative costs

significantly higher than those in either the Department's or
CBO's savings estimates. Additionally, CRS's analysis of Direct
Loan costs apparently included factors unrelated to the

Department's proposal, such as the effects on national interest
rates from additional Federal borrowing.

DEPARTMENTAL CAPABILITT TO MANAGE DIRECT LOAN PROGRAM

Question; The Department has been criticized for its

management of the current system of student loans and the high
student loan default rates. What assurances can you give the
Committee of the Department's ability to put in place and manage a

new direct student loan system?

Answer: With plans already underway to implement a Direct
Loans Demonstration Program, the Department will have a sound
structure from which to build a full-scale Direct Loans Program.
We recognize that this program will present management challenges,
but by phasing in the Direct Loans Program we will gain
experience, master the management process and be able to implement
the program with minimal dislocation to students and schools. The

phase-in process will allow the Department to evaluate management
and make improvements along the way.

Since we do not have to use the complicated guaranty agency
and lender structure of the current Federal Family Education Loan

program, which does not facilitate effective government monitoring
or enforcement efforts, we should be able to do a better Job with
the much simpler Direct Loans Program. Direct loans will be more

easily monitored by the government, creating a more efficient and

fi»-fi5« n— 93-
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less costly program. The convenience and the cost savings of the
Direct Loans Program will be passed along to the borrowers.

The Department will build the direct loans administration on

improvements in its delivery of student aid. These improvements
include a reorganization of the Office of Postsecondary Education

(OPE) which was tied to management recommendations made by a joint
Department and 0MB team; implementation of the National Student
Loan Data System which will allow comprehensive pre-screening; and
a redesign of the Institutional Data System which is used to track
OPE' 8 monitoring of schools in Title IV programs.

HATIONAL SERVICE PROGRAM -- ASSURANCES OF JOB QUALITY

Question: The Administration has requested $389 million in

budget authority in FY 1994 to begin the National Service Program,
which will allow 25,000 young people to participate. The

projected budget request for FY 1997 is $3.4 billion, with 150,000
participants. Spending for the program over the next 4 years
totals $7.4 billion.

While I support the general concept of national service and

co-sponsored the National Service Trust Act, I have some concerns
about how it will be carried out. One concern is over the quality
of jobs available to national service participants. In

particular, what assurances will there be that these are not
"make-work" jobs or a source of cheap labor?

Answer: National service is defined as work that meets unmet

educational, environmental, human or public safety needs. There
are a variety of mechanisms to ensure that all placements indeed
meet such needs. Programs will be required to develop measurable

performance standards for meeting community needs, and to meet
those standards to receive continued funding. With all funds
distributed to programs on a competitive basis, programs will not
be initially approved if they supply "make-work" or "jobs raking
leaves." An Inspector General will police waste, fraud, and

abuse.

NATIONAL SERVICE PROGRAM ADMINISTRATIVE COSTS

Question: I am also concerned about the administrative costs
associated with the national service program. Can you tell me how
much of the $389 million would be used to administer the program?

Answer; We have not formally determined administrative costs
at the national level, but we believe these will be in the

neighborhood of $10 million. Programs may not use more than
5 percent of their grants for administrative costs.

FEDERAL TRADE COMMISSION HOLDER RULE

Question: Mr. Secretary, the Department of Education in

compliance with the Section 432 (m) of the Higher Education
Amendments of 1992 recently developed a common Federal Family
Education Loan Program application form and promissory note. You
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also choose to include on that form the Federal Trade Commission
Holder Rule. This rule only applies to career and for-profit
schools. Nothing in the authorizing legislation required that the
Holder Rule be included. The inclusion of this rule could have an
adverse impact on the students who wish to attend proprietary
schools. Vfhj has the Department reversed its longstanding
position of not including such a provision on the application
forms and promissory notes?

Answer: Federal Trade Commission staff have confirmed on a

number of occasions, most recently on February 11, 1993, that the
FTC Holder Rule applies to FFEL Program loans made for attendance
at for-profit schools, and that FFEL loan notes for such schools
should Include this consumer defense clause.

The Department has introduced this clause in the promissory
note at this time primarily because the Higher Education Act

(HEA), as amended, now requires the Department to devise and

approve a common FFEL application and note. To adopt a note that
the various program participants could each properly use,
consistent with their existing legal obligations, the Department
had to ensure that the note would be consistent with the FTC rule.

Banking representatives have argued that, if the FTC rule is

included, banks will simply stop making loans to any borrowers,
even those who attend non-profit and public schools to which the
rule does not apply. Government and independent studies have

consistently shown that FFEL Program loans are profitable to
lenders. It is highly unlikely that lenders will stop making
loans to borrowers attending schools to which the FTC rule does
not apply solely because the clause applicable to some trade
schools is in the promissory note. Inclusion of the clause simply
does not increase the lender's risk on these loans.

With regard to loans to students at for-profit schools,
lenders can avoid the risk of being held subject to school non-

performance by not entering into referrals or business

arrangements with schools. For-profit schools, like other

merchants, have been subject to this rule since 1976.

In general, a referral arises if the school urges a loan

applicant to borrow from a particular bank or banks and the bank
is aware of that promotion. Merely identifying a bank(s) as a

potential willing credit source does not constitute a referral.
If lenders accept applications from students who selected the
lender from lists of available lenders provided by the school, and
do not engage in any special business arrangement with the school,
then student borrowers would not be able to assert a legal defense

against the lender based on school non-performance.

DIRECT LOAH INTEREST RATES

Question: It is my understanding that under the
President's proposal, authority to change the interest rate for
loan repayment would be something that would rest in the executive
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branch. Is that correct, and if so, what is the rationale for

excluding Congress from this decision?

Answer: The President's proposal does not give the Secretary
or any part of the executive branch discretion to alter interest
rates. Interest rates are set in statute under the President's

proposal, as they are currently under Guaranteed Student Loans.
The President's proposal specifically changes the interest rates

for borrowers beginning in academic year 1997-98 by effectively
lowering rates by .6 percentage points. It also specifically
changes the interest rate basis from the 91-day Treasury bill rate

used in the current program to the "comparable maturity" rate of

the 10-year Treasury bond, as mandated by the Federal Credit
Reform Act of 1990.

IMPACT OF DIRECT LOAHS OH DEBT LIMIT

Question: If we proceed with a direct lending program, how
much more would we have to raise the debt limit, say 10 years from

now, as a result?

Answer; New borrowing for Direct Loans would not add to the

national budget deficit, but would add to the national debt.
Because borrowing to support Direct Student Loans would be a very
small portion of overall Federal borrowing, full implementation of

8 Direct Loan program would not necessarily require raising the

debt limit.

Under the Federal Direct Loan Program, loan repayments would

go directly to the Treasury. While borrowing would exceed loan

repayments in the early years of the program, the level of

borrowing would eventually approximate the amount of loan

repayments returned to the Treasury.

RESOURCES TO SUPPORT NATIONAL SERVICE

Question; Mr. Secretary, I applaud President Clinton's
National Service Initiative. I think it embodies America's best

values and ideals. But I am also concerned that we make wise use

of our limited resources.

You have proposed that we cut Campus-based aid programs by
almost $200 million and serve 246,000 fewer students. At the same

time, the first year of President Clinton's National Service
Initiative would cost $394 million but serve only about 25,000

people, people who will not necessarily be the neediest students.
At a time when college costs keep going up, is this the best way
to expand access to higher education?

Answer; While national service will expand educational

opportunity, the program will also do much more. It will meet
unmet needs in the areas of education, environment, human needs,
and public safety. It will provide valuable skills, while

instilling a work ethic, and it will rebuild an ethic of service
and the spirit of community in America. National service, then,
is much more than an education program.
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The Administration strongly supports education aid targeted
at the financially needy. We have twice requested funds to

eliminate the Pell Grant shortfall. In addition, the student loan

reform will save taxpayers money while making it easier to pay off

student loans. National service is simply a different program, in

which expanding access to education is only one goal.

NATIOHAL SERVICE IHITIATIVE SEPARATE FROH MILITARY SERVICE

Question: Why does the President's program separate national

service from military service? Senator Hunn's original proposal
did not separate the two.

Answer: The Montgomery GI Bill continues to provide

significant benefits to those who serve in the military. The

National Service Initiative parallels that legislation in many

respects.

Question: Do the two types of service require separate
operation and different rewards?

Answer: Civilian and military service are significantly
different. While the military's organization is obviously

appropriate for those responsible for national security, the

National Service Program will work considerably differently,

relying on non- government organizations in order to minimize the

cost of Federal administration. It is a significantly different

program. With regard to rewards, civilian service offers a

smaller compensation package than military service, corresponding
to the less dangerous commitment involved.

Question: How do we ensure that military service does not

end up competing with national and community service for our

resources?

Answer: The Administration has worked closely with

Repr<>sentative Sonny Montgomery, who is an original cosponsor of

the bill, and with veterans organizations, to ensure that the

benefits of civilian service are smaller than and do not compete
with those of the military service. At 25,000 participants in the

first year, this is also a far smaller program than military
service, and will appeal to very different individuals.

MATIONAL SERVICE AHD STUDERT LOAN REFORM COHPLEMENTART

Question: Mr. Secretary, do you view the National Service

Trust program as inextricably linked with a direct loan program
and income-contingent loan repayment?

Answer: While the two initiatives are complementary In

expanding educational opportunity In different ways, the

Administration has introduced two separate pieces of legislation,
the National Service Trust Act and the Student Loan Reform Act.
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DISSEMIRATIOH OF RATIONAL SERVICE AMD STUDENT AID INFORMATION

FOR STUDENTS ENTERING SERVICE DIRECTLY BEFORE OR DURING COLLEGE

Question: At a recent Department briefing, ED staff persons
were asked about financial aid and college admission information

for students who enroll before going on to college or who perform
the service while in college. They replied 1) that guidance
counselors will be given all the information necessary, and 2)

that employers participating in the program will be required to

supply Information regarding college admission, application dates,

financial aid, how to apply, etc. How will the information get to

guidance counselors?

Answer: The legislation gives the Corporation for National

Service the ability to establish a cost-effective, efficient

system to widely disseminate Information about national service.

State offices and commissions will work together with the

Corporation and the Department of Education to establish the

system.

Question: How will the information get to guidance
counselors? Wouldn't the SCAN training and computerized data

base programs authorized under HEA both be good vehicles if they
were operational?

Answer: The Corporation will look to use whatever existing
vehicles are appropriate for disseminating information. The

legislation provides broad flexibility so as to avoid duplication.

Question: How will counselors receive updates about the

program as It evolves and adds participating employers and/or new

requirements?

Answer: One can use mailings, electronic mail, or contacts

at conferences, among other possible methods, to provide this

information.

Question: Will there be other outlets, such as community
service agencies, for information about the program for those who

have already left secondary school?

Answer: Yes. As many means as possible will be used to

assure that information about the program is disseminated to all

Interested Individuals.

DISSEMINATION OF INFORMATION FOR STUDENTS
ENTERING NATIONAL SERVICE DIRECTLY AFTER HIGH SCHOOL

Question: The continuum of services and educational guidance

provided by school counselors -- especially information regarding

college admission, deadlines, filing dates, different financial

aid possibilities, and students' rights and responsibilities in

the process -- will be disrupted for students who go into service

directly from high school. Who will supply this?
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Answer: The legislation requires programs to assist

participants In making the transition from national service to
their next stage In life, whether It Is schooling or employment.

Question: Wouldn't the recently authorized training and data
base programs be helpful In this process?

Answer: Tes, programs and participants could make use of
these. The Corporation will work with all programs to ensure that
the requirements to provide Information are not burdensome or

duplicative.

Question: Will businesses be required to secure the services
of counselors to address the educational and college admission
needs of students, and If not, how will this be handled?

Answer: The provision of Information should be as simple as

possible for all Involved. The Corporation will develop methods
over time. We did not think It appropriate to determine
legislatively Issues that require study and can best be dealt with
In the regulatory process.

IMPACT OF NATIORAL SEKVICB AWARD Oil ELIGIBILITY
FOR OTHER FEI^RAL STUDENT AID

Question: Will students who receive financial aid credits
for service remain eligible for other forms of Federal financial
aid?

Answer: Yes. The national service award will not affect
eligibility for Fell Grants or other means-tested financial aid.

Question: How will they be Informed about their status?

Answer: Students will obtain Information about their
eligibility for financial aid through the normal application
processes. IT Is Important to note that a student will be able to
use his or her national service education award regardless of
whether he or she has financial need under the needs analysis.
The award Is not means-tested. However, a student may only use
the award to pay educational expenses or outstanding loans. If
the costs of a student's education are lower than hie or her other
financial aid, the educational award may be banked for future
educational expenses, but is may not be pocketed as cash.

Question: Does the Department view national service as a

jobs bill, an education program, or both?

Answer: It is not a jobs bill and only partly an education
program. The National Service Program is a service initiative,
designed first and foremost to meet the unmet needs of America's
communities. Many of those in the program will not be those
targeted by Jobs legislation. In addition to meeting unmet needs,
the program is designed to help young people pay for school,
provide valuable skills, and relnvigorate the ethic of citizenship
and the spirit of community in America.
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Question: Vfhere will the funding fall In the budget -- In

function 500 or elsewhere?

Answer; The HUD/VA Subcommittee will handle the

appropriations for this program.

Question: What safeguards will there be to ensure that
national service does not drain other vital programs for at-risk
students?

Answer: The legislation represents an important priority of

this Administration. It is not designed to supplant programs for
at-risk students; Indeed, many at-risk students will participate
in the national service initiative, though they will not be the

only persons to do so.

The Act will be funded by the HUD/VA Appropriations
Subcommittee, so insofar as it directly competes for funding, it

will not compete against education or Job training programs.

HEA, TITLE XI — URBAN COltfUNITT SERVICE GRANT

Question: Last year, thanks to the efforts of the Ranking
Minority member of the Committee, Sen. Hatfield, the Higher
Education Act Included provisions for funding urban community
partnerships. In Milwaukee, Marquette University has worked for

over two years to renovate the immediate neighborhood, reduce

crime, etc. Yet, they were denied funding under Title XI because
less than 50Z of their students are from the community. The bill

Itself, I think used the words, "significant number." About A2Z
of Marquette's students are local. Apparently the criteria that
was applied to the grant applications was "

majority
"

. Could you
explain to me the policy reasons -- which seem pretty arbitrary to

me at this point -- for requiring 50Z7

Answer: Section 1108 (2)(B)(ii) of the Higher Education Act
Amendments of 1992 defines an eligible institution for the Urban

Community Service Program as one that "draws a substantial portion
of its undergraduate students from the urban area in which the

institution Is located ... ." For the fiscal year 1992

competition, the program was administered under the authorizing
statute and Education Department General Administrative

Regulations criteria for evaluating the applications. In

developing application materials and evaluation criteria, the

Department tried to provide a competitive advantage to

Institutions that draw the greatest percentage of their students
from their local communities.

The Department considered "50 percent or more" a reasonable
! interpretation of "substantial" and the application materials for

I

the 1992 competition reflected this interpretation. The 50

I percent as "substantial" definition is also included in the
' proposed regulations for the Urban Community Service Program,
which are presently available for public comment. The Department

I
will carefully analyze all comments received on this issue.
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Grants In the Urban Community Service Program are awarded on
a competitive basis. In reviewing applications, field readers
were instructed to deduct one point for each percentage point
below 50 percent that an institution scored for this criteria,
thus assuring a competitive advantage for institutions with
"substantial" enrollments from within their local communities.

Marquette University had ^1 percent of its student population from
the local urban area in which the university is located.

Therefore, Marquette's score was reduced by 9 points, which put it
below the cut-off point for receiving a grant.

RECOIMEIIDATTONS OF JONATHAN KOZOL ON SCHOOL FINANCING —
INCREASE FEDERAL SHARE OF ELEMENTARY/SECONDART SPENDING

Question; Last year Jonathan Kozol testified before the
committee on the "savage inequalities" of public education. Among
many recommendations, there are three that stand out to me.

First, to return the Federal share of local education spending to
10 percent -- the 1980 level. Do you support that?

Answer: It is true that the Federal share of direct

expenditures for elementary and secondary education has declined,
from 8.5 percent in 1980-81 to 5.6 percent in 1992-93. However,
during that time, actual Federal expenditures increased by more
than 60 percent, from $9.6 billion in 1980-81 to $15. A billion in
1992-93.

The biggest problem with trying to increase the Federal share
to 10 percent -- or even to the 8.5 percent that it was in
1980-81 -- is that it would mean an enormous increase in the
Federal education budget, at a time when we are under severe

budget constraints. Direct expenditures for elementary and

secondary education in 1992-93 totalled $273.8 billion nationally.
A 10-percent share of those expenditures would be $27.38 billion,
almost twice the current Federal level. Moreover, simply
increasing the Federal share of education expenditures, by itself,
would do nothing to improve teaching and learning. For these
reasons -- the high cost and the lack of a tie to improved
outcomes -- we have not proposed an increase in the Federal share.

USE OF FEDERAL FUNDS TO REDUCE TEACHER-PUPIL RATIOS

Question: Then, another recommendation would be to use some
of that money to reduce teacher-to-child ratios to 1 to 17. Do

you support that?

Answer: As a parent, I am very sympathetic with the desire
to have as small a number of children per classroom as possible.

. The national ratio of teachers to pupils for public elementary and

I secondary schools has improved over the years, since 1970, when it
•was 1 to 22.3, to 1980, when it was 1 to 18.7, to 1991, when it
I was 1 to 17.2. This does not mean that class sizes are optimal in

every school district; we know they are not.

i I hope that we will be able to give guidance to States in
'

this and other areas through our Goals 2000 opportunity-to-learn
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standards. We are also considering ways in which we can help
States and localities reach those standards through our upcoming
reauthorization of elementary and secondary education programs,

I think that I would have a problem, however, with requiring
that Federal funds be used to bring about a particular teacher-

pupil ratio. For one thing, the research is unclear on just what
the impact is -- that is, at what point would reducing class size
be the single factor that makes a difference. Further, I'm not
sure that it is appropriate for the Federal Government to tell
States and localities what their pupil-teacher ratio should be.

Finally, as with the proposal to increase the Federal share of
educational expenditures, the potential costs would be enormous.

EQUALIZATION OF SCHOOL FUNDING ISSUES

Question: Third, equalization. He stated, and I believe it
is true, that the school you go to depends on the house your
parents can afford to buy. Do you believe we need to establish a

Federal policy that creates real incentives to equalize school

funding and, if so, what in the President's budget request gets us
there?

Answer: Equalization is a very difficult issue. We know,
for example, that merely providing each school district with an

equal amount of money per child will not guarantee equal results.
We can see that this is true when most of our city school
districts -- where many of the country's educational problems are
most severe -- are spending at a higher rate per child than the

average in their States.

We are considering the issue of equalization very carefully.
In the "Goals 2000: Educate America" Act, we are proposing to

help level the playing field somewhat through the establishment of

"opportunity to learn standards." These standards will serve as

voluntary benchmarks of quality for States as they develop or

adopt their own opportunlty-to-learn standards. Additionally, we
are considering how our elementary and secondary education
reauthorization proposal might Include other incentives for States
to equalize real educational opportunities.

Question: Would you agree that school financing is just as

important as bottom-up reform?

Answer: Yes, in the sense that, without adequate financing
there is just so much reform a State or locality can accomplish.

Question: Like the health care debate, isn't it true that
the whole problem isn't underfunding, as much as it is the

distribution of funding within the system?

Answer: Certainly in many cases a redistribution of funds
or a reform in the way funds are spent would help. That is why we
want to make our Federal programs as flexible as possible and why
we encourage States to take the same approach with State funding.
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DRUG-FREE SCHOOLS AHD CaMUHITIES ACT

Question: As 1 look at the Department's budget request, many
of the proposed cuts are proposals we have seen in the past under

the Bush and Reagan Administrations. Many of the cuts have been

rejected in the past, because of support for them. I am assuming
that some of them will be rejected again, and that we will need to

look elsewhere -- within the Education budget — for programs that

perhaps aren't buying everything we'd like them to buy.

The $598 million we are spending on Drug-Free Schools stands

out to me as a lot of money that, frankly, I don't know exactly
how is being spent. Could you explain where that money is going,
what specifically it is being used for, and whether or not we

might want to consider doing something different -- perhaps even

making it available for other school-wide health prevention

programs?

ALLOCATION OF DRUG-FREE SCHOOLS AND COItfUNITIES FUNDS

Answer: The $598 million appropriated in fiscal year 1993

for Drug-Free Schools is being allocated as follows:

o $A98.6 million for formula grants to State educational

agencies and Governors. Most of these funds are sub-

allocated to local educational agencies and community-
based organizations.

o $13.6 million for competitive grants to educational
institutions and nonprofit organizations for programs to

train teachers and other school personnel in how to

Implement drug prevention education programs and

strategies .

o $19.3 million for grants to institutions of higher
education. These funds are used primarily to develop and

implement programs of drug abuse education and prevention
for college students. Funds also support demonstration

programs coordinated with local elementary and secondary
schools.

o $19.3 million for Federal discretionary activities, which

Include the development and dissemination of anti-drug
information and materials; the evaluation of drug-free
schools programs; support for Interagency activities; a

grant competition for school- and community-based drug

prevention and education programs; and technical
assistance.

o $16.1 million for five regional centers that train school

teams in effective approaches to drug and alcohol abuse

prevention, assist State educational agencies in

coordinating and strengthening programs, assist local

educational agencies and institutions of higher education

in developing training programs for educational
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personnel, and evaluate and disseminate information on
effective programs and strategies.

o $5.6 million for programs for Indian youth. These funds
are transferred to the Bureau of Indian Affairs and used
to plan, conduct, and administer programs for Indian
children in elementary and secondary schools operated by
or under contract with the Bureau.

o $1.1 million for programs for Native Hawaiians. These
funds are awarded to the Ramehameha Schools /Bernice
Pauahi Bishop Estate, an institution designated by the

Governor of Hawaii to plan, conduct, and administer

programs .

o $24.6 million for emergency grants, which provide special
assistance, on a competitive basis, to local educational

agencies with the most severe drug problems.

Overall, these funds are being used to support a multitude of

activities including, but not limited to, the purchase or

development of curriculum and instructional materials; training
and development of school personnel, students, community members,
and parents; conduct of needs assessments, prevalence surveys, and

evaluations; coordination of community-wide resources; classroom

instruction; and program administration.

FOCUS OF DRUG-FREE SCHOOLS AND COMMUNITIES PROGRAMS

Areas of focus for programs supported with these funds

typically include several of the following: improving students'

knowledge, attitudes, and values about drugs; developing students'

decision-making, self-confidence, and other personal skills;

developing students' social skills regarding drug use/nonuse;

enhancing teachers' knowledge, skills, and abilities regarding
alcohol and other drug use prevention; referral and counseling for

students with problems; and student leadership development.

Beginning with fiscal year 1995, the Department is

considering, as part of its proposal to reauthorize the Elementary
and Secondary Education Act, expanding the program to authorize
activities to prevent school violence. Doing so would allow the

program to support fully National Education Goal number six, which
calls for all schools in America to be free of drugs and violence
and offer a disciplined environment conducive to learning.
However, we are reluctant to broaden the program to address

comprehensive school health for fear that the program will lose

its focus on drug prevention, and that drug prevention efforts

supported with these funds will become so diluted that they will
lose their impact.

ATTENTION DEFICIT DISORDER

Question; With the relatively new Department rule on serving
children with Attention Deficit Hyperactivity Disorder under P.L.

9A-1A2, some school districts have raised the issue of adequate
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funding for the program. It is an historic problem, I believe.
As chairman of the Judiciary subcommittee on Juvenile Justice, I

have learned all too graphically the consequence of allowing these
and other children with learning disabilities to fall through the
cracks. Many of these children are at a very high risk for a

whole complex of social and behavioral problems.

These children are often very bright and creative. And yet
they learn in a different way, they thrive, as many of us do, in

smaller classrooms, structured and positive reinforcing
environments. To the extent that we can teach them in a way in
which they learn best, we can mitigate the self-esteem and
behavior problems that follow their perceived failure in school.

In my oim mind, this is a critical investment program, one in
which the chairman of the subcommittee has demonstrated tremendous

leadership. To the extent possible, and I understand the budget
pressures, I would very much like to see a substantial redoubling
of our effort in this area. I believe we would preclude
substantial expenses in other areas -- like juvenile detention,
substance abuse treatment, etc. -- If we could just help our
schools do a better job educating these young people. Vlhat are

your thoughts on this?

CHILDREN WITH ATTENTION DEFICIT DISORDER

Answer: The Grants to States program, for which the
Administration requested an increase of $110.98 million, or 5.4

percent, remains a major source of Federal funding for children
with attention deficit disorder (ADD) who have been identified as

needing special education and related services. This request
would provide about $437 per child for the 5 million children

expected to be receiving special education and related services,
including children with ADD.

The Department has initiated several research and
dissemination activities focused on Issues related to children
with attention deficit disorder. For example, in 1991, under the
Innovation and Development program in the Office of Special
Education, the Department funded four centers to synthesize
existing research knowledge in assessment and Interventions for

meeting the needs of children with ADD. In January 1993, a

meeting based on the findings of these four centers was held.

Participants included educators, parents, and researchers.

Questions addressed at the meeting Included: (1) What constitutes
an assessment of ADD? (2) What does the literature suggest
concerning the numbers and types of children with ADD and the

implications for their educational needs across the developmental
span? (3) What does the literature suggest about the efficacy of

education for children with ADD? and (4) What does the literature

identify as academic and behavioral interventions that work with
children with ADD?

In addition, the Office of Special Education and

Rehabilitative Services has been working with the National
Institute of Mental Health (NIMH) to design school-based
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interventions for educating children with attention deficit
disorder. If the NIMH design is approved, we will help support
testing of this intervention at six sites over a 3-year period.
In 1994, we would provide about $375,000 from the Innovation and

Development program for this purpose. In 1994, we also plan to

continue research and training projects initiated in 1993 under

the Innovation and Development and the Personnel Development
programs, and we expect to support additional new research

projects. Finally, we will continue our efforts to validate

promising practices for educating children with ADD.

COHMUNITT SERVICE AND LOAM FORGIVENESS

Question: I wholeheartedly support the concept of community
service. In addition to being an opportunity for citizens to give
back part of what we have received, it also provides the

opportunity to learn critical life skills and improve preparation
for school and Jobs. The enthusiasm that students and their

families express for this program is heartening.

I am concerned, however, that their enthusiasm means that

nearly all the students currently receiving loans hope to be able

to reduce their debt load through community service. Even when
the program grows to 150,000 participants, most students with
loans will be unable to participate.

What should we tell students with loans who are not able to

participate in the National Service program?

Answer: The National Service Program is not the only vehicle

through which Americans can serve their country. There are many

ways to serve, including Jobs in public service professions and

part-time volunteer work. In fact, this legislation also supports
both these forms of service.

Under the Student Loan Reform Act of 1993, all Americans will

be able to pay off their student loans as a small percentage of

their income over time. This provision can help young people who

want to take Jobs that pay less but do more for their communities;
it will make repayment affordable for those with low incomes.

In addition, the legislation reauthorizes the Points of Light
Foundation, which supports volunteerism. In short, while every
American will not be able to participate in the National Service

Program, everyone will gain greater freedom to serve through this

legislation, and we should encourage all to do so.

COLLEGE WORK-STUDY AND COt«<UNITY SERVICE

Question: The President's National Service proposal
dramatically increases the required set aside for community
service. Under current law, colleges are required to use 5X of

College Work-Study funds for community service. Under the

President's proposal, colleges and universities will be required
to use lOZ of all campus-based aid monies for community service.

I am concerned about how schools located in small communities
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where they are the otajor employer can Implement this new policy.
Let me give you a couple of examples from my State of Washington.

Heritage College (a school of about 1,000 students) In the

small town of Toppenlsh, currently Is required to spend about

$5,000 of Its College Work-Study on community service. Under this

proposal, they would have to increase that to $18,500 -- a nearly
4-fold Increase. This small town may not be prepared to offer

that many new community service Jobs which are of the quality this

program deserves.

How do you envision colleges and universities in small towns

implementing this requirement to use lOZ of all campus-based aid

for community service?

Answer: We believe that our proposal gives schools broad

discretion to identify or develop useful community service jobs
for students, even in rural or small-town settings. We do

recognize, however, that some schools may have difficulty

implementing this requirement, and have Included a waiver

provision in our proposal that will allow such schools to appeal
to the Secretary for relief. This waiver provision is similar to

that included with the Work-Study community service requirement

provisions of the Higher Education Act Amendments of 1992,

regulations for which are currently being developed by the

Department .

ROLE OF STATE COMflimTT SERVICE PROGRAMS

Question: My State of Washington, and other states, already
have existing programs for community service. Some provide summer

experiences for at-risk youth. Others involve public-private

partnerships and focus on enhancing Job skills.

How will this proposed national community service program
mesh with existing programs in my State of Washington and in other

States?

Answer; The legislation will support existing programs. It

requires States to establish Commissions on National Service,

though States with existing entities that successfully achieve

broad input in the policy process will be eligible to receive

waivers to use those existing models. State officials may be

involved with these Commissions if the Governor wishes. In

addition, the legislation may offer financial support to existing
State models. In short, it Is the intention and the practical
result of this legislation to support State initiatives.

EDUCATION OF CHILDREN WITH FETAL ALCOHOL SYNDROME

AND FETAL ALCOHOL EFFECT

Question: I have discussed with this Committee previously my
concerns with the problems of Fetal Alcohol Syndrome and Fetal

Alcohol Effect. In the last Administration, I spoke with

Secretary Alexander about my perception of the need for research
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and Information about what classroom activities work with children
with FAS and FAE.

At that time, in the context of education reform, he

suggested that some researchers believe increased stimulation,
rather that the typical "soft box" of special education, was of

benefit to these students. Alaskan teachers, principals and

school boards have all asked for help in this area, and 1 wonder
what your experts tell you now.

What programs of the Department are particularly of benefit
in this regard?

Answer: The Department is supporting several activities
related to the education of children with FAS and FAE. All of

them are focused on young children and are supported by Special
Education's Early Childhood Education program.

In fiscal year 1992, the Department established a 5-year
research institute on substance abuse. The institute is

undertaking a 2-year study of the interactions between children,
aged birth to three years, with FAS and FAE, and their caretakers.
The purpose of the study is to Identify the interventions that
lead to positive developmental gains. The research Institute is

also developing and will validate new and adapted interventions to

meet the needs of children with prenatal exposure to drugs and

alcohol .

In addition, the Department is supporting two demonstration
and outreach projects. One project will develop, field test, and

disseminate a model system for serving children, including those

prenatally exposed to alcohol, in publicly- funded child-care

settings. The other will develop, implement, and evaluate a

collaborative early childhood intervention model with a local
education agency, including curriculum modifications for children
who have been prenatally exposed to drugs or alcohol. We expect
these activities to provide useful information about interventions
to reduce or eliminate the developmental delays that impair the

academic functioning of children with FAS and FAE.

INDIAN FRESCnOOL PROGRAMS

Question: Some time ago, the State of Alaska's Commissioner
of Education suggested to me that the Department's Indian
Education programs could be of greater benefit if the Title V

programs were able to be utilized, at individual districts'

option, for preschool programs. Does the Department currently
have that authority?

Answer: The Indian Education Act authorizes a variety of

programs to support State, local, and tribal efforts to improve
educational opportunities for Indian children, college students,
and adults .

Under the Indian Education Act formula grant program, grants
are made to local educational agencies (Leas) for supplementary
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programs in "elementary and secondary school programs." Grants
are made to Leas that provide a "free public education". Leas are
able to use their formula grant funds for preschool projects to
the extent that "elementary" Is defined in State law to Include

preschool activities. Individual State laws vary in their
definition of "elementary;" some States include preschool and

kindergarten and some do not.

The Indian-Controlled Schools program under Title V can also
fund projects that establish or improve preschool programs.

Finally, the Department administers several other programs
that authorize preschool level activities that can benefit Indian
children. These Include: the Chapter 1 LEA, Migrant Education,
Handicapped, and Even Start programs; the Special Education
Preschool, Early Childhood Education, Grants to States, and Grants
for Infante and Families programs; and the Bilingual Education

Special Populations program.

PARENTING AND FAMILY LITERACY

Question: What other recommendations might you offer for the

supplemental education programs of the Department which would
support parenting education, solo parenting programs, and promote
family literacy?

Answer: We have no recommendations to offer at this time.

However, the pending reauthorization of the Department's
elementary and secondary education programs provides us with an

opportunity to review and rethink our parent involvement and

family literacy activity. Our recommendations for strengthening
those programs will be incorporated in our final reauthorization
proposals .

ALASKA NATIVE AND AMERICAN INDIAN EDUCATORS

Question: Alaska Natives have talked with me and my staff
about the need for qualified Native teachers in my State, both
from the perspective of strong role models for Native students,
and from the perspective of supporting bilingual education

throughout the State. What new initiatives does the Department
have for expanding the level of Native teachers?

Answer; The Department agrees that additional training of

qualified American Indian and Alaska Native teachers is needed.
The President's budget for fiscal year 199^ Includes a requested
increase of $700,000 for the Educational Personnel Development
program authorized by the Indian Education Act.

In addition, the Indian Education Act Fellowship program
supports Indian students pursuing undergraduate and graduate
degrees in a variety of disciplines, including education.

While the Department has no new initiatives for training
Alaska Native teachers, funding for teacher training projects is

also available under the Bilingual Education Act. Furthermore,
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funds from bilingual Instructional grants can also be used for

teacher training. In fiscal year 1992, five new and continuation
Instructional services grants were funded in Alaska.

HERTORIRG PROGRAMS FOR NATIVE AMERICAHS

Question: What opportunities are there for mentoring
programs for young Natives interested in a career in education?

Answer: As mentioned in the previous answer, several

existing, currently funded Indian Education Act authorities

support training for teachers of American Indians, including the
Educational Personnel Development Program (EPD) and the Fellowship
program. Mentoring activities are commonly offered as an

Important component of teacher training programs.

The Indian Education Act requires that tribal communities be

Involved in the planning and development of EPD projects. In

preliminary findings of an evaluation of the EPD program,
researchers found that 81 percent of FY 1987-1991 projects
Involved American Indians serving as faculty members teaching EPD

project students. About two-thirds of FY 1987-1991 EPD survey
respondents reported that participants worked as Interns with
tribes .

IMPACT AID COHSTRUCTIOR -- DOLE REPORT

Question: In the past, I have supported level funding of the

section 10 account for Impact Aid construction. Alaska's base
schools are in disrepair because of long neglect when the schools
were owned by the Federal Department of Education on Defense land.

What are the prospects for funding of these "Dole report" schools
in FY 1994 and FY 1995?

Answer: Our fiscal year 199A budget request Includes

$3 million for section 10, enough only to meet emergency life

safety repair needs in our section 10 schools. Unfortunately, at

this funding level we would be unable to address any of the Dole

Report recommendations for the transfer of section 10 schools in

Alaska or any other State.

Question: What is the balance needed to address the Alaska

plan?

Answer: On December 1, 1992, we were able to transfer one

school in Rodiak to the local educational agency, and we expect to

transfer a school at Fort Richardson this summer. Fourteen other
section 10 schools in Alaska still need to be upgraded and

transferred. Using the most recent estimates available, the

preparation of these schools for transfer would require at least
an additional $28.5 million. However, school construction costs
have Increased since 1989-90, the time these cost estimates were

made, and additional construction requirements have been imposed
by the Americans with Disabilities Act, so the final cost of

transferring these schools Is likely to be significantly higher.



Ill

HATIOHAL WRITING PROJECT

Question: Mr. Secretary, of particular interest to me is a

program that supports enrichment of teachers of grades K through
college. Through intensive summer workshops and ongoing school

year training activities, teachers from all disciplines learn to

do a better Job of teaching their students to write. I sponsored
legislation 3 years ago to authorize Federal funding for the

National Writing Project, a university-based teacher training
program with a distinguished history, but on the verge of

extinction due to lack of funding. Over the 3 years since it was

authorized, funds have been appropriated, with the FY 1993 funding
reaching $3.2 million. A dollar-for-dollar match is required, but

local sites are now matching five to one. Federal funds are

leveraging much State support.

Are you familiar with the work of the National Writing
Project? I know there are several very successful and active

sites in South Carolina; and, if I am not mistaken, I believe the

State legislature provides matching funds for the Federal
contribution.

I see that the Department did not request funds for this

program in FY 199A, although I believe it is consistent with your

support for more professional development programs. I plan to

seek funding for it here on the Committee again this year and

would like your support.

Answer: I am aware of the National Writing Project and o£

the large number of teachers who have been trained through it.

However, 1 think the Federal role in this type of effort is

appropriately limited to support for demonstration of the

approach.

The National Writing Project has received Federal operational
support from either the National Endowment for the Humanities or

the Department of Education since 1976. In budget times such as

we are now experiencing, the Federal Government cannot continue to

support the ongoing implementation of a single model. States and

localities that desire to participate in its training programs
should provide the support, perhaps through the use of Chapter 2

funds .

READY TO LEARN TELEVISION

Question: At the end of the 102nd Congress, Senator Kennedy
and I, with the help of many other Senators, were successful in

authorizing a new program to help preschool students enter school
; ready to learn. The bill authorizes $25 million for the
'

Department of Education to make grants on a competitive basis for

the development of new, high quality television programs, teacher

! and parent training, and accompanying printed materials to guide

parents and day care providers in methods to help children gain an
'

educational foundation from the television they watch. We based

this bill on the premise that everybody has a television and most

children watch hours of it every day. The Ready to Learn Act is
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central to our efforts to promote educational equity and ensure
that children are adequately prepared for school when they begin,
both of which are priorities of yours.

It Is my understanding that In the development of your budget
request for FY 1994 you were not aware of this new program. Is

this program one you would have an Interest In If we could garner
funding for It In FY 199A7

Answer: We all agree about the need to Improve the quality
of the television our children watch. The Federal Coonunlcatlons
Commission has become much more active In this regard In recent

', months, as I'm sure you are aware. And the Commerce Department Is

seeking reauthorization of the Endowment for Children's
Television. However, as you point out, the Department did not
include funding for the Ready to Learn program In Its 1994 budget
request. Given that reductions appear to be necessary In the

, budget we did propose, we would not support the Inclusion of funds

;

for this new program. We are considering the Ready to Learn Act
and other technology authorities as we put together our
reauthorization proposals and our budget request for 1995.

"GBOSTWRITEK" SERIES OF CHILDREN'S TELEVISIOH WORKSHOP

Question: The Children's Television Workshop has developed
I
an educational television series for middle-school-aged students
called "Ghostwriter" to help develop writing and reading skills.
In the FY 1993 appropriation for the Department of Education, the

' Committee earmarked $1.5 million In funding under the Fund for
Innovation In Education for the creation of new segments of the

i series. Can you give me an update on the status of this funding?

Answer: The Department awarded funds to the Children's
' Television Workshop In 1992 for support of the "Ghostwriter"
I project. That award will be continued In 1993 and 1994, for

a 3-year funding total of $1.5 million.

FEDERAL SUPPORT FOR CGHPnTERS AMD OTHER TECHROLOGT —
CGHPUTER-BASED IRSTRDCTIOII

Question: You may be aware that I am working with Senators

Kennedy and Blngaman on a comprehensive technology bill for

elementary and secondary education which has two primary purposes.
First, It ensures that all schools and students have access to

technology by providing Federal grants to the neediest schools to

purchase technology-related equipment; and, second. It establishes

{

• staff development component as an Integral part of Integrating

I

technology Into the classroom. I am convinced that technology of

I

all kinds, from computers and VCRs to satellite transmission via

I

Star Schools, can be used as • very effective learning tool.

Under the Fund for Innovation In Education, the Department
I
funds a specific program to provide Federal support for computer

I

hardware and software for elementary and secondary schools . Can

, you tell me how much of the $28 million appropriated In FY 1993

! was for computer grants?
I
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Answer: The application notice for the Computer-Based
Instruction competition in FY 1993 estimated that $1 million would
be available for new awards. That amount may be increased due to
the large number of applications received.

Question: How many grant applications were received and how
many were funded?

Answer; We received 475 applications. After the

applications are evaluated, we will determine the number of awards
to be made, and the amount of the Fund for Innovation in Education

funding to be used for this purpose. We are projecting an award
date of August 13.

Question: In FY 1994, you are seeking $40 million for the
Fund for Innovation in Education program. How much of this figure
will be allocated for computer and other technology-related
programs?

Answer: Decisions regarding new awards in FY 1994 have not
been made, but continuation awards for Computer-Based Instruction
will be at least $1 million.

IMPACT AID — "b" FAYMEHTS

Question: Your budget proposes a three year phase out of

Impact Aid "b" payments as part of the President's deficit
reduction program. You state that these children do not pose a
financial burden on those districts. The central Kitsap School
District in my state will lose $970,000 under your proposal.
Could you explain further the policy basis for eliminating the "b"
students?

Answer: In a time of severe budget stringency, "b" payments,
made on behalf of children who either live on or whose parents
work on Federal property, are difficult to justify. Most of these
children live in the local community, and their families make
substantial contributions to the local tax base, either directly
or indirectly, through local property taxes and sometimes sales
and income taxes. Currently, "b" payments provide only $25 to

$125 per child, a negligible amount in the context of the total
cost of education. Phasing out "b" payments will allow increased

funding for "a" payments, which are a genuine responsibility of
the Federal Government.

Central Kitsap, Washington, enrolls approximately 1,400 "a"
children and 5,700 "b" children. Its total Impact Aid payment for
fiscal year 1993 is $2,146 million, $1.25 million for "a" children
and $896 thousand for "b" children. Since Central Kitsap is a

"super b" district (more than 20 percent of its enrollment is

comprised of "b" students) the hold-harmless provisions of the
statute will help to preserve its "b" payment in fiscal year 1994,
the first year of the proposed phase-out of funding for section

3(b). The statute does not provide a hold-harmless for "regular
b" districts, so those districts would lose most of their "b"

payments in the first year of the phase-out. The increased
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funding we have proposed for "a" payments would more than offset
the loss of "b" paTinents to Central Rltsap In the first year of

the phase-out. We estimate that the total Impact Aid payment for

Central Rltsap In fiscal year 199A under our proposal would be

$2,163 million, an $18,000 Increase over its fiscal year 1993

payment .

IMPACT AID — CONSTRUCTION

Question; Page C-16 of the Department's Budget Justification
states that:

"The Department has on hand applications for school
construction assistance from dozens of school districts

requesting funds totalling approximately $200 million. The

Department Is addr^f^sing the construction and renovation
needs of these school districts as funds become available. In

priority order (as determined by regulation). Some funds
that are currently available for section 10 are being used to

renovate two school buildings in Clover Park, Washington.
Additional school construction and renovation needs In Clover
Park and other Washington LEAs will be addressed in priority
order as funds become available."

I want to tell you how much I appreciate the Department's
attention to the facilities within Clover Park School District. I

am connitted to ensuring a healthy and safe learning environment
for Impact Aid children there and throughout Washington state.

Otherwise, we face the risk that the Dole Commission warned us six

years ago, when it reported that: "... failure to correct these
deficiencies may deprive military dependent school children of

suitable education facilities .. .and will only lead to greater
costs in the future." Military dependent school children must NOT
be destined to second class education buildings!

Could you tell me how much Section 5 and Section 10 money
would be necessary to complete the badly needed renovation and

repair at Impact Aid School districts, especially those receiving
additional military families, and would your staff be willing to

work with my staff in pursuing this priority?

Answer; Under section 10, the Department has, in recent

years, obligated $3.2 million for the renovation of the Clarkmoor
and Parkway schools in Clover Park, Washington. Based on our most
recent estimates, we believe that an additional $12 million may be

needed to complete the renovation of the other five section 10

schools In Clover Park.

We will certainly be willing to continue to work with your
staff and with the Clover Park school district to complete the

renovation of these schools, as funds become available. However,
we must also continue to balance the section 10 needs in

Washington against the funding needs of section 10 schools in many
other States .
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Clover Park has also applied for $785,000 in school

construction assistance under section 5. However, its application
ranks very near the bottom of the section 5 and lA(c) priority
list, determined by regulation, which includes a total of more
than $87 million in funding requests from 101 applicants. It is

very unlikely that the Department will be able to fund Clover
Park's section 5 application within the next few years if

appropriations continue at current levels.

Department staff would be happy to continue discussions with
the Senate on these issues.

REGULATORY WAIVERS FOR EDUCATIOHAL REFORM

Question: I join Senator Hatfield in his interest to lift

the Federal regulatory burden on teachers and school officials.

Every time I meet with them I hear the same thing: Let us do our

i Jobs! Many educators complain of the excessive accountability
' inherent in Chapter 1 programs and how targeting money to a

specific child has caused Isolation. They also argue that

i districts, not the Federal Government, should make the decisions
as how to best service and test Chapter 1 students.

What regulatory relief and flexibility is the Administration

considering as part of its education reform proposal and

specifically Chapter 17

Answer: I agree that this is a very important issue. That

is why we have proposed in Title III of the Goals 2000 bill that

the Secretary be authorized to waive statutory and regulatory
requirements of certain Department of Education programs.

Certain requirements in our current laws would not be subject
to waivers, and the Secretary would issue waivers only if:

o The requirement would impede the ability of a State or

school district to carry out the State or local education

improvement plan; and

o The State agrees to waive similar requirements of State

law.

For our upcoming ESEA reauthorization proposals, we are

looking at such issues as the Chapter 1 schoolwlde projects
authorization -- which allows schools to use their Chapter 1 funds

to improve the educational program for all students in the school,
rather than pulling out selected children for special services --

I
to determine if it should be expanded to cover more schools and

, more Federal programs. We are also exploring the current rules

! for local audits, to determine if they can be eased without harm

,

to program accountability, and are considering whether certain
administrative functions can be simplified or consolidated.
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PARENTAL INVOLVEMENT

Question; In the various commissions and panels, such as the

National Skill Standards Board, that the Administration proposes
to Initiate education reform, there Is an obvious effort to

Include business and Industry, labor unions, and education and

training providers.

I believe that the most Influential educators are parents.
Does the Administration Intend to Incorporate on a systematic
basis the concerns and opinions of parents in education reform?
If so, how, and If not, why not?

Answer; I cannot think of anything more important than

having parents Involved in their children's education. That is

one reason that the waiver provision in Goals 2000 would ensure
that there would be no waivers of requirements related to parental
participation and involvement. The critical role of parents is

recognized in one of the objectives for the first education goal:

"Every parent in America will be a child's first teacher
and devote time each day to helping his or her preschool
child learn, and parents will have access to the training
and support they need."

In the development of our elementary and secondary
reauthorization proposals, we are also looking at additional ways
to strengthen the role of parents in Federal programs and in

education generally.

SCHOOL-TO-WORK TRANSITION

Question: I applaud the Administration's goal to ensure that

"every adult American will be literate and will possess the

knowledge and skills necessary to compete in a global economy."
In your School-to-Work Transition program, with the Department of

Labor to assist high schoolers who do not Intend to go to college,
will community colleges and technical schools continue to play a

major role in providing vocational and adult education?

Answer: Absolutely. Moreover, under a school-to-work

system, we see the role of these institutions becoming a stronger
force in the lives of high school students as well. The school-
to-work initiative would promote strong ties -- including
development of a coherent sequence of courses -- between secondary
and postsecondary Institutions, and I expect that community and
technical colleges would play a vital role in this regard.

BORROVnNG NEEDED TO SUPPORT DIRECT LOANS

Question; The CBO estimates that the Government will have to

borrow nearly $53 billion between 1993-98 to provide capital for

the direct loan program. Could you confirm that figure?

Answer; Between FY 199A and FY 1998 the Department estimates
that approximately $57 billion in Direct Loans will be originated
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and financed by US Treasury borrowing. This Federal borrowing
will be repaid by student loan repayments. The General Accounting
Office addressed the implications of this additional Federal

borrowing on February 8, 1993. "Any resulting increase in the

costs of funds to the federal government is likely to be

negligible.... Additionally, the extent that the federal

government is able to realize savings from a direct loan program
would -- in the long-term -- lead to reduced federal spending and

deficit borrowing. This could possibly reduce the costs of funds

to the government."

DEPARTMENT ADMIHISTRATIOH HEEDS -- DIRECT LOAM PROGRAM

Question; How many more FTEs will be needed at the

Department of Education to take over student loans when the

program is up and running, and at what cost?

Answer: BY FY 1998, the first full year of Direct Loans

Implementation, the Department plans to hire 528 FTEs at a cost of

$39.7 million for personnel compensation and benefits. Of the

total, 330 FTE--$2A.9 million-- will be associated with Direct
Loans administration. The remaining 198 FTEs--$K.8 million--
will be involved in managing the Federal Family Education Loan

Program phase-out. Once the majority of these FFELP loans are

paid off, approximately 10-12 years, the need for most of these

FTEs will be eliminated.

BASIS FOR PHASE-IN OF FULL DIRECT LOAN PROGRAM
AS REPLACEMENT FOR DEMONSTRATION PROGRAM

Question: There seems to be considerable disagreement
between the Congressional Research Service and the Congressional
Budget Office on the estimated savings of the Administration's

direct loan program. CBO says that it will save $6.1 billion over

5 years, whereas CRS argues that savings of only $1.6 billion to

$3.0 billion will be achieved. Given the questions over actual

savings from direct loans, has the Administration considered

implementing fully the direct lending pilot program authorized

last year?

Answer: Although different organizations have projected

varying levels of savings, each of them--CBO, CRS, and the

Department-- forecast significant savings under the proposed
Federal Direct Loan Program. Given the fact that savings are

certain under this program, it would be wasteful to test this

principal; therefore, the Administration proposes to replace the

Demonstration with a full phase-in of Direct Loans in order to

achieve these savings as soon as possible.

In addition to achieving savings, the Administration proposes
to replace the Demonstration for several other reasons. First, it

could take 10 years or more to obtain results from the

demonstration program because many students will spend the first A

years of the demonstration program period in school with no

activity on their accounts, and repayment would take another 2 to

5 years after these students graduate.
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Second, the demonstration would not provide accurate data on
the cost-effectiveness of direct lending because the small number
of schools participating would make It Impossible to achieve
economies of scale. Costs could not be kept as low as possible
because there would be too few participants to spread the costs

effectively. Finally, the demonstration program will be risky for
schools that participate because there would be no assurance that
the program would continue after they Invested time and resources
In It.

ADMIinsntATIVE ASSISTARCB F(« INSTITUTIOIIS

Question: Vniat assistance will be available to those small
colleges and Independent schools which do not have the
administrative capabilities of larger schools?

Answer: It Is the Department's firm belief that Direct Loans
will not Increase — and may decrease -- the effort currently
required by schools to provide loans to students. The Department
Is prepared to pay an average of $10 per loan to schools that

originate loans to defray a portion of their management costs.
For schools that do not wish to originate loans, or that the

Department determines are Incapable of originating loans, the

Department will provide for Alternative Originators to provide
loan origination services to their students.

IMPACT OF DIKECT LQAKS ON STUDEHT COSTS

' Question: Can you guarantee that the Presidents *s proposal
will not end up costing college students more money than they are

currently paying?

Answer: The President's proposal will definitely not cost
students more than the existing program. In fact, the

Department's proposal includes a reduction in interest rates paid
by borrowers of .6 percentage points beginning in academic year
1997-98, the first year of full Direct Loans implementation.
Actual interest rates will, as under the current system, vary
depending on the future movement of national interest rates. On a

comparable basis, however, interest rates charged to students will
be .6 percentage points less than they now pay.

DEFAULT COLLECTIOH

Question: Does the Administration plan on getting tough on
those students who default on their loans?

Answer: Yes. Several default-related initiatives have been
enacted that the Administration intends to pursue vigorously. The

Emergency Unemployment Compensation Act of 1991 gave the

Department authority to garnish up to 10 percent of a defaulter's
disposable wages and to require the IRS under the Tax Refund
Offset Program to offset indefinitely a defaulter's Federal tax
refund until such time as the defaulter's debt is paid in full.
The IRS offset program, which has operated since 1986, has proven
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to be a particularly successful tool in default collection, with
almost $2 billion collected through 1992.

The Emergency Unemployment Compensation Act of 1991 also
authorized the Department to obtain information from any Federal
agency or department regarding the most recent address and

employer of a FFEL borrower, if such information were needed to
enforce the loan.

In addition to implementing these provisions, the
Administration will be bringing the National Student Loan Data

System on-line in 1994. This system will facilitate pre-screening
of Title IV applicants, so that defaulters, many of whom in the

past improperly obtained additional Federal student aid, will be
declared ineligible. This data matching capability will
strengthen considerably the Department's resources in both default
collection and prevention efforts.

In addition to these measures, the Department is also seeking
to provide more flexible repayment options, such as income

contingency, that will help borrowers avoid default. This would
work to the benefit of both the borrower and the Federal
Government .

NATURE OF HATIORAL SERVICE JOBS

Question: I coamend the President's encouragement of

increasing cotnmunity service by our Nation's youth. In your
testimony you mention that "graduates would be able to accept low-

paying jobs of high value to their communities...." Who would
determine what is of "high value" to a community?

Answer: There are two issues here. One is the status of
borrowers under the income-contingent repayment plan, which will
be universally available under the Student Loan Reform Act. The
other is the selection process for national service positions,
which will be limited in number under the National Service Trust
Act.

Through the income-contingent repayment provisions in the
Student Loan Reform Act, individuals may pay off their loans as a

small percentage of their income over time. Any individual in any
job may utilize the income-contingent repayment option.

The National and Community Service Act establishes a

Corporation for National Service to fund programs and positions
receiving educational awards. These programs will be selected by
experts on the basis of their quality in meeting unmet needs and

providing a citizenship-building experience to participants.

Question: Are the National Service jobs limited to public
sector employment or are there private jobs that could qualify?

Answer: Jobs that generate profit for businesses may not

qualify. We also anticipate little work in the government sector.
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Most should be with nonprofit organizations seeking to meet
coimunltles ' unmet needs.

SIZE OF RATIONAL SERVICE PROGRAM

Question: Based on my mall and phone calls from

constituents, there seem to be rather unrealistic expectations
about the size and scope of the President's National Service Plan.
Will there be any attempt made to explain the limits of the

program to young Americans in the near future?

Answer; Young Americans who are Interested in performing
national service will be able to apply to any funded programs.
There has been no effort to disguise the fact that the number of
available positions is limited.

RECULATORT WAIVERS FOR EDDCATIONAL REFORM

Question: As you know, Washington State recently passed a

major education reform initiative. It seems to me that much of

Washington's reform is quite consistent with the legislation the
President is proposing. I am quite concerned over the fate of

Washington's reform initiative under the new Federal reform
initiative. Specifically, I note that schools receiving grant
funding for systemic reform will receive waivers from State and
Federal regulations that may be impeding the implementation of
State reform. Under your proposal, can I be assured that

Washington State will also be given a waiver to Implement its
reform?

Answer; Title III of the President's "Coals 2000: Educate
America" Act would authorize the Secretary to waive statutory and

regulatory requirements of certain Department of Education

programs. I view this as a very Important element in our bill,
and believe that Judicious handling of this waiver provision would

strengthen the educational services that Federal education

programs can provide. Under the proposed provision, the Secretary
could waive a Federal statutory or regulatory requirement if:

o The requirement would impede the ability of a State or
school district to carry out the State or local education

improvement plan; and

o The State agrees to waive similar requirements of State
law.

Under no circumstances could the Secretary waive any
requirements relating to; (1) maintenance of effort, (2)

comparability of services, (3) the equitable participation of
students attending private schools, (4) parental participation and

involvement, or (5) the distribution of funds to States or LEAs .

Washington could receive a waiver if the State's waiver

request compiled with these conditions.
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EFFECTIVE USE OF CLASS TIME

Question: In Yakima, Washington, a task fofrce will soon

report on possibilities of year around education. Specifically,
this task force will examine tghe Issue of whether our surrent

school schedule provides students continuous prograss in learning.
AS we consider systemic reform in educaiton, I feel it is

extremely important not onbly to examine how we can alter the

standards and assessments, hurt whether or not the time out

students spend In the classroon over the course of a uear is

beingspent modst effectively. Is the Department looking into this

issue?

Answer; The National Education Commission on Time and

Learning, established by the Congress in 1991 and supported with
funds appropriated to the Department, is charged with examining
the quality and adequacy of the study and learning time of

elementary and secondary students in the United States. The

Commission's examination is to Include Issues regarding the length
of the school day and year, the extent and role of homework, how
time is being used for academic subjects, year-round professional
opportunities for teachers, and the use of school facilities for

extended learning programs. The Commission's report is due in

April 1994, and the Department will study it carefully as soon as

it is available.

HATIOHAL WRITING PROJECT

Question: In the President's budget proposal, I am not aware

of funding being provided for the National Writing Project. The

National Writing Project has proven incredibly effective and cost

effective In the training of teachers. The project is a program
of teachers teaching teachers. In Washington State, thousands of

teachers have been trained on how to Incorporate writing skills

into the classroom. Federal funding is matched at a rate of one

Federal dollar to every five State and local dollars. Are you
aware of any other Federal education programs that are this cost

effective?

Answer: A comparative analysis of the cost effectiveness of

programs based on the overmatching of Federal dollars has not been
undertaken. There are, however, other programs administered in

the Department, both discretionary and formula grant, that are

over-matched quite substantially.

Question: What justification does the Administration have
for eliminating this program?

Answer: The National Writing Project has been amply
demonstrated as a strategy for Improving the teaching of writing.
It now should be supported with State and local funds. Continued

support of a single model, with such a limited focus, is not an

efficient use of Federal funds. States and localities could use

Chapter 2 funds for this training.
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DIRECT LOAN PROGRAM BEST CUARAHTEE OF STUDENT LOAN STSTEM REFORM

Question: Mr. Secretary, if an alternative to direct lending
could be found which achieves the $4.3 billion savings required by
the Budget Resolution would the Administration consider It?

Answer: Alternative proposals that we have reviewed offer no

fundamental reform of the existing complicated guaranteed student
loan system. Furthermore, some of the provisions of these

proposals could exacerbate the existing problems of the current

lending structure for the following reasons.

First, significant reductions in the administrative cost

allowance, the default collection retention, or the guarantee
could increase the likelihood of guaranty agency Insolvency.
Second, significant reductions in Interest subsidies to lenders
could adversely affect loan access, particularly for students
enrolled in short-term or comnunlty college programs.

Furthermore, these alternative proposals provide no funding
for addressing capital access problems or agency failures, while
the President's proposal Includes provisions to ensure loan

capital access should shortfalls occur. Also, these alternative

proposals offer no benefits to students. When fully implemented,
the President's proposal would offer student borrowers lower costs

through reduced Interest rates.

Finally, these proposals would not produce the steady long-
term savings possible under the Federal Direct Loan Program. The

Department projects that the Federal Direct Loan Program would

yield savings of $4.3 billion dollars through fiscal year 1998 and

$2 billion annually thereafter. While some proposals may achieve
similar savings over the Initial 5-year period, they would achieve
far less in savings after the initial 5-year period when compared
to the President's program.

DIRECT LOAN PROGRAM BEST GUARANTEE OF STUDENT LOAN STSTEM REFORM

Question: Why can't we combine proposals to achieve cost

savings, scorable by CBO, from the current guaranteed program
perhaps with an expanded pilot direct loan program to achieve
those savings?

Answer: As noted in response to the previous question, we
believe proposals to achieve savings under the current system
would threaten its solvency and limit loan access without offering
significant benefits to participating students or Institutions.
The Administration Is committed to Implementing fully a system of

direct loans, which would save billions of dollars, Increase

program accountability, and greatly simplify the delivery of

student aid.
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SUBCOMMITTEE RECESS

Senator ELarkin. The subcommittee will stand in recess to recon-
vene at 9:30 a.m., Friday, May 14, when we will meet in room SD-
138 to hear from the Secretary of Health and Human Services,
Hon. Donna Shalala.

[Whereupon, at 12:25 p.m., Wednesday, May 12, the subcommit-
tee was recessed, to reconvene at 9:30 a.m., Friday, May 14.]





DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, AND EDUCATION, AND
RELATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 1994

FRroAY, MAY 14, 1993

U.S. Senate,
Subcommittee of the Committee on Appropriations,

Washington, DC.
The subcommittee met at 9:40 a.m., in room SD-138, Dirksen

Senate Office Building, Hon. Tom Harkin (chairman) presiding.
Present: Senators Harkin, Bumpers, Murray, Specter, Hatfield,

Gorton, and Mack.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Office of the Secretary

statement of hon. donna shalala, secretary

opening statement of senator harkin

Senator Harkin. Good morning. The Subcommittee on Labor,
Health and Human Services, and Education, and Related Agencies
will come to order.

Today is the second of three hearings with Cabinet Secretaries
within the jurisdiction of this subcommittee to discuss next year's

budget.
It is a pleasure to welcome the Department of Health and

Human Services Secretary, Donna Shalala to the subcommittee
today. Secretary Shalala has long been an advocate of children's
and early interventions programs, areas in which we share a
strong mutual interest.

Following the Secretary's testimony this morning, we will be

hearing from a panel on early intervention programs, stressing the

importance of greater coordination between the Departments of
Education and Health and Human Services.

Secretary Shalala has presented an ambitious budget for next

year. HHS' total budget requests for fiscal year 1994 is $216.7 bil-

lion. For discretionary spending, this budget calls for $32.8 billion,
a $5 billion or 18-percent increase over last year.

Highlighting this budget is nearly $3.3 billion in investment

spending for a variety of President Clinton's children and health
initiatives. Heading up this package is $1.3 billion in investment

spending for Head Start, $357 million more for Ryan White, and

(125)
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$326 million in additional funds for immunization. All these funds
are over and above 1993 appropriated levels.

Just 2 days ago, Madam Secretary, I raised a pressing problem
regarding the President's budget with Secretary Riley. I intend to

raise the same issue with you today.
As your prepared statement indicates, the President's budget just

does not add up. For fiscal year 1994, as we can see on chart 1 over

here, the President's budget totals $550.1 billion. However, our out-

lay ceiling is $544.7 billion. So the amount over the ceiling is al-

ready $5.4 billion and the investment package of the President is

$5.9 billion.

Chart 1.—President's investment initiatives exceed budget ceiling

Billions

President's fiscal year 1994 budget $550.1
Fiscal year outlay ceiling 544.7
Amount over ceiling 5.4
Investment package 1 5.9

1 Only 9 percent fits under ceiling.

So if we fail to make any cuts at all in the underljring budget,
we are left with only $500 million for the President's investment

package. And for someone like me, who supports the investment

package, that is unacceptable.

Chart 2-

Labor
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The President has requested an $8.7 billion increase in this sub-
committee's allocation for fiscal year 1994; $8.7 billion more than
the 1993 appropriated level.

Compare that to the $1.7 billion we got in fiscal year 1993 or

1992, the second chart from the end. Last year we got $1.7 billion.

The President is asking for $8.7 billion. But if we do not get the

allocation, that is not worth much more than just a press release.

Chart 4.—Labor-HHS-Education Subcommittee discretionary appropriations

Billions

Fiscal year 1993 enacted $62.2

President's regular fiscal year 1994 budget 63.8
Fiscal year investment initiatives +7.1

President's total request 70.9
Increase over fiscal year 1993 enacted +8.7
Increase in fiscal year 1993 over fiscal year 1992 + 1.7

So my message is the same as I sent to Secretary Riley. We have

got some tough choices and some cuts that need to be made if we
are going to save the investment package.
From a recent news article 0MB has been working on—they

have been talking about paring down that package in an effort to

keep the 1994 budget under the budget caps. I do not know what
they are talking about and if you have any insight on that, I would
like to know what it is.

So really what we are talking about here is that we just cannot
fit a size 12 foot into a size 9 shoe. And that is what we are trying
to do. If we have to make cuts in the underlying bill that we have,
we are going to be in deep trouble and most of it will come out of

your budget, Madam Secretary.

NIH BUDGET REQUEST

I also want to take this opportunity to express my concern with
the administration's fiscal year 1994 budget request for NIH. The
targeted and investment increases in this budget for AIDS is $228
million; a special initiative for breast cancer, $216 million, plus in-

creases for human genome and high performance computers. You
add all that up, just those, it exceeds the overall increase for the
entire NIH $341 million for next year.

In other words, let me repeat that, if you take the targeted and
investment increases that this budget calls for in AIDS, breast can-

cer, human genome, and computers, just add those up, it exceeds
the overall increase for the entire NIH budget.
To accommodate these increases, this budget imposes a stealth

cut in the rest of the NIH budget. If you remove from the Presi-
dent's budget funding for all targeted and investment programs,
the underlying budget suffers a 4.3-percent reduction from the
1993 appropriated level or a $236 million cut. The result is an un-

precedented decrease in the nine Institutes that do not benefit from
these targeted and investment increases. I listed them all there.



128

Chart 5.—Institutes reduced by fiscal year 1994 budget

Percentage change
Institute fiscal year 1993-94

Heart, Lung, and Blood [NHLBI] - 1.3

Diabetes and Digestive and Kidney Disease [NIDDK] -.5

Neurological Disorders and Stroke [NINDS] - 1.6

Eye [NEI]
- 1.3

Aging [NIA]
- 1.3

Arthritis and Musculoskeletal and Skin Diseases [NAIMS] -.9
Deafness and Other Communication Disorders [NIDCD] -1.1
Mental Health [NIMH] - 1.2

Alcohol Abuse and Alcoholism [NIAAA] -1.6

There are nine Institutes that are cut from last year. Madam
Secretary, this is the first time since I have been in the Senate,
since 1985, that an administration has sent a budget to this Con-

gress asking for a decrease in funding for the National Institute of

Health, the first time. Nine Institutes are being cut.

With this budget, NIH will award fewer research project grants
from the previous year. If you look at the figures on the charts, the

research project grants awarded by NIH, if you look at last year,
this year, next year, we are on a downward path. We are going to

be funding fewer and fewer research project grants.

Research Project Grants Awarded by NIH
FY1992-FY1994

Including AIDS

Excluding AIDS

21,500
FY 1992 FY 1993 FY 1994

President's

Request

Charts

The number of peer reviewed medical research projects being
worthy of funding by NIH would decline to 21.6 percent as a result

of this budget, down from 29.7 percent in fiscal year 1992.

Equally disturbing is that this administration fails to accept that

medical research is an investment program. We hear a lot about
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investment in the future. The budget recognizes that the National
Science Foundation, with its 7.3-percent increase from 1993 to

1994, is an investment, again, look at the charts. NSF goes up by
7.3 percent. NASA goes up by 8.2 percent. NIH receives barely a

cost-of-living increase.

Chart 7.—National Institutes ofHealth—comparison ofgrowth appropriations

Percent

NIH 3.2
NASA 8.2

NSF 7.3

Note: President's fiscal year 1994 budget request—percent change, fiscal year 1993-94.

So evidently, NIH is not looked upon as part of an investment
in the future. And I think this NIH budget for fiscal year 1994 is

simply unacceptable. I hope that we can work together to reserve
this as we prepare our bill for next year.
The cuts in the nine Institutes, the downward trend going on

into next year with the research projects grants, the balance be-
tween NIH and NSF are just not acceptable. We have to change
that.

So, Secretary Shalala, again I welcome you to the subcommittee.
I hate to be the bearer of bad news. But this is bad news. Some-
thing has got to be done to turn this around.

I am looking forward to hearing from you today, to working
closely with you to get this mix changed around and to hopefully
enact the bulk of, if not all, the President's investment program.

Chart 10.—National Institutes ofHealth—comparison ofgrowth of
appropriations

Percent

NIH 31
Domestic discretionary 33
NASA 34
NSF 45

Note: Five year growth—fiscal year 1989-93.

Chart 12.—Labor-HHS-Education Subcommittee

[Discretionary programs in billions]

Fiscal year 1994 investment initiative $7.1
Increase over fiscal year 1993 enacted 8.7
Increase in fiscal year 1993 over fiscal year 1992 1.7

At this time, I would leave the record open for any opening state-

ment by Senator Specter and I would recognize the distinguished
ranking member of the full Appropriations Committee, the distin-

guished Senator from Oregon, Senator Hatfield.

OPENING STATEMENT OF SENATOR HATFIELD

Senator Hatfield. Thank you, Mr. Chairman. I too welcome Sec-

retary Shalala here this morning. And Madam Secretary, our chair-
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man has made a very profound and I think accurate opening state-

ment to which I would like to associate myself and my views.
Let me, if I could for just a minute, underscore the medical re-

search aspect of the NIH budget. And Mr. Chairman, I would like

to have consent at this time to put an article in the record from
the New York Times, dated May 12, called, "A Five Dollar Cancer
Cure," which our chairman has written—do you object?
Senator Harkin. I sure do not object.

[The information follows:]

[From the New York Times, May 12, 1993]

A FrvE-DoLLAR Cancer Cure

(By U.S. Senator Tom Harkin)

Washington.—It is hard to imagine a world where children are immunized
against cancer before their second birthday where Alzheimer's Disease is cured with
a single shot, where AIDS can be taken care of in one visit to the doctor. But before

Jonas Salk's discovery in 1952, most Americans couldn't imagine a polio vaccine, ei-

ther. The fact is, while the health care debate has focused on cutting costs and ex-

panding services, disease emd disability continue to drive costs up.
Medical research is the key to eliminating diseases and making a health care sys-

tem less costly and more effective. As part of any comprehensive reform package,
we should establish a trust fund to guarantee increased research spending.

Last year, nine of the leading 10 causes of death among women were attributable

to disease, as were seven of the top 10 among men. Heart disease and cancer, the
two leading causes of death among Americans, will constitute one-fifth of America's

expected $940 bilUon health care biU this year. Government health costs for Alz-

heimer's disease—which devastates four million Americans and costs $90 billion

each year—are expected to increase dramatically as baby boomers get older. If we
could discover cures, preventive measures and cost-effective treatments for any of

these diseases, the long-term savings would be enormous.

Also, medical research has spawned the biotechnology industry, which by the year
2000 could be a $50 billion per year American enterprise. But this country will not
remain the biotechnology leader if we do not invest more heavily in medical re-

search.
Yet this year, 79 percent of all peer-reviewed medical research

projects
deemed

worthy of fiinding by the National Institutes of Health will be turned down because
of budget short-falls. What's more, the President has taken a rob-Peter-to-pay-Paul

approach for next year's proposed N.I.H. funding: AIDS and breast cancer research
^1 get urgentlv needed increases but most other research will get cut, including
heart disease, Alzheimer's and diabetes.

While we don't know the exact outline of the reform package President Clinton
will propose, it is likely there will be about 100 million health care policies covering
all Americans and their families. A small portion of the cost of each policy should
be set aside monthly in a medical research trust fund.
A monthly set-aside of $5 for each policy would put nearly $6 billion into the trust

fund yearly and would allow for a 50 percent increase in medical research. Although
this cost would likely be passed along to consumers, it is a small price to pay for

the possibility of eliminating cancer and other diseases. Congress would allocate

money out of the trust fund for the National Institutes of Healtii.

Set-asides like this are common for social purposes. A small percentage of the cost

of every airline ticket is set aside to assure air traffic safety and maintain runways
and

improve airports. The Public Health Service Act of 1970 that covers all national

pubUc nealth programs sets aside 1 percent of its Federal funds for research such
as studjdng the effectiveness of treatment.
A medical research trust fund would more than pay for itself. Studies have shown

that every dollar invested in medical research can return up to $13 in reduced work-
er absenteeism, improved productivity and lower medical expenses.
The trust fund would likely have broad public support.

A poll in December by the
Alliance for Aging Research, a non-profit group in Washington, showed that 82 per-
cent of the respondents think the health care reform debate should focus more on
research. Last year, a Harris Poll showed that 91 percent favored increased invest-

ment in medical research.
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Until we make this investment, the debate will largely be about paying bills, not

preventing them, and long-term improvements in quality and cost reduction will be
sacrificed to short-term &ces. Disease and disability ravage millions of Americans
each year. We cannot afford to ignore the vast potential that medical research pro-
vides.

Senator Hatfield. This is written by the chairman, but I want
to commend the chairman for putting a focus on the whole matter
of medical research, that it is not a hopeless situation. It is a mat-
ter of how we really strategize to deal with it.

And I would say to the chairman, I have made a proposal to the

Republican task force studying comprehensive medical health care,
a proposal similar in the sense of setting up a trust for medical re-

search.

The chairman has spoken of a context of time since 1985. I would
like to predate that a little bit in my time in the appropriations
process, going back to the days of Senator Magnuson who was our
chairman some 25 years ago; and indicate, as he often said, that
medical research is the first link in the chain of prevention.
And Madam Secretary, I am also of the opinion that unless medi-

cal research is a central mechanism in the cost-containment of any
health care program, we are missing the boat. Medical research is

the ultimate of cost containment, from an economic point of view.

Because cure and improved treatment represents the way that we
have experienced polio. Polio is now, in relation to other medical

costs, very insignificant as far as treatment is concerned, even

though there may be a few incidents of polio and most of those
cases have failed to avail themselves of immunization.
And so medical research, I do not think, can be overemphasized.
I would like to take all these charts and take another approach

to them, perhaps in a little less complex manner than the charts
look. Fiscal year 1993, the current year, is the first time in my
memory that the Congress underappropriated the President's re-

quest.
Now that was a signal that I do not think went too far out be-

yond the action and yet it was one that I know bothered the chair-

man and certainly bothered me. Now that is as a result of the leg-
islative process, not what the Senate did necessarily, but what the

legislative process finally produced out of the conferences.
The chairman fought like a tiger in the conference to sustain a

level of commitment and financing that we collectively were not
able to do.

Now we come up with this new proposal for NIH this year, fiscal

year 1994, which totals out about $10.6 billion as against the $10.3
billion of fiscal year 1993. But bear in mind, 1993 was under the
President's request.

If you extrapolate—let us take two, just two specific programs
that did increase. The AIDS research, and they need every dollar
that was increased to the President's 1994 proposal, and the breast
cancer as a special project, and I believe they need every dollar and
probably more as well. But if you take those two programs out that
were increased, the rest of the NIH budget is under the current fis-

cal year by $114 million, $114 million. Now that is what these
charts say. I just wanted to take this other approach to emphasize
the chairman's point.
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Now this does not consider some of the programs that have had
little or no attention. Let me iust take an example. The greatest
hopelessness that I ever have found is out there in our land today
with parents and families and loved ones that are beset by a dis-

ease in which there is no registry to know where it exists else-

where, where there is no research project going on, no known treat-

ment, and what more hopeless situation can you be in?

We have. Madam Secretary, 2,000 such diseases that we esti-

mate today. And it seems to me that somehow we have to develop
a strategy. I would like to make it as small as a 5-year plan of how
many diseases each year we are going to establish a registry for

and over how many years. It may have to be a 10-year project. But
at least we need to have some definitive strategy that can give

hope to all those people out there that are in that category. Just
one category and yet the hopelessness has to be far greater than
in any disease where there is ongoing activity and some hope with

ongoing research projects that will bring better treatment or bring
cure.

I just wanted to make that comment, to underscore to the chair-

man that I join him in his comment and energy and effort to in-

crease medical research.
I would just end my remarks, Mr. Chairman, by saying again

that in 18 months—we use this so often, but I think it should be

repeated; it is never redundant—18 months of research in the mili-

tary area of weaponry is equivalent to the cost of all the medical
research in this century.
And that just seems to me a little distorted in our priorities.
Thank you, Mr. Chairman.
Senator Harkin. Thank you very much. Senator Hatfield. And

again, I appreciate your comments and your long time continuing
involvement in the whole area of biomedical research in this coun-

try. I am a newcomer to this committee compared to Senator Hat-
field. He has carried this battle for many, many years.
As an American, as someone who understands the benefits of

medical research, and as a colleague, I want to thank you very
much for all of vour leadership and for your involvement in our
subcommittee. I look forward to all of your insights and support in

trying to work this out so that we can continue on the path that

you have so eloquently stated, that we must be on if we are going
to get some balance in this budget and try to meet the human
needs of our country.
So again. Senator Hatfield, I really appreciate all that you have

done in the past.
Senator Hatfield. Thank you. It is a pleasure to work with you.
Senator Harkin. Senator Mack?

OPENING STATEMENT OF SENATOR MACK

Senator Mack. Thank you, Mr. Chairman. And welcome. Madam
Secretary.

It is interesting that the three of us all are focusing on the same
area. And I again would associate myself with most of the com-
ments by both of the Senators that spoke before me.

I am the newest member of the committee and I guess the re-

search area, medical research, is of particular interest to me be-
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cause of personal experiences, which I will get into later with re-

spect to cancer.

But in my effort to try to make myself a little bit more knowl-

edgeable, I have often said, for example, that usually when we
make decisions about difficult issues, they are based both on ra-

tional thought and emotion. But let me tell you from the rational

perspective, the chart that probably disturbs me the most of those
that I see over there is the one indicating what we are doing with
the number of research grants that will be available.

In my conversations with research scientists around the Nation
and at NIH, I constantly hear them saying to me that the percent-

age of grants that can be funded is continuing to decline. And they
know they are, in fact, passing up funding highly qualified research

projects. And so the chart that shows the decline in the number of

research projects that we can fund I think is heading in just the

opposite direction. It ought to be heading the other way.
And this may be more emotional now, but I—and again, my con-

versations with research scientists around the country and my
readings would indicate to me that we are on the verge of some
breakthroughs with research, that maybe for the first time we will

start reducing the cost of health care. And I am troubled to see
that the dollars that are going to be available under the budget
proposals call for further reductions in the number of research

projects that are going to be financed.

So again, I associate myself with the chairman's remarks and I

say to the chairman that I will work with you every step of the way
to see that more emphasis is placed on medical research. In fact,
if there was one investment area that I would focus on, I think
medical research, biomedical research, is the area I would want to

see it done in.

Senator Harkin. I appreciate that. Thank you very much. Sen-
ator Mack.
Senator Gk)rton?

OPENING STATEMENT OF SENATOR GORTON

Senator GORTON. Thank you, Mr. Chairman. I am told that you
have already spoken to the issue which concerns both you and me
with the Secretary of Health and Human Services. And I simply
want to make that a bipartisan concern and say to the Secretary
that I find it extremely troubling, as the chairman does, that we
have had a budget submitted to us with a number of initiatives in-

cluded, many of which, almost all of which, are for very, very fine

social programs; and all of which we would like to support, but
within the frame of reference of a budget limitation caused by a
resolution that passed with the enthusiastic support of the admin-
istration, which is $5.5 billion short of being able to support all of
those initiatives. And I hope that in your remarks you are going
to tell us how we meet both your ambitions and those budget limi-

tations.

The Secretary of Education was in here just a couple of days ago.
He had a number of new initiatives which met with a lot of favor
here in this subcommittee and was required sort of to shrug his

shoulders.
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But will you be telling us that we should pass the HHS invest-
ment initiatives and ignore those of education and labor? Will the
Labor Secretary say that we should pass his and ignore yours and
those of education? Or are we going to get some kind of guidance
from the administration?

It seems to me on one of three grounds or one of three courses
of action. No. 1, we ought to ignore the budget resolution as recent
as it is. No. 2, we should have some kind of guidance from the ad-
ministration as to whether we're cutting from new initiatives or
from old programs and where? Or No. 3, are we just hung out to

dry, to come up with all of these changes ourselves while the ad-
ministration regrets that it did not get what it wanted?

I hope that you will address those issues in the course of your
remarks.
Senator Harkin. Senator Gorton, thank you very much.
Well, Madam Secretary, you can see there is a lot of concern

about the cuts in medical research. I just want to add one last

thing.
Just the other day I was sitting with a group of my colleagues,

my fellow Senators, a rather bipartisan group, and talking about
the budget. And I just happenea to mention that we had had cuts
in nine of the Institutes at NIH. And it was like a shock to them.
And I can tell you, there is a very strong feeling about this on both
sides of the aisle, I think I can say there is a deep concern about
it.

So with that, again, I guess I hate to be the bearer of bad news
with this kind of stuff, but we face a real problem. So again.
Madam Secretary, I know we share the same concerns and to-

gether we have got to work these out. And welcome to the sub-
committee.

SUMMARY STATEMENT OF SECRETARY SHALALA

Secretary Shalala. Thank you, Mr. Chairman and members of
the subcommittee. I appreciate the opportunity to

appear
before

you. At least I did before your opening comments. [Laugnter.]
I would like to discuss the challenges and opportunities that we

face in moving the administration's economic plan forward.
We appreciate your efforts on behalf of the administration's eco-

nomic plan and intend to continue working with you to invest in

the health and well being of all Americans, while making our gov-
ernment more efficient.

We continue to support these goals and have retained many of
these priorities in the 1994 appropriations requests.

I am here today to present the investment portion of the Presi-
dent's 1994 budget. For programs under this subcommittee's juris-

diction, our request totals $216.7 billion in budget authority.
Of that amount, $184 billion is for entitlement programs. The re-

mainder, some $32.8 billion, is for discretionary programs. The
President's budget for HHS will expand services for children in the
areas of Head Start, childhood immunization and other areas

targeting children and adolescents, such as day care, smoking, and
he^th; increase HIV and AIDS service available through the Ryan
White Act and HIV AIDS prevention and research efforts; enhance
services for women's health concerns and services such as family
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planning and prevention of disease and violence; focus on priority
research areas such as breast cancer and other women's and minor-

ity health in order to provide a significant level of resources to

make advances in prevention, diagnosis and treatment; provide ad-

ditional substance abuse prevention and treatment services where

f)rograms
are most needed, hard to reach populations and particu-

arly pregnant women, low income families and high risk youth;
and step up our fight against the spread of tuberculosis, a 19th

century disease that threatens to return in full force in the 1990's;
and invest in continued modernization of the Social Security Ad-
ministration's computer systems so that SSA is in a position to

manage significant workload increases projected for the future.

This portion of the budget package is based on the premise that
what we do now will have a profound effect on what we can accom-

plish in the future. It reflects the new philosophy the Clinton ad-
ministration brings to government, a commitment to giving our
children a better chance in life, to improving the Nation's health
and to making government more efficient for our customers, the
American people.
The administration is aware that the President's budget overall

exceeds the discretionary spending caps. We will work with Con-

gress to identify ways to fund these investments within the spend-
ing caps.

children's health

So let me now speak about some of the specifics of our plan. Chil-

dren's health and services: Grovemment does not raise children, but

government does have a profound responsibility on their behalf. We
need to give more serious attention to what Gfovemment can do to

help families and the Government's role in providing opportunity
and protection for children.

The 1994 budget increases Head Start funding to $4.2 billion.

The represents a $1.4 billion increase over the 1993 enacted level

and begins to program funding in line with our needs for the nine-
ties and beyond. This amount will support additional enrollment
and opportunities for full-day and full-year services as well as
other quality enhancements, such as increases in facilities improve-
ments, equipment purchases, training and technical assistance,
staff salaries, and cost-of-living adjustments for grantees.
The President's plan to expand and improve Head Start is an im-

portant long overdue step to aid both our children and our country.
And I know that you are as concerned as I am about quality. And
I assure you that most grantees are providing valuable quality
services, but we cannot be satisfied until all grantees are providing
the very best services.

We are starting a comprehensive examination of the Head Start

Program with a particular eye toward quality, innovation and ac-

countability. We are taking immediate steps to identify poorly per-
forming grantees to design corrective actions, provide technical as-

sistance, and ensure that programs providing high quality services

receive Head Start funds.
In addition we will be conducting an in-depth review of the pro-

gram. We will use the results of this examination to design the
Head Start Program which will serve our children into the next
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century; 4 years from now, it will be a different Head Start Pro-

gram.
The 1994 request for the administration's childhood immuniza-

tion effort seeks $840 million for the Public Health Service to con-
tinue its work to immunize vulnerable groups of young children.

While immunization rates of all children entering school are cur-

rently more than 96 percent, rates for children under age two are

only 40 to 60 percent, with some urban areas reporting rates as low
as 10 percent.
The administration's proposal emphasizes age appropriate immu-

nizations. Not only are we striving to give children the full com-

plement of vaccinations they need to be protected against infectious

diseases, we are also working to provide these vaccinations at the

age when they are most effective for each child.

Our immunization efforts also emphasize a comprehensive sys-
tem of service coordination and delivery. The infrastructure that
we are building through our immunization efforts will serve to pro-
vide continued efficient childhood vaccinations well into the future.
The President's immunization request is designed to expand the

State infrastructure to improve outreach and access, to immunize
for all children, particularly in the Nation's hardest hit inner cities

and rural areas. It will establish State-based tracking systems to

permit vaccination scheduling and followup and to remind parents
of the need to vaccinate their children.

It will enhance multicultural public information campaigns and
it will boost new vaccine development and improve available vac-
cines. It will continue support of global polio eradication efforts and
increase the purchase of childhood vaccines for children in low-in-
come and uninsured families.

Other increases in funding for children's health services include

$60 million to establish a new capped entitlement program provid-
ing funds to States for family support and preservation to assist
families before crisis arise. An increase of $40 million over 1993 for

the maternal and child health block grant for a total request of

$705 million, including primary care and prevention services. And
increase of $10 million to reduce the incidence of tobacco use

among our youth and to prevent our young people from beginning
to smoke. Arid a $40 million increase over 1993 for the child care
and development block grant for a total request of $933 million,

targeted at providing child care services for more low-income fami-
lies.

hiv/aids

On HIV/AIDS the 1994 budget includes funding increases for

Hiy/AIDS education, prevention, treatment and research efforts.

This disease is increasing among women, children, adolescents, mi-

norities, and intravenous drug users. Currently, approximately 1

million people are infected with HIV in the United States. And one
of our highest priorities is strategic coordination of our fight
against AIDS.
The administration requests a total of $658 million for Ryan

White HIV/AIDS activities in 1994. This includes an investment in-

crement of $310 million over the 1993 enacted level. And this

amount allows progressive full funding of the Ryan White CARE
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Act of 1990. Through Ryan White funding, we will provide emer-

gency relief to cities most hard hit by the disease, assistance to

State administered health care and support networks for HIV/AIDS
patients, and special services for children and pregnant women
who are infected with HIV/AIDS and for their families.

women's health

On women's health, the 1994 budget request includes a total of

$1.6 billion for Public Health Service programs targeted directly to

improving women's health, $394 million over the 1993 appropria-
tion. This increase will go toward a range of women's health pro-

grams, including the prevention of breast and cervical cancer and
domestic violence.

With this plan, we propose to provide funds to States for breast
and cervical cancer screening for low income women and expanded
public education efforts; to step up domestic violence prevention ef-

forts with community-based demonstration projects, and a national

campaign to stop violence against women and to enhance collabora-
tion with family planning clinics and other public and private pro-
viders of health and social services to women; and to increase fund-

ing to $662 million for research directly targeted to improving
women's health, such as breast cancer research.

This also includes an increase of $20 million over the 1993 en-
acted level or a total of $61 million for 1994 for the women's health
initiative.

The transfer of $216 million for breast cancer research from the

Department of Defense will allow for improved, coordinated, and
comprehensive research in the fight against breast cancer, which is

projected to take the lives of 46,000 women this year alone.

NIH

For NIH, we are focusing on key priority areas, such as AIDS,
breast cancer, tuberculosis, women, and minority health in order to

provide a significant level of resources to makes advancements in

prevention, diagnosis, and treatment.
President Clinton was very clear during his campaign that AIDS

research was inadequately funded and that he intended to change
that. This budget of $1.3 billion for NIH AIDS research in 1994,
an increase of $227 million, reflects that pledge. Our budget re-

quest for 1994 represents a 21-percent increase for NIH AIDS re-

search over 1993.
We are confident that our work on HIV/AIDS will have a major

impact on other areas of science, totally unrelated to the AIDS epi-
demic, such as our basic understanding of the human immune sys-
tem and new knowledge of techniques for developing and testing
vaccines.

We also expect to gain similar results from our other targeted re-

search areas. While we recognize that the budget does not provide
for across the board spending increases for NIH, in part we are

asking the university and the research community to implement
cost savings measures just as we are asking all Federal agencies.
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PREPARED STATEMENT

To wrap things up, the 1994 budget honors President CUnton's
commitment to a government that works harder, that works smart-

er, and that makes every dollar count in delivering services to the
American people. We are all eager to work with all of you to enact
this package and to meet the crucial challenges we face in health
and human services.

And we would be happy to answer any questions that you may
have.
Senator Harkin. Madam Secretary, thank you very much for

your opening statement.

[The statement follows:]

Statement of Donna E. Shalala

Good morning Mr. Chairman and members of the Committee, I appreciate the op-

portunity to appear before you to discuss the challenges and opportunities that we
face in moving the Administration's economic plan forward. We must continue our
commitment to these priorities.

I appreciate your efforts on behalf of the Administration's economic olan. And we
intend to continue working with vou as we strive to invest in the health and well-

being of all Americans wMle making our Government more efficient. We continue
to support these goals and have retained many of these priorities in the 1994 appro-
priabons request.

I am here today to present the investment of the President's economic plan
—the

President's 1994 budget. For programs under this Subcommittee's jurisdiction our

request totals $216.7 billion in budget authority.
Of that amount, $184 biUion is for entitlement programs; the remainder, some

$32.8 billion, is for discretionary programs. The President's budget for HHS will:—Expand services for children in the areas of Head Start, Childhood Immuniza-
tion, and other areas targeting children and adolescents, such as day care and
smoking and health;—Increase HIV and AIDS services available through the Ryan White Act, and
HTV/AIDS prevention and research efforts;—Enhance services for women's health concerns, and services such as family plan-

ning and disease prevention, including violence;—Focus on priority research areas such as breast cancer, and other women's and
minority health in order to provide a significant level of resources which can
then be mobilized toward advancements in prevention, diagnosis, and treat-

ment;—Provide additional substance abuse prevention and treatment services where
programs are most needed: hard-to-reach populations, in particular, pregnant
women, low-income families and high-risk youth;—Step up our fight against the spread of tuberculosis, a 19th century disease that
threatens to return in full force in the 1990'8; and—Invest in continued modernization of SSA computer systems so SSA is in a posi-
tion to manage significant workload increases projected for the fiitvire.

This portion of the budget package is based on the premise that what we do now
will have a profound effect on what we can accomplish in the future. It reflects a
new philosophy that the CUnton Administration brings to government, a commit-
ment to giving our children a better chance in life, improving the nation's health,
and making Grovemment more efficient for our customers, the American people.
The Administration is aware that the President's budget overall exceeds the dis-

cretionary spending caps, and we will work with Congress to identify ways to meet
the spending caps

while funding as much of the investment package as possible. Let
me now speak about some of the specifics of our plan.

children's health and services

Government does not raise children. But government does have a profound re-

sponsibility on their behalf. We need to ^ve more serious attention to what Govern-
ment can do to help families, and the Government's role in providing opportunity
and protection for children.

The 1994 budget increases Head Start fiinding to $4.2 billion. This represents a

$1.4 billion increase over the 1993 enacted level and begins to bring program fiind-



139

ing in line with our needs for the Nineties and beyond. This amount will support
additional enrollment and additional opportunities for full-day and full-year services

as well as other quality enhancements for increases in facilities improvements,
equipment purchases, training, and techniced assistance, as well as staff salaries

and cost-of-Uving adjustments for grantees.
We have submitted legislation to establish a new capped entitlement program to

provide funds to States tor:—Community-bfised family support services to assist families before a crisis

arises; and—Innovative child welfare services such as family preservation, family reunifica-

tion and other services for families in crisis.

The President's plan to expand and improve Head Start is an important, long
overdue step to aid both our children and our country. I know that you are con-

cerned, as I am, about quality. I assure you that most grantees are providing valu-

able services, but we can't be satisfied until all grantees are providing the very best

services.

We are starting a comprehensive examination of the Head Start program begin
immediately with a particular eye toward quality, innovation, and accountability.
We're taking immediate steps to identify poorly performing grantees, design correc-

tive actions, provide techniwd assistance, and ensure that programs providing high
quality services receive Head Start funds.

In addition, we will be conducting an in-depth review of the program. We will use
the results of this examination to design the Head Start pro-am which will serve

our children into the next century. Four years fi*om now, it will be a different Head
Start program.
The 1994 request for the Administration's Childhood Immvinization effort seeks

$840 million for the Public Health Service to continue its work to immunizing vul-

nerable groups of young children. While immunization rates of all children entering
school are currentiv more than 96 percent, rates for children under age two are only
40-60 percent, with some urban areas reporting rates as low as 10 percent.
The Administration's proposal emphasizes age-appropriate immunizations. Not

only are we striving to give children the full complement of vaccinations that they
need to be protected against infectious diseases. We are also working to provide
these vaccinations at the age when they are most effective for each child.

Our immunization efforts also emphasize a comprehensive system of service co-

ordination and delivery. The infi-astructure that we are building through our immu-
nization efforts will serve to provide continued, efficient childhood vaccinations well

into the future.

The President's Immunization
recjuest

is designed to:—Expand state infrastructure to improve outreach and access to immunization for

all children, particularly in the nation's hardest hit inner cities and rural areas;—Establish state-bsised tracking systems to permit vaccination scheduling and fol-

low-up, and to remind parents of the need to vaccinate their children;—Enhance multi-cultural public information campaigns;—Boost new vaccine development and improvement of available vaccines;—Continue support of global polio eradication efforts; and—Increase purchase of childhood vaccines for children in low-income and unin-
sured fainilies.

Other increases in funding for children's health and services include: an increase
of $40 million over 1993 for the Maternal and Child Block Grant, for a total request
of $705 million, including primary care and preventive services; an increase oi $10
million to reduce the inadence of tobacco use among our youth and to prevent our

young people fix)m beginning to smoke; and a $40 million increase over 1993 for the
Child Care and Development Block Grant, for a total request of $933 million, tar-

geted at providing child care services for more low-income families.

HIV/AIDS

The 1994 budget includes funding increases for HIV/AIDS education, prevention,
treatment and research efforts. This disease is increasing among women, children,

adolescents, minorities, and intravenous drug users. Currently, approximately one
million people are infected with HIV in the U.S. One of our highest priorities is the

strategic coordination of our fight against AIDS.
The Administration requests a total of $658 million for Ryan White HIV/AIDS ac-

tivities in 1994. This includes an investment increment of $310 million over the
1993 enacted level. This amount allows progressive full funding of the Ryan White
C.A.R.E. Act of 1990. Through Ryan White funding we will provide:—Emergency relief to cities most hard-hit by the disease;
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—^Assistance to state-administered health care and support networks for HIV/
AIDS patients; and—Special services for children and pregnant women who are infected with HIV/
AIDS and for their families.

WOMEN'S HEALTH

The 1994 budget request includes a total of $1.6 billion for Public Health Service

programs targeted directly to improving women's health, $394 million over the 1993

appropriation. This increase will go toward a range of women's health programs, in-

cmding the prevention of breast and cervical cancer and domestic violence.

Witii this plan, we propose to:—Provide funds to states for breast and cervical cancer screening for low income

women, and expanded public education efforts;—Step-up domestic violence prevention efforts with community-based demonstra-
tion projects and a national campaign to stop violence against women;—Enhance collaboration with fanmy planning clinics and other pubUc and private

firoviders

of healtib and social services to women; and
ncrease funding to $662 million for research directly targeted to improving
women's health, such as breast cancer research. This includes an increase of

$20 million over the 1993 enacted level, or a total of $61 million for 1994, for

the Women's Health Initiative.

The transfer of $216 million for breast cancer research from the Department of

Defense will allow for an improved, coordinated, and comprehensive research effort

in the fight against breast cancer, which is projected to take the lives of 46,000
women this year alone.

NIH: BIOMEDICAL/BEHAVIORAL RESEARCH

For NIH, we are focusing on key priority areas such as AIDS, breast cancer, tu-

berculosis, and women's and minori^ hearth in order to provide a significant level

of resources to move toward advancements in prevention, diagnosis, and treatment.

President Clinton was very clear during his campaign that AIDS research was in-

adequately fiinded. He intended to change that. 'This budget, $1.3 billion for NIH
AIDS research in 1994—an increase of $227 million—reflects that pledge. Our budg-
et request for 1994 represents a 21-percent increase for NIH AIDS research over

1993.
We are confident that our work on HIV/AIDS will have a major impact on other

areas of science totally unrelated to the AIDS
epidemic,

such as our basic under-

standing of the human immune system and new knowledge of techniques for devel-

oping and testing vaccines. We also expect to gain similar results fi"om our other

targeted research areas.

We fiilly recognize that the budget does not provide for across-the-board spending
increases for NIH. In part, we are asking the university and research community
to implement cost saving measures, just as we are asking of all Federal agencies.
The 1994 budget honors President Clinton's commitment to a government that

works harder, works smarter, and makes every dollar count in delivering services

to the American people. I am eager to work with all of you to enact this bold pack-

age and meet the critical challenges we face in health and human services. I will

be happy to answer any questions you may have.

Biographical Sketch of Hon. Donna E. Shalala

Donna E. Shalala was sworn in as Secretary of Health and Human Services Jan.

22, 1993. She was nominated by President UUnton January 20 and confirmed by
the Senate January 21.

She brings two decades of experience in management, social poUcy creation and

analysis and nationally recognized leadership skuls to her responsibilities as head
of the Department of Health and Human Services, the government agency rep-

resenting 40 percent of the federal budget and including more than 250 programs.
Secretary Snalala oversees the "people's department," the federal agency respon-

sible for the major health, welfare, food and drug safety, medical research and in-

come security programs serving the American people. ifilS provides direct services

or income support to more than one in every five Americans.
Before coming to HHS, Secretary Shalala had served since January 1988 as chan-

cellor of the University of Wisconsin at Madison, the first woman to head a Big Ten

university. UW-Madison, the nation's sixth largest university,
is the largest public

research university and performs more biomedical research than takes place in any
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other single site in the United States except HHS' National Institutes of Health. It

includes a 488-bed teaching and research hospital. Wisconsin also is one of the na-

tion's premier transplant centers and well known for nvu-sing research.

In 1980, Secretary Shalala became the youngest woman to lead a major U.S. col-

lege when she assumed the presidency of Hunter College, part of the City Univer-

sity of New York System.
Shalala was bom in Cleveland, Ohio, Feb. 14, 1941. She received her bachelor of

arts degree from Western College for Women in 1962 and her Ph.D. from the Max-
well School of Citizenship and IHibUc Affairs, Syracuse University, 1970.

In 1962, Shalala volunteered for the U.S. Peace Corps and spent two years teach-

ing in Iran. During 1966-1970, she served as assistant to the director of the Metro-

politan Studies Program, lecturer in social science and assistant to the dean at the
Maxwell School of Citizenship and Public Affairs at Syracuse. In 1970-1972, she

taught political science at Bernard Baruch College, and between 1972-1979 taught
politics and education at Teachers College, Columbia University. During that period
she was a Spencer Fellow, National Academy of Education, 1972-1973; John Simon
Guggenheim Fellow, 1975-1976; and a visiting professor at the Yale Law School,
1976. In 1987, she was a Leadership Fellow witin the Japan Society.
From 1975 to 1977, Shalala was director and treasurer of the Municipal Assist-

ance Corporation which helped reverse New York City's financial collapse. Her per-
formance won positive reviews from Wall Street to city administrators.

In 1977-80, Shalala served in the Carter administration as assistant secretary for

policy development and research. Department of Housing and Urban Development.
A member of a close-knit family of Lebanese-Americans, Shalala has always been

interested in issues involving health, children, families, minorities and women. At
HUD, she oversaw the establishment of funding for battered women's shelters and
the commissioning of special studies of the housing needs of families headed by
women. At the University of Wisconsin she promoted diversity in the student body
and staffs, spearheaded a campus-wide smoking ban in 1991 and moved to curb al-

cohol abuse among students.
For more than a decade she has been on the board of the Children's Defense

Fund, becoming its chair in 1992. She was a member of the Committee for Economic

Development that issued reports on strategies to better meet the health and edu-
cational needs of disadvantaged young chil£«n.

Among her many directorships and trusteeships have been: Spelman College, the

Brookings Institution, the Carnegie Foundation, Spencer Foundation, Institute for

International Economics, Council of Foreign Relations, National Collegiate Athletic

Association Foundation, New York Urb^n Coalition and the National Women's Law
Center.
She also held memberships on the National Science Board Commission on the Fu-

ture of the National Science Foundation; Advisory Committee to the Director of the
National Institutes of Health, NIH Office of Minority Program's Fact Finding Team;
Carnegie Commission on Science, Technology and Government; Higher Education

Colloquium on Science Facilities; Knight Commission on Intercollegiate Athletes;
and the Steering Committee of the Bishop Desmond Tutu Southern African Refugee
Scholarship Fund.

Shalala has received honorary degrees fix)m 17 colleges and universities.

She has lectured and written extensively on matters dealing with education,
virban, fiscal, political, tax, social science and government financing issues.

In her spare time Secretary Shalala, who is single and has no children, enjoys
tennis, golf, reading and mountain climbing.
She is residing in Washington, D.C.

STATEMENT OF SENATOR SPECTER

Senator Harkin. I would recognize the ranking member of the

subcommittee, Senator Specter, for his opening statement.
Senator Specter. Thank you very much, Mr. Chairman. Madam

Secretary, I regret being late. Other commitments prevented me
being here earlier, I join my colleagues in welcoming you here. You
have an outstanding record. You are joining a new administration.
You have an enormous task.
And I have said both publicly and privately that I want to be of

assistance to President Clinton and I am very much looking for-

ward to working with you.
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The budgetary problems are tremendous. The subcommittee,
which Senator Harkin chairs and I am ranking Republican has iu-

risdiction over not only health and human services, but also edu-
cation and labor. And our job of making recommendations on allo-

cations to the subcommittee and then to the full Senate and to the

Congress is a very, very major one.

I nave reviewed your budget and there are a good many items
that I would like to discuss with you. The chairman has already
told me that a number of committee members have raised ques-
tions about the National Institute of Health, which is a big subiect.

On healthy start, you have made a significant increase of about

$20 million, which is a major improvement. I have written to vou
on that subject and noted your reply and written again. And wnen
the chairman finishes his questions, it will be my turn.

I again welcome you here.

Secretary Shalala. Thank you.
Senator Harkin. Thank you very much. Senator Specter. We

have a limited amount of time this morning and I know a lot of

Senators are interested in asking questions. I will try to get a time

agreement—looking at the clock and how many people are here—
we will try to do 8 minutes. I will hold myself to 8 minutes and
see how that works. And maybe there will be some flexibility at the
end if we have some time. We also have another panel that we
have to get through this morning also.

Madam Secretary, as I outlined in my opening statement, unless
some choices and cuts are made, the President's investment pack-
age is in dire jeopardy. Of all the departments and programs with-
in the jurisdiction of our subcommittee, yours will be the most ad-

versely impacted.
Of the investment initiatives proposed by Health and Human

Services, Madam Secretary, is it possible that you could prioritize
them for the subcommittee to

help
us make some of the choices

that we must make in keeping our bill within the budget?
Or can you offer this subcommittee some cuts in the underlying

bill to make room for the investment package?

SPENDING OFFSETS

Secretary Shalala. Senator, in his press statement on April 8,

the Director of the Office of Management and Budget, Leon Pa-

netta, made it clear that we would be working with Congress to

identify spending offsets.

Director Panetta and staff have already been working with my
staff. It will be very tough to get under those spending cuts. But
we understand that we need to and we will be identifying our pri-
orities and we will be working with you.
Senator Harkin. I have spoken to the President about this my-

self and quite frankly, I said the other day and I will repeat here,
that I think it is the height of irresponsibility for 0MB to present
us with this package without giving some guidance and direction

as to what needs to be cut.

I suggested that within the ceiling, since the budget walls are

down, we only have a ceiling cap. I would echo what Senator Hat-
field said earlier, that we might look at some modest cuts in things
like Star Wars and in the space station and in the intelligence
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budget, which goes up this year over last year for reasons beyond
me. I do not know why. And also in the super collider.

I do not mean to zero them out, but modest cuts in some of those

programs shifted over to here, we can save the President's invest-
ment package by putting it into some people research programs.

I have a proposal on that which I will give to you. Ajnd I hope
that you might take a look at that proposal. I do not want to put
words into your mouth, but I hope you would be on my side on that
endeavor.

IOWA WELFARE WAIVER REQUEST

Madam Secretary, one last thing. The State of Iowa recently
passed a welfare reform bill. It has taken them maybe 3 or 4 years
to get it through. It had strong bipartisan support. The Governor
signed it. Both Democrats and Kepublicans worked on it.

So I took the lead in this. It is a comprehensive welfare reform

legislation. It is innovative. What happens is a contractual agree-
ment between the recipient and the State is reached. As soon as
someone goes on welfare, they reach a contractual agreement. It is

a case management approach. The recipient agrees to work toward
becoming independent, in exchange for which the State agrees to

provide the support services necessary to make that possible.
Now the State of Iowa is requesting a waiver in order to imple-

ment this new welfare reform law. I hope that you will give prompt
consideration to this waiver request. And if you have not seen that

yet, I would hope that you would take a look at that.

Secretary Shalala. Senator, the waiver request came in on April
27 and my staff has already met with the State of Iowa; so, we are

giving it prompt review.
Senator Harkin. I also hope that we might converse on this

sometime, because I think it could be the kind of welfare reform
measure that we might look at on a national level, and the fact
that it had strong bipartisan support is significant.
Do you have any idea when we might reach some agreement on

the waiver?

Secretary Shalala. No; but we have improved, as a number of
Governors will tell you, our review processes. The State has indi-
cated that they would like to implement the demonstration on July
1, as I understand it. So, we are aware of the time constraints. The
fact that we have already met is an indication the process has im-

proved.
Senator Harkin. I appreciate that, because we do need to move

fast on that.

I am pleased to hear that you are starting a comprehensive ex-
amination of the Head Start Program. I have had some very seri-

ous concerns about the quality of these programs, as you have stat-

ed in your remarks. And I know that you do, too.

The ability of grantees to absorb huge increases in funding, espe-
cially in view of the findings in the two reports released earlier this
month by inspector general is a concern.
With regard to expansion, the inspector general concluded that

of the Head Start grantees surveyed, 40 percent of those surveyed
had difficulty in finding qualified staff and part of that was tied to
low salaries.
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What steps can or is the Department taking to raise the salaries

of Head Start personnel?

HEAD START SALARIES

Secretary Shalala. Well, the new funding will give us that op-

portunity. It also gives us an opportunity to expand the number of

hours worked. The Head Start program, for the most part, employs
low paid part-time workers.

In our new plans, we intend to deal with that. And let me assure

you that while we believe that the vast majority of Head Start pro-

grams are working very well, we intend to improve every single one
of them and to be very tough with those that are not working well.

But the expansion gives us an opportunity to strategically ex-

pand those programs that are working well, and can absorb the
new money. In the inspector general's final report, he notes that
we have incorporated his recommendations in our review and in

our new strategies. And we, in fact, have gone way beyond what
the insp-3ctor general recommends in terms of what we intend to

do.

HEALTH CARE REFORM

Senator Harkin. Thank you very much, Madam Secretary. And
last, before my red light goes on, I want to address the whole area
of NIH and the budget. Again, I believe that medical research
should be a major investment program of the Clinton administra-
tion. It should be part of the investment package in people re-

search.
It is not now, as reflected by the budget. It just cannot be, be-

cause of the cuts that are made. I think it should be. It should be
a major component, not only of the investment program, but of the
administration's health care reform program.
Medical research is the key to eliminating many diseases and ill-

nesses. It is the precursor to effective prevention programs. But we
have discussed this ourselves in the past. Senator Hatfield was
kind enough to refer to the article I wrote that appeared in the
New York Times the other day.

I would ask that you again take a look at that proposal and give
us your thoughts on that. I understand that there is some thinking
that medical research will now be involved in the health care re-

form package. Can you tell us any more about that?

Secretary Shalala. Yes, Senator. As you know, Mrs. Clinton and
I both assured you on our way back from Iowa that we did intend
to look at the NIH budget as part of our overall health care reform

review, particularly in light of the need to make investments on the

public health side. A comprehensive health reform proposal has to

include the public health side, not simply the mechanism, financing
access, and cost control issues.

So you can expect to see us rigorously reviewing our investments
in NIH as part of health care reform. I have already indicated to

you privately
—and I am happy to say it publicly

—that I am in-

trigued by your proposal ana you can be assured that my col-

leagues and I are looking at it very carefully.
Senator Harkin. Thank you. Madam Secretary.
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Senator Specter.
Senator Specter. Thank you, Mr. Chairman.

Secretary Shalala, I am
very

much concerned about the timing
of submission of the President s health reform program because of

the dissipation of momentum and political capital, which is very
difficult in our city.
On January 21, I spoke on the Senate floor, complimented Presi-

dent Clinton on his inaugural speech, and expressed the wish that
he had been a little bit more specific about health care, and I have

brought to the floor a major health care initiative.

On January 21 I introduced Senate bill 18, which represents
many years of work on my part in this field going back to 1985,
when I first introduced legislation on low birthweight babies. I also

introduced a composite health care bill in March, Senate bill 631,
and I would be interested to hear your thinking as to the timing
that the administration proposes on submitting health care legisla-
tion to the Congress.

Secretary Shalala. I think that the President has indicated that
in about 1 month we will have a major proposal prepared.
A number of you have been advising the President and Mrs.

Clinton, the head of our task force, on the timing and the organiza-
tion and discussions of the pacing of the proposal.
We are very far along in our deliberations, and at the point

where the task force itself is laying out options and recommenda-
tions to the President.

Senator Specter. So you would expect the Congress to see a bill

on or about June 14.

Secretary Shalala. Well, I do not want to put the 14th date on

it, but certainly in June.
Senator Specter. Well, I would not press you beyond that. I like

June 14. It is 1 month from today. It is also the wedding anniver-

sary
of my wife and me. I did not pick the date. You said 1 month,

and I would just like to see it at the earliest time, I can tell you.
Secretary Shalala. Senator, I would be happy to inform the

President of your anniversary date. [Laughter.]
Senator Specter. Well, do not spend his time with that. Tell him

you said it would be about 1 month, and that would make it June
14. Tell him of my interest in an early date.

Secretary Shalala. I will. Senator.
Senator Specter. On the NIH funding, I am not going to go into

that on questioning with
you, except to point out there has been

a constant increase in funding for NIH from 1983 through the 1993

appropriation, rising from $4.3 billion to $10.3 billion, and that this

is a very, very important item, and it is now up to the subcommit-
tee and the committee to work on it. I would urge you to give that
item your very close attention, because of all the programs and the
kind of research we have, none is more important than medical re-

search.

LOW birthweight babies

I want to turn now to the subject of low birthweight babies. I

wrote to you on February 25 on a comprehensive letter as to my
own view and my own work in the field, pointing out that about

287,000 American babies are bom each year of low birth weight.
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and about 52,000 babies are extremely low birth weight, 3.3

pounds or less, and in 1989 there were 681 births to teenagers
where the children weighed between 16 and 20 ounces. I set forth
a comprehensive list of questions and received a fax reply on May
10 which I felt did not really answer the questions. Therefore, I

wrote to you again on May 14, and I would ask unanimous consent
that these three letters be put in the record.

Senator Harkin. Without objection.
[The information follows:]

U.S. Senate,
Committee on Appropriations,
Washington, DC, February 25, 1993.

Hon. DONNA Shalala,
Secretary, Department of Health and Human Services,

Washington, DC.

Dear Ms. Secretary: I am writing to urge you to join with me in developing and
implementing an initiative to reduce the number of low birthweight births in this

country. The recently released report of the National Commission on Children

brought to light a disturbing fact, no progress was made in reducing the overall pro-

1>ortion

of low birthweight babies (those weighing less than 5.5 pounds) during the
ast decade. The Commission also found, however, that prenatal care that begins
early, continues throughout pregnancy, and is appropriate to the mother's level of
health risk can effectively prevent low birthweight births. As Ranking Member of
the Labor, HHS and Education

Appropriations Subcommittee, I believe that aug-
menting funding for maternal and cnila health and education programs can materi-

ally reduce the number of infants bom of low birthweight.
Each year about 7 percent, or 287,000, of the 4,100,000 American babies bom in

the U.S. £ire bom of low birthweight, miiltiplying their risk of disability and death.

Slightly over 1 percent, or 52,000 babies are bom of "extremely low birthweight,"
3.3 pounds or less. But the most vulnerable infants are the babies bom weighing
one pound. In 1989, there were 681 births to teenagers that weighed between 16
and 20 ounces according to the National Center for Health Statistics.

It is a human tragecfy for a child to be bom weighing 16 ounces with attendant

problems which last a lifetime. I first saw 1-pound babies in 1984 when I was as-

tounded to learn that Pittsburgh, PA, had the highest infant mortahty rate of Afri-

can-American babies of any city in the United States. It was an amazing thing for

me to see a 1-pound baby, about as big as my hand. Even if the infant responds
to medical treatment and survives, the physical and developmental consequences of

being bom of such low weight last long into life. Beyond the human tragedy of low
birth weight there are the financial consequences. Low birthweight children account
for 16 percent of all costs for initial hospitalization, rehospitanzation, and special
services up to age 35.

As a result of Medicaid reforms over the past six years, all states are covering

f)regnant
women and children whose family incomes are at, or below, the poverty

ine. However, these changes, according to the National Commission on Children,
have not solved all the problems surrounding federally supported perinatal pro-
grams. Accordingly, the (Jommission recommended that the federal and state gov-
ernments expand, "effective health care programs that provide services for under-
served populations." Specifically, the Commission recommended expanding pro-
grams mat extend health care to underserved urban and niral populations. The
Commission also recommended that support be provided to develop "community-
based hesdth education and health care programs." These two recommendations
form the basis for the initiative which I am proposing.

First, I propose an increase of $100 milhon for programs administered by your
Department which support education, counseling and prenatal services for pregnant
women, particularly those in high risk categories. These programs include:—The existing perinatal program of Community and Migrant Health Centers;—The Maternal and Child Health Block Grant Program;—The Healthy Start Program; and—Pregnant and Post Partum Women Substance Abuse Treatment and Prevention

programs at the Center for Substance Abuse Treatment.
I also introduced authorizing legislation as part of my Health Care Reform bill

which would provide $40 milUon to train Head Start and day care workers to teach

preschool children good nutrition, accident prevention, and the consequences of drug
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and alcohol abuse. I solicit your suggestions concerning other possible initiatives in
this area through your Department.

Second, I propose expanding to $20 million funding for school-based health edu-
cation programs within the Department of Education. I have written Secretary Riley
in this regard with the view tnat the fiscal year 1994 Labor, HHS, and Education

Appropriations
bill would increase funding to improve comprehensive school health

education.
I believe that expanding federal support for these programs will improve the num-

ber of women receiving prenatal services and will materially affect the pregnancy
outcomes for thousands of women. This initiative can be the first step towards mak-
ing the decade of the 90's a decade in which progress is made in reducing the nimi-
ber of babies bom of low birthweight. As we begin work on the fiscal year 1994
budget, I urge you to join with me in developing and implementing this important
initiative. If you have any questions or comments ^ease contact me, or have a mem-
ber of your staff" contact Craig Higgins or Bettilou Taylor of my staff.

Sincerely,
Arlen Specter,

Ranking Member, Subcommittee on Labor, Health and
Human Services and Education Appropriations.

Department of Health and Human Services,
Secretary of Health and Human Services,

Washington, DC, May 10, 1993.

Hon. Arlen Specter,

Ranking Member, Subcommittee on Labor, Health and Human Services and Edu-
cation Appropriations, Committee on Appropriations, U.S. Senate, Washington,
DC.

Dear Senator Specter: This is in response to your letter citing the findings of
the recently released report of the National Commission on Children as a basis for

an initiative to reduce the number of low birth weight births in this country. I share
the concerns you raised in your letter and look forward to working with you to try
and make a significant impact in reducing not only low birth weignt births, but in-
fant mortality m this country.
We have provided increases to a number of programs which will help reduce the

incidence of infant mortality and low birth weight babies, including many which you
specifically highlighted. Programs for which we have requested increases include:

Community and Migrant Health Centers ( + $65 million) which provide low income
pregnant women with access to primary and prenatal care; Healthy Start ( + $21
million); the Maternal and Child Health Block Grant ( + $40 million); drug treat-
ment programs with an emphasis on providing services to pregnant women and chil-

dren ( + $90 million); emd Family Planning clinics with an emphasis on reducing
teenage pregnancy ( + $35 million).
The Department has also requested over $4 billion in funding for Head Start in

fiscal year 1994. This funding level would allow Head Start to incretise the quality
of the program as well as increasing the number of children served. Head Start cur-

rently has performance standards in place that require Head Start programs to pro-
vide training in nutrition, safety,

and health. In fiscal year 1994, $83 million will
be set aside to fund training and technical assistance to grantees in areas like those
you mentioned.

Please be assured that the Department will continue to give high priority to im-
plementing health care and related programs that affect pregnancy outcomes.

Sincerely,
Donna E. Shalala,

Secretary.

U.S. Senate,
Committee on Appropriations,

Washington, DC, May 12, 1993.

Hon. Donna Shalala,
Secretary, Department ofHealth and Human Services,

Washington, DC.
Dear Ms. Secretary: I am writing to follow up on your May 10th response to

my letter of February 25, 1993 regarding an initiative to address the problem of low
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birthweight babies. I am compelled to follow up because I find that your response
does not adequately address the issues I had raised.

The problem of low birthweight is an enormous one. In human terms it is a trag-

edy and in economic terms, it is a disaster. By undertaking an initiative this year
in the Labor, HHS and Education Appropriations bill, I believe we can make
progress towards materially reducing the incidence of low birthweight births and in-

fant mortality in this country. While I am encouraged by the increases proposed in

the budget for programs which affect pregnancy outcomes, your response to me
lacked liie focus on the problem which I believe to be essential to an effective initia-

tive. Let me be more specific:
1. Are you willing to work with the Subcommittee on an initiative which would

set aside increased funds in fiscal year 1994, within programs delivering primary
and preventive care, in order to provide early intervention with pregnant women at

risk for delivering low birthweight babies?
2. Would you support setting aside funding within the $65 million increase re-

quested for Community and Migrant Health Centers in order to expand the number
of centers involved in the Comprehensive Perinatal Care Program?

3. Would you support an increase in the Substance Abuse and Mental Health Ad-
ministration's treatment demonstration program for pregnant and post partum
women in order to expand the program and award new grants in fiscsd year 1994?

4. Would you support legislation described in my February 25th letter which
would provide $40 million for a comprehensive training program for Head Start

teachers and day care workers in health education?
I am sending these questions to you in advance of the Subcommittee hearing on

Friday, May 14, 1993 to allow you sufficient time to provide answers to these ques-
tions. Again, I urge you to join with me in developing and implementing this initia-

tive. If we work together on this issue, we can make meaningful progress in improv-
ing pregnancy outcomes and reducing health care costs.

Sincerely,
Arlen Specter,

Ranking Member, Subcommittee on Labor, Health and
Human Services and Education.

LOW BIRTHWEIGHT BABIES

Senator Specter. Thank you, Mr. Chairman. I would ask you to

give very close attention to two aspects, Secretary Shalala, one is

letters from Senators, and especially when you have, say, the chair-

man and the ranking member. Senator Harkin and I work labori-

ously over the funding recommendations, and among the many du-
ties you have, it would be my recommendation that you try to give
our inquiries close attention. I do understand you have to balance
that among a lot of other duties you have.
The one or two questions which I would ask you this morning are

whether you would be willing to work with the subcommittee.
When Secretary of Education Riley was in on Wednesday, I asked
him if he would be prepared to sit down in a meeting among the
four of us—Senator Harkin, you. Secretary Riley, and myself, and
of course any other Senators from the subcommittee, or for that

matter, the Senate, are welcome to join us, and I would ask that

question of you at this moment.
Secretary Shalala. Of course I would be willing to work with

you. Senator. We are committed to dealing with the low

birthweight baby issue.

I apologize for the lack of response to the first letter and appar-
ently when we did respond, not answering your questions. There

simply is no excuse for that, and I will offer none. You can be as-

sured in the future that I will know when members of this sub-
committee write me directly, and when we have delayed any kind
of response.
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INFANT MORTALITY

Our fiscal year 1994 budget does provide increases of $1.3 billion

for the reduction of infant mortality through a set of programs,
such as community and minority health family planning, NIH re-

search.

You have noted already that we have increased the healthy start

money. We consider the immunization effort an opening wedge to

a much more comprehensive and integrated effort, working with
families on fundamental prevention issues, and prenatal care,
which is key to an overall effort to reduce the number of low
birthweight babies.

Both Mrs. Clinton and I have spent a lot of time visiting hos-

pitals and particularly baby care units that have large numbers of
low birthweight babies; we always ask the same question—what
percentage of their mothers had prenatal care—and the answer is

always that a very small percentage of the mothers received pre-
natal care.

There clearly is a connection between the two. We have known
that for a long time in this country. We clearly intend as part of

this administration's effort to both put more resources in, but bet-

ter still to get more coordination of service.

Anything that we can do here in terms of our incremental pro-

grams is important, but from my point of view the overall health
care reform bill must deal with the issue of pregnant women and

prenatal care as part of the comprehensive benefit package, so we
simply do not have any pregnant women in this country who do not

get prenatal care.

Senator Specter. Secretary Shalala, the legislation I produced
last year and repeated this year carries with it a recommendation

by Dr. Koop modeled after a French program to give teenagers an
incentive to have four prenatal and one post natal visit by pajdng
them $500. While I have some reservations about paying people
under those circumstances, when Dr. Koop recommends it and
France has had a good experience with it, it seems to me that it

is worth our consideration, and I would be interested in your views
on that specific item.

Secretary Shalala. In general, I have indicated that we would
be happy to review anything that is a positive incentive, but simul-

taneously we have to make the case that young people in this coun-

try have to take responsibility to get prenatal care.

So we have to find a balance between our desire to reduce the
number of low birth weights by providing positive incentives, and
simultaneously get stronger and much tougher on our expectations
of young people in this country in terms of their behavior, to find
out whether it is $500 or some connection to some other program.
For instance, in an experimentation, in a demonstration that we

did with the WIC Program to try to get our immunization rates up,
we found that if we offered 2 months of WIC instead of 1 month,
the number of families that brought their children in was signifi-

cantly higher.
So I am not opposed to positive incentives, but whether we

should pay $500 to someone or use some other kind of incentive it
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must be combined with a very strong message that we have high
expectations and that we expect people's behavior to change.
Senator Specter. Well, that is a complicated subject, and we can

take it up when we meet.
Senator Harkin. Senator Mack.

NIH

Senator Mack. Thank you, Mr. Chairman. Again I would like to

go back to the issue having to do with the NIH, and a moment ago
I mentioned about making decisions based on emotion and based
on rationale.

To just give you a sense of my own attempts to try to work

through that, 15 years ago my mother told her children that she
had breast cancer, and I am pleased to report she is a survivor, but
not long after that, roughly 2 years later, one of her sons died of

melanoma at the age of 35.

Four years ago, after being sworn into the Senate, I was diag-
nosed with a melanoma on my side. A few years ago, my daughter
Debbie was diagnosed with cervical cancer, but Debbie is doing
great. As a matter of fact, she called to tell me she had just given
birth to our third grandson, so she is doing fine.

About IV2 years ago my wife informed me that she had discov-

ered a lump in her breast as a result of a self-breast exam which
turned out to be malignant, she had a mastectomy and she has

gone through full treatment, and Priscilla is doing great today.
I guess one of the messages out of all of these stories is that

early detection in fact does save lives. So it would be easy for me
to be an advocate, probably, for many different kinds of cancer re-

seairch. One of the things, though, that I have leamsd as I have
looked into and tried to make myself somewhat knowledgeable
about the various aspects of the disease and what we ought to be

doing, is that the research scientists raise questions about ear-

marking, that they find earmarking very counterproductive.
It really raises the whole question—and I guess maybe the sec-

ond chart over there brings to mind the difficulty that you and
your staff face, in trying to go through, for example, a budget of

roughly $10.6 billion for research and ask yourself, how are you
going to allocate those dollars?

We all get lots of pressure from various groups of people who
have a very deep interest in the outcome of the decisions that we
make, but I am curious as to how you and your staff go through
that difficult process to decide not only which particular type of,

say, cancer gets those research dollars, but which type of disease

gets research dollars, what types of research within those particu-
lar areas get attention.

Dr. Steven Rosenberg has recently written a book called, "Trans-
formed Cell," where in essence he is talking about the development
of two new modalities for treatment of cancer, the immune system
and gene therapy. How do you make the decisions about how to al-

locate those limited resources? I think that is a fundamental ques-
tion that needs to be answered.
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NIH ALLOCATION OF RESOURCES

Secretary Shalala. Well, until recently, Senator, the internal re-

view process could not be described as a strategic planning process.
The current head of the National Institutes of Health has led the
scientific community through a more strategic planning process so

that there is at least some organization to the allocation of re-

sources.
In addition to that, the allocation of dollars between institutes

has been a combined political process, with mandates from Con-

gress, and a peer review process, to make decisions about what as-

pects of cancer, for instance, ought to be researched.
I would point out to you that it would be easy for me to defend

a very pure scientific peer review process, and that is what the sci-

entists would prefer, but if I had done that, we would have little

or no research on breast cancer.

As I pointed out the other day in another hearing, left to our own
devices, for years we did very little research on breast cancer. I do
not think it is inappropriate for either the administration or for the

Congress to begin to make certain that womens health or minori-

ties health that we do not leave out half the population in terms
of our basic or clinical research dollars. This is a very difficult proc-
ess.

Our view in the administration is, we very much have to listen

to the scientists in terms of what they tell us about how close we
are and what avenues we must continue to pursue, there ought to

be no question about that. When, in our own reviews with those

scientists, it is clear that we are leaving out large areas like dis-

eases that affect women, or diseases that affect certain minority
populations, then we have a responsibility to begin to suggest cer-

tain directions.

In general, neither scientists nor administrators of science like

any land of earmarking. Let me assure you as someone who just
came from a major research university, my scientists at the Uni-

versity of Wisconsin were not sure that they either needed a dean
or a chancellor as part of the process.
So what we are trying to do is to find a balance that does not

interfere with the creativity and the brilliance of some of this Na-
tion's best scientists, but simultaneously make sure that they do
not leave out large portions of the population. So it is a very careful

balancing act, in this case with very limited money.
We have given you some indication of directions that we think

the NIH has to taJie in relationship to women's health and AIDS,
but simultaneously we have indicated that as part of health care
reform we are very much aware that investments in NIH are di-

rectly related to health care cost reduction, and also to the Nation's

health, so that you will see within our total health care reform

package our review of the NIH budget and some of the other clini-

cal and public health budgets as part of those proposals.

NIH ROLE IN HEALTH CARE REFORM

Senator Mack. Can you tell me whether Members, or has the
NIH been an active participant in the health care reform package?
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Secretary Shalala. Well, they certainly are an active participant
in the NIH portion. We have asked NIH to give us their proposal,
for instance, most recently for the prevention part, what would a

prevention research package look like if we were to include it as

part of health care reform?
So that as we get to those aspects we also, use the results of NIH

findings. For example, the point you made about prevention, that
all of the discussion now about the comprehensive benefit package
that ought to be put together, and this is not a partisan discussion
at all, indicates that we have to spend more money on prevention
in this country, that we have to begin to shift ourselves around in

terms of an earlier investment in prevention, because so many dis-

eases can be prevented.
Of the 2.2 million people who died last vear, 900,000 of those

deaths were preventable, given what we know in science, and,
therefore, it is related to smoking and other kinds of early detec-

tion, to risky behavior, and therefore the need for this country to

make an earlier investment is clearly there, and we believe that
the health care reform package ought to reflect both an early in-

vestment as well as the relationship with basic science research.

Finally, let me point out that, if Dr. Fauci or Dr. Broder was sit-

ting next to me, they would not only concede but enthusiastically
describe the investments in AIDS research is in fact an investment
in basic research. We do not know enough about AIDS to move
away from the kind of fundamental research that will benefit all

of NIH.
We are going to find out a lot about the immune system and

there will be findings, in basic AIDS research, that will help us in

understanding other diseases.

Senator Mack. Just one last
point.

It surprised me there was not
more money in the budget for NIH.

Senator Harkin. Thank you very much, Senator Mack. Senator

Murray.

MEDICARE PAYME^^^S FOR WHEELCHAIRS

Senator Murray. Thank you, Mr. Chairman, and Madam Sec-

retary, it is a delight to have you here today.
My first questions may seem narrow in scope compared to some

of the larger issues we are dealing with, but nevertheless it is im-

portant to millions of Americans.
I am talking about the fact that Medicare now has a $3,000 life-

time limit for the purchase of a wheelchair. There are millions of
Americans who benefit dramatically by having a motorized or elec-

tric wheelchair that often costs in excess of $7,000.
I know this personally. My father is in one. He has multiple scle-

rosis, and I have also been working with cerebral palsy centers in

my State who are very concerned about this issue, because it pro-
vides people with independence. It provides them with the ability
to be mobile on their own, and oftentimes much more able to con-
tribute to our economy because of their own independence.
Can you teil me if you know of this issue, or if you can look into

it for me?
Secretary Shalala. We would be certainly happy to look into it

for you. When I met recently with disability groups they raised not
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only that issue, but about other kinds of devices that they needed.
The head of HCFA offered to review those issues, so we would be

happy to review that.

Senator Murray. And I would like to be informed. I appreciate
that.

My second question refers to the fact that Washington State just
passed a major health care reform. It is the managed care concept,
very similar to what I believe Hillary Rodham Clinton's task force
is looking at, and according to the sponsors they are going to need
Federal Medicaid and Medicare waivers as well as ERISA exemp-
tions.

Is your Department—I know you cannot answer specifically, but
are you willing to look at that?

Secretary Shalala. Absolutely, and we have indicated to the
Grovemor that we will.

HEAD START

Senator Murray. Thank you, and my final question, I want to

go back to what the chairman was talking about in reference to
Head Start. I have heard the criticisms questioning the effective-

ness, and I oftentimes think it is another one of those examples
where the Government hands money to somebody, never enough,
and says you have got to do a perfect job with this or we are going
to scratch you.

I really believe that part of the problem is that we do not pay
our teachers enough, we do not look at full-time care, and we do
not look at the fact that these children oftentimes go home to con-
ditions that do not allow them to succeed later in life. But my ques-
tion really is, has Head Start actually helped children later in life?

Are you going to be working with the Department of Education,
particularly the Even Start and Chapter 1 Programs, to assure
that those kids that start out with Head Start have some continu-

ity, so that we can assure that they are being looked at in the long
run?

Secretary Shalala. Absolutely. There have been some small pro-
grams, and there actually is some money in HHS to do a little of
that. Mary Jo Bane, the new Assistant Secretary for Children and
Families, is both an expert on our programs and was a Deputy As-
sistant Secretary of Education during the Carter administration,
has thought about these issues and is meeting with her counter-
parts. We need a better connection between the preschool programs
in general and education and the Head Start Program, to work
with the child through the school system.
So we have some plans to do that, and I think you will be very

pleased with how the Departments start to fit together.
In addition, your point on the salaries is a very important one,

also the implementation of a full day of Head Start. If Head Start
is going to be supportive of working families, it has to be more than
just a couple of hours a day. It has to fit with people's lives, and
with our very strong recommendations coming down the pike later
this year on welfare reform, we will see all these things fitting to-

gether.
Senator Murray. I am glad to hear that.

Secretary Shalala. I appreciate your questions.
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Senator Murray. Thank you.
Senator Harkin. Senator Bumpers?
Senator Bumpers. Thank you, Mr. Chairman. Madam Secretary,

let me add my sincere welcome to you in your job and to this com-
mittee.

Secretary Shalala. Thank you.

IMMUNIZATION

Senator Bumpers. Madam Secretary, as you probably know Mrs.

Bumpers has been deeply involved in immunizations for the past
20 years, and I know this might come as a shock to you but we
have rather heated discussions about this at times. One involves

universal purchase of vaccine on which I know you agree with her.

Let me just pursue that for a moment, because I do not care how
we do it, whether it is universal vaccine purchase or some other
method.
But let me ask you. I have heard you quoted as saying 60 per-

cent of the nonimmunized children in this country are nonpoor. Is

that a correct statement?

Secretary Shalala. Yes.

Senator Bumpers. Do you have statistics to back that up?
Secretary Shalala. Yes, we do, which we would be happy to pro-

vide. And we are, of course, using the narrow poverty definition.

There are a large number of children of working families who are

just above the poverty line who are not immunized.
Senator Bumpers. Let me ask you a question then, moving to the

inner-cities where I always thought the biggest problem existed.

You know, some people are experimenting now, including, for ex-

ample, the city of Baltimore, with penalties for AFDC parents or

WIC parents who do not have their under age 2 children immu-
nized. And while those are in the preliminary stages, preliminary
indications are that it is working. And where they have assessed

penalties
—and I assume that once you get your children immu-

nized you may be entitled to the back payment that you might
have missed. You also give people ample warning.
This is another place where Mrs. Bumpers and I have a heated

discussion, but I have a tendency to come down on some kind of

a stick rather than a carrot approach to this. What is wrong with
that? If we can say to your child, you cannot get into school unless

you are immunized, why can we not say to a parent that you can-
not get this money unless your children are immunized?

immunization incentives

Secretary Shalala. Well, Senator, we have indicated that we be-

lieve that some positive incentives might work. For instance, on the
WIC example, CDC has done an experiment in which we offered

a family 2 months' worth of WIC vouchers at a time as opposed to

1 month's worth, and we did get the immunization rates up.
I should also point out, though I am sure Mrs. Bumpers has al-

ready described the need for the infrastructure to be in place, we
need to get lots of things in place. We do not have a delivery sys-
tem in this country to get everyone immunized. And I think our
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preference is not to start with negative incentives as opposed to

positive incentives.

We have also indicated that as part of our welfare reform review,
we very much would like to look at a variety of incentives related

to behavior, and that we would prefer not to start with negative
incentives before the infrastructure is in place.
But we certainly are going to look at a range of things tied to

immunization that will help us to get the immunization rates up.
I am sure, as Mrs. Bumpers and I discussed, we see immunization
as an opening wedge to get very young children to doctors, and to

get that health connection. And so it is not just immunization but
it is the entire child's health issue.

And I guess we do not want to be so narrow as to just get a nega-
tive incentive in there so that the connection with the medical com-

munity is seen as a negative as opposed to getting a positive kind
of relationship going between the children and the physicians that
take care of them.
Senator Bumpers. Well, let us move on to the 60 percent whom

you have described as nonpoor. Obviously, you do not like my pen-
alty approach very much. How about sa)dng to the 60 percent who
are not poor, you cannot deduct your child on your tax return until

you can prove they have been vaccinated. Now, that sends IRS up
the wall as well as you.

Secretary Shalala. I think, Senator—excuse me, you were say-

ing.
Senator Bumpers. Of course, I do not mind sending them up the

wall. I am more deferential to you.
Secretary Shalala. I think. Senator, your fundamental point re-

inforces that we have got to get the children immunized, and we
have got to have some incentives or disincentives in there to make
it very clear to parents that we expect them to accept responsibil-

ity.

We do not disagree that we have to increase the point about re-

sponsibility. What we are talking about is how you do that, for ex-

ample, whether it should be tied to other kinds of programs. My
only concern is a very fundamental one. And that is, do negative
incentives work to do the other kinds of things that we want, and
that is to increase that relationship with the doctor.

IMMUNIZATION OBSTACLES

And also a more fundamental one, from my point of view, that
I made very clear to the President, and that is that I did not come
to Washington to add more bureaucracy. And I would like to reduce
the amount of paper and regulation that we have. And if we can

figure out ways to get the behavioral changes we need without add-

ing more bureaucracy and more checking by bureaucrats of pieces
of paper, whether it is the internal revenue people or the people
that run the AFDC programs, then you will find us very enthusias-
tic.

We need to reduce the number of obstacles to getting immuniza-
tions, not increase them. And my understanding is we are trying
to get a meeting with your staff as early as Monday, and we would
be happy to talk about these kinds of connections.
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But you could not find a more enthusiastic person than myself
to get large numbers of children immunized. How we do it, I think,
is all we want to discuss. And then I am just going to be absolutely
firm about my commitment to trying to reduce the amount of bu-

reaucracy.
Senator Bumpers. Madam Secretary, I share that concern about

bureaucracy, of course, and I hear applause all across America
when you say that. But we also have to face another reality, that

sometimes bureaucracy is not bad. And there are a lot of things
that happen in this country that are very beneficial to all of us that

you could not accomplish without somebody to administer the pro-

gram.
Now as I say, I have been in the program for 20 years and the

problem is the same now as it was 20 years ago. How do you get
these kids vaccinated? And we have not done a very good job of

that. Immunization levels are still painfully low. And just as I left

this morning Betty gave me some information about the National

Guard, who has been trying to help out in Arkansas and it is a

very fine effort. In 1973, when she had the big, statewide clinics,

we immunized 300,000 children in one day in my State, and the
National Guard was very instrumental.
Now the Pentagon is saying you have got to back off of that be-

cause we do not have tort liability coverage for what you are doing.

So, you know, I do not want to set up another bureaucracy either,
but I think it is a very legitimate thing for the National Guard to

be involved in immunizations because it is a delivery service.

Well, on May 20, we are having a hearing in this subcommittee
on the subject of immunizations, so I will not pursue it further.

And I see Dr. Roper here. He will be testifying at that hearing on
this issue.

HEAD START

Moving on to Head Start, why would we not be better off using
this very significant increase in funding—and I hear all kinds of

levels, 33 to 50 percent of the eligible children in this country in

Head Start. I do not know what the figure is. I know it is low.

Why would we use the additional money that you are going to

be getting this year to expand the program from half-day to full-

day or 9 months to 1 year rather than trying to keep the program
as it is, upgrade the quality of it, Grod knows it needs it, and re-

cruit more children into the program?
Secretary Shalala. We are going to do that. Senator. That is ex-

actly what we are going to do. What we are saying is that some
of the money will be used to expand the program. That is, to add
children that are not now covered. Some of it simultaneously will

be used to improve the quality, and some to improve the intensity,
and that is the amount of time. So we intend to do all three things.
Senator Bumpers. Thank you, Mr. Chairman.
Senator Harkin. Senator Bumpers, we might have time for one

followup.
Senator Bumpers. I just wanted to say it is the quality of the

program that is of equal importance to coverage to me. I have been
in some Head Start Programs that I did not think very much of.
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I was not sure the children were better off there than they would
have been otherwise.

But, you know, one of the founders of this has said that it is so

bad in some places it is the sheerest form of tokenism. And I think
that raising the salaries of the people who are the instructors in

those is a healthy thing.
But let me just say that I am very pleased to hear you say that

you are going to expand the program and recruit more people.
And then, of course, following that there is this whole question

about whether Head Start is really doing the job that it is supposed
to do. There is a school of thought on the other side. At the State
of the Union Address when the President said what he was going
to do for Head Start, everybody jumped to their feet and started

applauding. A Senator, who shall remain nameless, and I were
both applauding too, and he leaned over to me and he said, you
know that is a waste of money, do you not? And I said, no, I did
not know that. And he said, there is a Isirge school of thought in

this country that thinks it is.

I do not know which side is right about that. I am not an acad-
emician. I mean, I am not a student of that, so I do not know. I

assume you come down on the idea that Head Start is a very bene-
ficial program.

Secretary Shalala. I do firmly. Senator.
Senator Harkin. Thank you. Senator. Senator Specter had one

final question he wanted to ask.

Senator Specter. Thank you, Mr. Chairman. I shall limit myself
to just one additional question at this time because I know there
is a great deal of other ground to be covered.

FAMILY VIOLENCE PREVENTION

I wrote to you. Secretary Shalala, by letter dated April 27 con-

cerning the issue of funding for battered women. In fiscal year
1992, $20 million was appropriated for the Family Violence Preven-
tion and Service Act, and $850,000 of those funds were to be used
to establish six special issue resource centers. And I had added
some language in the supplemental appropriations bill last year to

extend the availability of the funds through fiscal year 1993. And
as of April 27 the officials in your department advised that those
funds are still in the clearance process within the department.

I have a couple of questions. First, why does it take so long to

get the funds out of the clearance process?
Secretary Shalala. Senator, it takes so long because we have an

elaborate clearance process. But in response to the question that

you asked, we are making an announcement next week on most of
the money for that family violence initiative. But one of the things
I intend to review, and we are doing it in the waiver process al-

ready, is to determine how long it takes. I can tell now by the num-
ber of signatures on these RFFs what is involved in getting money
out during the clearance process.

In addition, I think the authorizing legislation was not enacted
until May 28, 1992, and it takes time to develop guidance. Since
I do not need to defend the process until next year, and we are

going to act on this next week, I can assure you that this is one

68-620 0—93-
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of the things that we are looking at in terms of internal manage-
ment in the department.
Senator Specter. Well, if you take a May 28, 1992, date, and we

are now up to May 14, 1993, is that not too long?
Secretary Shalala. Well, I think that HHS could not get it out

for 1992 because of the timing, so it is going out on the 1993 cycle.
We should have it on cycle now, and I nave been assured that the
announcement for most of the money will be done next week.
Senator Specter. You are not responsible for the cycle which

began on October 1, 1992, the 1993 cycle, but you have been sec-

retary since January 20. I do not intend to pursue it beyond that

point.

Secretary Shalala. Senator, I am responsible for everything that

went before and everything that goes after. I do not think that we
get off the hook on tnese things just because of when we arrived.

Senator Specter. Well, I have made the point. We just really
have to push those funds out.

Secretary Shalala. I understand that.

Senator Specter. Thank you very much. Thank you, Mr. Chair-
man.

head start

Senator Harkin. I want to respond a little bit on Head Start my-
self, since you are still here, Senator Bumpers. I think I have be-

come somewhat of a student of Head Start since I took over the

chairmanship of this subcommittee in 1989. Like everyone else, I

was a firm supporter of it. I thought it was great. We could not put
enough money into it.

But as I began to travel around America and have hearings on
Head Start and visit Head Start centers all over this country some-

thing else began to emerge, and that was the idea that you take
these young kids for a short span of time in their lives, most of

them for 1 year—^most, just 1 year. You pick them up, you give
them a taste of something, you stimulate them for 1 year, then you
drop them out the bottom.
Mid I, quite frankly, have come to the conclusion that in some

cases, many cases. Head Start is not doing the job that we envi-

sioned, not because of Head Start itself but oecause we do not have

something that precedes it in terms of health, and immunization,
and adequate nutrition, for example. And then we have no follow

through sifter that. These kids are just dropped out the bottom
after 1 year at the most.
Head Start was designed for 3-, 4-, and 5-year-olds. It was de-

signed to have a continuum. And, quite frankly, it was also de-

signed to have what was called a follow-through program after-

ward. And we do not have that, and that is why I am going to be
a stickler on the quality of the programs.
The average Head Start teacher makes, what, $16,000 a year?

The assistants are making $8,000 a year. That is just unconscion-
able with the important job that they have to do.

So, we have to think of Head Start not just as an interregnum
in a kid's life, but part of a continuum that gets that kid early,

brings that child not only through Head Start but through a follow-

through program that gets him at least into high school. If you do



159

not do that then, we might as well chuck Head Start because I do
not think it will do the job.

So, it has to be part of something else that happens. And that

is why I heard all of these things about Head Start, we have got
to fully fund Head Start, I am thinking, wait a minute. It has al-

most become like a mantra that we just keep sa3dng all the time.

Fully fund Head Start and that will take care of everything. It will

not take care of anything unless we improve the quality and unless
we think about it as part of a continuum in a child's life.

And that is my lecture for today. Senator Bumpers?
Senator BUMPERS. Madam Secretary, I am not going to pursue

Head Start any further. That is a very complicated subject. But let

me just ask you a couple of quick questions.

NATIONAL HEALTH SERVICE CORPS

Because we have pockets of deep poverty, my State has been the

recipient, the beneficiary I should say, of the National Health Serv-

ice Corps Program. It is a program that Ronald Reagan tried to kill

every year he was President. And to Greorge Bush's credit, he al-

lowed us to start funding that at higher levels.

You are getting $20 million a year in that program. Do you know
how many students do we have in school right now under that pro-

gram? And how many more will we get for that $20 million?

Secretary Shalala. I do not know off the top of my head, but I

would be happy to provide that for you. You can expect some ex-

pansion of our NHSC activities with young persons in the health

area, and you will see it as part of the President's overall health
care initiative.

Senator Bumpers. Did that note tell you how many doctors you
had enrolled?

Secretary Shalala. Yes; it does. The fiscal year 1994 request
provides for 416 new scholarships, an increase of 28 over 1993.
Senator Bumpers. You still cannot tell me how many more we

are going to have?

Secretary Shalala. Some 416 new scholarships, which is 28
more than 1993. We are going to contract with 600 providers to

work in underserved areas by paying off their loans, and that is an
increase of over 100 Federal loan repayment agreements. And we
are going to issue 225 State student loan repayment agreements,
which is the same number as last year. So, there is an incremental

improvement in this number.

TOLL free telephone LINES

Senator Bumpers. Two quick questions. Blue Cross & Blue
Shield in my State administers the Medicare Program. Last year,
we cut the amount of money we gave them for their informational
services. They tell me how many phone calls they get a day and
how many inquiries they try to answer, and so on, and they said
with last year's funding they were not going to be able to answer
more than 50 percent of the inquiries they got.

Now, there are two places you will almost certainly get a busy
signal, and that is the Social Security office and the IRS. But let
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me ask you, can you tell me what the funding level in that particu-
lar program is this year?

Secretary Shalala. I am sure I cannot, but I will be happy to

provide that for the record.

Senator Bumpers. I think you are going to get that right now.

Secretary Shalala. According to this, we are going to fully fund
toll free telephone lines for beneficiaries in 1994, but we are not

going to initiate any new projects.
But we will look at the question. Let me write you a note specifi-

cally on that.

Senator Bumpers. Do that, and I am not just talking about toll

free telephone numbers. I am talking about a lot of written inquir-
ies you have to answer too.

Secretary Shalala. Let us provide you that.

GENOME MAPPING

Senator Bumpers. Finally, how is our genome mapping process
coming?

Secretary Shalala. The human genome project is within NIH.
As you probably know, we have hired Dr. Francis Collins who has

just been elected to the National Academy of Sciences, as have a
number of NIH scientists, I should note, which is an indication of

the quality of the project.
We have allocated the money and I would say that under his

leadership this is going to be one of the most extraordinary new
initiatives in NIH.
Senator Bumpers. Do you have any idea when that will be com-

pleted, or will it ever?

Secretary Shalala. It depends upon what level the project is

funded. But I would be happy to have Dr. Collins come by and talk
to you about that project.

Senator Bumpers. Thank you. Madam Secretary. Thank you, Mr.
Chairman.
Senator Harkin. Thank you. Senator Bumpers. Senator Specter?
Senator Specter. I have a 30-second statement on the issue of

immunizations and the so-called stimulus
package. I have talked to

members of the administration and would like to say to you person-
ally that I hope you will pursue that package in the context of im-

munizations, summer jobs, the highway money, and the small busi-
ness money, et cetera, because there are ways to pay for it. And
I think you will find a better response on the next time around.

Secretary Shalala. Thank you very much. Senator.
Senator Harkin. Madam Secretary, you have been very kind and

very patient with your time, and forthcoming and forthright with

your answers. We appreciate your being here and, again, we look
forward to working with you in solving budget problems and these
other new initiatives that you and the President have come up
with.
Thank you very much.
Secretairy Shalala. Thank you very much. Senator,

I
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statement of dr. william l. roper, director, centers for
disease control and prevention, public health service

budget request

Senator Harkin. We have our second panel, our early interven-
tion panel.
We will now hear from Dr. WiUiam Roper, testifying on behalf

of the Public Health Service; Mr. Joseph Mottola, Acting Commis-
sioner, Administration, for Children Youth and Families; Mary
Jean LeTendre, Acting Assistant Secretary for Elementary and
Secondary Education; Mr. William Smith, Acting Assistant Sec-

retary for Special Education and Rehabilitative Services.

The focus of this panel will be on early intervention services of-

fered by the Department of Health and Human Services, and the

Department of Education, with a particular emphasis on coordina-
tion of services.

In the interests of time, I would appreciate it if you would all

summarize your statements. Your entire statement will appear in

the record. We appreciate your appearing before the subcommittee
today. Again, Senator Specter haa to leave for an appointment. I

would leave the record open for any opening statements that he
might wish to make.

I would recognize Senator Murray, for any statements.
Senator Murray. I will not make a statement at this time. I am

interested in listening to the testimony.
Senator Harkin. Again, I thank this panel for being here.
Dr. Roper, we welcome you back again, as head of the Centers

for Disease Control and Prevention. I had to put that last word in

there, since we changed it under your guidance and your direction.
And again. Dr. Roper, on behalf of myself and I know I can speak
for both sides of this subcommittee, we congratulate you and thank
you on a job well done.
You have been a great Director of CDC, and we mean that very

much. And I wish you the best in your future endeavors, but I just
want you to know that—and as I said, I have conversed with the
members on both sides and the university

—^we think you have
done an outstanding job.

Dr. RoPER. Thank you, sir.

Senator Harkin. Welcome again, and please proceed.

SUMMARY STATEMEJJT OF DR. WILLIAM ROPER

Dr. RoPER. It is a delight once again to appear before you, sir,
and I am accompanied today with others representing the Public
Health Service: Dr. Audrey Nora, Director of the Bureau of Mater-
nal and Child Health and HRSA; Dr. Duane Alexander, the Direc-
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tor of the National Institute of Child Health and Human Develop-
ment at NIH; and Dr. James Marks from CDC.
As you requested, I will be brief and summarize my statement;

but there is a lot to say about children's health and early interven-
tion in the Public Hesilth Service.

There is no higher priority in the Public Health Service than im-

proving the health of the nation's children. We have made real

progress of late, but have much more to do.

The Secretary and the President and others have talked at

length, even toaay, about childhood immunization, but I would just
stress the important new effort under way to fully immunize all

young children in America. We have a problem of a very low rate,

particularly among inner-city poor children, of immunization of

children less than 2 years of age. We have now, working with the

States, immunization action plans directed at reaching the goal of
90 percent of immunization levels by the 2d birthday, by the year
2000. And we believe, with your help and appropriations, we will

get there.

Many of the immunization activities that CDC undertakes are
done in coordination with our colleagues at the Food and Drug Ad-
ministration, National Institutes of Health and HRSA, particularly
the Bureau of Primary Health Care which funds programs to see
that children are immunized in community health centers.

We do collaborative work with other Federal agencies. As the

Secretary noted, we are working on demonstration projects with
the Women, Infants and Children Nutrition Program and the Aid
to Families with Dependent Children. At the Secretary's direction,
we are now establishing within CDC the National Immunization
Program, which will bring together at a senior level our immuniza-
tion activities. This will be a program reporting directly to me, as
Director of CDC.
Let me just note a number of other activities under way in the

Public Health Service, directed at children's health. First, the pre-
vention of childhood lead poisoning, the most common and hazard-
ous childhood environmental health problem. The tragedy of child-

hood lead poisoning is that it is entirely preventable; and working
with our colleagues not only in HRSA, but the EPA, and Housing
and Urban Development, and other Federal agencies, we are mak-
ing real progress in this country in reducing the hazard of child-

hood lead poisoning.
Prevention of childhood injuries is another opportunity that we

face. Unintentional injuries are the leading cause of death among
children ages 1 to 6; and homicide is the fourth leading cause of
death in this age group. The National Center for Injury Prevention
and Control at CDC, the Bureau of Maternal and Child Health at

HRSA, and other Federal agencies are working together to struc-

ture programs that prevent childhood injury. We are doing this, in

addition to HHS agencies, with Transportation, Education, Justice,
and the Consumer Product Safety Commission.
Prevention of birth defects and developmental disabilities is an-

other opportunity. More than 120,000 children are bom each year
in the United States with a serious birth defect. For just one exam-
ple there, we have recently shown that much of the neural tube de-

fect, spina bifida, and encephalopathy, is prevented through the
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proper consumption of folic acid while a woman is pregnant. And
we are producing recommendations to women in this country for

proper diet and dietary supplementation in this area.

Another tragedy in the birth defects area is fetal alcohol syn-
drome. Our colleagues in the Substance Abuse and Mental Health
Services Administration and we are working together in that area.
Much has been said already today about Healthy Start and other

programs directed at lowering infant mortality. We and the Health
Resources Services Administration support epidemiologists in a
number of States, producing information to structure programs
that will further lower our all-too-high infant mortality rate.

One of the promising areas in this regard is lowering the rate of

smoking among mothers, which harms children's health, produces
babies of lower birth weight, and a higher, much too high, infant

mortality rate.

Programs directed at healthy and safe environments for child
care are important, and we are working at CDC and other Federal

agencies are as well, to improve the opportunities for healthy and
safe environments for children who are in child care. More than
one-half of women who have young children are working today out-
side the home, and their children are in a child care environment.

Finally, I would like to note that Comprehensive School Health
Education is one of the real opportunities for the future. It offers

us the possibility of getting children off to a healthy start by pre-
senting programs on behavior, such as nutrition, sexual behavior,
and other activities like tobacco and physical fitness that are very
important.
And I would just like, in closing, Mr. Chairman, to note one pro-

gram that we find particularly promising. That is the prevention
of poverty-associated mental retardation. Poor children in this

country have a significantly higher risk of mental retardation, and
it has now been shown that an intensive health and development
program can prevent approximately two-thirds of that poverty-as-
sociated mental retardation.

PREPARED STATEMENT

We are working with our colleagues in the Government, and
using funding provided, in part, by the Robert Wood Johnson Foun-
dation, to try to take this laboratory-demonstrated breakthrough to
the communitv, to see how better it can work at that level.

I would be nappy to respond to your questions later. Thank you,
sir.

Senator Harkin. Dr. Roper, thank you very much, as usual, for
a very enlightened and to-the-point statement.

[The statement follows:]

Statement of William L. Roper, M.D.

Mr. Chairman, I am pleased to meet once again with this committee to pursue
our shared goals for a healthier America. There is no higher priority in the Public
Health Service (PHS) than the health of our children. PHS is responsible for a num-
ber of innovative progrsims designed to prevent health problems among the nation's
children. These programs span Qie full range of public nealth issues and offer bene-
fits to children of all ages.
While I am

pleased
to report that much progress has been made in children's

health, many challenges remain. With your support, we at PHS and our partners
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throughout the nation will be able to make important strides in promoting health
and quality of life among our children—our nation's most precious resource.

CHILDHOOD IMMUNIZATIONS

One of the greatest prospects for improvement of children's health is the oppor-
tiinity to protect the nation's children from vaccine-preventable diseases. Although
great strides have been make in the prevention and control of infectious diseases

over the last century, immunization rates in young children remain very low in

many communities, and our children continue to be afDicted with preventable dis-

eases.

While more than 95 percent of the children entering school are fiilly immunized,
immunization levels are much lower among younger children. The low levels of im-
munization among preschool children, which typically range from about 37-56 per-

cent, were largely responsible for the measles epidemic of 1989-91. The resurgence
of this preventable disease resulted in over 55,000 cases, 11,000 hospitalizations,
and 130 deaths in the United States.

For the past 30 years, CDC has awarded grants to assist state and local health

departments with the development and management of immunization programs and
to purchase vaccines at a reduced price through consolidated federal contracts.

Funds have also been awarded to assist all 50 states and many local health
depart-

ments with actual delivery of vaccines. Immunization Action Plans (lAFs) nave
been developed that provide the framework for reaching the "Healthy People 2000"

goal of attaining 90 percent immunization levels in children by their second birth-

day. With your support, we will be able to reach more children than ever before.

Issues related to the safety and efBcacy of vaccines are coordinated within PHS
among CDC, the Food and Drug Administration (FDA), and the National Institutes

for Health (NIH). Also in PHS, the Bureau of Primary Health Care (BPHC) in the
Health Resources and Services Administration (HRSA) works to ensure that popu-
lations served by BPHC-funded primary health care programs are adequately immu-
nized by age 2.

PHS immunization activities benefit greatly from collaboration with other federal

government programs. For example, CDC continues to work with the Women, In-

fants and Children (WIC) program and the Aid to Families with Dependent Chil-

dren (AFDC) program to ensure that children enrolled in these programs receive

their needed immunizations, and with the Health Care Financing Administration

(HCFA) to determine the best means of improving the immunization levels among
Medicaid clients.

PREVENTION OF CHILDHOOD LEAD POISONING

Lead poisoning remains the most common environmental disease of young chil-

dren. Lead is harmful to the developing brain and nervous systems of children and
fetuses. Currently, about 3 million chilcu'en, or 15 percent of U.S. children under age
6, have blood lead levels high enough to potentially have harmful effects on their

intelligence, development, and behavior. This is particularly tragic because lead poi-

soning is entirely preventable.
The goal of CDC's program is the elimination of childhood lead poisoning within

the next 20 years. To achieve this goal, CDC provides grant support
to state and

local health departments for the initiation and expansion of childhood lead poison-
ing prevention programs that screen large numbers of children, identify sources of
lead poisoning, and provide education about childhood lead poisoning. Many of these
activities are carried out in cooperation with Community Health Centers (CHC's)
funded by HRSA.

Coordination with other federal programs is a critical element of PHS activities

in the prevention of childhood lead poisoning. For example, CDC has developed
strong and productive ties with the Department of Housing and Urban Development
(HUD) and the Environmental Protection Agency (EPA). Together, thev are working
to prevent this disease among our nation's children by ensuring that children at the

highest risk receive screening and follow-up and that lead hazards in homes are re-

mediated effectively and safely.

PREVENTION OF CHILDHOOD INJURIES

Unintentional injuries are the leading cause of death among children ages 1-6,
and homicide is the fourth leading cause of death in this age group. Many uninten-
tional injuries and resulting deaths are preventable using interventions which have
been proven to be effective. Examples of such interventions include seat belt and
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safety seat use, bicycle helmet use, use of smoke detectors, and fencing of swimming
pools.

Many childhood injuries and deaths resulting from violence can also be prevented,

although the effectiveness of specific interventions is less well defined. Some of

these interventions offer long term, as well as short term, benefits. For example, the

prevention of child abuse can interrupt the cycle of abuse for the next generation.
Much of the PHS activities in injury prevention and control are carried out by

CDC and the Maternal and Child Health Bureau of HRSA. They work with partners
in both the public and private sectors to monitor trends over time; identify those

at highest risk of injury; identify factors that place people at either increased or de-

creased risk of injury; and develop and test interventions and implement and evalu-

ate programs to prevent injuries. As the lead agency for injury prevention, CDC
supports injury prevention activities in over 20 states and communicates informa-

tion about injury prevention to health care professionals, policy makers, and the

public nationwide.
Some of the most promising opportunities in injury prevention involve collabora-

tion between PHS and other programs outside the agency. For example, at the fed-

eral level, PHS agencies cooperate with the Departments of Transportation, Edu-

cation, and Justice, as well as the Consimier Product Safety Commission, to plan
and direct program activities. Programs at the state and local level supported by
PHS also collaborate with programs supported by other agencies to make the most
efficient and productive use of available resources.

PREVENTION OF BIRTH DEFECTS AND DEVELOPMENTAL DISABILITIES

More than 120,000 children are bom each year in the United States with a seri-

ous birth defect. Birth defects are the leading cause of infant mortality and a lead-

ing cause of permanent disability. Many birth defects are preventable. Folic acid,
a vitamin, has recently been shown to prevent most cases of spina bifida, one of the
most disabling birth defects. Fetal alcohol syndrome (FAS), a common birth defect

caused by maternal consumption of alcohol during pregnancy, is also preventable.
PHS has

actively promoted the prevention of birth defects for over 25 years, and
the opportunities for prevention have never been greater. The Substance Abuse and
Mental Health Services Administration (SAMHSA) and the Maternal and Child
Health Bureau of HRSA have developed extensive programs for the prevention of

FAS and the treatment of those affected by FAS. Population-based surveillance for

birth defects and developmental disabilities is conducted by CDC.
Opportunities for a comprehensive program for the prevention of birth defects in-

clnde monitoring birth defects and aevelopmental disabilities and conducting re-

search into the causes of birth defects and disabilities. These activities serve a valu-

able role in caring for the health of our nation's children.

REPRODUCTIVE AND INFANT HEALTH

The United States ranks 23rd in the world in infant mortality. Each year, over

35,000 infants die in the United States, with black infants dying at twice the rate

of white infants. One-half of these infants could be saved if strategies based on cur-

rent medical knowledge and universal access to care were fully implemented.
The PHS is committed to demonstrating that this reduction in infant mortality

is achievable in the Healthy Start sites throughout the country. Each site has an
infant mortality rate at least 50 percent higher than the national average. Innova-
tive programs aimed at improving outreach, access to care, and content of care are

beginning. In addition, a national public service campaign is underway to encourage
women to seek early prenatal care.

With HRSA, CDC supports epidemiologists in 6 state Maternal and Child Health

programs. In addition, CDC provides assistance to 14 states to conduct the Preg-
nancy Risk Assessment Monitoring System (PRAMS)—a program designed to gen-
erate state-specific data for assessing maternal and perinatal health risks.

CDC also provides assistance to 12 states to conduct the Prenatal Smoking Ces-
sation Program, a collaborative effort between CDC and state health departments
to assist women in smoking cessation during pregnancy and maintaining cessation
after

delivery.
Tobacco use by pregnant women is estimated to be associated with

approximately 25 percent of all low birthweight babies and 10 percent of infant

deaths, including 30-40
percent

of deaths from Sudden Infant Death Syndrome
(SIDS). Furthermore, children exposed to cigarette smoke are more

likely
to develop

respiratoiy infections such as pneumonia, bronchitis, middle ear effusions, and
acute otitis media.
In addition, the National Institute of Child Health and Human Development

(NICHD) conducts research aimed at the prevention of preterm delivery and is
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studying the risk factors for SIDS. NICHD, CDC, and the Indian Health Service

(IHS) are collaborating to identify risk factors contributing to the high rate of SIDS
among some American Indians.

CHILD CARE

PHS is committed to the health and safety of the millions of children attending
child care. For example, CDC established the Child Care Health and Safety Pro-

gram in response to growing concern regarding transmission of infectious diseases
and occurrence of iiyuries among children in child care settings.

Approximately 50 percent of the mothers of children under the age of 3 years are

employed outside the home, and an estimated 13 million children under age 6 at-

tend some form of child care on a regular basis. Children in child care are 2 to 18
times more likely to acquire certain infectious diseases than children not in child

care. For example, children in child day cju-e are 2-3 times more likely to develop
middle ear infections. Such ear infections have increased more than 150 percent
since 1975 and are leading causes of voung children's visits to pediatricians. In addi-

tion, approximately 3 percent of children enrolled in child care receive medical or
dental attention each year for iiyuries sustained while in child care. Most of these

injuries are preventable.
CDC activities include collaborative research and demonstration projects con-

ducted through 2 cooperative agreements with county health departments to develop
a practical, comprehensive public health approach to child care health and safety
that can be implemented by local public health agencies. These collaborative re-

search and demonstration projects will assess the role of public health surveillance
in designing, applying, ana evaluating specific activities to improve the health of
children in child care. To supplement traditional diagnosis-driven reporting of ill-

ness and injury by physicians and other health care providers, the project will es-

tablish and evaluate a surveillance system through which child care workers and
parents will monitor and report illnesses and iryuries on the children, on the child

care providers, and on the children's families.

SCHOOL HEALTH EDUCATION

Through comprehensive school health education, some children age 6 or under can
benefit from the promotion of healthy activities, including good nutritional habits
and physical activity. School health education can also encourage the practice of reg-
ular physical health examinations, provide age-appropriate

information on behaviors
which may pose a health risk, promote improved communication between children
and parents, and encourage communities, schools, and families to work together,
which would make the transition period fi'om childhood to adolescence less dif&cult.

CDC provides financial and technical support to every state and 16 local edu-
cation agencies, as well as 23 nationsd orgamzations, to provide effective health edu-
cation to benefit children. The agency has provided funding to establish 40 centers
in 13 states to train teachers to implement comprehensive school health education.
CDC is also providing scientific advice and financial support to five state education

agencies to: (1) build state education agency and state health agency infi-astructure

for comprehensive school health education programs; and (2) strengthen comprehen-
sive school hesdth education, particularly in the areas of nutrition, tobacco, and
physical fitness.

UDC works closely with the President's Council on Physical Fitness and Sports,
HCFA, the Department of Education's OfiBce of Elementary and Secondary Edu-
cation, and the Department of Agriculture. In addition, PHS supports efforts to im-

plement comprehensive school health education programs through cooperative
agreements with 23 national organizations.
We appreciate the support you have given us in our past efforts to promote health

and quality of life among the nation's children. With your help, we will continue to

make meaningful investments in effective prevention programs that will help us im-

prove our children's health.
I will be happy to answer any questions you may have.

I



Administration for Children, Youth, and Families

statement of joseph a. mottola, acting commissioner, ad-
ministration for children, youth, and families

budget request

Senator Harkin. Joseph A. Mottola, Acting Commissioner on the
Administration of Children, Youth and FamiHes. Mr. Mottola?

Mr. Mottola. Mr. Chairman, members of the subcommittee, I

appreciate the opportunity to be here to discuss the administra-
tion's fiscal year 1994 budget request for early intervention pro-

grams which were administered by the Administration for Children
and Families.
We believe strongly that these programs make an important dif-

ference in the lives of the children and families which they serve.

Although these programs are authorized or requested for distinct

purposes, we believe it is important to consider them in relation to

one another and in relation to early intervention programs admin-
istered by our colleagues in other agencies.

It is critical in today's environment to consider together all the
Federal resources available to help families with children meet
their needs, in the early years of a child's life.

I would like to mention four programs: Head Start is the first.

The President is committed to expanding Head Start, while at the
same time improving the quality of the program.
Head Start has a proven track record of helping children, and en-

abling them to begin school ready to learn. As Head Start grows,
it should be enhanced and enriched. As we deepen our investment,
we will ensure that Head Start is the program it was intended to

be.

You have heard the Secretary this morning describe the kind of

study of the program that will take place in the next few months.
She and we are committed to looking at all facets of Head Start,
and developing a good solid plan to build on for the future.
The budget request for Head Start for fiscal year 1994 is $4.15

billion, an increase of almost $1.4 billion over fiscal year 1993. This
will be used to maintain and improve program quality, to operate
Head Start programs during the summer of 1994, and to increase
the number of children and families receiving the benefit of a Head
Start service. We recognize this represents a significant funding in-

crease, but we are confident that our investment is a wise one, par-
ticularly on the subject of quality.

Quality will be addressed by providing every local Head Start

grantee a cost-of-living increase equal to the rise in the Consumer
Price Index; and, by making available quality improvement funds

equal to at least 25 percent of the 1994 increase after adjusting for

inflation. Based on the current CPI projections, the cost-of-living
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increase will require $83.2 million, and the allocation for improving
quality will amount to at least another $322 million.

Programs will be given greater flexibility to use part of their pro-

posed 1994 increase, to extend the hours per day and the days per
year in which Head Start services are provided, so that working
parents or parents-in-training will be able to have Head Start meet
their child care needs. This, too, represents a quality improvement
in responsiveness to family and community needs.

As we expand Head Start services, we will pay close attention to

the need to support our grantees in their efforts to improve pro-

gram quality, and to bolstering our own management capability.
Our budget requests the resources necessary to provide strong Fed-
eral leadership and oversight of Head Start, and to ensure that we
will be making Head Start not only bigger, but better. We are fully
committed to ensuring that Head Start is a high-quality, well-man-

aged program.
The second program is the Comprehensive Child Development

Program. This is another intervention program which we admin-
ister. The fiscal year 1994 budget request is $46.8 million, the
same as the 1993 level.

This is a national demonstration program in family support, that

provides intensive, comprehensive, integrated and continuous sup-
port services to low-income families. These services are currently
provided to about 5,000 families through 36 demonstration projects.

They are designed to optimize the development of children, and
maximize the economic and social self-sufficiency of families.

Through these projects, families have established economic, so-

cial, and developmental goals for themselves and their children,
and they are progressing toward their attainment. Each project has
become a catalyst in the community, for interconnecting various or-

ganizations that deliver human services.

The next program I would like to mention is the Family Preser-
vation and Support Program. The President has sent to the Con-

gress a draft bill, entitled the Family Preservation and Family Sup-
port Act of 1993. This bill would establish, under title IV(B) of the
Social Security Act, a new capped entitlement program of services

for children and families.

The program would emphasize services to increase the strength
and stability of families, including those to improve and reinforce

parenting skills, to prevent family dissolution through supportive
interventions, to help families weather crises, and to ensure fami-
lies' access to a supportive network of community resources.

The budget request for fiscal year 1994, the first year in the new
program is $60 million, with significant increases in later years.
This major new program reflects a recognition by the administra-
tion that today's families are under tremendous stress from causes

ranging from we£ik job markets and the health care crisis to teen

pregnancy, the epidemic of substance abuse, and violence in the
streets.

The administration believes strongly that we need to devote addi-

tional resources to building strong families, both through preventa-
tive services before a crisis occurs, and through intensive services

at the time of crisis.

I
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Finally, I mention the Child Care and Development bloc grant.
This grant enables States, tribes, and the territories to provide low-

income families with financial assistance for child care, to improve
the quality and availabilitv of child care, and to conduct early
childhood development and before-and after-school programs.
The focus of trie program is on low-income families, in which a

parent requires child care in order to work or to attend a training
or education program. Certificates issued to parents allow them a

degree of choice in selecting child care providers and for-profit cen-

ters near to a neighbor's or relative's home.

PREPARED STATEMENT

The fiscal year 1994 request for this program is $932 million, an
increase of $40 million over the 1993 appropriation level. This will

enable the program to continue to grow, and to promote self-suffi-

ciency among families who depend on child care in order to work
or prepare themselves to work.
That concludes my statement. I will be glad to answer questions.
Senator Harkin. Mr. Mottola, thank you very much for summa-

rizing your statement.

[The statement follows:]

Statement of Joseph A. Mottola

Mr. Chairman and members of the subcommittee, I appreciate the opportunity to

be here to discuss the Administration's fiscal year 1994 budget request for early
intervention pr^rams which are administered by the Administration for Children
and FamiUes. We believe strongly that these programs make an important dif-

ference in the lives of the children and families wniw they serve.

Although these programs are authorized or requested for distinct purposes, we be-
lieve it is important to consider them in relation to one another and in relation to

early intervention programs administered by our colleagues in other agencies. It is

critical in today's environment to consider together all the Federal resources avail-

able to help families with children meet their needs in the early years of a child's

life.

HEAD START

The President is committed to expanding Head Start while at the same time im-

proving the quality of the program. These are complementary goals toward which
we must move in tandem. Heaa Start has a proven track record of helping children
and enabling them to begin school ready to learn. As Head Start grows, it must be
enhanced and enriched. As we deepen our investment, we will ensure that Head
Start remains the high quahty program it was intended to be.

To reach these goals, the Secretary has initiated a comprehensive examination of
Head Start with emphasis on quahty, innovation, and accountability. (This effort

will involve an in-depth review of the program with the help of experte in fields rel-

ative to Head Start as well as Head Start providers and parents.) The Department
will use the results of this review to make recommendations on how to improve
Head Start to assure that all local programs provide high quahty services to the na-
tion's children. The Department will use this as an opportunity to take a top-to-bot-
tom look at a program which has already demonstrated real success in serving chil-

dren and families.

The budget request for Head Start for fisctdvear 1994 is $4.15 billion, an increase
of almost $1.4 bmion over fiscal year 1993. This increase will be used to maintain
and improve program quahty, to operate Head Start programs during the summer
of 1994, to increase the number or children and famines receiving the benefit of a
Head Start experience, and to enable some children to be served in fiill-year, full-

day programs. We recognize that this represents a significant fiinding increase, but
we are confident that our investment is a wise one.

Quahty will be addressed in this request by providing every local Head Start
pro-

gram a cost-of-hving increase equal to the rise in the Qjnsumer Price Index ana by
making available quahty improvement fimds equal to at least 26 percent of the fis-
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cal year 1994 increase, after adjusting for inflation. Based on current CPI projec-

tions, the cost-of-living increase will require $83.2 million; and the allocation for

program quality improvement will amount to at least another $322.7 million.

F^grams will be given greater flexibility to use part of the proposed fiscal year
1994 increase to extend the hours per day and days per year in which Head Start

services are provided so that working parents or parents in training will be able to

have Head Start meet their child care needs. This, too, represents a quality im-

provement in responsiveness to family and communily needs.

In addition to improving the program's quality and responsiveness to the needs
of its constituents, it is also important to expand the number of children who receive

the benefits of a Head Start experience. Consequently, the rest of this proposed in-

crease will be used to expand Head Start's enrollment in local Head Stfui; programs
across the country.
As Head Start expands, ACF will continue to emphasize the importance of

strengthening Head Start's Unkage with other organizations which assist low-in-

come families. Examples of efforts along these lines include Head Start's 66 Family
Service Center projects which are demonstrating how local Head Start programs can

effectively address the complex problems of illiteracy, substance abuse, and unem-
plojrment among Head Start families. These projects are establishing specific col-

laborative furangements with other community organizations and resources such £is

adult Uteracy programs, alcohol and drug abuse prevention and treatment centers

and employment and training resources in order to go beyond what the Head Start

program itself can provide.
Another initiative that Head Start has undertaken is the Head Start-State col-

laboration program. This program would improve linkages and bolster local Head
Start program leadership capacity to take a proactive role in shaping child and fam-

ily service policy at the State and local levels. The 22 Collaboration projects which
have been launched encourage the involvement of Head Start in the development
of State poUcies and plans affecting the Head Start population; create significant
initiatives on behalf of children and famihes throughout the State; help biiild inte-

grated and comprehensive service deUvery systems; and promote widespread local

collaboration between Head Start and other programs which assist low-income fami-

lies with children.

Finally, under the Head Start/PubUc School Early Childhood Transition Dem-
onstration program. Head Start is providing financial assistance to 32 projects in-

volving local Head Start programs and school districts that have formed partner-

ships to carry out community-based approaches for supporting children and families

as they move from Head Start through the third grade. Among other things, these

projects are encovu'aging the active involvement of peu^nts in the education of their

children and will test the hypothesis that continuous and comprehensive services

from Head Start through the third grade can maintain and enhance the gains
achieved while children and their families participated in Head Start.

As we expand Head Start services, we mil pay close attention to the need to sup-

port our grantees in their efforts to improve program quality and to bolstering our
own management capability. Our budget requests the resources necessary to provide
strong Federal leadership and oversight of the Head Start program and to ensure
that we will be making Head Start not only bigger, but better. We are fully commit-
ted to ensuring that Head Start is a high-quahty, well managed program.

COMPREHENSIVE CHILD DEVELOPMENT PROGRAM

Another intervention program administered by ACF is the Comprehensive Child

Development Program (CCDP). The fiscal year 1994 budget request of $46.8 million
for this program is the same level appropriated in fiscal year 1993. CCDP is a na-
tional demonstration in family support which provides intensive, comprehensive, in-

tegrated and continuous supportive services to low-income families. These services,
which are currently provided to approximately 5,000 families through 36 demonstra-
tion projects, are designed to optimize the development of children and maximize
the economic and social self-sufficiency of families. Through these projects families

have estabUshed economic, social and developmental goals for themselves and their

children, and are progressing toward their attainment. Moreover, each demonstra-
tion project has become a catalyst in the commimity for interconnecting various or-

ganizations that deliver human services.

A comprehensive evaluation study of CCDP is underway. The study will assess

the impact of the program on both children and adult family members.

I
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FAMILY PRESERVATION AND FAMILY SUPPORT

The President has sent to the Congress a draft bill entitled the "Family Preserva-
tion and Family Support Act of 1993". This bill would establish, under Title IV-B
of the Social Security Act, a new capped entitlement program of services for children
and families. The program would emphasize services to increase the strength and
stability of families including services to improve and reinforce

parenting skills, to

prevent family dissolution through supportive interventions to help famiUes weather
crises, and to ensiire families access to a supportive network of community re-

sources.

The budget request for fiscal year 1994, the firstvear of the new program, is $60
million wim significant increases in later years. This nugor new program reflects

a recognition by the Administration that today's fiamilies are under tremendous
stress m)m causes ranging fix)m the weak job market and the health care crisis to

teen pregnancy, the epidemic of substance abuse, and the violence in our streets.

The Administration believes strongly that we need to devote additional resources to

building strong fiamilies both through preventive services before a crisis occurs and
through intensive services at the time of crisis.

CHILD CARE AND DEVELOPMENT BLOCK GRANT

The Child Care and Development Block Grant program (CCDBG) enables States,
Tribes and the Territories to provide low-income families with financial assistance
for child care, to improve the quality and availability of child care, and to conduct

early childhood development and before- and after-scnool programs. The focus of the

program is on low-income famihes in which a parent requires child care in order
to work or to attend a training or educational program. Certificates issued to par-
ents allow them a degree of choice in selecting chila care providers—fix>m for-profit
centers to a neighbor's or relative's home.
The fiscal year 1994 request for CCDBG is $932.7 million, an increase of $40 mil-

lion over the fiscal year 1993 appropriation level. This increase will enable the pro-
gram to continue to grow and to promote self-sufficiency among families who depend
on child care in order to work or prepare themselves to work.
Mr. Chairman, this concludes my prepared remarks. I would be happy to answer

any questions which you and other members of the subcommittee may have about
our programs.
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DEPARTMENT OF EDUCATION

Office of Elementary and Secondary Education

statement of mary jean letendre, acting assistant sec-
retary for elementary and secondary education

budget request

Senator Harkin. Mary Jean LeTendre, Acting Assistant Sec-

retary for Elementary and Secondary Education.
Ms. LeTendre. Good morning, Mr. Chairman. Mr. Chairman

and committee members, it is a pleasure to be here with you to dis-

cuss the early childhood programs administered by the Office of El-

ementary and Secondary Education; and let me also add, it is also

a pleasure to have a panel that shares agencies that are focusing
on the same topic. We thank you for doing that.

We know that early education and child care experiences can

play an important role in helping all children make successful con-
nections to school. And many research studies, including those con-

ducted by our Department, document the crucial relationship be-

tween health and education in our preschool years—which again,
was noted by Secretary Shalala—and also, the concern we have
that children maintain those gains as they go into school.

Among the programs in the Office of Elementary and Secondary
Education is Even Start, a relatively new program which is specifi-

cally dedicated to early intervention for young children. It is unique
in that it integrates not only education for children, but education
for their parents, and parenting skills for their children, children
from birth through 8 years old.

And also, this year for the first time, we will be implementing
training in early childhood education and violence counseling, a
progrtoi that was enacted under the Higher Education Act, which
focuses on the needs of children, birth through 6. It will make

S
rants to institutions of higher education, to recruit and train stu-
ents for careers in early childhood care and development, and also

train personnel to be able to work with children and adults who
have been affected by violence.

Other programs in the Office of Elementary and Secondary Edu-
cation including chapter 1 grants to local education agencies, mi-

grant education, and Indian education, also support early childhood

programs. As you know, chapter 1 goes to almost every district in
the country, providing services to children pre-K through high
school. In the last few years, we have noted a tremendous growth
in the area of preschool.
Two mjnor studies will be providing data on the relationship be-

tween early intervention programs and school success. As part of
our Department's longitudinal study, we will present preliminary
findings and a representative sample of 10,000 first-graders, in

(173)
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terms of what they are able to know and do, and including data
on how well they were prepared for formal schooling.
And next year, there will be a national evaluation study pre-

sented on Even Start, that will present findings on more than 500
demonstration projects.

I want to say, in the past 2 years we have worked closely with
the Department of Health and Human Services to promote school

readiness, and collaboration between Head Start and chapter 1 pro-

grams. We are also working with Health and Human Services, as
well as the Department of Agriculture, to ensure the central, social

and heaJth services continue as poor children move into the ele-

mentary grades.

PREPARED STATEMENT

We look forward in the future to strengthening our coordination
with other agencies, focusing on the national eaucation goals, in

particular the goal for school readiness. And these issues will be

important as we consider our development of proposals for reau-

thorization of elementary and secondary education, which will be
submitted later this spring to Congress.

I would be happy to answer your questions later. Thank you.
Senator Harkin. Ms. LeTendre, thank you very much for sum-

marizing your statement. I appreciate that.

[The statement follows:]

Statement of Mary Jean LeTendre

Mr. Chairman, it is a pleasiire to be here with you to diacuss the early childhood

projzrama administered by the Office of Elementary and Secondary Education.
We know that earl^ eaucation and childcare experiences can play an important

role in helpine all children make successful connections to schools. Many research

studies, incluoing those conducted by our Department, dociiment the crucial rela-

tionship between health and education in the preschool vears, and the need to en-

sure l^at gains children have made in early cmldhood eaucation programs are sus-

tained once they enter elementary school.

Among the oroerams in the Office of Elementary and Secondanr Education, Even
Start is spedncally dedicated to early intervention for young chil(&en. This program
integrates early childhood education, parent education, and adult basic education to

improve the eaucational opportunities of disadvantaged children up to age 8. Also.

1993 is the first year we are implementing the new Training in Early Childhood
Education and Violence Counselii^ program, which focuses on the needs of children
from birth to 6 years of age. This program will make grants to institutions of higher
education to recruit and train students for careers in early childhood care and devel-

opment, and also train personnel to provide counseling to young children who have
been affected by violence as well as adults working witn those children.

Other programs in OESE, including Chapter 1 Grants to Local Educational Agen-
cies (LEA Urants), Migrant Education, end Indian Education also support early
childhood education activities. Chapter 1 LEA Grants go to virtually all school dis-

tricts in the coimtry to provide services to disadvantaged children in
preschool

through high school. In the last few years, services to preschool and kindergarten
children under this program have grown faster than those in either the elementary
or secondary grade levels. Large school districts, and those enrolling a

hijgh percent-
age of poor students, are more likely to use Chapter 1 funds for prekmdergarten
and kindergarten programs. Chapter 1 currently provides funding to about one-

quarter of lol prescnooT programs under the auspices of the pubUc schools.

Two migor Department studies wiU provide data on tne relationship between

early intervention programs and school success:

Later this year, the Department's longitudinal study of Chapter 1 will present

preliminary nndings on what a representative sample of 10,000 first graders know
and are able to do—^including data on how well prepared voung children are for for-

mal schooling. The study is £so tracking the progress of these children through sev-

eral grades over the next three years.
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Next year, the national evaluation of the Even Start program will present find-

ings on participants in more than 500 Even Start demonstration projects.
Rather

than creating uieir own early childhood programs anew to serve eligible families,

about 60 percent of Even Start projects cvurently have cooperative agreements with

Head Start programs, and about 40 percent utilize Chapter l-funded pre-kinder-

garten programs.
In the past two years, we have worked closely with the Department of Health and

Human Services to promote school readiness and collaboration between Head Start

and Chapter 1 programs
—^through joint task forces, national and regional con-

ferences, publications, and memoranda that provide policy guidance to local Chapter
1 and Head Start

projects.
The President's commitment to making msgor invest-

ments in early chilmiood programs, including full funding for Head Start, provides
new impetus to continue, and expand, collaboration between Federal agencies.
We are oirrently working witn HHS and Agriculture to ensure that essential so-

cial and health services continue as poor children move into the early elementary
grades. We are also looking at ways to remove some of the barriers to interagency
collaboration by making requirements for our compensatory education programs
more compatible with those of other agencies. Strengthening coordination with other

agencies on activities in support of the National Education Goals, including school

readiness, has been an important consideration in our development of proposals for

reauthorization of our elementary and secondary education programs, which will be
submitted to Congress later this spring.

I would now be happy to answer any questions you may have.
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Special Education and Rehabilitative Services

statement of william l. smith, acting assistant secretary
for special education and rehabilitative services

budget request

Senator Harkin. Next we will hear from Mr. William Smith, Act-

ing Assistant Secretary for Special Education and Rehabilitative
Services.

Mr. Smith. Thank you, Mr. Chairman, and members of the com-
mittee.

I would like to talk about two programs authorized under the In-
dividuals with Disability Education Act, that focus on young chil-

dren.

The Grants for Infants and Families Programs help States de-

velop and implement a coordinated, interagency, statewide system
of early intervention programs for children. This runs from birth

through the second year, for children with disabilities, and their
families. The Preschool Grant Program helps States provide special
education and related services to 3 through 5 year olds with dis-

abilities.

While there are other Federal programs that provide services to
children 5 years and younger, that do have disabilities, as part of
their broader authority, grants for infants and families and pre-
school grants are the only Federal programs that focus solely on
those children with disabilities.

As a result, we consider the program to be an essential compo-
nent of the Federal effort to ensure that all young children, includ-

ing young children with disabilities, begin school ready to learn.
In the past 6 years, we have been impressed by the spirit with

which States have accepted the complex task presented by Grants
for Infants and Families Program. For example, all States and ter-
ritories have participated in the program since it was initiated in

1987, and have continued in the program through fiscal year 1991.

During that time, each State and territory has been working on de-

veloping the 14 components required for its statewide system.
By the time all 1992 awards have been made, and we will be

able to issue the 1992 awards until June of this year, we expect
at least two-thirds of the States and territories to have fully imple-
mented their statewide system of early intervention programs. We
expect most of the remaining states and territories to be complet-
ing the development of their systems.

States, under the preschool grants, have also made impressive
progress in expanding services to 3 through 5 year olds who have
disabilities, under the Preschool Grants Program. All States and
territories now mandate services to all 3 through 5 year olds with
disabilities.

(177)
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When the revised program was initiated in fiscal year 1987,
States were then serving 266,000 children. By 1993, we expect
States to be serving about 433,000 children, which will be an in-

crease of about 63 percent; or 167,000 children over the 6 years.
At the same time that we have been watching the progress of

States in implementing the Grants for Infants and Families, and
the Preschool Grants Program, we are aware of several remaining
challenges, particularly challenges for the Grants for Infants and
Families Programs.
When the Grants for Infants and Families Program was first au-

thorized, it was assumed that sufficient funds already existed in

the States through other Federal, State, local and private sources,
to implement the program; and that funds from the Grants for In-

fants and Families Prog^ram were needed primarily to coordinate
and target those existing funds.
Numerous State officials have subsequently reported that avail-

able funds are not sufficient. The 10 States and 1 territory that
have already requested extension for 1990-91 funds must imple-
ment that system fully, in order to be eligible for the 1992 funds.

Although we expect most of these states to remain in the program,
we are not certain that all of them will be able to do so.

As I have stated, we will attempt to work with those States that
are no longer able to participate. But the potentiality for some not

participating is there.

In generzd, States have indicated that additional resources are
needed to help them get their statewide system and services fully
in place. We believe that the increase we have requested for the
Grants for Infants and Families Program will help provide re-

sources that States need, and as a result, provide an incentive for

States to continue participating in the program.

PREPARED STATEMENT

We are also requesting an increase in the Preschool Grants Pro-

gram, to enable States to cover increased costs, and serve an esti-

mated 12,000 additional 3 to 5 year olds who have disabilities. We
anticipate continued growth in this age group, as children are iden-

tified earlier and moved directly from early intervention programs
into preschool programs.
Mr. Chairman and members of the committee, I stand ready to

respond to any questions you may have.

[The statement follows:]

Statement of William L. Smith

Mr. Chairman and members of the committee, I am pleased to appear before you
this morning to provide information about the two programs authorized vmder the
Individuals with DisabiUties Education Act that focus on young children and about
our

bu(^et requests for these programs. Both programs are administered by the Of-
fice of Special Education and RenabUitative Services, llie Grants for Infants and
Families program helps States develop and implement a coordinated interagencv
statewide system of early intervention programs for children, fi'om birth througn
two years, with disabilities and their families. The Preschool Grants program helps
States provide special education and related services to three-through-five-year olds
with disabihties. These two formula grant programs are complemented by a range
of Special Purpose Funds discretionary activities that train early intervention and
preschool personnel, develop and disseminate model interventions, provide informa-



179

tion to parents, provide technical assistance to States, and conduct research in early
intervention and preschool education.

In creating the Grants for Infants and Families program and amending the Pre-
school Grants program in 1986, the Congress provided families with a vision and
a promise of a coordinated system of services that would help ensure the growth
and development of young children with disabilities. While there are other Federal

programs tnat provide services to children five years and younger with disabilities

as part of their broader authorities. Grants for Infants and Families and Preschool
Grants are the only Federal programs that focus solely on these children. As a re-

sult, we consider the programs to be essential components of the Federal effort to

ensure that all young cmldren, including young children with disabilities, begin
school ready to learn.

GRANTS FOR INFANTS AND FAMILIES

In the past six years, we have been impressed by the spirit with which States
have accepted the complex task presented by the Grants for Infants and Families

program. For example, all Stetes and territories have participated in the program
since it was initiated in 1987 and have continued in the program through fiscal year
1991. During that time, each State and territory has been working on developing
the 14 components required for its stetewide system, including the designation of
a lead agency, the establishment of a State Interagency Coordinating Council, the

development of eligibility criteria, and the identification and coordination of all

available resources within the State fi"om Federal, State, local, and private sources
that could be used to provide early intervention services. By the time all 1992
awards have been made, we ejcpect at least two-thirds of the States and territories

to have implemented fiilly their statewide systems of early intervention programs.
We expect most of the remaining States and territories to be completing develop-
ment of their systems. In svunmary, we expect most Stetes and territories to con-
tinue to participate in the program. We woiild, of course, continue to work with any
Stete or territory that has oeen unable to implement fully its statewide system until

it is able to participate in the program again.

PRESCHOOL GRANTS

Stetes have also made impressive progress in expanding services to three-

through-five year olds with disabilities under the Preschool Grante program. All

Stetes and territories now mandate services to all three-through-five-year olds with
disabilities. When the revised program was initiated in fiscal year 1987, States were
serving 266,000 children. By 1993, we expect Stetes to be serving about 433,000
children, an increase of 63 percent, or 167,000 children, over six years. Thus, I am

{)leased

to report that the challenges presented by the Grante for Infante and Fami-
ies and the Preschool Grante programs have been accepted by the States, and that
Stetes are working diligently and creatively to develop the comprehensive systems
envisioned by the Congress.

IMPLEMENTATION OF THE GRANTS FOR INFANTS AND FAMILIES PROGRAM

At the same time that we have been watehing the progress of Stetes in imple-
menting the Grante for Infante and Families and the Preschool Grants programs,
we are aware of several remaining challenges, particularly challenges for the Grante
for Infante and Families program. When the Grante for Infante and Families pro-
gram was first authorized, it was assumed that sufficient fiinds already existed in
the Stetes through other Federal, Stete, local, and private sources to implement the

program and that funds fixjm the Grante for Infante and Families program were
needed primarily to coordinate and terget those existing funds.
Numerous Stete officials have subsequently reported that available fiinds are not

sufficient. In fiscal year 1991, for instence, 36 Stetes and one territory requested
extensions to meet stetutory fourth- or fiflh-year program requirements. Virtually
all of the Stetes that requested additional tune cited lack of funds as the reason
that these requiremente could not be met. In addition, as they did for fiscal year
1990 and 1991 fiinds, Stetes are applying for fiscal year 1992 fiands toward the end
of the period of availabihty. As of May 10, 1993, only 16 Stetes and one territory
have applied for 1992 fiinds.

While we expect most Stetes and territories to continue in the program, we be-
lieve that the majority of applications for 1992 fiinds will be received in late June
or early July. The ten Stetes and one territory that have already requested exten-
sions for 1990 and 1991 fimds must implement their systems fully in order to be
eligible for 1992 fiinds. Although we expect most of these Stetes to remain in the
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program, we are not certain that all of them will be able to do so. As I have stated,
we would continue to help any State that can no longer participate in the program
because it has not fully implemented its statewide system.

INCREASES REQUESTED FOR FISCAL YEAR 1994

In general, States have indicated that additional resources are needed to help
them get their statewide systems and services fully in place. We believe that the
increase we have requested for the Grants for Infants and Families program will

help provide resources that States need and, as a result, provide an incentive for

States to continue participating in the program.
We are also requesting an mcrease in the Preschool Grants program to enable

States to cover increased costs and serve an estimated 12,000 additional three-

through-five-year
olds with disabilities. We anticipate continued growth in this age

group as children are identified earlier and move directly fi*om early intervention

programs to preschool programs.
Mr. Chairman, and members of the committee, I greatly appreciate the oppor-

tunity to discuss our 1994 budget request for these two early childhood programs
for children with disabilities. My colleagues and I will be happy to respond to any
questions you may have.

BiOGRAPracAL Sketch of William L. Smith, Ph.D.
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in Education), Cleveland, Ohio.
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1954-56: Social Group Worker, Cleveland, Ohio and Boston, Massachusetts.
1950-53: United States Army, Military Intelligence.
International—1991: Chair, Government and Employer Group International Labor
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BACTERIAL OUTBREAKS

Senator Harkin. Mr. Smith, thank you for your statement. I will

3rield to Senator Murray, who has another engagement, but before
I do, I just want to state the basic reason we wanted you here

today was again to show the focus that this subcommittee is going
to be taking in the next several months, or however long it takes
to try to bring better coordination between these various programs,
especially when it comes to early childhood intervention programs.

I did not say so to Secretary Shalala when she was here, but I

said it to Secretary Riley the other day, that there has got to be
some central agency, somebody some place pulling all these things
together and making them coordinated to the maximum extent pos-
sible, and that is why I wanted to hear from you.
We have got education, CDC, all of them focused doing a good

job in their own right, but I want to make sure that they pull to-

gether in some coordinated effort, and that will be the thrust of my
questions, but I would yield to Senator Murray right now.
Senator Murray. Thank you, Mr. Chairman, I appreciate you

doing that as well, and commend you for that approach.
I do have to leave, but I have two quick questions I want to ask

you, Dr. Roper. One refers to the E. coli outbreak that occurred in

the State of Washington, where hundreds of children were affected
and several died because of eating raw meat—^well, actually ham-
burgers from a fast food chain that were not well-cooked. Are you
coordinating efforts with any of the other departments, the Depart-
ment of A^culture and others, to look at this emerging concern
about bacterial outbreaks?
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Dr. Roper. Yes, ma'am, we are. We have had several people from
Atlanta out working with Washington State Health Department
throughout this epidemic, or outbreak, and we have been working
carefully with the Department of Agriculture since then. They have
the lead in the meat inspection program, as you know, but there

are some important food safety issues for which CDC has much to

offer, and we have been pleased to work with them.
Senator Murray. I would like to continue to work with you as

we bring forward recommendations on that.

The other question I have refers to your testimony where you say
unintentional injuries are the leading cause of death among chil-

dren ages 1 through 6, and you mention in your testimony seat belt

safety use, bicycle safety use, smoking, and swimming pools. There
is another area that I am becoming increasingly concerned about
in terms of unintentional injuries, and that has to do with gun vio-

lence and our youth.
I am curious if you have figures showing what the increase of in-

juries for our youth are in terms of gun violence. I also would like

you to be aware of a bill that I recently introduced, S. 868, which
raises the tax on guns and increases the gun license fees, takes
that money and puts it into a trust fund for hospitals to use for

the treatment of gun violence, and I would like you to take a look

at that and comment.
Dr. Roper. If I could just offer a

couple
of comments, yes, we do

have statistics about the terrible toll that guns are taking on our

society, on children among them, both unintentional and inten-

tional injuries due to guns.
On the issue of unintentional, we have developed some rec-

ommendations that I would be pleased to share with you, about
how people who do own guns can keep them in locked cabinets,
how guns can be manufactured with a safety that is harder to dis-

engage so that a child is less likely to discharge a weapon uninten-

tionally, and a variety of steps that can be taken to deal with the
issue of unintentional injuries with guns.
Beyond that, of course, there are a whole series of things we

ought to be looking at as a society to deal with the issue of inten-

tional injury due to guns that are much too much available to peo-

ple across society.
Senator Murray. I would very much like to work with you on the

statistics on that. I am becoming increasingly concerned about our

society not focusing on what I see as a real epidemic of violence

and its impact on our youth today, particularly in terms of injury
and death.

Dr. Roper. You are probably aware, but I just would like to cite

for the record a very important study done a few years ago. CDC
had a part in it, comparing the communities of Vancouver, BC, and
Seattle, WA, showing the dramatic difference as far as injuries due
to handguns. The major difference in those two communities is, of

course, handguns are much more available in Seattle than they are
in Vancouver.
Ms. LeTendre. Senator Murray, let me also add that we are con-

cerned about what happens in our schools, because many times
that is where some of these incidents occur, one every 6 seconds,
and one in five of our students are carrying some kind of weapon
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in school, and so the President is introducing a Safe Schools Act
for $75 million which is going to be working with schools not only
to make them safer but to also work in terms of issues like counsel-

ing with children and understanding on the front end how you can
avoid conflicts, so we are looking forward to also address that issue

as it impacts our youth.
Senator Murray. I appreciate your comments, and I heard you

allude to that in your testimony as well. I think we are not as a

society recognizing the tremendous impact this has on our youth in

terms of the kids who are left behind.

Just yesterday, my son, who has moved back here with me,
heard from his friends at home that a young girl, 16, a classmate

of his, was killed 2 days ago, and the impact on the rest of the

school is just incomprehensible. I see it on my son himself We
have got to, as a society, start recognizing the cost of gun violence,
and I would like to work with all of you as we move forward on
that.

Thank you.
Senator Harkin. Thank you. Senator Murray.
Mr. Smith, when we reauthorized the grants for infants and chil-

dren in 1991 Mr. Silverstein of my staff and I worked to include

in that legislation, which is family centered, a mandate for the es-

tablishment—and I will read it here—of a Federal Interagency Co-

ordinating Council.
The council by law is composed of representatives from consumer

groups, State agencies, a broad spectrum of Federal programs oper-
ated out of the Departments of Education, Health and Human
Services, and Agriculture for nutrition programs.
The council works to ensure coordination of services, identifies

service gaps, and increases efficiencies by minimizing the duplica-
tion of services.

So section 685 of Public Law 82-119—I have it here—sets up
this very well-delineated Federal Interagency Coordinating Coun-
cil. Can you tell me, how has this council worked so far?

Mr. Smith. Yes, sir; there is a real value from the Federal Inter-

agency Coordinating Council, and I am sure you know that they
have begun to work in an informal way even before the legislation
was passed which mandated the council.

As a matter of fact, last week I signed off a memorandum to the

Secretary who has with the new administration just written to

each of the Secretaries of each of the Departments requesting the

identity of new members from each of the agencies to be part of the

group that will be meeting, I guess, in June and August.
There have been a number of meetings that have existed over

the past couple of vears, and as I am sure you know, the FICC was
responsible for the partnership for progress meetings which

brought together parents and professionals concerned with issues

relating to the full implementation of part H.

They are also in the process of developing and disseminating
technical assistance documents, one of them being a guideline and
recommended practice for our individual family service programs.
There are joint plannings for discretionary projects in the area of

technical assistance, personnel training, research, and demonstra-
tion.
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We believe very strongly that our Federal model is an ideal ex-

ample that State models can in fact be developed from, and we are

very pleased to have the opportunity to have a m^or role in that

activity.
Senator Harkin. What I am leading up to, I guess, is basically

could this serve as a template, a model for the kind of coordination
we are talking about beyond part H for early childhood?
Mr. Smith. Yes, it can, but there are a couple of caveats. It can

because it brings together the people responsible for the different

programs that focus on early intervention as a case in point. One
of the things it seems to me to be extremely important, which has
not been said, is what is the authorization language of the different

procrams that allow for the development of programs?
My example is the one for our children from oirth to 2 years old.

As it is now described, the Governor
provides

the identity of the
lead agency. Some of the lead agencies nave not been involved with

programs that are mandated as an entitlement, and as a result,

they do not see the coming together to make commitments in the
same light as agencies by legislation that do have entitlement pro-
grams.
So it would seem to me that one of the things that would be ex-

tremely helpful as we go through the question of how do we inter-

face with all of the different agencies that focus on a specific topic,
in this case early intervention, is making sure that as we design
the interaction amongst them, that all of them have the oppor-
tunity to recognize if there are limitations in the legislation and
how that inipacts on close working relationships.
Senator Harkin. OK, I think I have got that. I just want to know

again for Mr. Mottola and Ms. LeTendre, if you have not, I would
recommend, or I would hope that you would take a look at section
685 of Public Law 102-119 setting up the Interagency Coordinating
Council.
Think about it as a model for what we might do in terms of co-

ordinating health, human services, education, CDC, these other

things, and recommend if there are any changes like you just men-
tioned, if you see some things that need to be changed or modified,
to do that. Let us know if you think this could work as a model
to start this kind of coordination. I would like to hear from you on
it after you take a look at it.

I guess that kind of leads me into what I really wanted to talk

about, which is that we have all these early childhood services pro-
vided by a variety of agencies with no single point of entry to the

system that ensures all services for which a child is eligible are
made available, so somehow, I guess what I am getting at is this

coordination has to be institutionalized some way, and I am sure
that your agencies have done some things to try to coordinate Head
Start, immunization, lead screening, for instance.
Ms. LeTendre, I was just listening to you. The administration

has reauested $75 million for the Safe Schools Program. When I

listened to Dr. Roper, the CDC already has a program of going into
schools on violence.

Ms. LeTendre. There has been extensive coordination between
our two offices on that issue.

Senator Harkin. Pardon?
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Ms. LeTendre. There has been extensive coordination even in

development of the legislation and working with CDC on their ef-

forts over at least the past 2 years. Am I right, Dr. Roper?
Dr. Roper. Yes; that is correct.

Senator Harkin, I guess what I am wondering is, why do we
need that? We have

already got the Center for Disease Control.

They have proven they can do the job. Why do we need two admin-
istrative agencies? Why should we duplicate the administrative
cost of what we are trying to get at, which is to reduce the violence
in schools?
Ms. LeTendre. Well, I think the Department is concerned that

it has direct linkages to the schools and to set models in working
with teachers and working with administrators, and I will let Dr.

Roper talk about their particular perspective on it.

Dr. Roper. I think your question, Senator, is a good one, and
that is, through which funding path do you put money into school

programs? It is logical to put education money largely in the Edu-
cation Department. We do programs, though, in concert with State
and local education authorities. As my colleague has said, we co-
ordinate what we do with them.

I think you are the best one to choose how you actually pass the
money through to get the job done.
Senator Harkin. Well, again, I am concerned about duplication

of administrative tasks.
Dr. Roper. Well, to be clear, our work in the education area

around violence is in two areas: One, we provide a modest amount
of support, nothing like the $75 million proposal, but a modest
amount of support to State health authorities to do comprehensive
school health education to strengthen their curriculum and so on.
Part of that deals with violence, but only a part.
The second area that CDC is involved in is through a National

Center for Injury Prevention and Control, trying to develop commu-
nity-based programs to prevent youth violence. Some of that touch-
es on schools, but not all of it.

Senator Harkin. I am just uneasy, and that is only one example
of where I am a little uneasy about this duplication and where we
need a better coordination on this.

Again, I guess I would direct this to Dr. Roper. Given that the
local school system is the focal point for school-age children, should
we not be promoting programs that utilize these facilities for out-
reach and delivery of services such as vaccine, TB screening, lead

poisoning, et cetera?
Dr. Roper. Yes, we should, and our grant recipients are doing

that. Many of the problems that are faced by communities desd
with children below school age, but still the school building can be
used, and the infrastructure that is there can be used to reach chil-
dren even below age 5 or 6, so I agree with your point.
Senator Harkin. One time I was in Des Moines, lA, and I was

asking about public health services to kids in schools. I mentioned
the fact that when I was a kid in a small country school, that the
public health nurse would come around every so often and give us
our shots and check up on us, that type of thing.

It was just a Godsend to us at that time in terms of nutrition
education and also making sure we got our shots. I asked the ques-
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tion of why—oh, I know what brought it on. There was a figure,
and I am sorry I cannot remember it right now, of how many kids
in the pubhc schools were not immunized.

I said well, how come we do not have the public health nurse like

I used to have, and they just said well, they simply do not have
them to go out to the schools like that, and again I am wondering,
if you are going to use the schools as a focal point, we are going
to need the public health nurses and public health specialists to go
out and delivery those services, and evidently we just do not have
those kind of personnel.

Dr. Roper. Not nearly as many as are needed. Just to deal with
the particular point that vou raise, children who attend school in

this country are very well immunized. 98 percent Nationwide are

ftiUy immunized. That is because the requirement is there in every
State that a child must be immunized in order to attend school.

The challenge in the immunization area, of course, as the Secretary
was discussing particularly with Senator Bumpers earlier, is what
to do about those below school age, and how to mix appropriate in-

centives to accomplish that.

Senator Harkin. I agree, that is the big problem, getting them
before thev get to school, but again, there does not seem to be

enough public health people getting out to our schools, either. I will

have to look into it more, but I just remember that came up one

time, and I was quite frankly surprised
we did not have that kind

of personnel togo out to the schools.

Dr. Roper. Those in the past were funded largely by health de-

partments, public health agencies, and I would urge you to think
about that as vou all undertake health reform, and it is your con-

cern rightly about the billions of dollars paid to doctors in hos-

pitals. Think about the work done by public health agencies, and
consider that as well in health reform.
Ms. LeTendre. Recently we convened a group of—first time ever,

I cochaired with the Assistant Secretary for Health at HHS the Na-
tional Coordinating Committee on School Health with leaders from

nongovernmental groups, education organizations and the like,

where the public health is not picked up. Many school systems did
hire school nurses, but thev tell us that that usually is the first

budget item to be cut when budgets are difficult.

Where schools have tried to fill in for public health it becomes,
since it is not a school's responsibility to provide the health as they
see it now, an early budget cut, and they are urging us as agencies
to look into that issue jointly.

Senator Harkin. One other case for coordination, it is my under-

standing roughly 9 percent of chapter 1 participants are prekinder-
garten and kindergarten, so again, how does this program differ

from the Head Start Program, and again, any coordination between
the two? You are drawing basically from the same universe.
Ms. LeTendre. Let me discuss that with you. Approximately 2

percent, or 87,000 of our children are pre-K, and another 7 percent
are kindergarten age, and those are in the schools. While Head
Start can go 3 through 5, most of them, as you know, are serving
4 year olds.

The programs do not differ significantly in terms of the content.

Perhaps we find a significant difference usually in the quality of
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the staff that are instructing those programs. We find virtually all

of our teachers are very well paid. Most all of them have—all of
them have at least bachelor's degrees, and over 40 percent of them
have master's degrees, and all of them are certified by their State,
so the programs look quite a bit alike in terms of their instruc-
tional services.

The eligibility in chapter 1 is to live in the low-income area.
Head Start has an absolute economic poverty eligibility, and so
there is some differences of participation in terms of those children.
I looked at some statistics prior to this hearing, and we find that
at first grade, 22 percent of our chapter 1 children have partici-

pated in Head Start.

Over the past 2 years there has been significant coordination be-
tween our two agencies on the issue of transition into schools,
which has been mentioned a number of times in this hearing.
What we found when we brought together representatives from

20 large cities, knowing that this issue of concern for coordination

ought to be discussed at that level, not simply at the Federal level,
was that many times these people had not even met each other,
and I think I remain concerned, as you, that children can fall be-
tween the cracks while good-meaning people just simply are not

talking to each other.

So we took a number of steps. We established a task force which
I cochaired to strengthen transition and foster coordination. We
had a joint letter sent out by HHS and the Department. We have
had 20 different regional meetings on the topic of transition. We
have had two national symposiums on the topic.

I have issued, as director of compensatory education, a policy
guidance which says if you have a Head Start in your community
and you have preschool children here are ways you can work to-

gether. One 01 them Secretary Shalala mentioned this morning,
and that is the need to extend the day for some children, the need
to also have enhanced quality, and we have seen joint staff training
occur between them.
We engaged our Elementary and Secondary School Principals As-

sociation because we think if you are going to have transition you
have got to deal with the principal, you have got to deal with the
kindergarten teacher as well.

One of our studies has shown, and I think Secretary Shalala
mentioned it this morning, that it is not just the issue of transition
of Head Start school into school, but it is a transition of all chil-
dren. We find that less than 10 percent of our public schools report
any systematic transition efforts at all, and it does not seem to
matter whether or not the Head Start program is located in the
public schools.

I think we have an issue that we have to look at in terms of

building on experiences that children have had. I could continue to
address this issue. Only 12 percent of the schools say they build
on any kind of systematic curriculum, and so we have joined to-

gether at conferences and we have issued some joint guidance with
Head Start.

We had a particularly good opportunity that never came to pass
with the summer school supplemental to have our programs work
together, but what evolved from that was a new model that we are
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sending to all school districts and to Head Start. We contacted

every Head Start grantee that says chapter 1 can provide transi-

tion services for Head Start families during that summer even if

they do not go into a chapter 1 kindergarten program.
So we have evolved a new model that we think is significant.

There is much more we can do. We have had discussions regarding
reauthorization already. However, I think that we are making sig-
nificant progress and have been truly pleased with the kind of co-

operation we have had.
Senator Harkin. Less than 10 percent of the schools surveyed

had any kind of a transition program.
Ms. LeTendre. Right, 47 percent of them have, as you and I

have gone through with our children, having, you know, school

roundup day, where parents come in. But that is not a systematic
transition, where you really spend time talking with the parents.
One of our exemplary Chapter 1 Programs started a process that

I think is great. They meet with the parents of the 4 year olds in

the fall while they are still four. And then in the summer, right be-

fore they are ready to go into school, they hold a special summer
school program for the parents and the children. It is not just the
children's records, but it is dealing with the whole family that I

think we have to look at.

So I think we are developing some models and have met exten-

sively with Head Start administration on their transition programs
and have worked with them, so that we are looking to see what
they have learned from their process in order to build on the fu-

ture. So I think our future looks good in terms of collaboration. And
I know Secretary Riley has said to me, and he said it to you at the

hearing, how interested he is in making sure our two agencies
work together to serve young children.

Senator ELarkin. Not only the two agencies, but within the agen-
cy. I am just going to close on this statement, Mr. Mottola. In HHS,
we have had the Committee on Economic Development recently re-

port on all of these different programs, and I made a list of the

major child care programs funded by HHS: Child care block grant,
social services block grant, work activities child care, transitional

child care, at risk child care, Head Start, dependent care block

grant, and comprehensive child development centers.

Again, I just wonder about this proliferation of different funding
streams and whether or not this can be somewhat pulled together,

you see.

Mr. Mottola. Senator, I believe that the Secretary and the As-
sistant Secretary-designate's intention in looking at welfare reform
is to look at all of the programs that can support moving poor fami-
lies out of poverty. The programs that you described Eire all of that
nature. And I think there is a strong intention to look at those in

that context. We have already begun to do so, and I think you will

see some substantial efforts to bring those together in welfare re-

form.

Senator Harkin. Well, again, I thank you all for being here. And,
Dr. Roper, thank you for coming up from Atlanta.
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QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

There will be some additional questions which will be submitted
for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-

ing:]
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QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

MEDICARE TRANSACTION SYSTEM

Question. You are proposing to develop a single, uniform
system for processing Medicare claims, which could eventually lead
to consolidation of the 60 or more existing Medicare Contractors.
Wouldn't it be better to maintain at least two Medicare Contractors,
or perhaps several, to stimulate a healthy spirit of competition
that can increase efficiency and hold down costs?

Answer. The Medicare Transaction System (MTS) initiative is a

project to build a consolidated, integrated Medicare claims
processing system that will link a limited number of operating sites
with local satellite organizations (intermediaries and carriers)
performing functions not specific to claims processing. The project
will result in one system of software replacing the fifteen
intermediary, carrier and Common Working File (CWF) systems. The
system will employ the latest techniques, take advantage of the
latest technology, be hardware independent, and serve HCFA's needs
into the 21st century. At present, the Health Care Financing
Administration (HCFA) is in the midst of a procurement process to
select a contractor to design a single, uniform claims processing
system, the Medicare Transaction System (MTS).

HCFA will still require the same efficiency and cost
effectiveness from Medicare fiscal intermediaries and carriers that
it currently demands through its Contractor Performance Evaluation
Program (CPEP). Through CPEP, HCFA has been able to reduce unit
costs and increase efficiency substantially.

Question. Since the best of systems sometimes fail, isn't it

important to have at least one alternative Medicare processing
center that could pick up the work in the event of systems failure
in another processing center?

Answer. Although we envision regional processing centers when
MTS is implemented, the final design of MTS will be left to the

design contractor who will be monitored by a separate Independent
Verification and Validation contract. Be assured that any system
design approved by the Department will include sufficient backup
capabilities to minimize service disruptions.

COORDINATION/COMPREHENSIVE SCHOOL HEALTH

Question. I am concerned over the coordination of services
and programs within the Department of Health and Human Services and
the Department of Education. In the area of school health, your
Department is responsible for AIDS education, and comprehensive
school health programs. Within the Department of Education, there
is also comprehensive school health and the Drug Free School
Program.

Does it make sense to have three or four layers of
administrative personnel at the federal, state and local levels

responsible for comprehensive school health?

Answer. The leading causes of death, disability, and many
societal problems, to a large degree, are due to a few interrelated
behavior patterns usually established during youth. Comprehensive
school health programs constitute one of this Nation's most
effective and promising strategies to prevent the major health

problems; to provide needed health and social services for youth,

particularly for disadvantaged youth; and through these services, to

improve the educational achievement and economic productivity of our

youth. Schools provide an efficient location for public and private
providers and insurers to make vital health and social services
available for youth.
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To implement comprehensive school health programs, education,
health, and social service agencies at the national, state, and
local levels need to work together as partners. Education agencies
have the mandate to improve educational outcomes, the authority to
establish education policies, and the organizational capacity to
implement school programs. Health agencies have the mandate to
improve health outcomes, the responsibility to direct resources for
health, and the expertise to address a wide range of health issues.
Social service agencies have the mandate to support the
disadvantaged, have access to social service resources, and have
means and expertise to help improve health and education outcomes
among the disadvantaged.

Over the years, funds for school health have been made
available to begin to address fragmented, categorical concerns. In
1992, CDC began funding five states (Arkansas, District of Columbia,
Florida, West Virginia, and Wisconsin) to develop comprehensive
school health programs.

To further promote coordinated efforts, the CDC has strived to
work in conjunction with relevant Federal counterparts and key
partners in health and education throughout the country. In

particular, CDC works very closely at the Federal level with the
Department of Education's (DoEd) Office of the Assistant Secretary
for Elementary and Secondary Education and the Office of
Comprehensive School Health. Also, the Assistant Secretary for
Elementary and Secondary Education and the PHS Assistant Secretary
for Health co-chair the Interagency Committee on School Health.

In April of this year, CDC held two meetings in Atlanta which
included the DoEd and other organizations critical to the success of
the Comprehensive School Health program. These meetings discussed
the prevention of violence in schools and the implementation
strategy in the five States receiving FY 1993 grants for the new
expanded comprehensive school health programs. In June, the CDC has
invited DoEd Secretary Riley and me to address the First Annual
National Conference on School Health — "Building Infrastructure for
Comprehensive School Health Programs." This first session will
provide a new opportunity to collaboratively develop a strategy for
improving school health programs.

IMPACT OF HEALTH CARE REFORM ON HHS AGENCIES

Question. Health care reform will undoubtedly drastically
change the programs and responsibilities of numerous agencies, but
especially the Health Care Financing Administration. How will the
Administration's health reform plan alter the budget request of *HHS
health agencies and, in particular, the Health Care Financing
Administration?

Answer. At this time, the Administration is still completing
its work on health care reform including the effect of reform on the
Health Care Financing Administration (HCFA) and the Public Health
Service (PHS). Please be assured that costs associated with health
care reform will include changes to be reflected in future agency
budget submissions encompassing any new divisions of responsibility.

PAPERWORK AND ADMINISTRATIVE COSTS

Question. There have been various estimates, ranging from $25
to $80 billion, on savings that can be achieved by reducing
paperwork in our health care system. Realistically, what savings in
administrative costs do you expect to see as the result of the
President's health care reform legislation?

Answer. At this point, it is difficult to estimate the
savings that can be achieved in this area as a result of health care
reform. However, given the achievements that have been made in

reducing paperwork and associated costs through electronic
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processing, significant savings seem to be a realistic expectation.
Automation of health care administration, and the consequent
administrative savings remains an important goal of the President's
health reform package.

Question. What specific reductions in Medicare paperwork have
you been able to achieve in response to this Committee's report
language directives over the last two years?

Answer. Medicare is leading the health industry in electronic
data interchange. In FY 1993, Medicare processed 86 percent of
hospital bills, and 60 percent of physician and supplier claims
electronically.

Several steps have been taken to further reduce costs and
paperwork. HCFA has established stringent goals to increase
Electronic Media Claims (EMC) to 92% for hospitals and 71% for all
other providers by the end of 1994. Medicare intermediaries and
carriers are offering low cost electronic claim submission software
and technical support as an incentive to providers considering
switching to electronic billing. Medicare is actively participating
with other payers and providers in the American National Standards
Institutes initiatives to develop universal electronic data
interchange for all health insurance payer-provider transactions.
Additionally, the Medicare Transaction System (MTS) is a major
component of our efforts to capture the efficiencies of advanced
technology. In 1992, Medicare was the first payer to adopt the
American National Standards Institute standard for electronic
remittance notices for hospital payments.

FRAUD AND ABUSE PREVENTION

Question. As you know. Madam Secretary, I've introduced the
Medicare Protection Act (S. 256), which would save billions in
direct Medicare payments through better control of waste, fraud, and
abuse. I hope you will support this legislation. I note your
budget, unfortunately, proposes a cut in Medicare Payment Safeguard
activities — clearly what my bill is designed to prevent.

A similar situation exists in the Social Security
Administration, where budgetary cutbacks have caused a virtual
cessation of "Continuing Disability Reviews." GAO has reported
hundreds of millions of fraudulent payments are going undetected —
which could be prevented with a small investment in monitoring
activities — but Social Security staff are too inundated with
processing new applications to handle disability reviews. How do
you suggest we address these problems?

(Background: The President's Budget reduces Medicare Payment
Safeguards funding from $395.7 million in fiscal 1993 to $388.5
million in fiscal 1994, a cut of $7.2 million. As a result, benefit
savings will drop from $6.3 billion in fiscal 1993 to $5.6 billion
in fiscal 1994. There is no line-item for Social Security
continuing disability reviews.)

Answer. I am keenly aware of the need to protect the
integrity of our trust funds. Both the HCFA and the SSA are
workload driven agencies that require much of their limited
administrative resources be dedicated to making benefit
determinat ions .

HCFA has managed to leverage its limited resources to continue
significant payment safeguard coverage. In the area of Medical
Review/Utilization Review (MR/UR), HCFA has moved to more focussed
reviews of medical practices to single out providers that have shown
a pattern of abuse. Similarly, in the area of Provider Audit, HCFA
has concentrated its efforts in identifying and correcting Part A
providers who exhibit patterns of abuse. In the Medicare Secondary
Payer (MSP) program, HCFA continues with its work on the
IRS/SSA/HCFA data match and will complete work on the Initial
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Enrollment Questionnaire (lEQ) to provide MSP data for potential
beneficiaries at the time of enrollment in Medicare.

SSA has had to make hard choices between competing priorities.
Due to the tremendous influx of initial disability applications over
the last three years, SSA appropriately transferred resources to
getting people who were eligible and needed benefits on the rolls.
In FY 1993, SSA plans to process around 80,000 CDRs and about
100,000 in FY 1994. SSA is currently streamlining the CDR process
by simplifying the medical review criteria and profiling cases so
that resources can be applied more efficiently and effectively.

Both of these situations are classic examples of a problem in
budget where administrative dollars in the discretionary budget
cannot be offset by savings achieved in entitlement dollars.

AOA MANDATED ACTIVITIES

Question. The FY 1994 budget request for the Administration
on Aging requests no increases in funding, with the exception of a

slight increase in Training, Research, and Discretionary Programs.
Within that account, please provide a list of mandated activities,
together with the associated dollar amounts for FY 1993 and FY 1994.

Answer. The following is a listing of the mandated activities
and their FY 1993 and FY 1994 costs:

Mandate

Nutrition Evaluation

National Ombudsman Resource
Center

Study of Targeting of Funds
to States with Elderly
Having Greatest Social and
Economic Needs

Study of Targeting to
States with Greatest
numbers of Older Persons

National Center on Elder
Abuse

National Aging Information
Center

Study of Effectiveness of
State Long Term Care
Ombudsman Programs

Rural Mental Health Care
Training of Service
Providers

Resource Centers for Long
Term Care

Projects to Improve Long
Term Care Services

Supportive Services in

Federally Assisted Housing
Demonstration Program

Senior Transportation
Demonstration Program
Grants

FY 93
Estimated Cost

No Title IV
Cost

(Title III;

$1,500,000)

$500,000

$65,000

$65,000

$350,000

$100,000

$400,000

$1,600,000

$1,000,000

FY 94 Estimated
Cost

$1,500,000
(Title IV)

$500,000

$350,000

$2,500,000

$625,000

$400,000

$1,600,000

$1,000,000

$500,000

$500,000
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Mandate FY 93 FY 94FY 93
Estimated Cost

$500,000

$375,000

Estimated
Cost

$500,000

$375,000

$500,000

$375,000

$4,625,000

Resource Centers on Native
American Elders

Demonstration Programs for
Older Individuals with
Developmental Disabilities

Housing Ombudsman
Demonstration Programs

Foreclosure and Eviction
Assistance Relief Services
Demonstration Programs

Career Preparation for the
Field of Aging

Pension Information and $650,000
Counseling Demonstration
and Technical Assistance
Projects

Music, Art, and Dance $825,000
Therapy Demonstrations and
Technical Assistance

State Legal Services $400,000 $400,000
Hotlines Demonstration and
Technical Assistance
Projects

Question. Of the $25,830,000 requested for this account,
how much of the funding is required for continuing grants or
contracts and how much would be available for new grants or
contracts in FY 19947

Answer. Of the amount requested for Title IV in FY 1994,
$11,330,669 is for continuation funding. Approximately
$12,412,631 would be used for new awards after the required
statutory set-asides for the State Administration of Title III

Supplement ("Hold Harmless") and Disaster Assistance Awards.

ADMINISTRATION ON NATIVE AMERICANS

Question. A considerable amount of concern has been
expressed over the need to provide funding to environmental
hazards on tribal lands. How is ANA addressing these concerns?

Answer. Currently environmental projects are fundable
activities under ANA's current program authority, as long as they
are designed within the framework of its Social and Economic
Development Strategies (SEDS) Policy.

In addition, the Department of Def
Appropriations Act (Public Law 102-396)
than $8,000,000 to begin to clean up env
Defense operations near reservations and
tribes in their planning, development an

programs. ANA and DOD are completing an
transfer these funds to ANA for competit
tribes and organizations for environment
anticipated that the funds will be made
through ANA's competitive financial assi
the awards scheduled for early 1994.

ense FY 1993
made available not less
ironmental damage from
tribal lands by assisting

d implementation of these
interagency agreement to

ive grant awards to Indian
al purposes. It is
available this fall
stance award process with

Question. How many tribal and Native American organizations
are currently eligible for assistance through ANA?
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Answer. The Administration for Native Americans serves all
Native Americans, including over 320 Federally recognized tribes,
approximately 60 tribes that are State recognized or seeking
Federal recognition, urban and rural Indian and Alaska
organizations, over 200 Alaska villages. Native Hawaiian
communities, and populations throughout the Pacific basin.

Question. Does the FY 1994 budget include any funding for
travel to provide monitoring and technical assistance to grantees?

Answer. Yes, the ACF Program Administration line item
includes funds for travel by ANA staff to monitor grantees. The
funding requested is sufficient to allow ANA to monitor at least
one-third of its grantees in FY 1994. Training and Technical
Assistance (T/TA) for FY 1994 will be provided through five three-
year contracts, awarded at the end of FY 1992. Travel costs
necessary for T/TA are included in these contracts.

HRSA/FAMILY PLANNING PROGRAM

Question. The President's Budget requests an increase of
more than 20 percent in funding for the Family Planning Program.
The HRSA submission also stresses the impact that such an increase
would have on the level of family planning services that could be
provided nationwide. Yet the budget also requests a decrease of 4

percent (2 FTE) in staff to administer the program.

How can an expanded program be adequately administered with
fewer staff? What positions are you proposing to eliminate to
accomplish this reduction?

Answer. More than 95 percent of all Title X funds are
allocated to providing services to clients across the nation.
Grants to public and private not for profit entities to support
services are awarded and administered by family planning staff in
the 10 Public Health Service Regional Offices. The requested
increase will provide the additional resources necessary for
service providers to expand services to current clients, to
provide services to women in need who are not now receiving
services, and to hire additional staff required to carry out this
effort.

Federal staff of the Family Planning program set policy and
provide overall direction and oversight to the program. The staff
reduction will most likely be achieved through normal attrition of
Federal staff by broadening the responsibilities of those staff
remaining on the rolls.

Question. Page 165 of the HRSA submission states, "A review
of current data collection activities in the program is now
underway to examine the effectiveness and adequacy of current data
collection methods in providing the family planning services data
required by Congress and the Department."

What is the status of this review? When will it be completed?
Do you anticipate being able to reduce the reporting burden
currently imposed on the public and private non-profit agencies
that administer the Family Planning Program?

Answer. The Office of Population Affairs has recently
completed a review of family planning data needs and options for
meeting the needs. Current plans for revamping family planning
data activities involve both the collection of program data from
Title X grantees as well as providing support for data collection,
research and analyses by several outside organizations. We
propose to continue support for the National Survey of Family
Growth conducted by the National Center for Health Statistics,
CDC, which provides information of family planning trends and
enables a comparison of services provided in Title X settings with
those provided in other clinic and private settings. We also plan
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to award at least one new research grant to analyze existing
family planning data sets, provide estimates of need for publicly
supported family planning services, and perform other analysis
needed to improve provision of family planning services.

Title X grantees have participated in the Bureau Common
Reporting Requirements (BCRR) system for the past 15 years. OmB
clearance for this system expires in December 1994. A new
reporting instrument is currently being developed by the Bureau of

Primary Health Care with participation from the Office of

Population Affairs. We project that the new instrument, which
will be used beginning January 1995, will reduce the burden of

reporting on family planning program data for Title X grantees by
at least 15 percent.

AIDS: HIV CARE (TITLE II)

Question. The President's Budget requests an increase of 17

percent in Title II AIDS funding.

How much of this increase would go towards increased coverage
of pharmaceuticals costs?

Answer. The amounts States and territories use to cover the
cost of pharmaceuticals is at the discretion of the States.
However, a review of State activity suggests a conservative
estimated need in FY 1993 of $83 million. Twelve States had
exhausted their Title II pharmaceutical assistance reserves 1-3
months before new funds were awarded and at least 10 States are at
full capacity. With current client loads and rates of

pharmaceutical use, the States estimate $80 to $90 million are
needed for their drug assistance programs. The increasing number
of persons with HIV infection and AIDS, increasing length of
survival, new drugs, increasing dependency on public systems, and
the increasing costs of treatment will, however, challenge the
capacity of the system to meet the costs of care and result in

higher costs.

Question. What is the "core set" of AIDS-related
pharmaceuticals that is being proposed to be made available to
individuals through States under Title 117 Do some States already
cover these drugs?

Answer. The "core set" of AIDS-related pharmaceuticals,
contained in the HRSA request, makes reference to a possible basic
group of pharmaceuticals, chosen from a much larger group of more
than 50 possible drugs used to treat HIV-related conditions, that
they, the States would cover under the State's Drug Assistance
Program. The pharmaceuticals a State chooses should be based on

proven life saving capability, decrease in morbidity, and cost
savings. There are at least nine classes of drugs that can be
considered. For example, three of these classes are
antiretroviral therapy, Pneumocyctis Carinii Pneumonia (PGP)
prophylaxis, and drugs to treat opportunistic infections. The
increase in funding contained on our request, will provide States'
with greater flexibility in selection based on local needs and
demands. Some States cover only one or two pharmaceuticals and
others cover 50 or more AIDS-related pharmaceuticals.

Question. Why are there such discrepancies between States
regarding the number and/or types of AIDS-related pharmaceuticals
that they will cover? Please provide a table indicating which such
drugs each State covers, and the income requirements that each
State imposes on its residents to qualify for such coverage.

Answer. The number and/or types of AIDS-related
pharmaceuticals covered by a State is at the State's discretion.
Likewise, income requirements also vary widely. The tables we are

submitting provide an indication of the wide diversity among the
States and are based on an informal, unverified review of State

activity in this area.
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* Ryan Whit* Comprataansive AIDS Rasourcas Emergancy Act of 1990
Titla II, Stata-AIDS Drug Assistanca Programs

FEBRUARY 1993 LIST OF SPONSORED DRUGS

TABLE D

1= Acyclovir (Zovirax) 31=
2= Alpha Interferon 32=
3= Amikacin (Amikin) 33=
4= Anphtericin B (Fugizone) 34=
5= Atovaquone (Meprone) 35=
6= Azythromycin 36=
7= Bleomycin 37=
8= Chlorhexd 38=
9= Ciprofloxacin (Cipro) 39=
10= Clarithromycin (Biaxin)
11= Clindamycin 41=
12= Clofazamine (Lamprene) 42=
13= Clorythromycin 43=
14= Clotrimazole (Mycelex) 44=
15= Corticosteroid 45=
16= Cycloserine 46=
17= Cytarabine 47=
18= Dapson 48=
19= Didanosine (ddl/Videx) 49=
20= Epoetin Alfa 50=
21= Erythropoietin 51=
22= Ethambutol
23= Ethionamide 52=
24= Filgrastim 53=
25= Fluconazole (Diflucan) 54=
26= Flucytosine 55=
27= Foscarnet 56=
28= Ganciclovir (Cytovene) 57=
29= Imipenen
30= Immune Globulin IV

Isoniazid (I.N.H.)
Ketoconazole (Nizoral)
Leucovorin
Metrinidazole
Hegastrol Acetate (Megace)
Nystatin (Hycostatin)
Paroraomycinine
Pentamidine
Povidone-Iodine (Betadine)

40= Pnemoccocal Vacine
Primaquine
Pyrazinamide
Pyrimethamine (Daraprim)
Pyrodoxine HCL
Rifabutin
Rifampin
Sargramostim
Streptomycin
Sulfadiazine
Sul fad ox ine/Pyramethine
TMP/SMX (Trimethoprine/
Sulphamethoxazole, Bactrim/Septra
Trimethoprine
Vinblastin
Vincristine
Zalcitabine (ddC, HIVID)
Zidovudine (AZT, Retrovir)
All FDA Approved Drugs

STATE
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Question. The HRSA submission states that approximately 50
percent of Title II SPNS funding since 1991 has been used to
reimburse dental schools for oral health services provided to AIDS
patients. But the 1994 request does not include funds for such
reimbursements .

What will be the effect of no longer providing such
reimbursements?

Answer. We will be able to fund a larger portion of the
Special Projects of National Significance, SPNS, which foster
innovative methods of delivering services, in a variety of
settings, to disenfranchised people with HIV/AIDS.

Question. Please describe the "on-going evaluation" of SPNS
projects that will be used to determine the "focus" and
"categories" of the SPNS activity in 1994.

Answer, One important application of the knowledge gained
from current SPNS projects will be to develop a framework for the
FY 1994 SPNS projects. Further information is needed to
understand the current HIV service delivery question of the
Nation. This information may be available from several sources,
including data from the remaining SPNS projects, trends and
results mold projects funded by other Titles of the CARE Act, and
recommendations from public and private service delivery
personnel, health services researchers, advocates, and consumers.
HRSA is issuing a purchase order for the services of an outside
consultant to gather and analyze data and input from all of these
sources, and to produce a discussion paper for internal and
external review. This discussion paper will lead to the
development of priorities and guidance for the FY 1994 SPNS grant
cycle.

Question. Also describe the adolescent AIDS demonstration
projects you are proposing to fund under SPNS in 1994.

Answer. The Adolescent AIDS demonstration projects we are
proposing will actually begin in FY 1993 and are intended to
demonstrate and evaluate innovated health and/or support services
for adolescents with AIDS/HIV or who are at high risk of HIV
infection. The projects must address one of the following four
areas:

1) Access to early intervention services for hard-to-reach
and underserved adolescents with HIV/AIDS as well as those
at high risk for HIV infection, e.g., youth in the custody
of the juvenile justice system; substance abusing, homeless,
and "throwaway" youth. Projects must included service
components for outreach, HIV counseling and testing, health
status screening, an institution-specific referral network
(based on formal agreements) for primary care and support
services and follow-up; or,

2) Provision of peer-based psychological, social, and/or
practical support services in a mentor, group, or one-on-one
format; or,

3) Access to a more inclusive treatment program through the
integration of mental health and substance abuse services
into existing primary care sites; or,

4) Meeting the full range of physical, psychological,
social, and spiritual needs of adolescents who are seriously
and/or terminally ill as a result of HIV disease, including
ongoing support to their families.

COST OF MEDICAL TREATMENT

Question. Some health care researchers have concluded that
as many as one-third of all medical procedures are inappropriate
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or questionable, adding tens of billions each year to health care
costs.

What specific actions can be taken to reduce the amount of
unnecessary and costly medical treatment?

Answer. The Agency for Health Care Policy and Research
(AHCPR) has identified effective ways to avoid inappropriate or
questionable medical procedures through outcomes and effectiveness
research, development of clinical practice guidelines, including
information booklets for consumers and patients, vigorous
technology assessments, and a comprehensive program of
dissemination to ensure that research findings and information are
provided to appropriate health professionals and consumers in a

rapid, useful manner.

Through outcomes and effectiveness research, AHCPR provides
information on strategies for the prevention, diagnosis,
treatment and management of clinical conditions in terms of
patient outcomes. In particular, the 14 Patient outcomes Research
Teams now in progress on conditions such as back pain, myocardial
infarctions (heart attacks) diabetes, cataracts, and benign
prostate disease are providing clinical recommendations that will
reduce clinical uncertainties and thereby reduce unnecessary and
costly medical treatments.

Further, AHCPR funds development and dissemination of
clinical practice guidelines that are used by health care
practitioners and consumers, to assist in determining how
diseases, disorders, and other health conditions can most
effectively and appropriately be prevented, diagnosed, treated and
managed clinically. This effort synthesizes the enormous
literature on each topic and assists the decision-making process
by practitioners and their patients.

AHCPR also evaluates the safety and effectiveness of new or
existing medical technologies and surgical procedures that are
being considered for coverage under federally reimbursable
programs such as Medicare and CHAMPUS.

Dissemination of patient outcomes research and clinical
practice guidelines is accomplished through use of professional
journal publications, the consumer and trade press, and the mass
media, as well as information networks and conferences sponsored
by AHCPR. This effort includes evaluation of AHCPR' s
dissemination techniques to enure that all research findings and
information is communicated to appropriate audiences in a rapid,
useful manner.

In summary, scientific synthesis of known information,
transmitted rapidly and effectively to practitioners and
consumers/patients should reduce the uncertainties about "what is
best" and reduce inappropriate medical care.

Question. What type of monitoring system will be required
to ensure compliance of health professionals with the practice
guidelines aimed at curtailing inappropriate care?

Answer. While AHCPR does not monitor the use of clinical
practice guidelines in any regulatory sense, the Agency does make
every effort to facilitate their use and evaluate the efforts. The
primary objective now is to provide the guidelines to health care
professionals quickly and in an easily usable format. Each AHCPR
guideline set includes a quick reference guide for practitioners
and work is in progress to translate guidelines into medical
review criteria, standards of quality, and performance measures.
AHCPR's comprehensive dissemination program to inform physicians,
other health care professionals and various organizations like the
American Hospital Association and the Joint Commission on
Accreditation of Health Care Organizations provides the most
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effective method of encouraging health care professionals to use
the guidelines.

Finally, AHCPR works with nearly all health care
organizations to informally monitor the use and effects of
clinical practice guidelines

PUBLIC HEALTH/FIELD STAFFING REDUCTION

Question. For more than 40 years, the CDC has detailed

epidemiologists and other public health specialists to the states,
on a reimbursable basis, to provide the expertise necessary to
develop programs to combat tuberculosis, cancer, lead poisoning,
etc. This has been one of public health's success stories.
Because of the value of that special relationship. Congress has
exempted those CDC employees from federal employment ceilings.

Does the reduction in employment affect those individuals
currently working in the field on a reimbursable basis? How many
positions assigned to the States will be affected?

Answer. CDC ' s planned "reduction" in the number of its
State assignees should not affect anyone currently working in the
field. Even after accounting for the reductions through 1994, CDC
estimates that the number of State assignees will actually
increase from the actual usage of 756 FTE in 1992 to 782 FTE in
1994. The only effect is that the number of State assignees will
not increase as much as they otherwise would have.

Question. Was this decision to include reimbursable
personnel in the FTE reduction one made by your Department?

Answer. Yes, CDC was given the flexibility and chose to

manage its overall FTE reduction by including a reduction in FTEs
it had planned to devote to increasing the number of State
assignees.

ONE-STOP SHOPPING

Question. The press has recently reported on the popularity
of one-stop-shopping centers for the elderly poor. What kinds of
multiservice centers does HHS currently operate for this
population? How does HHS plan to change or improve this model?

Answer. The Older Americans Act encourages the use of
"focal points" as a means of providing coordinated services at the
local level. The Act provides that Area Agencies on Aging give
special consideration to multipurpose services centers which are

community facilities for the organization and provision of a broad
spectrum of services. There is no single model in use. Based on
local needs and capabilities, focal points may simply provide
meals and guidance about available community services, or they may
offer eligibility determination for public benefits, care
coordination, and other services on-site. Although eligibility
for OAA services is not limited to the elderly poor, the OAA
requires targeting on older individuals in greatest economic need.

HHS, through the Administration on Aging can continue to encourage
efforts to implement and improve on this concept.

MECHANISMS FOR HOMEBOUND ELDERLY

Question. The press has recently reported that only 56% of
the eligible elderly receive SSI, and not more than 44% of this
same population receive Food Stamps. It is quite likely that many
of the elderly who are eligible do not receive benefits because

they are unable to leave their homes. What are some of HHS' most
successful mechanisms to serve the homebound elderly, and in

particular those who are eligible but not currently receiving
benefits?
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Answer. The Older American Act (OAA) provides a number of
outreach mechanisms for State and Area Agencies on Aging to reach
out to older individuals with economic and social needs. The
Administration on Aging is working closely with the Social
Security Administration to coordinate their outreach activities to
individuals eligible for but not receiving SSI.

Other examples of successful programs serving the homebound
elderly include home delivered meals and supportive services.
Also, Title HID provides in-home services to frail older
individuals, including those who are victims of Alzheimers disease
and their families.

REAUTHORIZATION OF HOMELESS PROGRAM

Question. The authorization for the Stewart B. McKinney
Emergency Community Services Homeless Grant Program expires this
year. What is the Administration's position on reauthorization of
this important program?

Answer. Authorization for the Stewart B. McKinney Emergency
Community Services is currently scheduled to expire at the end of
FY 1993. The Administration plans to submit legislation to
reauthorize this program for FY 1994. The President's FY 1994
budget request contains $19.8 million to continue this program at
the FY 1993 appropriated level.

CHILD CARE AND WELFARE REFORM

Question. Child care services are key to the success of
welfare reform efforts. Although the Federal Government shares
the costs of providing child care, some are concerned about fiscal
constraints the states face in providing this essential service.

Is the States' capacity to fund child care a limiting factor
in achieving welfare reform goals? Given resource constraints at
the Federal level, what other means can we use to help States
expand their capacity to provide needed child care services?

Answer. We project that as the economy improves. States
will make more and more use of Federal child care matching funds.
Due to tight fiscal constraints, some States have been limited in

their ability to fund child care for welfare recipients seeking to
become self-sufficient. To the extent that their inability to
fund child care prevents individuals from participating in
activities such as the Job Opportunities and Basic Skills (JOBS)
training program (JOBS), child care can be a limiting factor in

people's move from welfare dependence to self-sufficiency. To

help States expand their capacity to provide needed child care
services, twenty-five percent of the funds under the Child Care
and Development Block Grant are reserved for State child care

capacity-building and quality improvement activities. In FY 1994,
over $200 million in Child Care and Development Block grant funds
will be available to States for this purpose.

CONSOLIDATION OF SOCIAL SERVICES

Question. We hear that the Administration, and your
Department in particular, are interested in options for

consolidating social services. Do you anticipate the
consolidation of any programs within your Department, and if so
are there any specific programs currently being considered for
consolidation?

Answer. While the Department does not propose consolidating
social services programs in the FY 1994 budget, one of the

priorities for the incoming Assistant Secretary for the
Administration for Children and Families will be to review the

organization to ensure that resources are being used effectively

68-620 O—93 8
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to meet the complex needs of children and families. I look
forward to working with the Congress to address this important
issue.

CHILD CARE REGULATIONS

Question. Under the past administration, considerable
controversy arose over the regulations issued for the Child Care
and Development Block Grant and the At-Risk Child Care Program
under Title IV-A of the Social Security Act. The States believe
that the regulations limit their flexibility in meeting their
specific child care needs and could degrade the quality of
services provided.

Do you intend to enforce these regulations, as they stand,
rewrite them, or take some other course of action?

Answer. We intend to thoroughly review these regulations,
which have been the subject of much criticism since their
publication, to determine if some of the provisions should be
revised. We will seek input from the States, interest groups,
congressional staff and program administrators in this process.

In completing this review, we will also consider the effect
of changes in the Block Grant regulations on efforts to coordinate
child care programs, particularly the child care programs under
title IV-A of the Social Security Act. We hope to complete our
review in the near future.

SOCIAL SECURITY TELEPHONE SERVICE

Question. In March 1993, GAO reported high telephone busy
signal rates at certain local Social Security field offices.
How do you plan to improve phone service at these offices?

Answer. People strongly prefer conducting business with SSA
over the telephone. The national 800 number service, established
in order to improve overall service to the public, has over 3,500
teleservice representatives, located in 37 teleservice centers,
who are trained to respond to all types of inquiries from the
public. There is an additional cadre of 655 employees to respond
to calls from the public on the busiest days. Over 55 million
calls to the 800 number were answered during fiscal year 1992.

During the same period as the GAO survey, SSA's 800 number had a
call completion rate of 93.6 percent.

However, we are aware that the public may encounter
difficulties when attempting to contact local SSA field offices by
telephone. The Omnibus Budget Reconciliation Act of 1990, which
mandated the restoration of telephone access to levels available
prior to October 1989, did not provide funding for additional
staffing in affected offices. SSA will continue to try to improve
service at its field office within budgetary constraints.

Question. How much will it cost?

Answer. Legislation has been introduced in Congress as part
of the Omnibus Budget Reconciliation Bill of 1994 that would
require SSA to reinstall and maintain about 800 more lines at a
cost of about $2 million, with annual operating expenses estimated
at $320,000. If SSA were required to fully staff the reconnected
phone lines in field offices, while maintaining the 800 number,
SSA would need an additional 800 workyears and $30 million
annually.

SOCIAL SECURITY MANAGEMENT

Question. A key factor in managing SSA's operation is a
planning process which guides policy, budget, and ADP
modernization in both the short and long term. While SSA has
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developed a new long-range plan, it has not completed those
planning activities it considers essential for determining the
most cost-effective ADP design to meet future operational
requirements. These activities include: deter*mining what
functions the agency wants to perform and what field structure is
optimum to support the type of public service envisioned by the
long-range plan, and determining the level, location, and type of
resources needed to achieve its plan.
When will these activities be completed?

Answer. SSA has an Agency Strategic Plan (ASP) in place
which defines its service delivery goals and objectives and
identifies the five priorities on which SSA intends to focus its
long-range change efforts. SSA has developed and is refining over
100 tactical plans for initiatives that support the priorities.
These plans, which will be formulated in FY 1993 and updated
annually, will describe the approaches to be taken for re-
engineering business processes and will provide schedules and
preliminary cost estimates for implementation. The plans will
also address what impact implementation could be expected to have
on service delivery goals and objectives.

The ASP is being supplemented with plans which will add a
"how-to" focus to the Agency's mission. The Information Systems
Plan will be updated to provide the tactical direction for
implementing the automated systems needed to supj>ort the processes
specified in the strategic priority tactical plans. Also planned
or under development are the Service Delivery, Human Resources,
and Facilities Plans. These will show how SSA plans to meet the
service delivery goals and what impact will be realized on human
resources and Agency facilities. The three plans will be
published during 1993 and subsequently integrated into the SSA-
wide business and strategic planning processes.

Question. What is the cost involved?

Answer. The Information Systems Plan (ISP) serves as SSA's
long-range plan for the implementation of information systems. It
includes schedules for major systems initiatives and a business
plan which contains budget formulation data. The September 1992
ISP identifies 33 major systems initiatives in the areas of
computing platforms, application software, data management and
communications that are planned to achieve the target systems
environment .

SSA is in the process of determining the total cost of the
systems initiatives required to support its strategic priorities.
SSA has developed over 100 tactical plans for initiatives that
support these priorities. These plans are being updated and will
describe the approach to be taken for reengineering business
processes and will provide schedules and preliminary cost
estimates for implementation. The ISP is updated annually and
will be revised to provide direction for implementing the
automated systems needed to support the processes specified in
these tactical plans.

The Automation Investment Fund (AIF) requested in the fiscal
year (FY) 1994 budget will be used during Fys 1994-98 to invest in
the creation of a state-of-the-art computing network, including
related equipment and administrative expenses. The AIF would
support the ISP initiatives dealing with cooperative processing,
communications and intelligent workstation/local area
network-based application software.

Question. What are your plans for your computer system for
the next year?

Answer. The FY 1994 President's budget includes
$1,125 billion in no-year funding for an Automation Investment
fund for SSA. SSA plans to use these funds during FY 1994 - 1998
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to Invest In the national Implementation of SSA's Intelligent
Workstation/Local Area Network (IWS/LAN) project, support proceae
re-engineering studies and pilots, and support selected
Investments In technology derived from SSA's tactical plans.

The major component of the Automation Investment fund is the
nationwide implementation of the IWS/LAN initiative. About
$812 million of this funding would come from the Automation
Investment fund during the FY 1994 - 1998 period.

Projected funding requirements for IWS/LAN include initial
acquisition and ongoing costs for hardware and software,
telecommunications, maintenance, site preparation and
installation, ergonomic furniture, training and associated
administrative expenses. Nationwide implementation of this

project is scheduled to be accomplished in >.wo phases.

IWS/LAN Phase I equipment installations will occur over Fys
1995 -1997 in SSA's field offices, teleservice centers and program
service centers. SSA projects that 2,160 workyears in annual
savings can be obtained from IWS/LAN Phase I. These workyear
savings, along with savings from other automation investments,
will be used to enable SSA to meet anticipated workload growth.

Phase II of IWS/LAN national implementation is planned for

Fys 1996 - 1998 to address the rest of SSA and the State
Disability Determination Services. The implementation of this

phase will be based on the results of process re-engineering
studies and additional pilots.

This incremental approach to IWS/LAN national implementation
is in accord with SSA's commitment to a process re-engineering
strategy that considers changes in the way work is done and
ensures that systems designs and automation investments are

effective, efficient and economical. This approach reflects the

guidance of the General Accounting Office, the National Academy of

Sciences and the Office of the Inspector General, Department of
Health and Human Services.

The remaining $313 million in the Automation Investment Fund
will be set aside for selected ASP investments in new technology
driven by SSA's tactical plans and related process re-engineering
studies and pilots. ASP-related investments, in areas such as
document imaging, are likely to result in enhancements to IWS/LAN
configurations, but may extend to technology beyond the IWS/LAN
project. SSA will ensure that all investments are well founded,
cost effective and consistent with its long-term strategies.

Question. How do these plans match with your agency's
operational and financial management needs on a priority basis?

Answer. SSA must continue to make tough choices in light of

budgetary limitations. The backlogs in disability case

processing, for example, are of substantial concern to me.

However, we see the Automation Investment funding as the key to

any long-range solution to the problem of handling burgeoning
workloads. The $1,125 billion, to be invested in automation over
5 years, will enable SSA to reengineer the method in which SSA and
the DDSs process disability work and thus reap long-term benefits.

Question. What do your field staff believe are the most
needed systems advances to help them meet future workloads?

Answer. Field staff are most Interested in systems advances
that will automate manual processes, such as the modernized SSI
claims system, upgrades to automate the back end of the title II

claims process, integration of our independent claims systems, and
the modernization of our disability processes. These kinds of
enhancements to field systems capabilities will facilitate
increased productivity and improved service to the public.



225

Question. In regard to back-up systems (a) what method does
SSA currently use to back up its most critical data bases for
making program payments and serving the public? and (b) how much
does this back-up system cost annually?

Answer. SSA's current computer Backup and Recovery System
provides support for the critical batch workloads processed at the
National Computer Center (NCC) . The funding for FY 1993 to
support SSA's computer Backup and Recovery System is $1,316,000.
The funding for FY 1994 is $1,280,000. These funds will be spent
to provide commercial backup and recovery services to support the
critical NCC workloads.

Planned short-term improvements will support SSA's critical
modernized batch and online workloads processed at the NCC. The
approximate cost for short-term improvements for FY 1993-1996 is

$5,161,000.

Planned long-term improvements will enhance support for the
modernized batch and online workloads processed at the NCC and

provide a more distributed processing approach that will include
SSA field components. The approximate cost for long-term
improvements for FY 1997-2001 is $6,400,000.

EVALUATION OF JOBS PROGRAM

Question. The Department of Health and Human Services and
the Department of Education agreed to jointly fund a longitudinal
evaluation of the Family Support Act's Job Opportunities and Basic
Skills (JOBS) training program.

Do you intend to extend that interagency agreement with
Secretary Riley, and to pursue coordination strategies with
respect to the education, training and employment-related services
for welfare clients that are funded by your and their respective
agencies?

Answer. The interagency agreement between HHS and the

Department of Education involving the JOBS program currently
extends through the year 2000, as does the JOBS evaluation
contract. At this time, no further extension of this agreement is

necessary. We will certainly continue to work closely with the
Department of Education to coordinate programs and strategies
related to education, training and employment-related services for
welfare clients that are funded by our respective agencies.

Question. How much does your budget allocate in fiscal 1994
for the contract with the Manpower Demonstration Research
Corporation to continue the evaluation of the Job Opportunities
and Basic Skills training program?

Answer. Funding for the contract with the Manpower
Demonstration Research Corj>oration (MDRC) to evaluate the JOBS
programs comes from the budgets of a number of different agencies.
Funds are sometimes used in the fiscal year in which they are
appropriated, and sometimes used to forward fund portions of the
contract. In FY 1994, approximately $2.05 million in HHS
appropriations will be transferred to the fund which supports this
contract, supplemented by an additional $636,000 transferred from
Department of Education appropriations. However, based on the
budgeted amount for the MDRC contract, approximately $3.8 million
will actually be expended on this contract in FY 1994.

Question. Does the Department of Education budget include
money for the evaluation contract and, if so, how much?

Answer. The Department of Education is expected to transfer
$636,000 for this evaluation contract to HHS in FY 1994.

Question. Do you believe your agency's allocation plus that
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of the Department of Education, will adequately fund the
continuation of the evaluation?

Answer. We believe that there will be adequate funding to
continue this evaluation contract in FY 1994.

LEGISLATIVE PROPOSAL ON ESTABLISHING PATERNITY

Question. The Administration proposes to save $12 million
in Aid to Families with Dependent Children (AFDC) payments this
year and $285 million over the next four years through
strengthened state efforts to establish paternities. Many states
have or are initiating Voluntary Hospital Paternity Establishment
programs. Some States, however, are concerned that such programs
are unconstitutional because they do not provide adequate
protection to the alleged fathers.

Is there a particular state the Administration is using as a
model for its proposal?

Answer. Our proposal to strengthen voluntary
acknowledgement of paternity grew out of recommendations developed
by the U.S. Commission on Interstate Child Support. In its report
to Congress, the Commission cited the States of Washington and
Virginia for having pioneered successful efforts to encourage
parents of nonmarital children to formally acknowledge their
parentage at the hospital, shortly after the birth of the child.

Question. In estimating the $12 million savings in Aid to
Families with Dependent Children payments, has the Administration
considered the additional child support enforcement administrative
costs required to expand the Voluntary Hospital Paternity
Establishment Program to all States?

Answer. In pricing our proposal to strengthen paternity
establishment, including expansion of voluntary hospital paternity
establishment, we did take into account additional child support
administrative costs which would be required. These are offset,
however, by the administrative cost savings which result both from
not having to pursue paternity through more formal legal channels
and from not having to require expensive genetic testing.

AUTOMATED CHILD SUPPORT SYSTEMS

Question. Congress has recognized the need for automated
systems in States to improve the operation of the Child Support
Enforcement Program and has provided federal funding at the 90
percent level for this system for the last 10 years. The Family
Support Act of 1988 mandates that all states have a fully
operational automated child support system that meets federal
requirements by October 1995. As of February 1993, only 13 states
had certified systems operating.

What is the current status of these systems, and what is the
Administration's position if these systems are not in place and
operational at that time?

Answer. The Administration supports current law
requirements and believes that States should move expeditiously to
meet the goals. To date, 13 States have systems operating which
are certified as meeting all of the requirements of the 1984 child
support amendments. To date, no States have automated systems
certified for all of the requirement of the 1988 amendments in the
Family Support Act, P.L. 100-485. Hov;ever, all States currently
have approved advance planning documents (APD's) which include
schedules that reflect completion and certification of their
systems by the September 30, 1995 deadline. Under current law, if
a State does not have an operational system in place as of this
deadline, its State plan for its Child Support program will be
considered out of compliance. A State which is out of compliance
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faces potentially severe penalties, including withdrawal of all
Federal funding for its title IV-D child support enforcement
operations until it comes back into compliance. Opportunities to
come into compliance are available to States throughout this
process, and the sanctioning process terminates if a State comes
back into compliance in the meantime.

Question,
systems?

What has been spent to date establishing these

Answer. In the twelve years between 1981 and 1992, State
systems eligible for enhanced 90 percent matching have received a
total of $328 million in Federal and State dollars.

Question. What do you estimate will be the total cost?

Answer. Current estimates of additional Federal and State
spending in FY 1993 and subsequent years on these systems totals
$672 million. This would bring the total cost for these systems
to $1 billion dollars. Substantial additional funds have also
been made available to States for automated systems at the regular
66 percent matching rate.

CHILD SUPPORT ENFORCEMENT NETWORK

Question. The General Accounting Office (

that the Department of Health and Human Services
the contract for a nationwide telecommunications
the Child Support Enforcement Network (CSENET) .

that the Office of Child Support Enforcement had
demonstrated that the network was the most feasi
automated approach for increasing interstate col
improving the Child Support Enforcement Program,
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not proceed with
network called
The GAO reported
not adequately

ble and effective
lections and
However, despite

act .

What is the current status of this network? Is it implemented
and operational? If not, why not?

Answer. The (CSENet) contract to establish a nationwide
communications network for electronic transmission and receipt of
interstate child support case information was awarded on May 1,
1992. Phase I of the contract, which includes development of the
CSENet application software, installation of the workstations in
52 sites and training of State staff has been completed. We are
currently implementing Phase II of CSENet in which States develop
an automated interface between CSENet and their statewide
automated child support enforcement systems. A limited amount of
technical assistance by the CSENet contractor will be available to
assist States in their interface efforts. Twenty States are
currently using CSENet to exchange interstate case data with
neighboring States.

Question. What are the total costs to date associated with
the development and deployment of the system?

Answer. A summary of the funding used by this project by
fiscal year follows:

CSENet Funding Summary By Fiscal Year



228

operational and telecommunication costs of CSENet will be charged
back to the States. States' fixed price costs for optional years
two through eight average $40,000 a month or less than $1,000 per
State per month.

WASTE IN CHILD SUPPORT SYSTEMS

Question. The Department of Health and Human Services'
Office of Information Systems Management is responsible for

assessing and certifying states, automated child support systems
mandated by the Family Support Act of 1988. In a 1992 report
entitled CHILD "Support Enforcement: Timely Action Needed to
Correct System Development Programs", the General Accounting
Office identified the development of three seriously flawed
systems that the Office of Child Support Enforcement allowed to
continue without requiring corrective action, at a cost of over
$32 million in federal funds, before efforts were stopped and
redirected.

Has the Office of Child Support Enforcement identified other
flawed systems requiring corrective action? What are the
additional losses from these failed system development efforts?

Answer. We have not identified systems, other than the
three identified by GAO, which have encountered problems of a

serious enough nature to require that a State stop the project
without full implementation.

Question. What steps has the Office of Child Support
Enforcement taken to avoid further waste of federal funds in the
development of States' automated child support systems?

Answer. A very important monitoring step that has been
taken is to increase the number of computer specialists in the
Administration for Children and Families' regional offices. Most

regions now have three computer •pecialists to work closely with
the States and to insure that early intervention occurs if a State
is experiencing problems. This early intervention is responsive
to the GAO recommendation that "timely action is needed."

The three States identified by GAO were States which had
failed to effectively plan their projects. Two of the three were
approved in the early 1980's, prior to the current requirement for
a formal planning phase. Further, although in each of these three
States the projects were stopped, each is now managing its child
support program using the automated case management module
developed as part of its development effort. In each of these
three States, the State has achieved the benefits projected in the

approved planning documents. Therefore, the Department does not
consider these three projects to have been failed system
development efforts or that there was a waste of Federal funds.

LEGISLATIVE PROPOSAL FOR MEDICAID SAVINGS

Question. The Administration proposes to save $220 million
in Medicaid outlays in the next four years by expanding Medical
Support Enforcement through greater requirements on the states.
Yet, in 1992, the U.S. General Accounting Office estimated that
Medicaid could save at least $122 million annually if noncustodial
fathers paying cash support provided health insurance as required.
In addition, the GAO reported that the effectiveness of more
aggressive state efforts will be limited unless changes are made
to the Employee Retirement Income Security Act of 1974 (ERISA).

Do you think that the estimate of $220 million in Medicaid
savings is realistic?

Answer. We believe our savings estimate of $220 million
over five years for the President's Budget proposal is realistic.
The estimate in the GAO report assumes the potential savings if
CSE is 100 percent successful in enforcing medical support.

I
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In calculating the savings estimate we used modest growth
assumptions for the percentage of child support awards which
result in the child actually obtaining insurance (10%).

Question. Do the projected Medicaid cost savings rely
solely on the changes to state statutes? Or, is the Administration
planning on requesting changes to ERISA to enhance state
authority?

Answer. The President's budget proposal requires States to
have certain laws in effect which relate to health insurance

coverage of children by non-custodial parents. The budget
proposal did not include any ERISA changes. However, ERISA law

requires ERISA plans to comply with State laws regarding health
insurance.

Specifically, the President's proposal requires States to
have laws which (1) prohibit insurers from discriminating against
non-resident children, (2) provide for open enrollment, and (3)

require State Medicaid agencies to garnish wages or withhold tax
refunds for persons who do not pay court order costs.

MEDICAI. SUPPORT

Question. Is the Administration concerned that more

aggressive enforcement of medical support will simply mean that
cash awards will be lowered by the courts to balance medical care

coverage and cash payments?

Answer. Most medical support court orders ill not result in
a reduction in the child 8upp>ort cash award. The extent to which
cash awards will be affected is dependent upon the non-custodial
parent's health insurance plan. Health coverage plans which
require larger out-of-pocket premium payments by non-custodial

parents will result in reduced cash awards. However, the need to
have children insured when appropriate is paramount.

The Administration is committed to child support
enforcement. This includes medical support enforcement as well.
In developing the budget proposal, we wanted good policy which was
consistent with our other child support enforcement efforts.

SAVINGS FROH REORGANIZATIONS AT RHS

Question. Within the past 7 years, the Department of Health
and Human Services (HHS) undertook two major reorganizations —
one in 1986 establishing the Family Support Administration, and
another in 1991 establishing the Administration for Children and
Families -for the purpose of coordinating programs having the most
direct impact on the family in order to more efficiently
administer programs providing services to families.

What concrete efficiencies can the Department point to

resulting from these reorganizations?

Answer. The goal is being accomplished in many ways
including: coordinating activities and sharing information about
similar programs; identifying and minimizing conflicts between
different programs; conducting joint training and technical
assistance on cross-cutting program issues, etc. For example,
closer coordination between the Head Start and child care programs
encourages "wrap around" child care at Head Start sites. Closer
coordination of the JOBS program and Head Start helps to ensure
that families who are potentially eligible for both programs are

actually able to participate in them.

Question. What are the cost savings attributed to these

reorganizations?

Answer. The reorganization that established ACF in 1991 was



230

not designed to result in administrative cost savings, but rather
to better coordinate over 60 Federal programs serving children and
families.

POSSIBLE CHILD SUPPORT LEGISLATION

Question. We have been hearing that President Clinton's
proposals for improving child support may include having the
Internal Revenue Service (IRS) pursue so-called dead-beat dads for
unpaid child support — especially to get unpaid child support
from dads that in fact can pay.

How would this effort be different from the mechanism already
in place allowing for states to submit delinquent fathers to IRS
for offset of tax refunds and the so-called "full collection"
effort where the IRS pursues delinquent child support with the
same enforcement tools used for delinquent taxes?

Answer. President Clinton has endorsed giving the Internal
Revenue Service (IRS) a greater role in pursuing the collection of
both currently due and overdue child support obligations. This
would include continued use of existing mechanisms, liJce income
tax refund offsets and IRS "full collection" efforts, and entail
the exploration of alternative ways to involve the IRS in

improving child support collections. Existing approaches need to
be made easier for States to use, and their use expanded. In FY
1991, for example, the IRS tax offset process resulted in
collections in only .8 million of the 3 million cases submitted,
for a total of only $0.5 billion of the $16.8 billion due these
cases. Alternative ways to involve the IRS will be reviewed as
part of President Clinton's welfare reform initiative.

Question. If not different, how could coordination between
the IRS and the office of Child Support Enforcement be improved to
maximize the use of this enforcement tool available to make
non-custodial parents pay?

Answer. If the approaches involving the IRS were to remain
essentially the same as those now in use (e.g., tax offset, full
collections), coordination could be improved by making access to
these enforcement tools simpler and more open. In particular,
regulatory criteria regarding who can use these options, and when,
could be simplified; their use could be made more uniform across
IRS field offices; and their availability could be aggressively
promoted by both the IRS and the Office of Child Support
Enforcement.

Question.' What are the cost implications to the federal
government of transferring this enforcement responsibility, which
has been the responsibility of , the states, to the Internal Revenue
Service?

Answer. We are not aware of any information that is

currently available on the costs of transferring collection
functions from the States to the Internal Revenue Service.

CHILD SUPPORT PATERNITY PROGRAMS

Question. States with Hospital Voluntary Paternity
Establishment programs are finding that many of the acknowledged
paternities do not become child support enforcement cases
immediately after the mother and child leave the hospital.
Instead, many mothers may not seek public assistance or child
support services for several years after the birth.

Thus far, what percentage of in-hospital voluntary paternity
establishments have subsequently become child support cases?

Answer. Preliminary data from analysis by the State of
Washington suggest that approximately 40 percent of in-hospital
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voluntary paternity establishments may at a subsequent point
become title IV-D child support cases.

Question. What are the estimated savings being achieved
from the in-hospital voluntary paternity establishment programs?
What is the basis for your estimate?

Answer. It is difficult to judge the magnitude of savings
being achieved from in-hospital voluntary paternity establishment

programs. Even when paternity is established in the hospital,
savings are not realized unless and until an order is established
and enforced. Further, unless this occurs through the State's
Child Support Enforcement program and not privately, it is not
possible to monitor what is being collected. Finally, it is

important to remember that benefits from hospital paternity
establishment are not simply monetary; there are also social,
legal, medical and emotional benefits which accrue to children
whose paternity has been acknowledged.

STATE SPENDING ON JOBS PROGRAM

Question. In the last two fiscal years, in the face of
little or no economic growth and related budget problems, states
have drawn down about $600 million of the $1 billion authorized
for the JOBS program.

As States' fiscal conditions improve, does the
Administration expect a sizable increase in state draw-downs of
authorized federal funds for the JOBS program? Has the
Administration taken this possibility into account in considering
the JOBS program budget?

Answer. Tight fiscal conditions in many States have slowed
their ability to match and draw-down JOBS funds. As these
conditions improve, we expect that most States will increase their
draw-downs of JOBS funds, tapping the full level of their
entitlement. This expectation is reflected in our long-range
budget estimates of the funding needed for this program.

SOARING WELFARE ROIXS DESPITE JOBS PROGRAM

Question. The Family Support Act of 1988 revised federal
welfare-to-work policy to encourage states to involve more of
their AFDC recipients in education and employment activities and
target resources on the most dependent. Yet, AFDC caseloads have
soared during the implementation of this program.

What progress has been made in reducing dependence among
families on welfare?

Answer. Through expanding participation in the JOBS
program, and increased collections through the Child Support
Enforcement program, we believe that progress is being made in
reducing dependence among families on welfare. In five short
years, JOBS has become operational in all States, with an average
of 550,000 monthly participants. While it remains too early to
assess JOBS's success nationwide, tentative results from
evaluations to date suggest its effectiveness. For example, a

study of the GAIN program in California, which was conducted in
several counties, compared GAIN, a JOBS-like program, with the
AFDC program before the Family Support Act took effect. That
study showed variable impacts across counties, but one can say
from the initial results that there were generally higher earnings
and lower AFDC payments among GAIN participants than among the
control group.

In child support enforcement, collections on behalf of AFDC
and non-AFDC families alike continue to climb. In the last five
years collections on behalf of AFDC families have increased by
approximately 11 percent annually, from $1.6 billion in 1989 to
the S2.5 billion projected for collection through the end of 1993.
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Up to the first $50 of these collections goes directly to the

families if they remain on the rolls, but the collections can also
provide enough additional income to other families that, coupled
with earnings, they are sometimes able to leave the rolls
entirely.

Question. Is there any evidence to suggest that welfare
caseloads might actually have been larger, due to the recession,
if it had not been for this JOBS program?

Answer. The impact of JOBS on reducing welfare caseloads
is currently unknown. However, we do know that on average,
approximately 550,000 individuals are participating in JOBS each
month. From anecdotal evidence, we know that participants have
left the rolls through JOBS job clubs, or as a result of skills
and training acquired through the program, while others have moved
closer to self-sufficiency by increasing their earnings as a

result of education, training or work experience gained while in
the program. Were the JOBS program not available to these
participants, it is probable that the welfare rolls would be even
higher.

JOBS PROGRAM COOPERATION

Question. To a great extent, the success of welfare-to-work
programs hinges on the joint efforts of the Departments of Labor,
Health and Human Services, and Education and their counterparts at
the state and local levels.

What plans do you have to forge links with these other
federal departments and to encourage cooperation among federal,
state, and local agencies?

Answer. HHS has actively worked with other Departments to
coordinate activities related to the JOBS program. We will
continue to work cooperatively with other Departments on
activities like those discussed below;

- HHS coordinates extensively with various offices of DOL and
ED, with Interior (BIA), with HUD and with other HHS
Operating Divisions (e.g. Head Start, Title XX, and the
Administration for Native Americans) to assist with these
contracts and other JOBS-related TA efforts. This
coordination is maintained on an on-going basis among the
Departments through assigned staff who exchange employment,
education, training and supportive services TA-related
information .

ACF regional offices have collaborated with DOL on various
regional conferences. The regional offices continue to
coordinate with DOL on conferences and other activities to
assist State/localities with JOBS and related programs.

The Departments of HHS, Labor and Education executed an

interagency agreement to coordinate all JOBS related
activities. This agreement authorized these agencies to
share responsibility and funding for two TA contracts.

- Coordination is one of the major priority areas under the TA
contract with States. A series of program design workshops,
for which coordination was an underlying theme, was held
nationwide in FY 1991 and in FY 1992. In addition, the
contractor has developed a coordination guide to help State
and local managers of JOBS and related programs work more
effectively together to serve JOBS participants.

ACF/HHS and DOL worked closely with the Department of
Education on a national conference, "Coordinating Education
and Training for a Skilled Workforce," held July 1991 for
State top administrators responsible for the vocational
education, adult education, the JTPA, and the JOBS programs.
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- HHS staff also give presentations at meetings and
conferences sponsored by other Federal agencies.

DISABILITY WORKLOADS AND BACKLOGS

Question. The President's budget identifies processing
Social Security disability workloads as a priority area. What has
caused the large growth in this workload and do you project that
high levels of disability claims will continue?

Answer. SSA continues to face growing disability workloads.
SSA estimates that in FY 1994 more than 2.8 million initial
disability claims will be sent to the State Disability
Determination Services (DDS). This is a 65% increase over the
claims received by the States in FY 1990.

Although the experts have not reached consensus as to
whether the rise in disability applications is temporary or
permanent, SSA believes a number of causes underlie the continuing
upward trend in applications. These include: the net effect of 10
years of legislation, regulatory and court changes that may make
entitlement less restrictive; increased public awareness due to
agency and advocacy group activities; increased unemployment and
the declining value of real wages, and the aging baby-boom
population placing more people in an age category where they are
more likely to become disabled. We have set in place an analysis
and research program to review the extent to which each of these
factors has affected the growth in applications.

Question. The budget proposes to decrease Social Security
staffing in FY 1993 and FY 1994 despite growing disability and
hearing workloads.

Answer. We are closely monitoring the disability process
and the time it takes for case processing. In determining how
staffing reductions will be allocated, I have looked very closely
at individual agency needs and the services they provide. Similar
to other agencies, SSA will be faced with limited resources, and
the resulting challenge to work smarter.

Fortunately, SSA is ahead of many agencies because it has
developed a long range Agency Strategic Plan which recognizes this
challenge and contains initiatives which will help the agency to
operate under future staffing constraints. A critical aspect in
SSA' 8 plan is the use of technology to handle growing workloads.

Question. Is the President's budget request adequate to
deal with the disability workloads you project?

Answer. We anticipate that SSA will be able to maintain
service levels with the exception of the disability workload. I

am deeply concerned about the backlogs of disability cases. Over
the last three years, applications for disability claims have
increased by 41 percent. Although we are proud of the Social
Security Administration's efforts to manage this growth, workload
pressures continue to build.

The President's request includes a $1.1 billion multi-year
investment fund to create a state-of-the-art computing network.
These funds provide dedicated resources for planning, testing and

implementing SSA's systems initiatives.

We believe that over the next 4 years SSA should be able
handle growing workloads through using technology and implementing
innovative, cost-effective alternatives to its current procedures.

Question. If the full request is approved, will disability
or hearings backlogs be reduced, remain at their current level, or

grow by the end of FY 1994?
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Answer. Our goal is to continue that solid service level to
America's most vulnerable citizens — the elderly and disabled --
as best we can within resource constraints.

The President's Budget invests S120 million to permit SSA to
maintain its case processing momentum and avoid even greater
growth in backlogs. Maintaining resources for State Agencies to
process disability claims is a top priority. SSA will invest
$1,048 billion in FY 1994 in the State Disability Determination
Services, a 3% percent increase over FY 1993.

THE AUTOMATION INVESTMENT FUND

Question. Given the need to focus limited resources on the
Nation's highest priorities, why does the budget propose a Sl.l
billion automation investment fund for the Social Security
Administration?

Answer. The use of technology is critical for SSA to handle
its growing workloads with limited resources. In the past, SSA has
achieved significant improvements in productivity and service
through investments in automation.

In light of future resource constraints, we continue to
believe that modernizing our systems is the right thing to do.
Furthermore, we are convinced that investing in new technologies
is the right strategy to allow SSA the flexibility to improve the
quality of our services and achieve our long range strategic
priorities.

Question. What will we get for this $1.1 billion
investment?

Answer. This investment will enable SSA to provide state-
of-the-art automation to all of SSA field offices and State
Disability Determination Services (DDSs), training, fund studies
to re-engineer current processes, replace outdated equipment and
systems furniture and support further enhancements based on the
Agency Strategic Plan
We need to invest in technology and re-engineer procedures in
order to realize the plan's long range goals.

Throughout our analysis, we have consulted with the National
Academy of Sciences (NAS), the General Accounting Office (GAO),
and the Office of Inspector General (OIG) to ensure that our plans
were consistent with other experts familiar with our process.
These agencies have provided us with guidance which supports this
investment .

We are confident that the long-term benefits from this
investment will help SSA meet the needs of the disability program
and other challenges in future years.

ENDING WELFARE AS WE KNOW IT

Question. The President has said he will build upon the

Family Support Act as he moves to end welfare as we know it. Yet,
the proposed budget for the federal Job Opportunities and Basic
Skills Training (JOBS) program shows no departure from the JOBS
program budget of the previous Administration.

What plans does the Administration have, if any, to seek
amendment to the authorized JOBS program funding levels?

Answer. The FY 1994 budget does not propose any changes to
amend the current authorized JOBS program funding levels. It

does, however, seek the full entitlement for FY 1994 under current
law, which rises by $100 million to $1.1 billion. Further, as

part of the Administration's planned review of welfare programs.
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in the context of ending welfare as we now know it, the JOBS
program will be carefully reviewed.

Question. When does the administration plan to submit a
welfare reform proposal?

Answer. Work has begun at the staff level to review
existing welfare programs with the goal of "ending welfare as we
know it." At the end of this review, proposals will be submitted
to implement recommended changes. While, at this time, no date
has been set for submission of a completed welfare reform
proposal, we hope to have our proposal finalized by this Fall.

NATIONAL UNIFORM ELECTRONIC DATA HEALTH SYSTEM

Question. Last year's Senate Report discussed studies which
have shown substantial amounts could be saved from our $817
billion national health care bill through development and
implementation of a national uniform electronic billings, claims,
and data system. It urged the Health Care Financing
Administration to support research and demonstration projects in
such areas as billings systems, clinical systems, and coordination
of benefits.

What is the status of activities toward developing such a
data system? How much would it cost for several multi-year pilot
projects?

Answer. The Health Care Financing Administration (HCFA)
will implement its new uniform electronic bill, the UB-92, in
October 1993. At present, HCFA is finalizing instructions to
Medicare contractors.

As you may be aware, the Department is a founding member of
the Workgroup for Electronic Data Interchange (WEDI), a

public/private task force establishing a timetable to automate
most health care administrative functions including claims
processing and data systems development. WEDI is co-chaired by
the presidents of the Blue Cross and Blue Shield Association and
the Travelers Insurance Company. Staffs from several private
insurers and this Department have been meeting to assess and
mobilize the health industry's use of technology to streamline
health care financing. Included in these efforts are the
establishment of data standards for electronic data interchange
through the American National Standards Institute (ANSI).

HCFA has also been in the forefront of automating claims

processing and data systems. In recent years and with
Congressional support, HCFA has provided incentives for health
care providers to submit their billings and claims electronically.
Nearly 90 percent of all Part A Medicare billings and nearly 60

percent of all Part B Medicare claims are received electronically.
HCFA is currently in the process of procuring a contractor to

design and create its new Medicare Transaction System (MTS) to

process all claims and billings. HCFA also has instituted its
Common Working File which is a combined database allowing
providers and contractors to make on-line, interactive inquiries on

beneficiary eligibility, medical utilization, and deductible
status.

The Administration's efforts in health care reform is

looking at administrative streamlining through uniform electronic
health care data and electronic interchange systems.

SUBSTANCE ABUSE & MENTAL HEALTH SERVICES ADMIN.

Question. Why is there no increase in funding for the
Center for Mental Health Services?

Answer. The 1994 President's budget highlighted investment
increases in areas of particular public health concern, such as
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childhood immunizations, drug abuse treatment and prevention,
AIDS, tuberculosis, and women's health. While the budget for the
programs of SAMHSA's Center for Mental Health Services is
straightl ined from 1993 into 1994, the reallocations from the
President's call for administrative savings should increase some
dollars for direct service delivery. In addition, we can say that
the Health Care Reform Task Force is reviewing the role of mental
health benefits in the context of health care reform.

Question. The President's FY 1994 budget request provides a
substantial increase in funding for Capacity Expansion and level
funding for the Substance Abuse Block Grant. Why does the
President's budget put increased resources in Capacity Expansion
rather than the Substance Abuse Block Grant?

Answer. One of SAMHSA's highest priorities in 1994 is the
expansion of effective drug treatment capacity for areas and
populations in greatest need. The requested increase of
$73.6 million for the Capacity Expansion Program will generate
12,941 new slots, serving 32,741 people. The Capacity Expansion
Program allows us to target funds for treatment services to areas
of need as identified in State drug abuse incidence and prevalence
data. In contrast, the Substance Abuse Block Grant, while
providing funds for all 60 States and Territories, does not
provide for such targeting to areas of greatest need. The Block
Grant funding is distributed to States by a statutory formula that
is based on general demographic features and historical spending
patterns rather than actual indicators of need for drug treatment
services. Finally, every additional dollar invested in the
Capacity Expansion Program generates new drug treatment capacity,
while only 35.6 cents of every additional dollar in the Block
Grant leads to new treatment capacity because of earmarks in the
Block Grant for non-drug purposes.

Question. Explain the phase-out of the PPWI and Campus
Programs.

Answer. The 1994 budget request for SAMHSA reallocates
$6.8 million from the Pregnant and Post-Partum Women and Infants

(PPWI) Program in the Center for Substance Abuse Prevention. The
ADAHHA Reorganization Act of 1992 (P.L. 102-321) did not provide
authority for funding new grants in this program. However, it did
allow for a phase-out of existing grants and contracts which is

expected to be completed in 1997. The 1994 budget proposes to
reallocate this $6.8 million in funds from expiring PPWI grants
and contracts to further increase the Capacity Expansion Program.

The $9 million request for SAMHSA's Treatment Campus Program
in 1994 is for the fourth and final-year phase-down of the two
demonstration projects in Houston, Texas and Secaucus, New Jersey.
These projects were initially intended as a three-year effort, and
the agreements signed with the States of Texas and New Jersey
required these States to assure the continuation of funding after
Federal support was terminated. The Federal government has
provided 80% of the costs for the past three years ($54 million
total), with the States matching the other 20%. The fourth-year
funds in 1994 will allow for a smooth transition to State support
and completion of the important evaluation component of the
program. SAMHSA intends to reallocate the $9 million savings from
the Campus Program in 1994 to help support several existing drug
abuse surveys and expand State needs assessments in order to give
more States the information they need to better target their
substance abuse dollars.

Question. Your FY 1994 budget proposes substantial growth of
the State Systems Development Program. How will these funds be
used?

Answer. The State Systems Development Program (SSDP)
supports State substance abuse needs assessments, on-site
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technical assistance, data collection, and providing treatment
improvement information to enhance substantially the States'
ability to conduct effective, comprehensive service programs.
SSDP is designed to enhance accountability for the Substance Abuse
Block Grant funds, monitor expenditures of block grant dollars at
the provider level, and assist States in managing their substance
abuse treatment programs. SSDP is also a valuable tool in

monitoring State compliance in meeting statutory earmark
requirements and in monitoring how a State distributes funds to
communities with the greatest need.

In 1994, funding for the SSDP program will expand from
$4 million to $15. 5 million, which includes $5.5 million in direct

appropriations requested in the Comprehensive Community Treatment
Program and $10 million from the Substance Abuse Block Grant set-
aside. This increase will allow us to nearly double the number of
States receiving funding for State needs assessments, from 17

States in 1993 to 33 States in 1994.

IMMUNIZATION

Question. FY 1994 is the last year the childhood
immunization program will be funded entirely with discretionary
dollars. In FY 95, when the Childhood Immunization Trust Fund is

operational, will you also be requesting discretionary dollars to

purchase vaccines? How much funding will you request?

Answer. At this time we expect that nearly all vaccine
purchases will be covered under the Trust Fund. However,
discretionary funds will be requested to continue the non-vaccine
purchase immunization activities included in the President's
Comprehensive Childhood Immunization Initiative, which were

supported in FY 1994.

Question. Can you estimate the overall cost of the
immunization program in FY 95, including vaccine purchase and
delivery activities?

Answer. At this time, we estimate that costs in FY 1995
would exceed the FY 1993 appropriated level by $500 million.
Increased costs would occur primarily in CDC, NIH and FDA, with
other programs straight lined.

Question. Will the States and cities which receive
immunization funds be asked to maintain their current levels of
financial support for immunization activities after the new
vaccine purchase plan is implemented?

Answer. Yes, the States and cities receiving immunization
funds will be expected to maintain their current levels of
financial support for immunization activities. Monies used in the
past for vaccine purchase would be expected to be used to repair
the immunization delivery system infrastructure and enhance
outreach.

INCENTIVES TO CONTROL FRAUD, WASTE, & ABUSE

Question. It has been suggested that agency managers be
allowed to "keep" a portion of the "savings" they produce from
recovering disallowed costs, for exaniple. These "savings" could
be used to improve the quality of employee training, technical
assistance, and so on.

Would you favor providing financial incentives to encourage
greater savings from control of fraud, waste and abuse?

Answer. The Administration is reviewing fraud and abuse
issues as part of the task force on health care reform. Cost
containment is being scrutinized very carefully and a mechanism to
reduce fraud and abuse is an important part of this effort. The
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use of financial incentives to encourage greater savings from
control of fraud, waste and abuse is certainly an option worthy of
serious consideration in the deliberations. One concern raised
about implementing such a system is that we may be placed in the
position of enforcing a "bounty" system, which may have a
detrimental effect, real or perceived, on our overall goals to
enhance program operations. Another concern I would have as a

manager is that the Congress may view such an incentive system as
a means to reduce the OIG's appropriations based on expected or
estimated recoveries. Given the current appropriations process,
it would be difficult to guarantee annual incentive amounts in a

timely fashion so as to have a positive affect on the outcome.

BASIC RESEARCH AND PREVENTION

Question. We learned of a major breakthrough in colon
cancer. Essentially, new techniques in basic research —molecular
biology—enabled the discovery of a cancer-causing gene which can
now be detected in a blood test. I think that this is exciting
because it is a perfect example of how basic research can re-shape
how we prevent and detect early life threatening diseases.

Basic research is the first link in the chain of prevention.
Secretary Shalala, could you please tell the Committee how basic
research will be supported in the Administration's prop>osal?

Answer. Basic biomedical research is extremely important
because the results of basic research often have impacts in

disease areas where an effect was never envisioned. The FY 1994

budget request reflects the importance of basic research—over $6
billion, almost 60 percent of the NIH budget, will fund basic
biomedical and behavioral research. Although many of the budgeted
increases for NIH are targeted to specific priority areas, it
would be a mistake to think of disease specific research as non-
basic research. Much of the so-called targeted funds will fund
research that will benefit unrelated and unanticipated areas of
science. For instance, we expect the outcomes of the work on

HIV/AIDS to have a major impact on other areas of science totally
unrelated to the AIDS epidemic — for example, providing an

understanding of the basic immune system and new knowledge on how
to develop and test vaccines.

FAMILY SUPPORT AND PRESERVATION

Question. The Administration calls for $60 Million in

funding for family support and family preservation initiatives
next year. Both are items I strongly support. As you may know.
Senator Rockefeller and I introduced a slightly different version
of child welfare reform than that which the Administration
proposed and which the House Ways & Means Committee Approved
Yesterday. My understanding of the Term "Family Support" is that
these are programs designed to teach parenting skills and provide
other services prior to a crisis developing in a family, whereas
"Family Preservation" refers to programs designed tc keep children
in their own families, out of foster care, after a cisis has
already developed. Do you believe that $60 million in additional
funding for next year is adequate funding to serve both
populations?

Answer. As you note, it is critical to invest in preventive
and supportive services for children and families. The
Administration proposes to spend $1.4 billion over the next 5

years for a new family support and preservation capped
entitlement .

Funds in the first year would be used primarily to plan and
develop family support and preservation programs. During the
first year. States would be able to spend up to $1 million of
their allotment on planning activities. Each year, funding would



239

rise substantially from $60 million in FY 1994 to $600 million in ^

FY 1998 for States to implement and expand their programs.

Question. My concern is that States will only be able to
use the money to help families already in crisis — rather than on ^
preventive programs -- simply because the needs are so great. For '*

instance, in Missouri we spend $7.7 million on family
preservation, and would need at least $4 million more to serve the
number of families the State would like to serve. Our family
support program, PAT, costs about $15 million and serves only 1/3
of new parents who could benefit from its services. Thus, new
Federal money will fall far short of these needs. In developing
your proposal, did you give any thought to separating the funding
streams from family support and family preservation?

Answer. While the Administration did consider various
funding approaches, we decided that States could best determine
the appropriate balance between family support services and family
preservation services. However, the Administration's proposal
requires that significant resources be spent for both family
support and family preservation. Technical assistance will be
provided to assist States to develop both family support and
family preservation services.

PHS AND CHILD WELFARE AGENCIES

Question. Your Administration's Child Welfare Reform
Proposal does not contain funding for substance abuse treatment ,

and supportive services for pregnant women and mothers in danger •

of losing their children, as ours does. You indicate that these
women will be served by a program run by the Public Health
Service. What sort of coordination do you envision between the
Public Health Service and Child Welfare Agencies to ensure that
the women we are trying to serve will actually be served?

Answer. Expanding the national drug abuse treatment and
prevention capacity for pregnant women and children is a priority
of the President's proposed investment increases. The
Administration is proposing to increase, by $2.74 billion over
five years, discretionary funds for drug treatment programs
through existing Public Health Service grants. These grants serve
pregnant women and women with children. In the FY 1993 grant
announcement we have specified that one of the priority areas will
be women and children involved, or at-risk of involvement, with
the child welfare system. We will also specify this priority in
future announcements.

Grant applicants are also required to provide a description
of the coordination planned with other local agencies and they are
judged in part on their linkages with appropriate local agencies
such as the child welfare agency.

Child welfare agencies are also acutely aware of the
substance abuse treatment needs of the populations they serve and
the shortage of treatment slots available in their community.
This funding increase will help address these needs.

CRISIS PREGNANCY

Question. I have done quite a bit of research on the issue
of crisis pregnancy in the St. Louis and Kansas City areas. What
we find is that many of these women are substance abusers, and
have more than one child. Often, they have a hard time getting
into drug treatment because they need additional services like
child care for their other children and transportation. Does the
Public Health Service proposal address those issues and provide
funding for additional services beyond the drug treatment itself?

Answer. There are several substance abuse treatment grant
programs administered by the Substance Abuse and Mental Health
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Services Administration (SAMHSA) in the Public Health Service that
serve pregnant women and women with children. At least two of
these, the Substance Abuse Block Grant and the Residential
Treatment Program for Pregnant and Postpartum Women, have specific
requirements for providing such ancillary services in addition to
the treatment itself. For example, a State receiving Substance
Abuse Block Grant funds must agree to make available, either
directly or through arrangements with other public or nonprofit
private entities, prenatal care to women receiving such services
and childcare, if needed, while the women are receiving substance
abuse services.

The SAMHSA Residential Treatment Program for Pregnant and
Postpartum Women requires grantees to provide the following
supplemental services to an eligible woman:

(1) Prenatal and postpartum health care.
(2) Referrals for necessary hospital services.

(3) For the infants and children of the woman in treatment:
(a) Pediatric health care, including treatment for any

perinatal effects of maternal substance abuse and
including screening of the physical and mental
development of the infants and children;

(b) Counseling and other mental health services; and
(c) Comprehensive social services.

(4) Supervision of children during periods in which the woman is
engaged in therapy or in other necessary health or
rehabilitative activities.

(5) Training in parenting.
(6) Counseling on HIV/AIDS.
(7) Counseling on domestic violence and sexual abuse.
(8) Counseling on obtaining employment, including the importance

of graduating from a secondary school.
(9) Reasonable efforts to preserve and support the family units

of the woman.
(10) Planning for and counseling to assist reentry into society,

both before and after discharge from residential treatment,
including referrals to any public and nonprofit private
entities in the community involved that provide services
appropriate for the woman and her children.

(11) Case management services.

While other substance abuse grant programs that have
pregnant women and women with children as a major target
population are not specifically required to offer child care,
transportation, or other ancillary services, they are expected to
design programs that meet the needs of women with children.
Before grants are awarded, applications are reviewed to see
whether child care and other services are available either as a

part of the proposed grant or through other community mechanisms.
In these cases, the specific program design are proposed by the
community agency applying for the grant.

ADOPTION ASSISTANCE

Question. As you know S. 596 makes numerous improvements in
foster care and adoption assistance that were approved by both
houses of Congress last year in *H.R. 11. I notice that your
proposal does not include several of these important improvements— such as the new adoption tax deduction for parents who adopt
special needs children, and making more children with special
problems and needs eligible for federal support under the Foster
Care and Adoption Assistance Program (Title IV-E) .

Would you explain why you chose to delete these provisions
from your proposal which in so many other respects is similar to
S. 596 and the provisions passed in H.R. 11 last year?

Answer. As you note, two adoption provisions that appeared
in last year's H.R. 11 child welfare provisions were not included
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in the Administration's bill: 1) an extension of the definition
of special needs, and 2) a tax deduction for the adoption of
children with special needs.

Although the extension of special needs may well be
worthwhile we had to make a number of difficult choices given
tight funding restrictions. Given limited funds, we decided to
emphasize family preservation and support services as much as
possible in an attempt to keep families together and avoid the
need for foster care and adoption.

PARENTS AS TEACHERS

Question. Parents as teachers is a comprehensive parent
education early childhood education for parents of children from
birth to three. It is designed to help parents maximize the
development of their children in the areas of social, motor, and
language skills, and to provide health screening for participating
children to detect problems early. It also focuses on the fact that
parents, not the State, are responsible for the education and
development of their children. The State of Missouri offers it in
every single school district, and about 100,000 families now
participate.

I continue to believe that PAT is the best possible investment
we can make in both education and family support because it is
focused on the learning environment of the home, rather than of an
outside institution, which is of primary importance. For the last
several years I have introduced legislation to provide Federal seed
money to States wishing to begin or expand PAT programs, so I am
happy that this Administration is willing to fund family support
programs.

Do you see a place for PAT within the family support programs
you are envisioning as part of Child Welfare Reform?

Answer. The Administration is well-informed of Missouri's
efforts in the Parents as Teachers program. States will be able to
use the funds provided by this legislation to either establish or
expand family support programs such as Parents as Teachers.
However, the funds cannot be used to supplant current state
expenditures. The Department will inform states of Missouri's
success with the Parents as Teachers program.

MEDICARE

Question. In earlier testimony before the House Way and Means
Committee, you indicated that the Health Care Financing
Administration (HCFA) would continue its current efforts to identify
cases in which Medicare mistakenly made a primary payment for Part A
or B services, when a beneficiary had other primary insurance
(either public or private) .

Please specify what these HCFA identification methods are?

Answer. HCFA is required by the Omnibus Budget Reconciliation
Act (OBRA) of 1989 (Public Law 101-239, Section 6202) to conduct the
Internal Revenue Service( IRS) /Social Security Administration
(SSA)/HCFA Data Match for tax years 1987 through 1989 and was
extended through tax year 1995 by OBRA 1990.

The law requires SSA to send a file of all Medicare
beneficiaries (about 37 million people) to the IRS. The IRS, then,
runs the file through its tax return file to determine which
beneficiaries worked or which of their spouses worked (about 9
million people for tax years 1987-1989). SSA runs these results
through the Master Earnings File of W-2 forms to identify the
employers. Then, HCFA writes to these employers (between 800,000
and 1 million) to request information on dates of employment and
health insurance coverage. Once data are received back from
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employers, HCFA takes steps to stop payment on claims for
beneficiaries who currently have employer coverage, and HCFA
searches Medicare's paid claims file to determine if any mistaken
payments have been made in the past where there was employer
coverage. If there were mistaken payments, HCFA then seeks
repayment from the appropriate liable party.

Question. What procedures are now being used to monitor,
measure, and/or correct Medicare secondary payer (MSP)
overpayment /mispayment problems?

Answer. HCFA has instituted several effective measures to
monitor contractor performance in the area of MSP. Systems have
been established to track identified claims where it has been
determined that Medicare is secondary payer and to track the
contractors' progress in resolving the issue. In addition. Medicare
contractors' handling and processing of MSP claims is a major focus
of HCFA's Contractor Performance Evaluation Program (CPEP) which
determines how well fiscal intermediaries and carriers meet
contractor standards. HCFA will also institute the Initial
Enrollment Questionnaire (lEQ) in April 1994 to develop the MSP
status of beneficiaries at the time of Medicare enrollment.

Question. Most Medicare contractors (fiscal intermediaries
(FIs) and carriers) are commercial insurance companies. As such,
they frequently utilize specialized vendors for the private industry
side of their business, particularly in the areas of cost
containment and recovery, individual training, and identification
techniques and systems.

Considering HCFA's significant MSP overpayment and mispayment
problems, has HCFA investigated the possibility of obtaining
specialized input from established vendors who have proven
successful and cost-effective in processing private industry health
insurance claims for FIs?

Answer. According to the law, HCFA is only permitted to contract
with health insurance entities for the processing and payment of
Medicare claims. FIs and carriers are permitted by law, however, to
acquire the services of private industry subcontractors. Currently,
many of our FIs and carriers subcontract with private consulting firms
and computer systems vendors in order to remain efficient in their
operations.

Question. Would the Department support a Medicare demonstration
project to improve claims processing and payment safeguards, if the
project was funded on a contingency basis rather than from appropriated
funds (i.e., based on increased claims payment accuracy, a third-party
vendor would receive a percentage of the net MSP savings realized from
an agreed upon baseline)?

Answer. We would be interested in discussing any innovative
method to ensure adequate funding for Medicare claims processing and
payment safeguards. Sufficient funding levels for payment safeguards
help maintain the fiscal integrity of the Trust Funds.

We are currently experimenting with incentive contracts under
authority of Section 6215. These arrangements allow for incentives to
be paid based on increased claims processing accuracy and efficiency.

Based on current law, we are not permitted to enter into
"contingency

"
type contracts, as this could result in a situation

where contractors might be rewarded for making erroneous payments.
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QUESTIONS SUBMITTED BY SENATOR ERNEST ROLLINGS

COMMXniITY AND MIGRANT HEALTH CENTERS

Question. The Administration requests a $65 million increase in
Community and Migrant Health Centers Programs. How many people will
be served by the total allocation?

Answer. The FY 1994 request will support services to an
additional 585,000 people for a total service capacity of over
7.1 billion persons in Community and Migrant Health Centers.

Question. What percentage increase has been given for the last
three years and will be given under the President's request for the
basic grant of the average existing health center?

Answer. The Bureau of Primary Health Care has chosen to use
funding increases to expand the number of community health centers
rather than give increases to existing centers.

Question. What is the average basic grant per person served for
the past three years?

Answer. Over the last three years the average Community and
Migrant Health Center grant cost per person was about $90 per year.
However, the average cost per user was $234 in FY 1992, $245 in FY
1993, and is estimated to be $257 in FY 1994.

HEALTHY START

Question. How many people have been served by Healthy Start so
far, and how many will be served in FY 1994?

Answer. Over 4 million people reside in Healthy Start project
areas, of which more than 1.1 million are women of child-bearing
age. In addition, the approximate number of live births Ln the
combined areas exceeds 80,000.

Grantees are required to submit aggregate data concerning the
number of clients served during the first six months of program
operations in their continuation applications. These applications
were due June 15, 1993, and will be reviewed and analyzed by the
Division of Healthy Start in the Health Resources and Services
Administration .

At the end of the fiscal year, grantees will be submitting
their first annual reports. By December, we will be able to provide
a more accurate estimate of the number of clients to be served
during FY 1993, as well, as .ejftrapolate estimates for FY 1994.

CHILDREN'S MENTAL HEALTH SERVICES PROGRAM

Question. Why is an increase in the CSAT Treatment Capacity
Expansion Program a greater priority than an increase in the CMHS
Children's Mental Health Services Program?

Answer. Funds for the CMHS Children's Mental Health Services
Program were maintained in 1994 at the $4.9 million level the
Congress provided in 1993. For 1994, the President identified
increases for drug abuse treatment funding in SAMHSA as a priority.
Nationally, the combined public and private drug abuse treatment
system in this country can currently serve only about 60% of those
seeking treatment. Our goal is to work toward treatment on demand.
Furthermore, the impacts of drug abuse are wide-ranging. When he
announced Lee Brown as the new Director of the Office of Drug
Control Policy on April 28th, the President said:

"As Americans who care about our future, we
can't let drugs and drug-related crimes
continue to ruin communities, threaten our
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children even in schools, and fill up our
prisons with wrecked and wasted lives. We
have to do a better job of preventing drug
use and treating those who seek treatment,
and we must do more to protect law-abiding
citizens from those who victimize them in
the pursuit of drugs or profit from drugs."

Overall, services affecting children continue to be a part of
the President's investment package and are addressed in many parts
of SAMHSA's programs. Drug abuse in women of childbearing age is a

special concern: it harms innocent offspring; it affects the
ultimate well being of a future generation; and it severely
increases health care demand and costs. Expanding the Nation's drug
abuse treatment capacity for pregnant women and children, especially
for clients involved in the child welfare and foster care systems,
is a particular priority of the President's drug abuse investment
increases .

In addition, we can say that the Health Care Reform Task Force
has looked at the role of mental health benefits in the context of
health care reform.

NCI TARGETED INITIATIVES

Question. What will be the impact of the targeted initiatives
in breast cancer and AIDS on basic research at the National Cancer
Institute?

Answer. Breast cancer and AIDS are crucially important
diseases that take a tragically high toll on the duration and
quality of the lives of many Americans, and are of paramount
importance to all of the National Cancer Institute's (NCI's) basic
and clinical investigative efforts. Both demand intensive
commitment and focused research are needed to address the scientific
and societal challenges that they pose to the medical community.
Yet both contribute to and reap the benefits from basic and clinical
scientific discoveries and observations made initially in disparate
areas of research.

At the same time, basic biomedical research is extremely
important because the results of basic research often have impacts
in disease areas where an effect was never envisioned. The FY 1994
budget request for NIH reflects the importance of basic research—
over $6 billion, almost 60 percent of the NIH budget, will fund
basic biomedical and behavioral research. Although many of the
budgeted increases for NIH are targeted to specific priority areas,
it would be a mistake to think of disease specific research as non-
basic research. Much of the so-called targeted funds will fund
research that will benefit unrelated and unanticipated areas of
science. For instance, we expect the outcomes of the work on
HIV/AIDS to have a major impact on other areas of science totally
unrelated to the AIDS epidemic — for example, providing an
understanding of the basic immune system and new knowledge on how to
develop and test vaccines.

QUESTIONS SUBMITTED BY SENATOR ARLEN SPECTER

QUESTIONS SUBMITTED BY SENATOR ARLEN SPECTER

FEDERAL DRUO PROGRAMS

Question. This fiscal year, law enforcement and interdiction
programs receive S7.9 billion for drug supply reduction, and
prevention and treatment programs receive $44.3 billion for drug
demand reduction, a split of 65/35. I have been advocating for
several years now shifting funds for supply reduction to the demand
side in order to implement a split of 50/50. I would like to enlist
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your support in this effort. This would mean an increase of
$1.8 billion for demand reduction programs, most of which fall
within your Department's jurisdiction. Would you support this
objective?

Answer. Determining the "right" mix in funding between law
enforcement and interdiction (i.e., supply reduction) and drug abuse
treatment and prevention (i.e., demand reduction) activities is not
an "either-or" issue. To reduce drug use and drug-related crimes,
we have to do both things at the same time. As the President said
on April 28th, when he announced Lee Brown as the Director of the
Office of Drug Control Policy:

"As Americans who care about our future, we can't
let drugs and drug-related crimes continue to ruin
communities, threaten our children even in schools
and fill up our prisons with wrecked and wasted
lives. We have to do a better job of preventing
drug use and treating those who seek treatment,
and we must do more to protect law-abiding
citizens from those who victimize them in the
pursuit of drugs or profit from drugs."

With the President's 1994 budget request. Government-wide
spending for drug control would grow by +7%, or +$830 million, in
1994 over the 1993 enacted level. Within this, though, demand
reduction gets the larger share, expanding by +10%, or
+$439 million, while supply reduction increases +5%, or
+$391 million. In HHS, the President's investment proposals call
for an additional $115 million in 1994 for SAMHSA; and at least a
total of an additional $2.7 billion between FY 1994 and FY 1998 on
drug abuse treatment and prevention. Nationally, the drug abuse
treatment system can currently serve about 60% of those seeking
treatment. Our goal is to work toward treatment on demand.

Finally, we can also say that drug treatment will be an
important part of the national health care plan under development by
the Administration.

HEAD START

Question. In draft reports by your Department's Inspector
General, questions were raised about the quality of Head Start
centers. The IG found that about one-half of the 1,400 nation's
centers were of high quality, about one-fourth were marginal and the
remaining programs were so poorly run that they were provided
virtually no help to the children and their families.

You are asking for a $1.3 billion increase in the Head Start
program. That is a very large increase in one year for a program
that your own Inspector General has recently criticized the quality
of the Head Start over half the current Head Start programs. Can
you tell me how you are going to address the issue of improving the
quality of Head Start programs?

Answer. We believe it is very important that the proposed
increase of $1.4 billion be made available as part of the regular
FY 1994 appropriation, as requested. A substantial portion of the
FY 1994 increase will be used to improve the quality of Head Start
programs by providing increased training and technical assistance,
as well as salary increases and cost of living increases for local
Head Start staff.

On May 6, in response to the IG studies and other concerns, I

announced that I have directed my staff to assemble an expert panel
to conduct a comprehensive review of the Head Start program. The
study will explore options for expanding the program, examine the
role and effectiveness of Head Start in meeting the needs of low-
income children and families, and examine and make recommendations
about the program's quality — including staff, management, record
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keeping, training, and service delivery. We plan to complete our
in-depth review of the Head Start program within the next several
months; allowing sufficient time to implement the resulting
recommendations early in FY 1994.

At the same time, we recognize that there are programs which
must be improved. To assure that only high quality services are
provided to our children, I have asked staff to take immediate steps
to identify programs that need help, develop corrective action
plans, provide any needed assistance, and take any other steps
necessary to achieve this objective.

In addition, the Administration for Children and Families (ACF)
has taken a number of steps to improve the quality of programs.
These include the strengthening of our program monitoring capacity,
modifying Head Start's training and technical assistance delivery
system, providing additional funding to local programs for service
quality improvement, providing training for Head Start directors,
improving management information systems and promulgating needed
regulations and guidelines. Efforts along these lines will be
continued. Consideration is also being given to undertaking
additional activities such as the development of staffing pattern
guidelines and position qualifications for use at the local level,
expanding teacher training and credentialling efforts and
encouraging a wider variety of service providers to compete for

designation as Head Start agencies.

Question. The report also stated that contrary to claims made
by Head Start officials that 88 percent of Head Start children are

fully immunized, the IG report found that only 44 percent of the
children are fully immunized. Studies have shown that the primary
reason why children are not immunized is outreach and education
parents on the importance of immunizations.

Madam Secretary, Head Start programs provide the perfect
setting for educating parents on the importance of immunizations as
well as a administering immunizations to children. Can you tell me

why only 44 percent of Head Start children are fully immunized?

Answer. The discrepancy on the number of Head Start children
immunized is primarily the result of utilizing different
immunization standards. The definition of "full immunization"
published in the Head Start guidelines differs from the requirements
of the Head Start Program Information System (PIR). The guidelines
require 5 DPT and 4 polio doses by age 4, but the PIR only requires
4 DPT and 3 polio doses by the same age. Upon review, the
Inspector General found that 84 percent of Head Start children were

fully immunized using the PIR standard, only 4 percent less than the
level reported by grantees. To eliminate this discrepancy we

anticipate publishing a new set of guidelines in the near future and
the PIR standards will be updated at the same time to bring them
into conformity.

There are additional reasons that some Head Start children have
not received all shots required under the Head Start Guidelines,
including less stringent immunization standards in some States, the
difficulty which some Head Start programs have experienced in

finding providers who are willing to give immunizations throughout
the school year, and the fact that immunizations need to be

"spaced," and that some children--becau3e of prior immunization
history and length of stay in the program—cannot be fully immunized
while they are in Head Start. We will be examining ways in which we
can improve the health and other components of Head Start as we
undertake our planned review of the program this summer.

FOOD AND DRUG ADMINISTRATION - CLIA 1988

Question. I understand from constituents that the Food and

Drug Administration has yet to classify several hundred test kits
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and laboratory devices under the Clinical Laboratory Improvement
Amendments of 1988. This failure to act is causing severe problems
for the companies that manufacture these devices and has seriously
delayed the dispersion of some new technology for medical
laboratories. Can you tell me the Department's plan for resolving
this problem? What is your timetable an i what steps is the
Department planning to take to prevent a backlog of this magnitude
from occurring again?

Answer. As I know you are aware, CLIA is a very complex
program and the Department is only in the early phases of
implementing the final regulations which went into effect last fall
and were modified slightly this past January. We are very sensitive
to the regulatory effects that this program can have on industries
related to laboratory practice. Prior to September 1992, CDC
classified some 12,000 clinical laboratory products. Under the
regulations, FDA is responsible for approximately 350 new laboratory
products that are awaiting categorization. Unfortunately, since the
Department has experienced delays in assessing and collecting fees
to support planned program activities, FDA has not received
resources to classify these products. The Department is reviewing
activities and working to resolve delays.

Question. If the FDA is not able to undertake this
responsibility, could the Centers for Disease Control, which I

understand already has experience classifying laboratory tests under
CLIA, step in and take care of the backlog?

Answer. The CLIA regulations published February 28, 1992
establish that FDA is to perform these activities under the CLIA
program. This was done in specific response to concerns expressed
by manufacturers of laboratory equipment that they have a central
point of contact for CLIA as well as other FDA review activities.
Again, the Department is considering a variety of options to resolve
this issue.

HOME VISITING SERVICES FOR AT RISK FAMILIES PROGRAM

Question. Madam Secretary, let me ask you about your view of
the potential for home visiting programs to reduce infant mortality
and low birthweight births. First, what is the Department's
analysis of the efficacy of home visiting programs?

Answer. We believe that home visiting is one strategy which
can be effective in reducing the incidence of low birthweight and
the infant mortality rate.

Question. Second, aside from programs which are part of local
Healthy Start projects, is the Department supporting other home
visiting programs?

Answer. Yes, we have long supported programs which emphasize
home visiting as a means of improving maternal and child health. As
a matter of fact some of the initial definitive work on the effects
of home visiting on the health of mothers and children were
supported by our Maternal and Child Health Bureau through the
Special Projects of Regional and National Significance (SPRANS). In
addition, the new Community Integrated Service Systems Grants (CISS)
program, the 12.75 percent set-aside of all Maternal and Child
Health Block Grant funds over $600 million, is targeted on
communities with high infant mortality. The most common strategy
supported is home-visiting for at risk pregnant women.

Question. Third, would you support funding for the Home
Visiting Services for At-Risk Families program authorized last year
by the Alcohol, Drug Abuse and Mental Health Administration
Reorganization Act?

Answer. This legislation is designed to reduce infant
mortality and low birthweight especially associated with maternal
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Bubetance abuse. While we have not requested funds under this
specific authority, we are seeking $347 million in FY 1994 to
specifically address drug abuse services for pregnant and post-
partum women and infants. We are requesting over $9 billion
directed to the reduction of infant mortality throughout all of the
programs of the Department, including the Federal share of Medicaid.

INFANT MORTALITY

Question. Are you willing to work with the Subcommittee on an
initiative which would set-aside increased funds in FY '94, within
programs delivering primary and preventive care, in order to provide
early intervention with pregnant women at risk for delivering low
birthweight babies? Would you support setting-aside funding within
the $65 million increase requested for Community and Migrant Health
Centers in order to expand the number of centers involved in the
Comprehensive Perinatal Care Program? Would you support an increase
in the Substance Abuse and Mental Health Administration's treatment
demonstration program for pregnant and postpartum women in order to
expand the program and award new grants in FY '94? Would you
support legislation described in my February 25th letter which would
provide $40 million for a comprehensive training program for Head
Start teachers and day care workers in health education?

Answer. My staff is currently reviewing the issue. A response
ie being prepared and will be sent directly to Senator Specter.

IMMUNIZATION OF CHILDREN IN HEAD START

Question. In draft reports by the Department of Health and
Human Service's Inspector General, the IG found that contrary to
claims made by Head Start officials that 88 percent of Head Start
children are fully immunized, only 44 percent of the children are
fully immunized. Studies have shown that the primary reason why
children are not immunized is that parents are uninformed of the
importance of immunizing children at an early age.

Head Start programs provide the perfect setting for educating
parents on the importance of immunizing children and referring
parents to providers of immunizations. Are you working with Head
Start grantees as well as other day care facilities to educate
parents on the importance of immunizing children?

Answer. I agree fully that Head Start is an ideal setting for
educating parents about a wide range of important issues regarding
their children, including immunizations. Our reports from grantees
indicate that they are very successful in assuring that children get
needed immunizations, either directly or by helping parents get them
for their children. We anticipate that Head Start will participate
fully in a national immunization campaign which we hope will result
from the President's request on this important issue.

VACCINE COSTS

Question. The cost of a full series of immunizations in a

public health clinic rose from $6.69 in 1982 to more than $129 this
year. In that same time period immunizations in a private
physician's office increased from $23.29 to $244.

What accounts for this large increase in imnunization or costs
over the last ten years?

Answer. The increase is attributable to three reasons;
increase in tha cost of existing vaccines, the addition of new
vaccines, and the excise tax. The cost of the basic vaccines alone
has increased substantially and in excess of the CPI . Five doses of
DTP, 4 doses of OPV, and 1 dose of MMR cost $6.69 in 1982 and cost
$25.24 (an increase of 277 percent) in 1993.
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IMMUNIZATION

Question. The United States has one of the lowest rates in
the world for immunizing preschool children against such diseases as
measles, mumps, and polio. In 1990, less than a decade after the
United States had nearly eliminated measles from within its borders
-it reported over 27,000 measles cases and 89 resulting deaths.
Preschool children accounted for nearly half of these cases and 55
percent of the deaths.

In 1991, 1400 cases of measles were reported in Pennsylvania,
1300 of these cases were in Philadelphia. (High concentrations of
measles were reported in Bethlehem, Allentown, Reading, Lancaster,
and Lebanon) .

There are obviously many barriers in the inoculation of
children by the age of 2 years. What additional Federal programs
could be put in place to increase education, eliminate financial and
delivery system barriers?

Answer. The President's Immunization Initiative contains
resources to address many of financial and delivery system barriers.
In addition, high priority is to be given to developing a strategy
to maximize public and private health insurance reimbursement for
the complete series of childhood immunizations. The lack of
adequate financing for immunization services combined with the sharp
increase in the cost of vaccines in recent years has resulted in a

major immunization access barrier.

Question. Currently CDC and the private sector are running
successful AIDS prevention and anti-smoking campaigns through
posters and the new media.

Does the CDC have any plans to run a similar media campaign to
make parents aware of the importance of immunizing children by the
age of the two?

Answer: Low-literacy, poverty, competing priorities and the
scarcity of culturally-sensitive and linguistically appropriate
approaches all contribute to parental complacency about infant
immunization. In some communities only a limited appreciation of
the importance of beginning immunization in infancy has been
reported among parents who may be isolated from the health care
system. Lack of appreciation of the importance of immunization has
reduced demand for immunization by such parents, further reducing
immunization coverage levels.

Work is currently underway with the Advertising Council, Inc.

(The Ad Council) on a long-term multi-media public service campaign.
This initiative will support: (1) An advertising component to
research, develop, produce and distribute public service
advertisements and public information in both English, Spanish, and
other foreign languages; and, (2) a marketing (public relations)
component to promote airplay and activities to target populations in
areas of under-immunizat ion .

The Ad Council will perform the advertising component and will
subcontract with a public relations firm for the second ciDmponent.
They will also subcontract with African-American, Hispanic, Asian,
and other minority advertising firms for complementary culturally
sensitive Public Service Announcements and public information, both
produced and distributed through media that serve these audiences.
Other activities not involving the Ad Council include conducting
provider training to ensure the appropriate use of contraindications
and implementing the "Standards for Immunization Practices". A

special Nursing Initiative with local health departments and schools
will begin and will encompass public health nursing, school nursing,
nurse practitioners, and certified nurse midwives.



250

In April, 1991, the Iiimunization Education and Action
Comnittee (lEAC) was formed under the auspices of the Healthy
Mothers, Healthy Babies Coalition to promote the vaccination of
preschool-age children. The mission of the lEAC is to use
information/education methods to increase the awareness of parents
and guardians of the importance, efficacy, and safety of childhood
immunizations. Approximately 30 provider, consumer, advocacy, other
national associations, and vaccine manufacturers meet quarterly to
obtain and share information on current strategies and program
activities.

QUESTIONS SUBMITTED BY SENATOR MARK HATFIELD

MEDICAL RESEARCH

Question. Madam Secretary, I am encouraged by the
Administration's focus on preventative health. To paraphrase a

former Chairman of the Appropriations Committee, Warren Magnason,
however, biomedical research is the first link in the chain of

prevention. I am, therefore, dismayed by the President's budget
request which, aside from the increased funding for AIDS and breast
cancer research, funding for NIH research is cut $114 million below
FY '93. What does this "disinvestment" in medical research portend
for future developments in the treatment and cure of disease and

debilitating disorders?

Answer. Although the FY 1994 NIH budget request reflects a

somewhat moderate rate of growth, the NIH funding situation must be

put into perspective to truly evaluate this budget request. Between
FY 1983 and 1993, NIH funding has grown 140%, from $4.3 billion to

$10.3 billion, at an annual rate of 9.1%. Even after accounting for

inflation using the Biomedical Research and Development Price Index,
which generally runs one to two percentage points ahead of the CPI,
NIH' 8 budget experienced 47% real growth in the ten years since
1983. Recognizing the importance of focusing available resources on
key priority areas, the 1994 NIH budget targets spending increases
on AIDS, Breast Cancer, Tuberculosis, Women's and Minority Health,
while moderating the growth in other areas. Medical research into
the treatment and cure of disease is, and will continue to be a

priority for this Administration.

Question. How do you view the future of the medical research
enterprise in this country?

Answer. Maintaining a cadre of talented individuals,
including women and minorities, in the biological sciences is
essential to safeguarding the medical research enterprise and
improving the health of the public. The FY 1994 NIH budget requests
a total of $355 million for research training awards, an increase of
$6 million over the FY 1993 level. In addition, NIH is committed to
research training and career development efforts through a number of
innovative programs including Administrative Supplements to existing
research grants to recruit minorities at high school, college,
graduate, postdoctoral and investigator levels.

In addition to specific training programs, I believe we must
also be alert to the kind of leadership we provide for the future,
and the kind of investments we make to reshape and reform our entire
health care package. The selection of a new NIH Director will
reflect our deep commitment to NIH and ability to attract a world
class scientist who will provide the leadership needed to shepherd
the next generation of biomedical researchers.

Question. Madam Secretary, in terms of the return on the
federal investment, funds appropriated to the NIH for medical
research return $13 for every $1 invested. The cost effectiveness
of vaccines has been widely demonstrated throughout history. Recent
research developments in areas, such as, the treatment of diabetic
retinopathy, hypertension and stroke have shown promise for yielding
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Bubetantial savings. Does the Administration view medical research
as a central mechanism for limiting health care costs by providing
the treatments and cures which ultimately will eliminate diseases,
reduce disability and lower the cost of care? Is the Administration
developing a long-term strategy for increased investment in medical
research as part of its plan to reform our nation's health care
system?

Answer. We are looking at all aspects of the Department,
including NIH, as part of health care reform because health care
reform is more than a financing and delivery mechanism. It will
also reflect the President's commitment to public health as well as
the need for investment and research. I have discussed with Senator
Harkin the idea of allocating a portion of health care premiums to
create a trust fund for NIH. Mrs. Clinton will also look at that
proposal as part of the overall review. It is an ingenuous idea
that would tie health care directly to our investment in basic
research. We will look at it seriously.

SOCIAL SECURITY NOTCH COMMISSION

Question. I believe that creating a Commission on Social
Security Notch will result in bringing a final resolution to the
notch issue which has troubled American's seniors far too long.
Madam Secretary, what are your views on creating such a Commission
and do you plan to recommend to the President appointment of members
to the Commission?

Answer. As you point out, the Social Security notch issue has
been troubling beneficiaries for a number of years. I agree that
establishing this Commission, as provided for by law, could be a

highly effective step towards permanently resolving this important
issue.

As you know, although this statute authorized $2 million for
purposes of operating the Commission, no funds have actually been
appropriated. Before beginning full implementation of this activity'
we must obtain funding.

I am in the process of preparing, for the President's
consideration, recommendations for establishing the Commission. We
will work closely with the bipartisan leadership of the Congress in
order to coordinate our efforts and to make sure that the Commission
can effectively complete its work.

DOMESTIC REFUGEE RESETTLEMENT ASSISTANCE

Question. The Department has submitted a supplemental request
for domestic refugee assistance totaling $27 million. 1 understand
these funds are necessary to maintain the 8 month eligibility period
throughout FY* '93. While I am sympathetic with the need for
maintaining an adequate eligibility period for resettlement, I have
three questions concerning the request. First, has the Department

'*

or OMB proposed an offset for these funds? Second, is the full $27
million necessary to avoid a reduction in the eligibility period for
FY '93? Finally, what is the 'drop dead date,, for making a
determination regarding a reduction in the eligibility period?

Answer. Since submitting our initial request "foV -BuppleineTftal
funds we have determined that only $15 million is needed to
reimburse States for providing 8 months of cash and medical
assistance benefits. The following factors account for this re-
estimate: first, the per capita costs for FY 1992 are lower than our
earlier estimates indicated, resulting in an additional $3 million
in FY 1993 funds available for refugee cash and medical benefits;
second, nearly $9 million in funds originally planned for the
Matching Grant program are not needed and now can be made available
for the State-administered cash and medical assistance program.
This $9 million remains after fully meeting the funding requests by
the voluntary agencies for their FY 1993 matching grant program.
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We have determined that without supplemental funds, we can
only maintain the 8-month eligibility period for refugee benefits
until August 1, 1993.

Question. The President's FY '94 budget request includes
$420,052,000 for refugee and entrant assistance. The request does
not indicate a program change affecting the delivery of refugee cash
and medical assistance. Is the Department planning to propose
reform of the current refugee and entrant assistance program when
the program is reauthorized?

Answer. Congress just reauthorized the refugee program for
FYs 1993 and 1994. This reauthorization act, P.L. 103-37, contained
no programmatic reforms. On June 8th, the President signed into law
this reauthorization.

Question. Last year, the Office of Refugee Resettlement (ORR)
attempted to implement the Privatized Resettlement Program (PRP)
which would have fundamentally altered the delivery of refugee cash
and medical assietance in our states. ORR was enjoined from
implementing PRP by Federal District Court Judge William Dwyer, who
found that ORR had violated the Administrative Procedures Act. What
is the current status of the PRP?

Answer. The State-Administered Refugee Cash and Medical
Assistance program will continue until the new Administration has
had the opportunity to review the current program and possible
changes.

ORPHAN DISEASES

Question. The National Commission on orphan diseases in 1989
recommended that HHS establish a central Office of Orphan and Rare
Diseases to provide a strong coordination and leadership function
for rare diseases across the federal government. In an April 17
letter you indicated that NIH Director Healy asked Dr. Jay Moskowitz
to develop plans to establish an office with responsibility for the
coordination of rare disease activities at the NIH." It is my
understanding that currently at NIH there is an Office of Rare
Disease Research Activities, but it has no program authority, no
budget, and little staff. During these times of tight resources,
clearly, we need to strengthen coordination, eliminate duplication
and reduce health care costs. What are your intentions? Will you
create a real office?

Answer. Effective January 5, 1993, NIH established the Office
of Rare Diseases Research Activities in the Office of Science Policy
and Technology Transfer (OSPTT) within the Office of the Director.
Two staff members have been assigned to this activity. The Director
of the Office is the former Executive Director of the National
Commission on Orphan Diseases and the other staff member is a

program analyst from OSPTT. Until the formal organization of the
Office, staff were unavailable to assume the responsibilities of
this office. The Office and staff are now in place and have assumed
responsibility for several activities.

This Office has responsibility for implementing activities
that extend across all of the Institutes, Centers, and Divisions
(ICDs). One of the major activities of the Office has been to serve
as a source of information to the public on research related to rare
diseases or conditions. Telephone and written inquiries on rare
diseases are now referred to the Office if no other source of
information exists within the NIH structure. Since there is already
a sophisticated network of information resources at the NIH, this
Office serves a critical need for those individuals who have no
other apparent sources of information available to them. For many
patients with a rare disease, there is no ready constituency to
assist them in their search for information.

Question. How will you respond to the Commission's
recommendation for an office of Orphan and Rare Diseases in the
office of the Assistant Secretary level of the Department?
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Answer. We have not established an office of orphan products
and rare diseases in the Office of the Assistant secretary for
Health (OASH). With the establishment of an Office at NIH and the

ongoing activities of the FDA's Office of Orphan Products
Development, the Public Health Service ( PHS )

is addressing this

problem in the two agencies most capable of finding meaningful
solutions. With the revitalization of the Department's Orphan
Products Board, utilizing representatives from the Public Health
Service (PHS) agencies and non-PHS Departments and Agencies, there
will be enhanced consideration of this topic throughout the PHS.
FDA and the NIH have the major responsibilities for implementing the
provisions of the Orphan Drug Act and Amendments to the original
legislation.

An independent group, the Consortium on Rare Diseases (CORD),
has been meeting on a regular basis. This organization serves a

coordinating function between the private and public sectors on
issues related to rare diseases. Representatives from rare disease
organizations, the pharmaceutical industry, professional
associations, and the Federal Government are active participants
with this committee.

Question. In an April 17, 1992 letter, NIH Director Bernadine
Mealy, wrote: "One of the first major responsibilities of the Office
of Rare Diseases and Orphan Products is the establishment of the
Rare Disease Clinical Research Database and Monitoring System.
Funds have been made available to award a contract to initiate the
development of this information system that will be accessible to
both the public and health practitioners. It will taJte

approximately two years to develop the information system and be
fully implemented by fiscal year 1994?" Setting up such a system
enabling patients to locate researchers and researchers to locate
patients is critical to enhancing research and finding cures for
rare diseases. Today, there is no system and our research effort
suffers as patients suffer. A year has passed. What is the status
of the database?

Answer. Another major responsibility is the development of
the Rare Diseases Research Database and Monitoring System. When
this database is completed, information on the location of the
research, the name of the research investigator to contact, and a
brief description of the study will be readily available to the
public and health care professionals. The database will also
facilitate the recruitment of patients into clinical studies
receiving NIH and PHS research support. When completed, this
database will implement a major recommendation of the National
Commission on Orphan Diseases, that is, to make ongoing research
information more readily available to the public and health
practitioners.

Question. What are your plans?

Answer. Funds have been made available from two sources to
establish a prototype database and monitoring system. Support for
this activity was obtained from NIH's Division of Planning and
Evaluation and the Office of the Deputy Assistant Secretary for
Health (Planning and Evaluation). A competitively awarded contract
is expected to be made during the Fourth Quarter of this Fiscal Year
or the First Quarter of Fiscal Year 1994 to initiate this task. The
contract will be monitored and directed by the Office of Rare
Diseases Research Activities with the assistance of a Project
Oversight Committee. Representatives from the ICDs are members of
this Oversight Committee. The Project Oversight Committee met on
April 13, 1993 to review the proposed Request for Contract that will
be published.

Question. How much money have you committed to it?

Answer. The NIH will be seeking contractor support on this
project that will cost from $400,000 to $500,000.

es_A9n n oa-
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Question. Gene therapy offers great promise for treating
hereditary diseases. Many rare diseases, like Tourette's Syndrome,
have hereditary links. NIH, however, is committing most of its gene
therapy resources to cancer research. Can you assure us that, in

addition, NIH/HHS will commit more resources to gene therapy for
both rare and prevalent hereditary diseases and conditions?

Answer. Many components of the NIH, in addition to the
National Cancer Institute, support gene therapy research as part of
both their intramural and extramural programs. Some of the
conditions for which gene therapy is currently being explored, in
addition to specific cancers, are cystic fibrosis, adenosine
deaminase (ADA) deficiency (an inherited disorder resulting in
immune deficiency), inherited emphysema, and Gaucher's disease (a
rare hereditary metabolic disorder). In addition to studies which
focus on gene therapy for specific diseases, a significant amount of
research is being done to improve the underlying technology for gene
therapy. Through such efforts improved vectors to carry the DNA
into the cells will be produced, better methods to ensure that the
DNA gets to the appropriate site within the genome will be
developed, the ability of the inserted gene to function properly and
efficiently within the target cells will be optimized, and model
systems which test protocols prior to human trials will be improved.
This type of basic information and improved technology will be
extremely useful to all scientists interested in using gene therapy
to correct gene mutations.

The advent of the intramural program of the National Center
for Human Genome Research (NCHGR) will enrich and expand these
ongoing efforts in gene therapy by acting as a center for gene
identification and gene therapy research. One of the three NCHGR
intramural laboratories will be dedicated to developing protocols to
utilize gene therapy for the treatment and cure of rare and common
diseases. The NCHGR program will also establish a core laboratory
to develop new tools to facilitate gene therapy. There will also be
a laboratory dedicated to outreach component, which will help to
transfer the resources and technology developed by NCHGR' s

intramural researchers to other NIH intramural scientists and to
extramural researchers, who will have an opportunity to come to the
NIH for short-term training, collaboration, and technology transfer.

It is also important to note that finding the gene(s) is a

very important, if not the crucial, aspect of any gene therapy
study. The genetic and physical maps which are being developed by
the Human Genome Project will make gene discovery faster, easier,
and less expensive, thereby ensuring that the basic resources for
gene therapy are readily available to all interested investigators.

In summary, the NIH's commitment to gene therapy is

sufficiently diverse to encompass research on rare and common
genetic diseases. The NIH's intramural and extramural programs
support not only gene therapy studies for specific diseases but also
technology development research that is needed to facilitate gene
therapy in general.

Question. The Orphan Drug Act has provided incentives (market
exclusivity, tax credits and grants) encouraging many drug companies
to make drugs heretofore unknown. These drugs have provided
critical treatments - and hope - for thousands of people suffering
from rare diseases. The tax credits have expired and in 1990
President Bush vetoed an Orphan Drug Act reauthorization bill (H.R.
4638). Do you support reauthorizing the Orphan Drug Act? Will the
Administration be submitting a proposal? Will you support
increasing funding for the grant program above the $12 million
appropriated last year?

Answer. We are currently reviewing our options for

reauthorizing the Orphan Drug Act. We will assess how effective the
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Orphan Drug Act has been in stimulating research and the development
of Orphan Products through the existing provisions of the Act,
namely the seven year exclusive marketing periods, the tax credits,
and the availability of grant funds to support research.

QUETIONS SUBMITTED BY SENATOR TED STEVENS

CHILD CARE DEVELOPMENT BLOCK GRANT

Question. I understand that your Department is in the process
of preparing regulations on the Child Care Development Block Grant.
I was recently contacted by the Commissioner of Alaska's Department
of Community and Regional Affairs, and am hopeful that you can
assist the State of Alaska with its specific concerns related to
potential supplanting of resources. Alaska, as with the Head Start
program, has invested significantly in this program in the past. It
is my understanding that the $1.5 million in Federal funds Alaska
receives is actually a very small part of the resources utilized for
this very important program.

Answer. We have received Commissioner Blatchford's letter
outlining Alaska's concerns involving current regulatory
requirements of the Child Care and Development Block Grant and we
are looking into the issue raised by the State.

At the same time, we are beginning a thorough review of the
Child Care and Development Block grant regulations, which have been
the subject of much criticism since their publication, to determine
which if some of the provisions should be revised. We will seek
input from the States, interest groups, congressional staff and
program administrators in this process.

In completing this review, we will also consider the effect of

changes in the Block Grant regulations on efforts to coordinate
child care programs, particularly the child care programs under
title IV-A of the Social Security Act. We hope to complete our
review in the near future.

INDIAN HEALTH SERVICES

Question. The Indian Health Service has published a report
on cancer mortality among Native Americans in the United States,
with the data through 1988. Among the rather striking data in that
report is that Alaska Native women have very high levels of lung
cancer mortality, and it seems to be increasing at a very high rate.
What initiatives are underway at your Department to specifically
address the implications of this data?

Answer. The Department, through the Indian Health Service and
the National Institutes of Health, has initiated extensive community
education efforts to inform the public of the situation and its
causes in Alaska. Secondly, the same two Agencies have initiated
intensive smoking cessation efforts utilizing patient education,
nicotine patches, and social supports for smoking cessation for
Alaska Native individuals with nicotine addiction. These efforts
are patterned after known effective prevention interventions, but
are tailored to the realities and needs of Alaska Native
communities.

HEAD START

Question. Head Start has been a very successful program for
us in Alaska, largely because of state investment in the program.
We have a number of unserved sites in rural Alaska, and in the past
have had difficulty surmounting Administration attitudes about the
higher per-child cost in Alaska to deliver the program as compared
with programs in the lower 48. Can you assure us that Head Start to
every eligible child means serving children in remote Alaska
villages as well?
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Answer. The President, as you know, has proposed a significant
funding increase for Head Start in FY 1994. A portion of this
increase, or any other future funding increase, will be allocated to
the Alaska Head Start programs. Furthermore, it is most likely that
some of this increase will be for the purpose of increasing Head
Start enrollment. Please be assured that as grantees in Alaska
receive funding increases to serve additional children and families,
we will work with these programs to assure that all children in the
State are being given equal consideration for services, so that no
Alaska child is denied an opportunity to participate in Head Start
based on the location in which that child lives.

Question. Last year a consortium of Alaska Native groups came
to talk with me about the HIPPY program, a concept developed in
Israel and used extensively in Arkansas under then Governor Clinton.
For some of our Alaska Native villages, particularly where the
population is small and hard to access, a traditional Head Start
program is hard to implement. Some of our Alaska Native villages,
for instance, may have only thirty to fifty total residents, and a

group of preschoolers too small for the usual 10-12 children in a
Head Start class. Is your department expanding its emphasis on
these programs which better suit the needs of non-urban populations?
If not, can we anticipate flexibility in the use of new Head Start
funds to meet these needs?

Answer. It is true that center-based Head Start programs are
sometimes difficult to implement in some areas which are
geographically remote. Head Start, however, currently has the Home-
Based Program Option with full, comprehensive services which already
has been implemented in some Alaskan villages.

In addition, the Head Start Bureau is currently testing the
viability of the Family Child Care model as yet another option to
deliver the full-range of services as required by the Head Start
Program Performance Standards. In the Family Child Care approach,
comprehensive Head Start services are delivered for a small group of
about five children in the home of a family child care provider.

Question. While I was not able to attend the recent luncheon
planned in connection with the Learning Solutions exhibit, I was a

cosponsor of the event. The Fairbanks Head Start program
participated in the interactive part of the exchange, and I am glad
to support this innovative program which the South Carolina
Educational Television network has piloted across the country.

What barriers are there in current Head Start regulations for
participation of this program in the Head Start Training initiatives
at the Department of Health and Human Services?

Answer. The South Carolina Educational Television network is

part of the Head Start training initiative. It is in a
demonstration phase, exploring how to use satellite technology in

providing high quality training to Head Start grantees, particularly
those in remote areas. We are following the demonstration closely
and exploring how the use of this type of technology can be expanded
into other areas of Head Start beyond early childhood education.
There are no barriers to this activity in current regulations.

ALASKA NATIVE FOUNDATION

Question. The Alaska Native Foundation has recently been
awarded a training and technical assistance grant to assist Alaska
Native entities in preparing applications for ANA grants. How well
has this program succeeded, and what challenges do you see ahead for
ANA'S work in Alaska?

Answer. In an effort to provide increased training and
technical assistance (T/TA) activities to Alaskan villages, ANA
awarded a contract to the Alaska Native Foundation (ANF). Since
this is the first time a contract has been awarded solely for
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Alaska, ANF is currently conducting a survey of technical assistance
needs of current ANA grantees in Alaska. The findings of this

survey will be used to formulate an agenda for an Alaskan Natives

grantees meeting to be held in mid-July. We perceive many
challenges in sufficiently meeting the needs of Alaskan villages.
This survey and the subsequent grantees meeting are important
mechanisms for Alaskan Natives to provide input into the design of

T/TA approaches which will be responsive to their diverse needs.

NEUROLOGICAL RESEARCH FTJNDING

Question. I appreciate the many issues which you and
President Clinton have tried to address in the FY 1994 budget
submission for the Department of Health and Human Services, but I am
concerned about the reductions in our neurological institutes in

this Decade of the Brain. My own son recently underwent an

experimental neurologic surgery which was not going to be covered by
private insurance because it was too new. The traditional therapies
which would have been covered by insurance would have resulted in

long-term disability, but this surgery corrected his problem. How
can we foster the continuation of this research which helps those
with so many neurological problems — such as Alzheimer's Disease,
Parkinson's disease, and other problems not associated with aging?

Answer. The National Institutes of Health, primarily through
the National Institute of Neurological Disorders and Stroke (NINDS)
seeks to understand the brain and the neurological foundations of

more than 600 disorders that strike more than 50 million Americans
each year. In the past, NINDS has developed treatments for

controlling the early stages of Parkinson's disease, and improving
recovery after spinal cord injury. Targets for future research
include the causes, prevention and therapies for conditions such as

Alzheimer's disease, epilepsy, head injury, multiple sclerosis,
neuro-AIDS, muscular dystrophy, Parkinson's disease, Huntington's
disease, and cognitive disorders. Approximately $197 million in FY

1994, over one-third of the NINDS budget, is specifically spent for

clinical research, and of that amount, over $40 million will be

directed to clinical research on neurological disorders of early and

adult life.
INHALANT ABUSE

Question. In Alaska, we are hearing more and more reports of
death or disability due to inhalant abuse. In fact, I understand
that two of our young people from Nome are attending a residential
program in South Dakota. I have heard that there are only two

programs specializing in inhalant abuse in the country.

What do we know about what works for the treatment of
inhalant abuse with young people, and the implications for

prevalence among cultural and ethnic minorities?

What do we know about inhalant abuse that would prove
effective in prevention and education of these problems?

Answer. The Center for Substance Abuse Treatment (CSAT)
currently funds two programs that specialize in treatment of
inhalant abuse. One of these programs, located in Huron, South
Dakota, focuses on treatment of American Indians and was funded in
FY 1992 at over $500,000; the other program, located in Mandan,
North Dakota, focuses on treatment of adolescents. While these are
the only treatment programs CSAT funds that specialize in treatment
of inhalant abuse, many substance abuse programs treat inhalant
abusers as one population among many.

We do not know enough about what types of treatment are
effective for different populations of inhalant abusers in the
United States. Data from local evaluations of both of these
projects is currently bring analyzed by staff of the Evaluation
Branch in CSAT. The analyses focus on program administration,
program effectiveness, and outcomes.
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In October, 1992, the Coalition of Alcohol and Drug Education
Networking Agencies, with a grant from the Center for Substance
Abuse Prevention, sponsored a three-day regional conference on
inhalant abuse in Corpus Christi, Texas. A large number of
treatment and prevention programs for inhalant abusers presented
information at this conference, among which was the Northern Lights
Recovery Center in Nome, Alaska. Programs in Arizona, Colorado,
Ohio, Oklahoma, and Texas which focus on treatment of American
Indian and minority inhalant abusers also presented at the
Conference.

ALCOHOL/ SUBSTANCE ABUSE AMONO NATIVE AMERICANS

Question. In many of our villages with high levels of

unemployment and little to do, we have heard anecdotally about
significant problems with alcohol and Substance abuse and resulting
domestic violence and sexual abuse. Do we have any data about how
to interrupt this cycle in the Native community particularly? Alaska
has a very successful small residential treatment program designed
to prevent fetal alcohol syndrome, and we have learned that a

different approach was necessary for pregnant Native women than was

generally successful with the middle-aged Caucasian alcoholic, for
instance.

Answer. Data is available from the Indian Health Service and
the Substance Abuse and Mental Health Services Administration that
show promising program interventions in American Indian and Alaska
Native communities. These data generally show that cultural
relevance and community wide efforts are more useful than simple
individual patient treatment approaches in changing the cycle that

you have described. For example. Tuba City, Arizona has also had a

very successful fetal alcohol syndrome (FAS) prevention program that
has engaged many community members as supports for pregnant women to
maintain sobriety in pregnancy. These community members continue
their support of the new mothers after the birth to assure more
effective parenting as well. This approach seems to have promise in

reducing FAS and supporting more positive early childhood
development. (ST-10) Diabetes Among Alaska Native

DIABETES AMONO NATIVE AMERICANS

Question. I have heard recently about higher rates of
diabetes among Alaska Native, who historically had very low rates of
the disease. What kinds of data do we have about Alaska Native
populations as opposed to the general rates of diabetes among Alaska
residents and other Americans?

Answer. Data published in Diabetes Care in January, 1993, by
Schraer, et al, revealed that the rates among Alaska Natives have
increased in the recent past. The diabetes prevalence from 1985 to
1987 increased from 15.7/1000 to 17.4/1000 population or an 11%

change in 2 years. If one examines subsets of the Alaska Native

population one discovers that the rate in Alaska Eskimos has
increased 16%, Alaska Indians increased by 9%, and prevalence in

Alaska Aleuts has increased by 5 % . The prevalence is highest among
Alaska Aleuts with a rate of 28.6/1000 population in 1987. This

compared to a prevalence in the general U.S population (all races,
age-adjusted for 1979-81) of 24.7/1000 population. Rates for
non-Native Alaska residents are unavailable, but rates among
Minnesota Caucasians have been steady at approximately 16/1000 since
1945.

SMALL BLOOD BANK POLICY

Question. I have corresponded with the Food and Drug
Administration concerning a problem our small Alaska hospitals and
blood banks have in donating their own blood for use in surgical
procedures performed "outside," in Seattle or Portland or
California .

The Food and Drug Administration takes the position that our
small blood banks are out of compliance if they send more than four
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unite of autologous blood annually, except in emergency. This is a

position which does not take into account that our small hospitals
do not have the capacity to perform even simple surgical procedures
in their home communities, because they are better done where they
are often done. This is a policy which 1 believe is consistent with
the goals of health care reform. Frankly, an airplane flight from
Southeast Alaska to Seattle is still cheaper than bringing a surgeon
in to one of our small hospitals for a small number of surgeries.

Can you provide us some assistance on this topic?

Answer. Because this specific instance in Alaska falls under
the purview of the regulatory framework of the Food and Drug
Administration, I have asked Dr. Kessler, the Commissioner of the
Food and Drug Administration, to look into this issue. The Food and

Drug Administration will contact your office.

QUESTIONS SUBMITTED BY SENATOR SLADE GORTON

NATIONAL CENTER FOR INJURY PREVENTION AND CONTROL

Question. I was delighted with the elevation of the Division
for Injury Control to Center status, but I have been disappointed
with the appointment process. What is the Administration doing to
fill the position of Director of the new Injury Prevention Center?

Answer. We agree it is important to fill this key CDC
leadership position as expeditiously as possible. CDC has formed a

search committee to identify candidates for the position of

Director, National Center for Injury Prevention and Control. A list
of candidates is currently being prepared, and the position
announcement has been posted.

Question. Trauma victims are the greatest and most expensive
users of general hospital beds, and yet, we invest so little in

preventing them from coming to the hospital in the first place. Do
you agree that in the grand and expensive schemes to reform our
health care system and focus on preventive medicine, we should focus
specifically on trauma prevention?

Answer. We agree that preventing trauma is one way to reduce
the number of hospital visits and the resulting financial burden
placed on the health care system. The American College of Surgeons'
guidelines on Optimal Care of the Injured Patient state explicitly
that prevention of traumatic injury is the most cost-effective
component of a trauma system.

Question. Harborview in Seattle, Washington, is among the
nation's premier trauma research centers and serves the entire
Northwestern part of the United States. While the new Center for
Injury Prevention represents a commitment to injury control
research, how will funding increases for trauma prevention at CDC
help the university-based research centers?

Answer. The 1994 President's budget requests an increase of
$10 million for CDC's injury prevention and control program. The
priority we have chosen for these additional funds is to focus on
preventing domestic violence against women. CDC has proposed to use
part of its funds for this initiative to build our knowledge base
through data collection, research, and evaluation of intervention
strategies about how to prevent violence against women. University-
based research centers should be eligible to compete for the award
of such funds.

RURAL HEALTH PROGRAM

Question. Proposed funding for Rural Transition Grants is
less than half of the current level. Ten Washington State hospitals
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have received funds under this program which has allowed them to
make improvements in emergency services, outpatient services,
capacity to recruit providers and nursing services. This year's
application process involved simultaneous submission to HCFA and the
state and only six days for the state offices of rural health to
review and comment. Is the Administration interested in improving
and supporting this program that provides valuable assistance to
rural communities?

Answer. This Administration is very aware of the health care
access issues facing rural communities, and we are committed to
supporting the development of innovative health care delivery models
in rural areas. While we are scaling back the amount of funds for
the Rural Health Care Transition Grant (RHCTG) program from $22.7
million to $10 million, those funds will be shifted to other
important rural health priorities. We believe that funding RHCTG at
$10 million will provide enough money so that organizations
receiving these grants can continue the development of important
projects. The President's Budget also requests $11 million to
support the Essential Access Community Hospital/Rural Primary Care
Hospital (EACH/RPCH) program which enhances access to health care
services in States with rural populations. As proposed in H.R.
1960, The Revenue Reconciliation Act of 1993, the EACH/RPCH program
would be expanded to nine rural states. The budget also includes a

request for $1.7 million for a new rural health program to stimulate
innovative models of rural health care delivery.

I would also like to address your concerns regarding the
application process for the Rural Health Care Transition Grant
program. The review time for the Governor's comments was shortened
from 10 working days to 6 working days in order to allow the
technical review panelists additional time to give the applications
an in-depth review. Of course, letters of support will be accepted
and considered by HCFA at any time prior to award.

Question. Many rural health care providers are concerned that
this Administration is unaware of their unique needs. Proposed cuts
in the Allied Health Program, Area Health Education Centers, Rural
Interdisciplinary Training, the state offices of rural health, and
the state trauma systems assistance further undermine their
confidence. What exactly are the Administrations priorities for
rural health care and how do you explain the cuts in these programs?

Answer. We remain committed to the health care needs of all
Americans, including those in rural America. As you know, coming
from Wisconsin, I am keenly aware of the unique needs of rural
communities. And I am aware that rural health needs are not
monolithic -- that the needs in Montana are different from the needs
in Wisconsin.

For FY 1994, the total request for Department discretionary
rural health programs is $642 million, a net increase of +$58
million (+10%) over FY 1993.

The request for the Public Health Service expands access to
services in rural Community and Migrant Health Centers (+$35
million); provides greater access to rural substance abuse and
mental health services (+$25 million); supports placement of
additional National Health Service Corps providers in rural
communities (+S1 million); and expands rural health research
efforts (+$1 million).

While there is no net increase related to rural health for the
Health Care Financing Administration, 2 programs are
significantly increased, while another is reduced by the same
amount. The request includes increases to continue the
Essential Access Community /Rural Primary Care Hospital
program EACH/RPCH (+$11 million); and to initiate a new rural
health grants program (+$2 million).
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• These program increases are offset by reducing the rural
health transition grants program to $10 million in FY
1994 (-$13 million) .

• This redirection of funds reflects our belief that the

EACH/RPCH program is working for rural providers, and
also provides grant funds to explore other options for

coping with the health care crisis in rural America.

EACH/RPCH was not funded by Congress in FY 1993
and the FY 1994 request reflects a +51% increase
over the FY 1992 enacted level.

» In addition to these discretionary increases, a +$50 millio"
rural health investment is being proposed for Medicare in FY

1994, including:

• +$20 million for extension of Regional Referral Centers

(RRCs) -- based on case-mix and number of discharges,
rural hospitals may qualify to receive the current urban
reimbursement rate, rather than waiting for parity in FY

1995.

• +$30 million for Small, Medicare-Dependant Rural
Hospitals -- where hospitals receive preferential
payment treatment to help maintain financial solvency.

As you noted in your question, we have proposed reductions in
a number of health professions training programs. Our goal is to
refocus our national training efforts on programs directly
associated with promoting primary care. To that end we have
proposed an increase of $51 million for programs that support the
training of primary care providers . We believe that increasing the
number of primary care providers will have a positive impact on
access to health care in both rural and urban areas. To help
finance these increases, some decreases are being proposed in other
health professions training programs -- and these include some
reductions in allied health training and Area Health Education
Centers and Rural Interdisciplinary Training.

Question. Is the Administration considering the innovative
uses of telecommunications in long-distance learning to improve
health care in rural and underserved areas?

Answer. The Administration is actively supporting programs to
improve health care in rural and other underserved areas through the
use of telecommunications and high speed computer networks.

Within the National Institutes of Health, the National Library
of Medicine continues to expand its outreach efforts through grant
programs aimed primarily at hospitals to provide the information
they need to care for patients and conduct research. NLM will fund
research needed to develop technologies that will allow isolated
health care providers to consult immediately with colleagues and
experts around the country. By placing special emphasis on rural
and underserved populations, we are attempting to eliminate the
distinction between the "haves" and "have-nots" whnn it comes to
access to medical information. Tliese efforts are part of the
Administrations ' s High Performance Computing initiative, for which
the FY 1994 NIH budget requests an increase of $24 million over FY
1993.

In addition, to better understand how and to what extent
telecommunication services can provide access to care in rural
areas, the Health Care Financing Administration (HCFA) is pursuing a

thorough study of the issues. HCFA is actively participating in
planning a conference on Telemedicine, sponsored by the Office of
Rural Health Policy, to be held this year.

Also, at the direction of the Congress, HCFA staff have been
meeting with representatives of the Midwest Rural Telecommunications
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Consortium to discuss initiation of a project to demonstrate the
effectiveness of telemedicine systems linking hospitals to existing
statewide fiber optics networks.

COMMUNITY HEALTH CENTERS

Question. There is a consensus that community health centers
play a major role in providing primary health care to medically
underserved populations in this country. However, the funding
guidance seems to skew funding allocation to large urban centers
with more than 25 percent minority populations. Everyone would
agree that minorities need access to health care to address the

higher infant mortality, and other poor health indicators. However,
minorities and other medically underserved members of other
communities have a hard time getting access to the community/migrant
health funds if there is not at least a 15 percent to 25 percent
minority population in the community. It appears that the DHHS
funding guidance does not encourage channeling of funds to areas of
the country (such as the state of Washington and the Pacific
Northwest), where minority percentages may not be as high but are
present, and where tremendous layoffs have occurred; homeless
families have increased substantially; and poor, non-English
speaking refugee populations have settled in large numbers. Do you
plan to change the guidance for community/migrant health center
funding to address the growing needs of communities with tremendous
health care needs for unemployed, homeless, and refugee populations
as well as growing minority populations?

Answer: Guidance for C/MHC funding decisions is reviewed each
year to ensure that the communities of highest need are given every
opportunity to obtain funding. Consistent with statutory
requirements, awards in FY 1993 will be made in a manner that
provides for an appropriate distribution of resources throughout the
country in both urban and rural areas. At least 40 percent and up
to 60 percent of the new people served through these grants must be
in rural areas. We do not believe that the current guidance is
biased against communities that do not contain more than a 15 to 25
percent minority population.

For FY 1993, the review criteria include:

1) Separate Criteria for Urban and Rural Applicants

Policies, program guidance and grant awarding mechanisms
recognize the importance of differentiating the health needs
and the services required for rural Americans as compared to
urban populations.

For FY 1993, approximately $18 million will be awarded to
support new C/MHCs, to expand the capacity of existing C/MHCs
and to support a limited number of planning grants for new
CHCs. To assure that the health care needs of all Americans
continue to be met, separate review criteria will continue to
be used for both urban and rural projects to ensure that rural
projects will only be competing against other rural projects,
not against urban projects.

The minority population factor is applicable to only
organizations proposing to serve an urban area. For
applicants proposing to serve a rural area, geographic
barriers based on average travel time/distance to the next
nearest source of primary care that is accessible to Medicaid
recipients and/or uninsured low income people in need of a

sliding scale fee schedule is used instead of the minority
population factor. Rural applicants may, however, identify an
emerging minority populations in the "Community Issues
Factor".

2) Increased Points for Community Health Issues.
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To better reflect the unique health issues in each community,
the point total for the Community Health Issues factor was
expanded for FY 1993. As a result, communities will be able
to more fully describe the health care needs in their proposed
service areas.

A total of fifteen points is available for a community to
document its unique health issues. Cited examples include:

high unemployment rates; high uninsured rates; high growth
rate of minority/special populations (i. e. , refugee
populations); high morbidity rates due to specific diseases;
late entry into prenatal care; high percentage geriatric
population; high infant mortality rate; high percentage of low
birthweight; cultural/language barriers; etc. Also to be
included are any other documented community health issues
(e.g., large homeless population; high percentage HIV
infected; etc.).

3) Awards will be made in such a manner as to achieve a wide
distribution of resources throughout the country.

Contingent upon the outcome of the review process, grant
awards for FY 1993 will be made in such a manner as to achieve
a wide distribution of resources throughout the country.
Aggregate awards to serve rural communities and aggregate
awards serving urban areas will be made to assure that no more
than 60 percent and no fewer than 40 percent of the new people
served come from either rural or urban areas.

In addition, with the funds available FY 1993, limits have
been placed on the number of awards a State may receive.
Specifically, a State is limited to no more than two Section
330 New Start/Expansion awards that establish new service
delivery sites in new service areas. Other types of expansion
awards, planning grants and Section 329 awards do not count
against this limit.

NATIONAL YOUTH SPORTS PROGRAH

Question. For more than 25 years, the National Youth Sports
Program has been a model of partnership where services to youth are
provided through support of the Federal government and private and
public funds. Through contributions of the NCAA and colleges such
as Washington State University, each summer hundreds of

disadvantaged youths receive health care, education, and organized
activities in a collegiate setting. Will the Administration
continue to support this cost-effective means of delivering needed
services to disadvantaged youths?

Answer. Yes. the administration proposes to continue funding
this valuable program at $9.4 million.

E. COLI RESEARCH

Question. As you Icnow, earlier this year in Washington State,
an E. coli outbreak took the lives of three and sickened
400 individuals. I have worked closely with Secretary Espy at the
Department of Agriculture on this issue and have high praise for his
work. Just the other day, I provided USDA with a research proposal
prepared by Washington State University which will study the
bacteria from "farm-to-table." What are your thoughts on the need
for research in this area?

Answer. Better understanding of the flow of E. coli 0157:H7
is needed at all levels. Studies are needed to determine how it is

acquired by individual animals, how and why it persists in
individual animals and in herds, and how it contaminates meat. The
data from these investigations will help in devising the appropriate
prevention and control methods, such as changing farm and
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slaughterhouse practices. In an extensive review article on E. coll
0157:H7 published in 1991, and in a shorter extract published in

1993, CDC researchers stated that; "Studies of the ecology of E.
coll 0157:H7 and other Shiga-like toxin-producing E. coli pathogens
on dairy and other farms are needed to determine risk factors for
carriage of these organisms on farms and in individual animals.
Studies of the mechanisms by which meat becomes contaminated with E.
coli during slaughter and processing, and instituting methods to
decrease this contamination are critically needed."

Question. What research is currently being done by CDC on
the E. coli bacteria?

Answer. CDC first identified E. coli 0157:H7 as a human
pathogen. Outbreak investigations have taught us most of what we
know about the modes of transmission (food, water, and person-to-
person), the foods that cause the illness, the high risk
populations, and the risk of severe complications such as hemolytic
uremic syndrome (HUS). CDC has conducted studies to determine the
frequency with which E. coli 0157:H7 causes diarrhea; and has
developed sensitive methods for detecting E. coli 0157:H7 in stools,
and methods of subtyping different strains of E. coli 0157:H7. CDC
has also developed a method of detecting infection by analyzing
blood specimens, and conducted studies of the pathogenesis of these
infections.

Question. In the May 11 issue of the Washington Post,
Dr. Besser with the Centers for Disease Control recommended to a

community of physicians which advise states on the prevention of
diseases established by your Department that all states "require
physicians to report E. coli infections." I am told that only
11 states now require that E. coli infections be reported to the
appropriate health agency. I wonder if you could describe for us
how mandatory reporting of E. coli infections could assist research
currently being done on E. coli?

Answer. Detection of cases is critical in conducting studies
to determine whether antibiotics or other treatments might help
infected people, and the economic impact of these illnesses. Better
recognition of cases will spare individual patients from unnecessary
and harmful tests and therapies. Some people have kidney failure
from hemolytic uremic syndrome (HUS) and others have their colons
removed for severe bloody diarrhea, and neither they nor their
physicians ever know that their illness was an infection caused by
E. coli 0157:H7. Therefore, CDC and the Council of State and
Territorial Epidemiologists are proposing this month that all States
make E. coli 0157:H7 infections and HUS reportable to State health
departments and CDC. CDC is also proposing that data on persons
with E. coli 0157:H7 infection be reported nationally to CDC, as are
other reportable diseases.

Question. Is it fair to say that we just don't have enough
knowledge about how many E. coli cases occur each year and that by
requiring states to report infections that we could get a better
handle on the E. coli bacteria and its impact?

Answer. You are correct that we do not have enough knowledge
about how many E. coli 0157:H7 cases occur each year. Without
better information, we cannot determine how common this infection
is, who is most likely to be infected, how many people develop
severe complications, and what simple measures might prevent
infection or complications.

With improved reporting of cases, outbreaks will be more
likely to be recognized, and public health officials can investigate
them and intervene to prevent more cases by removing contaminated
food from the market, closing contaminated swimming lakes, and
increasing hygiene in child care centers. A reporting requirement
is an important step, but changing clinical laboratories' procedures
so that they culture stools for E. coli 0157:H7 is also critical— if
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laboratories do not screen for the organism, cases and outbreaks
will not be detected.

BIOMEDICAL RESEARCH

Question. Each week I receive several letters from biomedical
researchers at the University of Washington and other schools across
Washington state concerned about the level of commitment by this
Administration to basic biomedical research. They fear that funding
increases to fight "diseases of the month", while some may be
worthy, are taking away from basic science, without which, all
research in the future will suffer. How can you reassure the
scientific community across the United States that basic science
will be a priority for this Administration?

Answer. Basic Science is a high priority for this
Administration. Basic biomedical research is extremely important
because the results of basic research often have impacts in disease
areas where an effect was never envisioned. The FY 1994 budget
request reflects the importance of basic research--over $6 billion,
almost 60 percent of the NIH budget, will fund basic biomedical and
behavioral research. Although many of the budgeted increases for
NIH are targeted to specific priority areas, it would be a mistake
to think of disease specific research as non-basic research. Much
of the so-called targeted funds will fund research that will benefit
unrelated and unanticipated areas of science. For instance, we
expect the outcomes of the work on HIV/AIDS to have a major impact
on other areas of science totally unrelated to the AIDS epidemic —
for example, providing an understanding of the basic immune system
and new knowledge on how to develop and test vaccines.

Question. Will basic biomedical research be included as a

priority in the Administration's health care reform proposal?

Answer. We are looking at all aspects of the Department,
including the research programs of NIH, as part of health care
reform because health care reform is more than a financing and
delivery mechanism.

QUESTIONS SUBMITTED BY SENATOR CHRISTOPHER BOND

BIRTH DEFECTS PREVENTION

Question. As you know, more than 120,000 babies are born each

year in this country with serious birth defects. Birth defects are
the leading cause of infant mortality. More babies will die before
their first birthday because of a birth defect than by any other
cause including prematurity and low birth weight. In Missouri,
birth defects account for 21% of infant deaths. Birth defects are
also a leading cause of permanent disability in those infants who do
live.

Many of those birth defects are preventable. But for many
birth defects, we do not know the cause. A comprehensive approach
to birth defects surveillance, research and prevention is badly
needed.

Given the emphasis placed on reducing the infant mortality
rate in this country, I have been astonished that so few resources
are going to its leading cause. In FY 1993, there is only
$1.8 million for birth defects prevention and $1.8 million for
prevention of Fetal Alcohol Syndrome. I have been equally
astonished that each year that we speak of our efforts to reduce the
infant mortality rate that no funding is requested for birth defects
efforts and this year is no different.

I have been working with the CDC and the March of Dimes on

legislation to begin in earnest the effort to prevent birth defects.
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We know that your report from the CDC on the need for a national
program for birth defects prevention is coming out in July of this
year. What would be needed in FY 1994, to begin phasing in this
program?

Answer. Unfortunately, there are always more good ideas than
resources to support them. The FY 1994 President's investment
proposals placed emphasis on areas such as research and prevention
of HIV/AIDS, tuberculosis, substance abuse, breast and cervical
cancer, and other women's health concerns. If additional resources
beyond the President's request were available, CDC estimates that it

could initiate a comprehensive approach to prevent birth defects
with $20 million in FY 1994. These funds could be used to begin
centers for applied epidemiologic research to find causes of birth
defects and to begin or improve state surveillance and prevention
programs. State prevention activities could be initially focused on
the prevention of spina bifida and Fetal Alcohol Syndrome, two
common and serious birth defects we know how to prevent.
Surveillance programs in States could provide information to plan
effectively for additional prevention activities and provide data to
the centers to discover causes of birth defects which are now
unknown.

CHILDHOOD IMMUNIZATIONS

Question. Immunizing our children is an important and crucial
need. I commend you for your commitment to children and for your
efforts to increase the immunization rate in the country. This is
an area that I hope this subcommittee will focus on and together we
can make some significant strides. However, I do have some concerns
about the Administration's approach.

As I understand the new administration proposal the government
will be providing free vaccine to anyone who does not have insurance
coverage of vaccines regardless of that person's income level. With
limited resources, is it the best use of these resources to buy
vaccines for people who can afford it instead of spending those
resources more wisely in other areas of need such as full funding
for the WIC program, birth defects prevention, prenatal care
outreach, or to fill some other valuable need?

Answer. We recognize and share your concerns about properly
and responsibly weighing the relative merits and disadvantages of

providing increased support for WIC and other important programs for

young mothers and their children. The proposal before you targets
scarce resources where they are needed most. Those eligible to
receive free vaccines under this program include Medicaid
beneficiaries, the uninsured and the under-insured. This assumes
that wealthier families are more likely to have immunization
coverage through their existing health insurance policies. In

weighing the alternatives, one fact continues to rise to the
surface; that immunization remains the most cost-effective health
care intervention known in the public health armamentarium.

Question. Why do you think it is that over 95% of children
are immunized by the time they enter school? What do you think that

says about the real effects of the barriers to immunization?

Answer. School immunization laws have literally forced
most parents to comply with the "no shots no school" mandate, no
matter how inconvenient, burdensome, or expensive. The current

problem is getting those same children vaccinated early in life, at
a time when they are most vulnerable to infection and illness.
While it may seem possible that passage of immunization laws for day
care, for example, could similarly motivate parents to have their
children age-appropriately immunized, the majority of our most
vulnerable youngsters — those living in inner cities — are least

likely to attend licensed day care centers. To effectively reach
these children, repairs in our current delivery system represents
the most effective option.
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Question. Isn't something along the lines of an enforcement
mechanism like limiting AFDC benefits a way to increase our
immunization rates?

Answer. Limitations or postponement of benefits from AFDC,
WIC, and other programs have been seriously considered as a means to
motivate parents to get their children immunized. A number of
demonstration projects are presently underway to evaluate the
potential merits of "negative incentives". It must be recognized,
however, that the poorest of families will bear the greatest burden,
and may very well find themselves even more estranged from our
"broken" immunization system. We believe that a system which offers
positive — rather than negative — incentives has the greatest
chance of fairness and success in the long run. Specifically, this
means a medical care environment which is accessible, convenient,
and reaches out to the community; making the system easy to receive
service from.

Question. How much of the vaccine market do you envision
being channeled through CDC purchase under the new Administration
proposal. (CBO estimate assumes 70%; CDC currently buys about half
of the vaccine in the country but only immunizes about 30% of the
children. )

Answer. We agree with the Congressional Budget Office that
the Administration's Universal Access to Immunization proposal would
provide funds to purchase approximately 70 percent of the vaccine
needed to adequately immunize all children. Traditionally, it has
been estimated that 50 percent of all children are served in the

private sector and 50 percent are served in the public sector. CDC

currently provides funds to purchase vaccine for approximately 60

percent of the public sector, or approximately 30 percent of the
entire vaccine market. A combination of state, local, and other
Federal funds are used to purchase vaccine for the remaining 40

percent of the public sector, or 20 percent of the entire vaccine
market.

QUESTIONS SUBMITTED BY SENATOR NANCY KASSEBAUM

READ START

Question. The Head Start program has been one of the more
successful federal government efforts to help children, in poverty.
Its budget has undergone tremendous growth in the past few years.
Its fiscal year 1993 appropriation totals almost $2.9 billion. I

have been a strong support of this increase in funding. You have
advocated full funding for Head Start, which will require an
additional increase of $2.1 billion every year until 1995, for a

total increase of $6.1 billion above the current spending levels.

How can Head Start programs absorb this massive infusion of
funds in so short a period of time--this will demand dramatic
changes in the physical facilities, management structures,
administrative oversights, and other organizational changes that
will require careful planning and gradual implementation?

Answer. We are fully committed to mobilize the planning,
management and program talent necessary to handle the expansion of
Head Start proposed by President Clinton. On May 6, I announced
that I have directed my staff to assemble an expert panel to conduct
a comprehensive review of the Head Start program. One of the
primary issues that this panel will address is how best to expand
the Head Start program. We plan to complete our in-depth review
within the next several months; allowing sufficient time to
implement the resulting recommendations early in FY 1994.

In addition, we believe that Head Start grantees can absorb a

$1.4 billion increase in FY 1994 for two reasons:
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o Although we have not calculated exact allocations for how the
proposed FY 1994 increase will be distributed, we anticipate
that approximately two thirds will be used to maintain and

improve program quality and to extend the hours of service
provided to Head Start children and families.

o Also, Head Start grantees have demonstrated time and again
that they are willing and eager to reach out and serve
additional children, and we are confident they will in the
future.

While the recent study by the Department's Inspector General
noted the concerns of some grantees that expansion was putting a
strain on their systems, expansion did in fact occur. Ninety seven
percent of our grantees which were offered expansion funding last

year accepted the new funds and expanded their programs. There have
been enrollment deferrals because grantees needed time to find
adequate facilities and staff but these have been only temporary.
Facilities have been found, staff were hired and children have been
enrolled. We met our expansion target in FY 1992, we expect to meet
it in FY 1993, and there is every reason to believe we can do so in
FY 1994.

Question. As you are aware. Senator Kassebaum has introduced
legislation aimed at improving the quality of Head Start programs.
Is there any common ground between your ideas about improving Head
Start programs and the ideas contained in Senator Kassebaum' s

legislation? If so, could you identify the areas of agreement?

Answer. Senator Kassebaum and I are committed to the same
basic philosophy: that Head Start is a good program that we can make
better. The Senator's bill has articulated several approaches for

improving Head Start quality which we will certainly give close
attention. However, at this point I do not believe it would be

appropriate to endorse specific changes for Head Start. As you
know, I have directed Mary Jo Bane, Assistant Secretary Designate
for the Administration for Children and Families, to conduct an in-

depth review of the Head Start program, using a panel of experts on
Head Start and early childhood education. This review will provide
specific recommendations to me about what changes should be made to
Head Start.

Question. I understand that you are putting together a task
force to take a closer look at Head Start. What is the specific goal
of this task force and the anticipated timeframe for the completion
of its work?

Answer. As noted in the above, I have directed Mary Jo Bane,
Assistant Secretary Designate for the Administration for Children
and Families, to undertake an in-depth review of the Head Start
program in which she will solicit the advice of many authorities on
Head Start and early childhood education throughout the country.
The panel of experts will explore options for expanding the program,
examine the role and effectiveness of Head Start in meeting the
needs of low-income children and families, and examine and make
recommendations about the program's quality -- including staff,
management, record keeping, training, and service delivery. We plan
to complete our in-depth review of the Head Start program within the
next several months; allowing sufficient time to implement the
resulting recommendations early in FY 1994.

Question. How would you maximize the benefits of Head Start
participation and decrease the dissipation of its long term impact
on children?

Answer. The benefits of Head Start can be maximized in two
major ways. One is to improve the linkages between Head Start and
the public school system and to improve the quality of the public
schools into which Head Start children go. We will continue to fund
the Head Start transition program, a $20 million effort designed to
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improve the transition of Head Start children into public school.
Transition to public school will also be a major focus of our Head
Start review panel and I expect to get solid recommendations for
improvement .

The second is to improve the quality of the Head Start program
itself. Recent studies from the High Scope Foundation suggest that
a high quality, intensive early childhood intervention program can
have permanent positive effects on children's lives, well into
adulthood, as many of the High Scope children have shown. As we
improve Head Start quality, we improve Head Start's lasting
effectiveness. We will also continue to find ways to improve the
roles of parents in Head Start. We are, for example, holding a

Parent Involvement Institute in Washington this August. It is our
belief that the more we can do to help Head Start parents to assume
the role of primary educators of their children, the more we will do
to assure the long term benefits of the Head Start program.
Improved participation of parents will also be a major focus of the
Head Start review panel.

Question. Instead of focusing almost exclusively on the
expansion of Head Start, should equal attention be given to the
development of transitional and intermittent follow up programs
designed to reinforce the benefits of participation over the child's
academic life— for those children already in Head Start?

Answer. Head Start has allocated $20 million to the Head Start
transition program to help maintain and enhance the early benefits
attained by the Head Start children and their families. In

September 1991, thirty-two grants were awarded to community-based
consortia to demonstrate over a several year period effective
strategies for supporting children and families as they make the
transition from the Head Start program through kindergarten and the
first three grades of public school. An integral part of this
national demonstration is a rigorous evaluation to determine the
effectiveness of such endeavors.

We will also continue to work closely with the Department of
Education's Chapter 1 program and explore with them ways in which
Chapter 1 resources can be made available to help meet the needs of
Head Start children and families as they leave Head Start and enter
public school.

SUBCOMMITTEE RECESS

Senator Harkin. Thank you very much. The subcommittee will

stand in recess to reconvene at 9:30 a.m., Wednesday, May 19,

when we will meet in room SD-138 to hear from the Secretary of

Labor, Robert Reich.

[Whereupon, at 12:05 p.m., Friday, May 14, the subcommittee
was recessed, to reconvene at 9:30 a.m., Wednesday, May 19.]
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Office of the Secretary

statement of hon. robert reich, secretary
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JIM McMULLEN, DIRECTOR, OFFICE OF BUDGET
TOM KOMAREE, ASSISTANT SECRETARY FOR ADMINISTRATION
AND MANAGEMENT

CAROLYN M. GOLDING, ACTING ASSISTANT SECRETARY OF LABOR
FOR EMPLOYMENT AND TRAINING

BUDGET REQUEST

Senator Harkin. The appropriations Subcommittee on Labor,
Health and Human Services, and Education, and Related Agencies
will come to order.

Today is the third of three hearings with Cabinet secretaries

within the jurisdiction of this subcommittee to discuss the fiscal

1994 budget.
It is a pleasure to welcome Labor Secretary Robert Reich to the

subcommittee today. Secretary Reich has long been an advocate of

work force development and the need to expand human capital in-

vestments that are a central part of the work of this subcommittee.

Secretary Reich, I look forward to working with you in the
months ahead on implementing as much as possible of yours and
the President's investment package.
Following Secretary Reich's testimony, we will be hearing from

a panel on school-to-work transition programs and related issues,

stressing the importance of greater coordination between the De-

partments of Education and Labor.

(271)
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The Labor Department's budget for fiscal year 1994 totals $16.5
billion. For discretionary spending, this budget calls for $12.46 bil-

lion, a $2.9 billion increase over last vear.

Highlighting this budget is $2.87 oillion in investment spending
for a variety of President Clinton's employment and training initia-

tives.

Heading up this package is $1.3 billion in investment spending
for dislocated worker assistance, $1 billion for summer youth job
initiatives, $133 million for Job Corps, $135 million for school-to-

work activities, and $150 million for one-stop career counseling.
Without these investments, many Labor Department agencies

are asked to live with a freeze from last year to fiscal year 1994.
Over the past week, I have publicly raised the pressing problem

of the President's budget with your colleagues. Secretary Riley and
Secretary Shalala.
And I know from our discussions, that in your role both as Labor

Secretary and as the father of the President's economic plan you
have a strong interest in the budget and the need to preserve the
administration's investment package.
And I intend to raise this issue with you today as I did with Sec-

retary Riley and Secretary Shalala. To do so, I have festooned the
area up here with a bunch of nice, colorful charts.

I think these charts bring home very graphically what we are

talking about. And we will start here over on my left with the
President's investment initiatives.

CHART 1.—OVERVIEW OF PRESIDENTS BUDGET

[In billions of dollars]
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If we fail to make any cuts in the underlying budget, we are left

with only $500 million for the President's investment package out

of $5.9 billion. To me, that is unacceptable.

President's fiscal year 1994 budget

Outlaya in billions

Investment initiatives ........; $5.9
Amount over cap 5.4

Amount under cap .5

And it is an option that hits our subcommittee particularly hard.

And that will have a particularly adverse impact on your depart-
ment.
On the third chart, of the $16.7 billion in budget authority for

the total investment package, $7.1 billion of it comes to this sub-

committee.

Cfiart 3.—Labor-HHS-ED component of investment initiatives

[Budget authority in billions]

Billions

Budget authority for total investment package $16.7
Subcommittee 7.1

Note: Labor-HHS-Ed share of investment package is 42 percent.

I think it is about 42 percent that comes to this subcommittee.
Failure to preserve the investment package would particularly im-

pact on work force training activities, where total spending for

these programs in the Department of Labor and Education would
be effectively straight-line in fiscal 1994.

Look at the chart, if you take a look at 1994 with investment ini-

tiatives, we will have $10.3 billion for education and work force

training.

Chart 4.—Labor and Education workforce training programs

Billions

1993 enacted $7.3
1994 base program 7.3

1994 with investment initiatives 10.3

If we do not have that, we will have exactly what we had last

year, which when you take inflation into account, is really a cut.

And I know this is sort of the centerpiece of what you, Mr. Sec-

retary, wants to do and what the President wants to do, and that
is work force training programs.
So if we look at what we have over here on the left with only

$500 million left; if we make no cuts in the underlying budget, we
will not even get anywhere near your work force trsdning programs
that you want to fund.
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CHART 5.—MAJOR WORKFORCE TRAINING PROGRAMS

[In thousands of dollars]

Fiscal year—

1993 tnacted
1994 bast

program

Change

Labor Department

JTPA adult training 1,045,021 1.030,021
-

15.000

JTPA youth training 696,682 686.682
-

10,000

Summer Youth Program 670,674 688.782 18.108

Dislocated vrorter assistance 566.646 531,006 -35,640

Job Corps 966,075 990,469 24,394

Youth fair chance 25,000 25,000

Native Americans 61.871 61,871

Migrants 78,303 78,303

Veterans 8,957 8,957

National activities 63.902 63.902

Jobs for Older Americans 390,060 400,592 10.532

Trade adjustment assistance 211,000 189,900 -21,100

State employment service 810,960 832,856 21.896

Targeted jobs tax credit 14.880 15,282 402

Veterans employment and training 182,272 186.648 4,376

Total, Labor Department 5,767,303 5,790,271 22,968

Education Department:

Vocational education State grants 972,750 972,750

Consumer and homemaking education 34,720 -34,720

Community-based organizations 11,785 11,785

Tech-prep 104,123 104,123

Tribally-controlled vocational institution 2.946 2,946

Vocational education State councils 8.928 8,928

Bilingual vocational training 2.946 -2,946

National programs 31,327 31,327

Adult education 304,718 315,707 10,989

Cooperative education 13,749
-

13,749

Dropout prevention demonstrations 37,530 37,730 200

Total, Education Department 1,525,522 1,485.296 -40.226

Grand total 7.292.825 7.275.567
-

17.258

Again, on the other two charts, we just listed all of the programs
that are in the work force investment initiatives.



275

Chart 6.—Workforce investment initiatives—fiscal year 1994 budget authority

Department of Labor: Thousands

Summer 1994 $375,000
Summer 1995 625,000
Dislocated worker assistance 1,390,000
School-to-work 135,000
Job Corps 163,200
Jobs for Older Americans 20,526
State unemplojrment offices 9,000
One-stop career centers 150,000

Total, Department of Labor 2.867.726

Department of Education:
School-to-work 135,000
National Skills Standards Board 15,000

Total, Department of Education 150,000

Grand total 3,017,726

I just wanted to graphically show how many there are; every-
thing from JTPA adult training to Job Corps to targeted jobs tax

credit, vocational education, tech prep, all of the things that go into

building up the work force in our country and making them better
educated and better trained.

The President has requested an $8.7 billion increase in this sub-
committee's allocation over here on chart 7, if you see it, about the
third chart from the end, an $8.7 billion increase in this sub-
committee's allocation.

Chart 7.—Labor-HHS-Education Subcommittee

[Discretionaiy programs in billions]

Fiscal year 1994 investment initiative $7.1
Increase over fiscal year 1993 enacted 8.7
Increase in fiscal year 1993 over fiscal year 1992 1.7

Compare that to the $1.7 billion we received from 1992 to 1993.

So, again, it just does not fit. We are trying to fit a size 12 foot
into a size 10 shoe. And it just will not fit.

So something has to be done.
The investment initiative, $7.1, the President's total request

$70.9, the increase over fiscal year 1993 enacted, $8.7 billion, but
the total increase we got last year over the year before is only $1.7
billion. So we simply do not have the resources to do that.
So I would suggest, Mr. Secretary, that if the administration is

looking for places to cut and if they want to protect President Clin-
ton's investment package, that it reduce the spending for former
President Bush's investment initiatives.

Now, he had his investment initiatives, space station, super
collider, SDI, cold war intelligence budgets. Next year's budget, be-
cause it is over the spending caps, actually pits President Bush's
investments in these big ticket items, like SDI and SSC, against
President Clinton's investment in education, work force training,
and health care.
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We simply cannot afford both. If some choices are not made right
now, the Clinton investments will suffer most. And the American

people and our economic future will be the big losers.

Mr. Secretary, I will state again for the record that I believe that
0MB has done us a disservice. And I believe that 0MB is being
highly irresponsible in sending this down to us without 0MB rec-

ommending either to the President or to us, concomitant cuts in

programs so that we can fit this investment package in.

So, again, I know your position on this. I know you are strongly
in support of it, but 0MB, I think, has not really been playing
square with us on these figures.
To move on, late last week, the President sent to the Hill the lat-

est version of the stimulus package. This one totals $920 million,
with $320 for summer jobs, and is paid for with a 0.45-percent
across-the-board cut in

discretionary spending.
I would like to offer just a couple of thoughts on this proposal.

First, Mr. Secretary, this new package, which is less than 6 percent
the size of the original stimulus package, is a ghost of the formal
self

Second, since it is paid for, this newest version is not—it could
not be a stimulus, because we are taking money out of the same
pot.

Namely, the original purpose of the first stimulus package was
to spur growth by pumping new spending into the economy. And
this new package does not do that.

Equally important, Mr. Secretary, I cannot understand why the
administration has decided to devote so much energy and time to

passing what the President calls a downpayment on tne investment

package when the entire investment package is in jeopardy, unless
the President and the administration acts now to save it.

If we make these cuts—I know 0.45 percent sounds little, but
since most of the spending has already gone out for the year, out
of a lot of the things under our jurisdiction, we have to look to

those items that have not spent out.

And what are they? They are the programs that are staff inten-

sive, like mine safety, OSHA, Employment Standards Administra-

tion, for OSHA, a 1.8-percent cut, which we think we would have
to take to make up for the 0.45 percent across the board, since a
lot of this is already spent out.

It could mean 2,000 fewer compliance inspections; in mine safety,

1,100 fewer inspections; in minimum wage and overtime cases, 965
fewer compliance actions.

These activities have already suffered severe cutbacks over the
last 12 years. And I really would not like to see them suffer more
cuts later on this year.

So, Mr. Secretary, I have some serious reservations about pursu-
ing the latest version of the President's stimulus package.
Now, again, I know of your strong support for the work force

training, for the investment package. You have been the guiding
figure behind it. I compliment you for it. This subcommittee, I, in

particular, stand ready to help you in any way that I can.
But we have to get 0MB to give us some honest numbers. And

we have to have 0MB, I think, to start shooting straight with us,
because we simply cannot do it without some guidance from them.
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So, again, I welcome you to the subcommittee. I look forward to

hearing from you today and working closely with you throughout
the appropriations process.
At this time, I will leave the record open for any opening state-

ments by the ranking Republican, Senator Specter.
We are graced today with the presence of the distingfuished

chairman of the full appropriations committee. We are honored by
his presence.
He has a great deal of interest in the operations of this sub-

committee and what we do, because he has been a strong supporter
of all of these programs in the past, of work force training, of jobs,
of getting people back to work in this country.
We are honored with his presence today. I know he has to chair

another committee, the Interior Committee, shortly. And so I ask
the indulgence of my other members to yield to the distinguished
chairman of the Appropriations Committee for whatever comments
or questions he might have at this time.

OPENING STATEMENT OF SENATOR ROBERT C. BYRD

Senator Byrd. Mr. Chairman, thank you.
I thank you for the leadership that you continue to demonstrate

with great interest in your country and with great knowledge of
the budget as it pertains to this subcommittee.

I listened with interest to your opening statement, which is an
excellent one. And I share your concerns regarding the shortage of
Federal dollars to meet the very increasing needs of our people.

It makes a very tough task for me when it comes to allocating
the very limited resources to our 13 subcommittees. This sub-
committee bears a major burden and, as a result, looks to receiving
a mayor portion of the allocations.

I do not know how we are able to nor how we are going to avoid

putting that size 12 foot into that No. 9 shoe. There are no larger
shoes. And the feet do not become any smaller. It is a very perti-
nent metaphor, Mr. Secretary. And I thank all of my colleagues on
this subcommittee for the work that they do.

BACKLOG OF BLACK LUNG CLAIMS

Mr. Secretary, I am concerned over the continuing backlog of
black lung claims at the Benefits Review Board. After several frus-

trating years of providing resources to the Board and protecting the
Board from budget cuts in order to eliminate the backlog of claims
at the appeals level, I find that there is no improvement.
The backlog at the Board was to have been eliminated by 1989.

Frankly, the Board has been mismanaged. As I wrote to you on
February 10 of this year, when I called for the replacement of the
current Board, the inspector general's report of November 13, 1992,
only confirmed what I have suspected all along.
Namely, the current Board is ineffective. Morale is low. Individ-

uals are not performing the duties for which they were hired. And
the claimants, the black lung claimants are the losers. They are the
victims.
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The inspector general's report made a number of recommenda-
tions in response to its findings. I am sure that you have examined
the inspector general's report.

Recognizing that you have inherited this problem, what action

are you taking, or what action do you plan to take with regard to

the implementation of the recommendations made by the inspector

general?
Secretary Reich. Mr. Chairman, Senator Byrd, I have examined

the problem, and I have examined the inspector general's report.
I am not satisfied that the black lung review board is doing its

job as I would like to see it done. I want to assure you that I am
not only aware of the problem, but I am working on the problem
at this very moment.

I plan that the situation within the next few weeks, within the
next month certainly, will be turned around. I will get back to you
with specifics.

Senator Byrd. When you say you are working on the problem,
what are you doing?

Secretary Reich. I am examining the underlying causes of the

rroblem,
which have to do with management and personnel issues,

am focusing on management issues at this very moment.
I have asked my staff to give me a report with regard to the

management issues. I have set up a deadline with regard to how
soon those management issues will be addressed. I am convinced
that within the next month, those management issues will, indeed,
be addressed and changes will occur.

Senator Byrd. Would you mind—^whether you mind or not—and
I am sure that is not a problem from this side of the table. Would
you supply the subcommittee with progress reports on this matter?

Secretary Reich. Certainly.
Senator Byrd. On a regular basis, say, a monthly basis. Would

that be too difficult?

Secretary Reich. I do not think it would be too difficult. I share

your frustrations, but I am absolutely determined to clear up this

situation. And I will do it, and I will give reports to the subcommit-
tee on the situation monthly should you wisn.

Senator Byrd. I raised this issue repeatedly with Secretary of

Labor Donovan. I raised it with former Secretary of Labor Brock.
And as I have indicated, progress has been lacking.
As I say, again, I realize you have inherited this problem. While

I certainly support the autonomy of the Board in making its ruling
on black lung cases, when it becomes obvious that the Board is un-
able to perform its functions as mandated by the law, then some-
one has to take responsibility to make sure that the Board gets
back on track. There have been a great many excuses, but no one
has wanted to take responsibility for the Board.

Secretary Reich. Senator, I am going to take responsibility to

make sure that the board gets back on track.

benefits review board funding

Senator Byrd. Very well. In spite of the fact that the funding for

the Benefits Review Board has increased, the number of attorneys
handling black lung claims has decreased by 25.
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I know that your fiscal year 1994 budget calls for a reduction of
another nine FTE's at the Benefits Review Board. I hope that those
reductions are not taken in black lung attorneys, especially since
the number of attorneys has a direct relationship on the number
of decisions. Are attorneys, the black lung attorneys, being elimi-

nated?

Secretary Reich. The management problems, in my view, as I re-

viewed the preliminary reports, are the key issue here. I am not
aware of any particular eliminations. I will get back to you with

regard to specifics on numbers and people. But all I can do, at this

point, is assure you that I will give it my full attention.

Senator Byrd. Your fiscal year 1994 budget justification indi-

cates that the average length of time for an appeal at the benefits
review board is projected to be about 14 months in fiscal year 1993.

I tell you, Mr. Secretary, I have many cases in my files where
constituents have been waiting 2 years and longer for a decision
from the Board.

I have no great faith in the projections of the Benefits Review
Board on backlogs, especially when there has been this long history
of overestimating the number of dispositions in any given year.
While the Board is telling me that the backlogs are disappearing,

I am hearing from my bosses, my constituents—let me cite one ex-

ample.
iTie Board projects a backlog of 3,988 cases by the end of fiscal

year 1993, with 2,640 dispositions. What the board is not saying is

that at the current rate, it will only issue about 2,000 decisions in

fiscal year 1993. And without a written decision, a claimant cannot
receive benefits.

Mr. Secretary, will you work to get some accuracy in the num-
bers being reported by the Board?

Secretary REICH. Yes, Senator. Not only is the backlog that is re-

ported unacceptable, but we will work to ensure accuracy.
One of the actions we need to take at the Board is to move attor-

neys from overhead jobs back to processing cases where they be-

long. There are other management reforms that need to be taken.

And, again, I want to give you my personal assurance that this
will get my attention.

Senator Byrd. Under the old Romans, Mr. Secretary, those who
were responsible for carrying forward the policies of state were exe-
cuted. [Laughter.]

Secretary Reich. Even if they did a good job. Senator?
Senator Byrd. If they were malfeasant, misfeasant, inattentive,

inefficient. In many ways, I suppose, we are better off in not hav-

ing the Roman system. [Laughter.]
J might also say that the consuls who were in office were selected

only for 1 year at a time, 1 year, and could not run for consul again
for a period of another year, and could not run for any other office

over a period of 10 years.
They were held responsible by the Senate, by the Roman Senate,

for the kind of job they had done in that 1 year. So under the
Roman system, the Senate was always supreme.
And although the consul was the individual who had the very

highest civil and military authority in Rome under the Republic, he
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always knew that he was going to be answerable to the Senate at

the conclusion of his term.
I hope that you will institute some kind of a rule like that down

there with the Benefits Review Board. And I think that on the
basis of their record, while we should not recommend execution, we
should recommend termination of their present responsibilities.

[Laughter.]
Let them go somewhere else and do something else. They are not

doing a goodjob there.

Thank you very much.
Senator Harkin. Thank you very much, Mr. Chairman.
I reco^ize the distinguished ranking Republican on the full ap-

propriations committee and a member of this subcommittee, a good
mend. Senator Hatfield.

OPENING STATEMENT OF SENATOR MARK O. HATFIELD

Senator Hatfield. I thank the chairman for his courtesy and say
I am delighted to be here with the chairman of the committee. Sen-
ator Byrd, with whom I enjoy a wonderful working relationship,
and with our subcommittee chairman as well.

And I thank Senator Mack for deferring.
Mr. Secretary, I welcome you here this morning. Knowing of your

participation in the President's summit out in the Pacific North-
west on timber workers and the timber supply issue, I would like

to raise one question and one issue briefly tnis morning.
As you know, we have the lowest level of employment in the tim-

ber communities of Senator Murray and my State, which produce
the largest amount of softwood timber products in the country, re-

gion 6, as we call it.

And as much leadership as this administration has given
—and

it has been extraordinary—it is going to be some time before we
have a long-term solution.

In the meantime, we have to deal with the reality of those unem-
ployed workers and their families. And I might indicate, too, that
these workers are skilled workers.
Their skills are not easily transferable to other industries and to

other employment. When you consider that so often they have to

move their mmilies because as the Senator from Washington State
and I know, so many of these workers live in smaller communities.
We have 84 in my State alone that have a one or two mill econ-

omy. So they have to move their families. In addition, the retrain-

ing programs, say, last for 2 years on the average. By then their

unemployment insurance runs out.

Their savings nm out before they are adequately retrained and
can move into some other emplojmaent. Last year, during consider-
ation of the JTPA reauthorization bill, I had planned to offer an
amendment that would have authorized an additional amount of

money and expanded flexibility to your department to train work-
ers displaced under the application of the Endangered Species Act.
The program was modeled after the retraining program authorized
in the Clean Air Act.
Because of the fragile political circumstance of getting that bill

reauthorized. Senator Kennedy, as chairman of the committee, the

ranking Republican member, and your predecessor Secretary Mar-
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tin met, and we all decided together that what the Secretary could
do would be to provide Oregon with a $7 million discretionary
grant to conduct demonstration projects in the State over a 3-year
period, about $2.5 million per year, as sort of a stop-gap measure.
As a result, I restrained myself from moving forward with that
amendment.

I want to verify what I have been hearing this morning. And that
is that the administration, and you particularly, are contemplating
a more comprehensive retraining program that would not just take

endangered species applications and those dislocated workers, but
clean air and clean water and all of these other Federal laws,

I understand, you are trying to develop a comprehensive program
that would cover all displaced and dislocated workers. And if I am
correct on that, I would ask if you feel that the legislation will be
authorized before this committee moves through to markup, deal-

ing with your 1994 budget, which I understand has raised title III

to $1.95 billion, about an additional $1.35 billion from 1993 to

1994.

WORKER DISLOCATIONS

Senator Hatfield. If it will not be ready, what is your strategy
in dealing with this immediate problem that we have in the North-
west?
And now with 1,400 other listings of endangered species covering

all 50 States, with 7,000 more potential listings coming down the

track, we are going to be dealing with this far beyond just the
States of Washington and Oregon.

Secretary
Reich. Senator, I am extremely concerned, not only

about displaced workers or potentially displaced workers from envi-
ronmental causes, but also displaced workers from defense

downsizing, and potential displacements with regard to inter-

national trade.
We are facing in this country something that we have not faced

before, in my memory. And that is structural changes created by
economic policies, but also by changes in technology and global
trade, which are affecting millions of Americans. I am hopefully
going to be ready with a comprehensive program for displaced
workers.
With regard to the appropriation which is before this committee,

the current authorizing legislation under title III of JTPA, the
EDWAA program, is capable of providing a vehicle for additional

funding and achieving, in the interim, many of the goals that you
and I share with regard to helping these people not only get train-

ing, but as importantly get training and information about where
they can get new jobs, job search assistance, counseling, and so
forth.

You know, when I was out in the State of Washington, I went
out to Shelton, which is over in the western part of the State, and
talked with and met with a number of people in these small towns
who were without jobs.
But then I visited some new mills, which were using high value

added wood production techniques, laminated plywoooL, using
amber and special woods that had never been used before in devel-

oping new export industries, and they were beginning to employ
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people. It seems to me that there is a great potential for high value
added forest production in that part of the country. It is not the
entire answer, obviously. It is a piece of the answer.
But in order to get people from what they are doing now to those

higher value added manufacturing facilities, they have got to, as

you suggested, get adequate training, job search assistance, and
also to the extent we possibly can, seed money for economic devel-

opment.
Senator Hatfield. And you feel the $1.95 billion in this fiscal

year 1994 budget will take care of the interim problem, not only
for dislocated timber workers, but dislocated workers in many
other industries where the economic structure is in transformation
and transition?

Secretary REICH. As an interim measure, yes. All expectations in

these areas are to be couched with caveats because it is very dif-

ficult to make any predictions economically. But I would expect
about 1 million to IVi million workers to be displaced next year if

present trends continue. And I would also expect that the funding
we are requesting will deal with around 70 percent of the demand
for help.
Now, that is not nearly good enough. And the rate of displace-

ment is increasing, given enormous structural changes in the econ-

omy. But as an interim measure for fiscal year 1994, I am com-
fortable with the level of funding we are requesting.

STRATEGY FOR DEVELOPING HIGH SKILLS

Senator Hatfield. Mr. Secretary, one last point. Last year. Sen-
ator Kennedy and I cosponsored a bill based upon Secretary Mar-
shall and Secretary Brock's study on high skills.

Can we expect the administration to either endorse this t)^e of

legislation, or do you have a package that you are working on that

would, in effect, incorporate the bUl that Senator Kennedy and I

have introduced?

Secretary Reich. Indeed, Senator. The package that we are

working on now, which I look forward to working with you and
other members of the Senate on, includes several items. The specs
that we are now developing are for. No. 1, the comprehensive dis-

located worker; No. 2, for skill development, school-to-work transi-

tions, skill standards; and No. 3, a system of one-stop shopping to

make it very easy for people who are displaced or for anyone, for

that matter, to get not only unemployment insurance but also

training, job search, counseling, and information; one place where
all of these resources can be pooled so that people have an easy
chance, an easy opportunity, or at least an easier opportunity to

move from job to job.
Senator Hatfield. I would be very happy to help make it a bi-

partisan effort.

Secretary Reich. Thank vou.
Senator Hatfield. Thank you, Mr. Chairman.
Senator Harkin. Thank you very much. Senator Hatfield.

Again, we want to get to Secretary Reich's opening statement.
I would recognize for the purpose of opening comments only and

in the order in which Senators appeared, and I would recognize my
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distinguished colleague from the State of Washington, Senator

Murray, for any opening statement she might want to make.

OPENING STATEMENT OF SENATOR PATTY MURRAY

Senator Murray. Thank you, Mr. Chairman.
Welcome, Mr. Secretary. It is good to see you again. My colleague

from Oregon, Senator Hatfield, outlined one of the challenges that
we face in the Pacific Northwest with the timber industry and how
we are going to make sure people have family wage jobs in the fu-

ture.

Another serious challenge, as you well know, in the Pacific

Northwest is the aerospace industry. I am pleased that the Presi-

dent has put in place the Airline Commission to look at that entire

industry.
But I think we cannot lose sight of the fact that what many peo-

ple did 20 years ago in jobs is not what people are going to be doing
20 years from now.
And how we get there, I am very much looking forward to hear-

ing you talk about today in terms of school-to-work training and
how we change what we have been doing in the past.

Finally, I am particularly interested, as the chairman has so elo-

quently described to you in the challenge of doing that with the

budget that we have in front of us.

Thank you.
Senator Harkin. Thank you, Senator Murray.
Senator Mack.

OPENING STATEMENT OF SENATOR CONNIE MACK

Senator Mack. Thank you, Mr. Chairman.
I also want to welcome the Secretary. I believe it has probably

been some 11 or 12 years since we had the opportunity to speak
last.

As a new Member of the Congress, I participated in the Kennedy
School of Governments briefing for the new members and had the

opportunity to spend some time with you. I think that is, as I say,
some 11 or 12 years ago now.
So I welcome you.
I must say at the outset, though, that I disagree with many of

the proposals that you and the President have put forward with re-

spect to the economy. The chairman has talked about the difficulty
of meeting the requests that you have made.
And, frankly, I think that one of the underestimated effects of

the proposals that the administration is putting forward with re-

spect to the economy is going to make our job even more difficult.

You referred to that size 12 foot going into either a 9 or a 10.

And I would suggest that the policies that are being proposed by
the administration are going to, in fact, shrink the shoe.

It is going to become a size eight or a seven, because you cannot
raise taxes, increase spending and expect revenues to the Federal
Grovemment to increase. So I have great reservation, frankly about
what you all are doing.
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And I must say that yesterday again I thought that the Presi-

dent's response to someone heckling him—and all of us in politics
know what it is like to be out on the stump and be heckled.

But the response was that, in essence, those people that are

heckling are the people who believe in a free lunch. And I do not
think that kind of response is a good one to the country, because
it is a message that seems to be developing that if you worked hard
and took risks and you made it in the eighties that somehow there
is something wrong with you.
And I think that what we want to do is we want to increase the

number of people who took that risk, worked hard and made it.

And that, though, is not the message that is coming out.

Again, I welcome you. I look forward to additional discussions
over your time in Washington. And maybe we can find some com-
mon ground.
But I welcome you here, and I hope that I will have an oppor-

tunity to raise some questions before I have to go to another meet-

ing.
Senator Harkin. Thank you very much. Senator Mack.
This is not usually the order of this subcommittee, but when Sen-

ator Byrd and Senator Hatfield show up, I provide them the com-
mon courtesy of recognizing them first for questions. I hope you un-
derstand that, Mr. Secretary.
And, again, I welcome you. And the floor is yours. Your state-

ment will be made a part of the record in its entirety. Just proceed
as you so desire.

SUMMARY STATEMENT OF SECRETARY REICH

Secretary Reich. Mr. Chairman, members of the committee, be-
cause time is limited, with your permission, I would like to submit
my formal remarks for the record, and simply highlight what I con-
sider to be some of the challenges ahead for us with regard to the
work force and work force initiatives, and then answer your ques-
tions.

I want to remind you that with regard to education and training
and work force development we have a great deal of responsibility,
but we also have substantial responsibility with regard to main-
taining a decent and productive work place that is safe and healthy
at the same time.

LEAD SAFETY STANDARDS

I am proud to announce that after 15 years of delav, the Occupa-
tional Safety and Health Administration has responoed to congres-
sional mandates and issued a standard on April 26 that regulates
the exposure of construction workers to lead. And that is one of the
most widespread and dangerous toxins to which they are exposed.
OSHA has also, Mr. Chairman, begun a pilot project in Maine,

which I think is very indicative of things to come, in that—OSHA
is intending to use worker's compensation data—^now, remember,
worker's compensation has been rising substantially

—^to help tar-

get inspections on the most dangerous work places.
I have also established a working group to determine the ele-

ments that must be included in a new and strengthened act for oc-
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cupational safety and health, which has not been significantly
amended in its 22-year history.

RETIREMENT SECURITY

I also want to bring up, very briefly, retirement security, because
this is another area I do not get a chance to talk about very often,
but I want to brief you on this very quickly.

I have created an interagency task force, including the Treasury
and the Commerce Departments, to analyze the financial condi-
tions of the Pension Benefit Guaranty Corporation which insures
the pension benefits of millions of workers.

It is now examining, among other things, issues relating to pen-
sion underfunding, the PBGC's premium and guarantee structure,
and its status as a creditor in bankruptcy.
We anticipate that the task force is going to complete its work,

make recommendations to me and other members of the board this
summer. And, if necessary, I hope to have a legislative package.

I have also established, together with the Secretary of Com-
merce, a Commission on the Future of Worker Management Rela-

tions, which is geared to making work places more productive.
Groing back to Senator Mack^ point, even if we had the perfect

map for economic policies
—and I respectfully disagree and look for-

ward to debating your points with you—still, unless workers and
managers are working constructively and productively together, we
may find ourselves accomplishing very little.

And the purpose of that task force and that commission is to im-

prove productivity and quality and create win-win games at the
work place.

Finally, I am pleased to report that the regulations implementing
the Family and Medical Leave Act of 1993 are near completion in

record time. And we expect to issue them by the statutory deadline
of Junes, 1993.

I mentioned these because, again, I do not often have the oppor-
tunity to talk about the nontraining in employment initiatives, be-
cause they do not often get quite as much attention in these budg-
etary crises days, but I wanted to put tha.t on the table.

INVESTMENT INITIATIVES

Let me, if you will, turn now to the investment initiatives, and
particularly with regard to work force readiness.

If the committee—Mr. Chairman, if the committee does not

mind, I would like to just very, very briefly refer to a couple of
charts.

Senator Karkin. We also have all kinds of them. [Laughter.]
Do you want to bring it up here, Mr. Secretary? You may
Secretary Reich. I think it may be easier. There are just two

charts. And I will make this very, very brief

STRUCTURAL UNEMPLOYMENT

This first chart, and this is a very, very important piece of infor-

mation, is about the structural unemployment that is facing this

country right now, showing the distribution of people who are un-

employed who are likely to get their jobs back.

68-620 O—93 10
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I found this particularly interesting and informative. On the left,

you can see that in the past four recessions an average of 44 per-
cent of the unemployed have got their jobs back. They have been
laid off, but they have got their jobs back.

This past recession, based on the data we have to date, only 14

percent of the unemployed got their old jobs or expect to get their

old jobs back.

Percent distribution of increase in job losers

during recessions
Average for Recent labor market

four prior contraction

recessions (July 1990-June 1992)

f~l On layoH (eipecuog lecail)

Other job losers

NOTE: The National Bureau o( Economic Research. Inc., has determined that the recent recession began

in July 1 990 and ended in March 1 991 . However, ihe July 1 990-June 1 992 period is used for the conr\parison

with earlier recessions because the number of |Ob tosers did not peak until June 1992, well past the oflicial end-

point ot the recession. In prior recessions, the peak in Ihe number o( job tosers was nxjre coincident with the

official endpoints.

SOURCE: Bureau ot Labor Statistics

Current Population Survey

The reason I want to emphasize this to you is to underscore the

point that Senator Hatfield was making a moment ago and also
Senator Murray.
We are now facing, in this country, a degree of structural change.

People have to get a new job to a far greater extent than we have
ever experienced it before. It is being driven by several causes,
some of them public policy, some of them nonpublic policy; with re-

gard to the areas of nonpublic policy, economic change, inter-

national trade, technological change.
Entire industries like mainframe computers are suddenly al-

tered. Large companies are scaling back and restructuring to an
unprecedented degree. On top of that, we are embarking upon what
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I believe is a necessary defense build-down considering that the
cold war is over.

We also are contemplating further efforts to open up the market
in the United States to international trade and also create opportu-
nities for exports, all of which is good. The timber industry in the

Northwest, other industries, are also being affected by a variety of
factors.

The bottom line is that we have millions of Americans right now
who will not get their old jobs back, who this year and next year
and the years to come have to find new jobs.
The old days of being sure of getting your jobs back after a reces-

sion are gone. The old days of job security are gone. And it is not

just for people at the bottom. It is for people in the middle, middle-
level managers as well. It is even for people at the top.
What this means is we have to have in this country a much more

comprehensive system of reemployment. We had the old unemploy-
ment insurance system created in 1935, which was pretty good for

the business cycle where you knew you were going to get your job
back.
But we have to think now about reemployment. The proposals

before this committee with regard to new initiatives and new in-

vestments call for an increase in funding for dislocated workers,
but it is aimed at creating a comprehensive program.
Right now, we have a lot of different categorical programs, trade

adjustment assistance, environmental impacted workers, and so
forth. We have to aim, and I intend to aim, for more comprehensive
programs.
So regardless of why you lost your job, you can quickly get access

to the training you need, information you need about new jobs, job
counseling, job search assistance; and second, that that is put to-

gether in one-stop shopping at one place.

Right now, the system is not only fragmented by program, but
it is fragmented by where the unemployed actually have to go to

get help. Unemployment insurance is over here, employment as-
sistance over here, a training program over here.
We want to put these programs together in one place geographi-

cally so that the customer is served. And the customer is the Amer-
ican people and an increasing number of American people.
Now, we have begun our efforts to integrate unemployment in-

surance and training, through the extended unemployment insur-
ance program, which was authorized—it is not fully funded, at
least the part that I am now about to mention. A very small pro-
gram, but it is indicative of the direction we need to go.

Right now, in the State of New Jersey, a pilot program identifies
workers who are likely to be long-term unemployed the minute
they come into the unemployment office.

We have new legislation in the unemployment extension which
allows and encourages States and provides a funding mechanism
for the States to do the same thing. This has been shown to reduce
the duration of unemployment by at least 1 week.
That may not sound like much, but add up all of that unemploy-

ment and all of the unemployment compensation and all of the
taxes, therefore, gone, because people are not back in the work
force, and you will find that it more than pays for itself.
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I aim to further integrate unemployment insurance and
reskilling, job search, and training.

SCHOOL-TO-WORK TRANSITION

Let me turn quickly now to the other graph. And I will bore you
with only two graphs. This refers to a second employment problem
facing Americans, particularly Americans who are not graduates of

4-year colleges.

Real hourly earnings of production or nonsupervisory
workers on private nonfarm payrolls

1967 1970 1973 1976 1979 1982 1985 1988 1991

Note: Annual averages in 1992 CPI-U-Xl adjusted dollare

Source: Bureau of Labor Statistics, Current Employment Statistics survey

This refers to the earnings of nonsupervisory workers. These are
workers who are not managers, not professionals. They have stead-

ily declined since 1977 in real terms.
You are talking about a big chunk of the American work force

who, even if they have jobs, and this is the point I want to stress,

you have a larger and larger number of American workers who are

sliding backward.
In the eighties, there was a big debate about whether we were

losing our middle class in this country. Now, there is almost no de-
bate. Almost everybody recognizes that we are losing our middle
class. More and more Americans are working harder for less.

What are we proposing to do about it? Several new investment
initiatives are aiming to help, particularly help people to get their
first jobs and prepare for their first jobs.
And I am referring specifically to young people who are not about

to go to college. In this country, unlike many other countries, we
have no system for aiding people to get from school to work easily,
to get the training they need, get credentialing, and get skills, and
get jobs.
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If you do not have a college degree in this country, you bump
along through your twenties, if you are lucky enough to have a job
near the minimum wage, and often through your thirties.

We have the best system of higher education in the world, but
one of the worst systems of getting people from school to work.
With the Department of Education, we have embarked upon it.

We would like to enlarge upon a system of school-to-work transi-

tions, culminating in skill standards which are nationally recog-
nized in areas that signal skilled competence. Somebody has the

competence, and they are also a signal to future employers who
need these people but do not need college graduates.
And there are many instances when I have talked to employers

who have told me:

Yes; I need these kinds of people, but I do not know where to look, because there
is no nationally recognized sloll that actually shows me who these people are.

These avenues bring supply and demand together.
In addition, we have requested additional money for Job Corps.

One of the lessons learned about helping disadvantaged young peo-
ple get into the job market and get good jobs is that the training
has to be intense. And it has to be long. Job Corps is an expensive
program, but all reports are that it works pretty well. That is why
we are seeking, substantially, additional funding for Job Corps.
The summer jobs program is the final aspect. Summer jobs for

disadvantaged youth fit in nicely with regard to the other first jobs
efforts. Those kids, this coming summer, already have about $850
million of summer job funding.
That is good. That is a beginning. And if the private sector comes

through, there will be a substantial number of summer jobs. But
that is, in my view, not enough to satisfy demand.

In fact, it is not nearly enough. Go from city to city in this coun-

try, from poor rural area to poor rural area in this country, and
they are already lined up for summer jobs; kids who want to play
by the rules, kids who want to take responsibility.

LABOR DEPARTMENTAL BUDGET

The total request for the Department of Labor in fiscal year 1994
is $40.4 billion in budget authority, $37.6 billion in outlays. The
amounts now before this committee include $12.8 billion in Federal

funds, an additional $3.7 billion in trust fund limitations.
A total of 17,658 full-time equivalent staff is requested for ac-

counts which provide staffing for employment and training, worker
protection, labor and employment standards and statistics pro-
grams.

Included is $4.9 billion, which is the department's portion of the
President's new investment programs.
We are making, in the department, every effort to save money:

$10 million in administrative costs in fiscal year 1994. It is the
President's judgment and my judgment that Job Training Partner-

ship Act Title II is a good program, but a program that needs some
reexamination. It is our recommendation that those funds be frozen
at the 1993 levels, not because the program is broken, but because
the program does need some rework.
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And I want to be satisfied before I ask for additional money over

1993 levels that we are and the public is getting its full value.

We have made smaller cuts. I can assure this committee that I

closed the executive dining room, a savings of $95,000. It was easy
to do before I had executives. [Laughter.]

I reduced the motor pool. We are taking our share of the pro-

posed cut of 100,000 employees across the board, which will save,

by 1995, 725 full-time equivalents.

PREPARED STATEMENTS

We are doing our best, Mr. Chairman and members of the com-

mittee, to make do with what we have. I think we do need this ad-

ditional money.
The department, as you know, has been cut substantially in the

eighties. I will get into that if you wish, but work force readiness

and what happens at the work place goes to the heart of the econ-

omy.
Thank you.
[The statements follow:]

Statement of Robert Reich

Mr. Chairman and members of the subcommittee, I appreciate this opportunity
to appear before you today to discuss the Department of Labor's fiscal year 1994

budget proposals.
I am delighted to have this opportunity to discuss how these proposals will enable

the Department to carry out its historic mission to protect the health and safety of

American workers, to protect their retirement secuntjr, and to ensure decent stand-

ards of pay, and will permit us to emand on that mission bv enforcing the new right
to Family and Medical Leave that tne President and the Congress enacted into law
this year. Fvuther, I look forward to discussing our msgor initiatives and how they
fit into the President's investment package.

First, I am proud of the accomplishments the Clinton Administration can already
point to witii respect to this historic mission. For example, after 15 years of delay,
the Occupational Safety and Health Administration responded to a Congressional
mandate and issued a standard on April 26 that regulates the exposure of construc-

tion workers to lead, one of the most widespread and dangerous toxins to which

they are exposed. OSHA has also begun a pilot project in Maine to use workers'

compensation data to help target inspections on the most dangerous workplaces.
And I have established a task force to determine the elements that must be included
in a new and strengthened OSH Act, which has not been significantly amended in

its 23 year history.
With respect to retirement security, I have established an interagency task force

to study tne financial condition of the Pension Benefit Guaranty Corporation
(PBGC), which insures the pensions of miUions of workers. The task force is examin-

ing, among other things, issues relating to pension underfunding, the PBGrC's pre-
mium and guarantee structure, and PBGC's status as a creditor in bankruptcy. We
anticipate uiat the task force will cornplete its work and make recommendations to

me and the other members of PBGC's Board this summer.
I have also established, together with Secretary of Commerce Ronald Brown, a

Commission on the Future of Worker-Management Relations, which will hold its

first meeting on May 24. The Commission will study labor relations in the United
States, recommend ways to boost productivity by increasing worker-management co-

operation, and report on changes that could spur the development of high-perform-
ance workplaces that are the Icey to improvea productivity and competitiveness in

a global economy. Another important Departmental activity is a result of the "Emer-

gency Unemployment Compensation Amendments of 1993," which the President

signed on March 4, 1993. In addition to extending the Emergency Unemployment
Compensation program for seven months, through October 2, 1993, the law also es-

tablishes a program, to be administered by the Department of Labor, to develop and
implement a system for profiling Unemplojmient Insurance claimants. The profiling

program would identify tnose claimants likely to be unemployed for an extended pe-
riod and refer them to appropriate reemployment services, which may include job



291

search assistance activities and retraining. Finally, I am pleased to report that the

regulations implementing the 'Tanuly and Medical Leave Act of 1993" are near
completion and that we expect to issue them by the statutory deadline of June 5,
1993.
The Department of Labor initiatives in the President's investment package are,

simply put, the keystone of our fiscal year 1994 budget proposal. The economy's
vigor depends on a steady rise in productivity and flexibility. Increasing productivity
and flexibility requires a revitalized workforce. And a revitalized workforce, in turn,
requires a sharp and sustained surge in our investment in the skills of working
American men and women. The real earnings of frontline workers have halted their

postwar climb, and instead have been falling for the past decade and a half That's
the breakdown we have to fix. Building up the workforce is the key to getting the
American economy back on track because, in a very real sense, the American
workforce is the American economy.
The total request for the Department of Labor in fiscal year 1994 is $40.4 billion

in budget authority and $37.6 oillion in outiays. The amounts now before this com-
mittee include $12.8 billion in Federal funds and an additional $3.7 billion in trust
iund limitations. A total of 17,658 full time equivalent (FTE) staff is requested for
accounts which provide staffing for employment and training, worker protection,
labor and employment standards, and statistics programs. Included in the fiscal

year 1994 request is $2.9 billion, which is the Department's portion of the Presi-
dent's investment program.
The view of investment that shaped public and

private
decisions in past decades

is seriously at odds with the new realities of a global economy. We are accustomed
to thinking of "investment" as a matter of devoting American savings to building
up American plant and equipment. In the past—when the United States was the
world's finanaal center, and when we dominated the world in developing and apply-
ing technology—this way of thinking made sense.
But today, money flashes around the world, Uterally, at the speed of an electronic

impulse as keyboard signals in Tokyo, London, or New York send capital to wher-
ever in the world promises the best return. Technical knowledge becomes global al-

most as Quickly. Data flow freely through global information networks. Patents and
trademarks become less and less relevant as technical change accelerates. Increas-

ingly, ofSces and factories throughout the world have access to the same machines.
^\mat this means is that the only productive resources that are unique to the

American economy are American workers. And the investments that wiU pay off
most directly for our future prosperity are investments in the workforce—invest-
ments in the capacity of all Americans to learn effectively &X)m the start, invest-
ments in the development of skills and continuously higher skills, and investments
in the capacity to work together effectively.
There are three broad components to this fundamental mission of investment in

American human capital. We must prepare our young people for their first jobs. We
must equip those of us threatened by economic change to secure new jobs. And we
must restore the American promise of steadily better jobs over time, for all of our
working people. I would like to put our budget proposals in the contort of this three-

part mission of first jobs, new ^obs,
and better jobs.

For young people, preparation for their first full-time job can be critical. It can
mean the difference between entering a career that holds the promise of continued
learning and increasing earnings, or a job with uncertain opportunities and little

hope of better earnings in the futiire.

The current lack of any structured system to assist young people to successfully
make the transition from school-to-work affects the majority of^our youth who never
earn a traditional college degree. Americans without a college degree have suffered
the most from economic and policy changes as the least prosperous three-fifths of
American families in 1991 were actually worse off than the least prosperous three-
fifths in 1979. Under the President's leadership, the Department of Labor and the
Department of Education are working in partnership to create a new nationwide
school-to-work transition system that joins school-based and work-based learning to
enable young Americans to identify and to navigate paths to productive and progres-
sively more rewarding roles in the working world.
In fiscal year 1994, $135 million is requested to fund the Department of Labor's

share of a joint effort with the Department of Education (DoED) to develop the ca-

pacity of States, labor organizations, employers, employer associations, and other
entities, to design and implement a national school-to-work transition system. DoED
also is requesting $135 million for this initiative in fiscal year 1994 for a total re-

quest of $270 million.

The "first jobs" component of the workforce investment agenda includes building
a new school-to-work system and improving on summer jobs and Job Corps pro-
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grams. We must make sure that young people whose needs may be greatest are

among the first to receive assistance. The President's proposed expansion of the
Summer Youth Employment and Training Program will provide jobs and academic
enrichment assistance to those who need it most—economically disadvantaged youth
ages 14 through 21.

Our fiscal year 1994 budget request proposes
a $1 billion investment in these

young women and men. The amovmt includes $375 million in addition to amounts
currently available for the summer of calendar year 1994, and $625 million over the
amounts proposed for the summer of calendar year 1995. In calendar year 1994, a
total of 650,000 youths will receive work experience and academic enrichment. In
calendar year 1995, 805,000 youths will be served.
Our fiscal year 1994 proposal emphasizes an academic enrichment program—com-

bining jobs with learning—as a vital component of the summer youth program. We
propose to commit $400 miUion in calendar year 1994, and $500 million in calendar

year 1995 to support academic enrichment activities such as basic skills training,

testing, and counseling. We will continue to use the secondary education system to

assist our youth in mastering the skills that are common to all high skilled work.

Further, the Administration recently forwarded to you a new supplemental in this

area requesting $320 million, includinjp; $314.5 million for this summer's slots and
$5.5 million for program support. The mnding would be distributed by the statutory
JTPA formula, of which 30 percent would be set aside for academic enrichment. In

addition, 30 percent of the ninds could be transferred by the service delivery areas
to the year round youth program, and could be used to serve individuals through
29 years old.

An estimated 215,300 youth would be served by the proposal, bringing the total

to 793,200 this summer, about the same level as last summer's program. Further,
the Department expects significant numbers of additional summer jobs to be created

by the private sector in response to a campaign operated by DOL encouraging this.

Although we would like to have had the funds much sooner, we believe that the
advance work we have done with the State and local deliverers will assure efBcient
use of the funds requested during this summer.
The summer increase, together with other 1993 increases proposed by the Admin-

istration, will be financed by a 0.45 percent reduction against all domestic discre-

tionary programs, excluding those supplemented by this proposal.
In addition, the President's investment program calls for an escpansion of another

program that combines work and learning—the Job Corps. Our fiscal year 1994 in-

vestment proposal for Job Corps totals $163 million. 'Tne request includes $133.2
million to oegin an expansion of the Job Corps by 50 new centers, from 112 to 162
centers. This expansion will increase Job Corps slots fi"om 42,500 to 62,500, nearly
a 50 percent increase in slots. This 50 new centers/50 percent slot increase pro-
posal—or 50-50 proposal—^is coupled with an effort to maintain existing Job Corps
centers as healthy and safe learning environments. Accordingly, the $163 million
Job Corps budget proposal includes $30 million for on-going repairs and mainte-
nance.
The President's plan also recognizes that, increasingly, the only permanent fea-

ture of the economy is the fact of change. In the four prior recessions, 44 percent
of the increase in job losers was among those who expected to return to their old

jobs once the economy recovered. In the most recent recession, only 14 percent ex-

pected to be recalled. Fewer and fewer Americans can expect to stay in the same
job throughout their careers. More and more of us face the challenge of finding new
roles in tJie working world, maybe even several times, during the course of our ca-

reers. The new economy demands lifelong learning, and the President's plan puts
heavy emphasis on helping American workers identify and prepare themselves for
new jobs.
Our investment agenda also includes the creation of a new, comprehensive pro-

gram of assistance for workers who have lost their jobs—^whether from a Nortii
American Free Trade Agreement, defense down-sizing, environmental impact, tech-

nological change, or other factors. Economic change wQl continue to bring disruption
and uncertaintv for American workers and communities.
Our approach is included in our fiscal year 1994 budget request for $1.4 billion

to create new worker adjustment opportunities. We are asking for funds under the
current statute, but plan to apply these fiinds to a new, universal, comprehensive
worker adjustment program to address the needs of dislocated workers. This pro-
gram will merge Trade Adjustment Assistance, Economic Dislocation and Worker
Adjustment Assistence, Defense Conversion and Diversification, and Clean Air pro-
gTEims targeted for dislocated workers.
Under triis new program, dislocated workers will receive timely access to an en-

riched array of basic adjustment services such as labor market information, career
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counseling, and job search assistance, training if it is needed; and income
support.We will place increased emphasis on rapid response and early intervention to better

help workers buffer economic change. From a broad
array

of service options, we
want to ensure that services will be tailored for each indiviaual worker. We will col-

lect information on program quality to encourage more informed customer-driven
choice among service providers. Tms new program—elided by the $9 million pro-
posed for fiscal year 1994 to help identify permanently displaced workers—will pro-
vide the assistance needed to help dislocated workers secure high-paying, stable

jobs.
As we prep£ire to invest public resources in a better work and learning system,

we must be sure that we are investing in a system that works for all workers. Cur-

rently, we fund a confusing array of Federal programs that deliver these services.

Each has its own funding mechanism, eligibility criteria and range of available serv-
ices.

Our fiscal year 1994 budget proposes $150 million to develop one-stop
career cen-

ters to streamline access to job and training information, testing ana assessment
services, referral to skill training programs, and job-finding assistance. The result
will be easier access to key information for adults seeking to change jobs, careers,
or to develop new skills.

Preparing young Americans for their first jobs and experienced workers for new
jobs is necessary to restore the American promise of broadly-shared prosperity, but
it is not enough. Our mission also includes measures to promote better jobs. One
key program is embodied in the Administration's fiscal year 1994 budget request for

resources to build up a national structure for developing and encouraging the use
of

voluntary
skQl standards.

Better jobs will come fi-om the increased investments in work and learning only
if these investments are guided by a clear understanding of the skills and com-
petencies workers need to make America the top competitor in the global economy.
Our work, in partnership with the Department of Education, will be to facilitate the

development of voluntary skill stendards and competencies by taking advantage of
the significant contributions already made by business, labor, educators and Stetes
in identifying the skills and competencies needed by a world-class workforce.
Once the network of voluntary skills stendards has been built, students and those

seeking to upgrade their skills will have better information about what they need
to achieve to prepare themselves for high-wage jobs. Businesses—especially small
and medium-sized employers—will have the information they need to hire highly
skilled workers. And jobless Americans can seek retraining, confident that the skills

they gain will lead to new employment opportunities.
Along with encouraging the development of voluntary skill standards and com-

petencies, we are also encouraging Americsm business to organize work for high per-
formance. World-class skills and

competencies cannot have their full impact on com-
petitiveness unless work is organized to use fully the talents and energies of highly
skilled front-line workers.

All of this discussion about first jobs, new jobs, and better jobs should not be in-

terpreted as a slight to the rest of the Department's very important programs. I

want to assure you that I am
deeply

committed to all of the Department^ programs,
including worker safety and health, pensions and other employee benefits, worker
protection, labor and employment stendards, and stetistics—all of which contribute
to better jobs.

Additionally, I am committed to improve upon all of these important programs
through reinventing the Department of Labor. On February 10 the President an-
nounced his plans to revitalize the Federal Government through a National Per-
formance Review led by the Vice President. The Department of Labor will assist in
the National Performance Review and, just as importent, launch our own program
to reinvent the Department.

I am keenly aware of the tremendous pressure on the Appropriations Committee
due to the spending caps, particularly in this subcommittee. Almost half of tiie

President's investment initiatives are under your jurisdiction. The Administration
intends to work with Congress in every way possible to accommodate substantial
initiatives in areas like education, job training, infrastructure, and reseeuxih and de-

velopment. I
personally

would like to work with you on this difficult task. The Ad-
mimstration is strongly committed to these investment proposals, and I am con-
fident that together we can find a way to see that these long term public invest-
mente to improve American productivity are accommodated.
Mr. Chairman, we at the Department believe that our investment proposals to

support the President's overall plan for economic growth, along with the other prior-
ities reflected in our fiscal year 1994 budget request, will enable us to increase the

productivity of American workers and businesses and will make a positive difference
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in the lives and well being of America's working men and women. Only if we invest

prudently in the American workforce can we strengthen our position in the world

economy.
This concludes my prepared statement, Mr. Chairman. I would certainly be happy

to answer any questions that you or other members of the Subcommittee may have.
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Biographical Sketch of Robert B. Reich

An advisor to business, government and poUtical leaders, Robert B. Reich has led

a distinguished career in academia and public service which has been marked by
his lifelong examination of the effect of changing global economic reJities on work-

ing Americans. According to Fortune Magazine, no one is better than Robert Reich
at describing the challenges facing America from the emerging global economy." For-

tune named Reich ai:iong 25 individuals who are making Qie U.S. more competitive.
Reich's work on Bill Clinton's economic plan, "Putting People First," defined the

central challenges of the American economy and proposed a comprehensive re-

sponse. The response included tax incentives for capital investments targeted to new
machinery and equipment and to small business, investment in the countr^s dete-

riorating physical infrastructure and a national commitment to invest in the
workforce.
A faculty member of Harvard's John F. Kennedy School of Government, Reich is

the author of seven books and some 200 scholarly and popular articles on the Amer-
ican economy and the emerging global economy. His most recent book. The Work
of Nations: Preparing Ourselves for 21st Century Capitalism, examines the chal-

lenges the American labor force faces in a global economy and calls for a national

strategy to upgrade America's human resources.

Clinton nominated Reich as secretary of labor on Dec. 11, 1992. "I named my eco-

nomic plan Putting People First to highlight my belief that our nation can only be-

come a high-wage, high-growth economy if we make a commitment to invest in the

American people," said Clinton. "With his help, I believe we can bring forth a revo-

lution in lifetime training and education of our workforce."
Bom in Scranton, Pa. in 1946, Reich grew up in rural South Salem, N.Y. His par-

ents owned two retail clothing stores. Reich graduated from Dartmouth College—
of which he has been a trustee—and received a law degree from Yale. A Rhodes
Scholar, he holds a degree in philosophy, politics and economics from Oxford, where
his classmate was Bill Clinton. While at Oxford, he also met his wife Clare Dalton,
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now a law professor at Northeastern University. Their two children are Sam and
Adeun.

After graduating from law school, Reich clerked for the chief Judge of the U.S.
Court of Appeeds for the First Circuit. During the Ford Administration, he served
as assistant to Solicitor General Robert Bork. His next appointment in the Ford Ad-
ministration was as assistant director of the Federal Trade Commission's Bureau
of Consumer Protection, where he oversaw and evaluated the work of the bureau's

regulatonr efforts. From 1976 to 1980, he headed the policy planning staff of the
Federal Trade Commission.
His articles appear frequently in The Harvard Business Review and The Atlantic.

Reich is also a contributing editor of The New Republic and of World Policy; chair-
man of the editorial board of the American Prospect; a regular columnist for Japan's
leading newspaper, Nihon Keizai Shimbun; a frequent contributor to The New York
Times and other

newspapers;
a regular commentator on pubUc radio's

Msirketplace
and public television's Nightly Business Report. In May 1992, Reich co-authored and
hosted the acclaimed PBS television series Made in America.

Statement of Thomas C. Komarek

Mr. Chairman, and members of the subcommittee, thank you very much for this

opportunity to
appear

before you today to outline the request for the Departmental
Management Salaries and Expenses appropriation, and to sxmunarize the Working
Capital Fund request for the Department oi Labor.
The total budget request for the Departmental Management Salaries and Ex-

penses appropriation for fiscal year 1994 equals $166,958,000 and 1,732 FTE. Of
this total, $142,242,000 and 1,449 FTE are derived from Federal funds, $24,384,000
and 279 FTE are derived from the Black Lung Disabihty Trust Fund, and $332,000
and 4 FTE are derived from the Unemployment Trust Fund. In total, while this

budget request reflects an increase of $772,000 over the comparable appropriation
provided by the Congress for fiscal vear 1993, this request reflects a net reduction
of 83 FTE from the total authorized by the Congress for fiscal year 1993.

I am very pleased to be able to present this budget request to you today. This
budget request does reflect the priorities of the new Administration. It is an ex-

tremely tight budget request. It reflects two new initiatives critical, in my view, to
the role of the Department—first, seven new positions and $480,000 are requested
to establish an Office of the Chief Economist within the Department of Labor; and
second, one position and $65,000 are requested to coordinate the implementation of
alternate dispute resolution (ADR) within the Department. The Office of the Chief
Economist is being established in part to conduct economic appraisals of new initia-

tives under consideration and to carry out ad hoc analysis of economic issues that
extend beyond the Department's formal review. This new office will regularly mon-
itor and ev&luate new events and emerging economic and international and national
labor market trends and events. The request for one

position to coordinate imple-
mentation ofADR within the Department is necessary because ADR is a potentially
important tool for the Department to avoid lengthy and expensive litigation, reduce
case backlogs and permit the concentration of available resources on developing
stronger civil and criminal cases against the worst violators of labor laws.
These two program increases are offset by four program decreases—first, $950,000

related to the elimination of 24 FTE in fiscal year 1993 made to comply with the
first of the three-part FTE reduction pursuant to Executive Order 12839; second,
$1,353,000 and 34 FTE to comply with the second part of the three-part reduction

pursuant to Executive Order 12839; third, $1,309,000 and 33 FTE to finance new
initiatives within the Department within the existing Departmental FTE ceiling, as
required by Executive Order 12839; and fourth, a reduction of $885,000 to cut ad-
ministrative expenses as required by Executive Order 12837.
This budget request contains many new initiatives being taken to streamline op-

erations within the activities fiinded through this appropriation. Taken in coiyunc-
tion with the reductions in this appropriation pursuant to Congressional action on
the budget request for fiscal year 1993, fewer

positions
are being requested for this

account than at any time since I was named Assistant Secretary ten years ago.
These requested reductions reflect a conscious effort on the part of the Secretary to
streamline the Department and to concentrate resources in uie program agencies of
the Depeirtment rather than in staff support agencies. Summarizea below are some
of the reductions included in this budget request.

(1) First, 162 positions are requested for the entire Program Direction and Sup-
port activity in fiscal year 1994, including the eight new positions for the two initia-
tives outlined above. This total reflects a comparative transfer of the Office of Ad-
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ministrative Appeals to the Adjudication Activity. After adjusting for the compara-
tive transfer, the total of 162 FTE requested in fiscal year 1994 is 21 FTE, 10.5 per-
cent, below the comparable total provided by the Congress for fiscal year 1992.

(2) Second, 735 FTE are requested for the Office of the Solicitor. This total is 51

FTE, 6.5 percent, below the total actual FTE used in fiscal year 1992 and is 21 FTE
below the total provided for fiscal year 1993. As outlined in the narrative justifica-
tion for the Legal Services activity, in conjunction with the decreased level of re-

sources being provided to the OfBce of the SoUcitor, case selection criteria have been
instituted in some workload areas and Memoranda of Understanding have been ne-

gotiated with some agencies in the Department to limit the number of cases being
referred for litigation.

(3) Third, a total of 423 FTE are reauested for the Adjudication activity, including
a comparative transfer of 16 FTE to align the OfBce of Administrative Appeals with
other adjudicatory bodies v/ithin the Department. A total of 21 FTE, 4.7 percent,
are being cut from the comparable level provided in fiscal year 1993. These reduc-
tions are being proposed in the Black Lung workload area. In conjunction with re-

duced levels of intake in this area, no backlog is anticipated in the Black Lung
workload in fiscal year 1994.

(4) Fourth, this budget request includes a proposal to streamline the newly cre-

ated Office of the Chief Financial Officer (CFO). The reduction of two positions from
the total provided in fiscal year 1993 will be absorbed through a restructuring of

the CFO front office. Rather than establishing a separate CFO front office, the As-
sistant Secretary for Administration and Management will serve as the Chief Finan-
cial Officer for the Department, with a position of Deputy Assistant Secretary for

Financial Management being estabUshed.
This budget request includes a combination of built-in increases in the amount

of $8,544,000, offset in part by a combination of two built-in decreases—$3,425,000
to reflect a freeze on Federal pay in fiscal year 1994 and $395,000 to reflect a re-

duced assessment in the Federal Employees' Compensation Act (FECA) program.
Two comparative transfers and one financing change are included in this request.

First, a comparative transfer of $1,751,000 and 16 FTE is re<][ue8ted
from the Pro-

gram Direction and Support activity
to the Adjudication activity to align the Office

of Administrative Appeals with otner
adjudicatory

bodies. Second, in coryunction
with creation of the Office of the Chief Financial Officer, a comparative transfer of

$1,978,000 and 17 FTE is requested fi^m the Office of the Chief Financial Officer

to the Working Capital Fund to consolidate all operational costs for centralized De-

partmental accounting and financial systems. Finally, a financing change of

$515,000 and 5 FTE is requested to shift resources within the Office ofAdmimstra-
tive Law Judges fix)m the Black Lung Disability Trust Fund to the Longshore Pro-

gram to hanme the influx of approximately 3,100 Longshore cases resulting from
the decision in Cowart. Our ability to request this financing change reflects in large
part the fine effort of Judge Litt and his staff to continue to process Black Lung
claims within the Office of Administrative Law Judges in a timely manner. In con-

junction with this transfer and with a proposed reduction of 15 positions fixjm the
total authorized by the Congress for fiscal year 1993, the Office of Administrative
Law Judges will be able to process Black Lung cases within approximately six

months of receipt, continuing the current timeframe for processing Black Lung
cases—which is three months better than the case processing timeframes achieved

during fiscal year 1992.
Activities financed within the Departmental Management Salaries and Expenses

appropriation are responsible for formulating and overseeing the Implementation of

Departmental policy and for the overall management of Department^ programs and
resources. In addition, this appropriation includes a variety of special and unique
programs and activities. The Departmental Management appropriation proviaes
funding for the following activities:

Program Direction and Support, which includes the immediate offices of the Sec-

retary and the Deputy Secretary;
Legal Services, encompassing the Office of the Solicitor;
The Bureau of International Labor Affairs;

My office, which is the Office of the Assistant Secretary for Administration and
Management;

Adjudication,
which includes the Office of Administrative Law Judges, the Bene-

fits Review Board, the Employees' Compensation Appeals Board, the Wage Appeals
Board and Board of Service Contract Appeals, and the Office of Administrative Ap-
peals;
The President's Committee on Employment of People with Disabilities; the Wom-

en's Bureau; the Directorate of Civil Rights; and the Office of the Chief Financial
Officer.
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This budget request continues support for several recent initiatives funded

through the Departmental Management Salaries and Expenses appropriation. For
the firat time in several years, this budget request includes funding to pay for direct

contracting expenses associated with demonstration projects such as the Displaced
Homemakers Network. The total provided by the Congress in fiscal year 1993 for

this purpose, $485,000, has been included at the same level in this request for fiscal

year 1994. Another initiative long championed hy this Committee, the Job Accom-
modation Network (JAN), has been funded in this request. A total of $1,097,000 is

requested for JAN in fiscal year 1994, slightly higher than the total of $1,068,000

provided for JAN in fiscal year 1993.
In the area of legal services, several new initiatives are anticipated in fiscal year

1994. In the OSHA area, as the first generation of 95 egregious cases passes into

the monitoring stage, OSHA's inspections are imcovering serious abatement prob-
lems. In addition, OSHA is beginning to address many non-traditional hazards in

the workplace, including ergonomics hazards and indoor air quality. In addition, the
new Family and Medical Leave Act will require legal support as it becomes fully

implemented during fiscal year 1994. In the Mine Safety and Health Act program,
the contest rate has risen to approximately 12 percent, after remaining stable

around three percent for many years. In this area, the trend of increasing civil pen-
alty cases is projected to continue. In the ERISA area, the Solicitor expects addi-

tional pressure to take action against plan fiduciaries who purchased annuities from

companies in poor financial condition. Ironically, this pressure will be due to the De-

partment's success in the Executive Life area in protecting the annuities which were
at risk there. The Solicitor anticipates increasing support in the iob training area
in conjunction with the youth apprenticeship initiative and the Job Corps budd-up.

In the Adjudication area, I am very pleased to be able to report decreasing back-

logs to date in some areas, and proiected decreases in fiscal year 1994. In the Office

of Administrative Law Judges, excluding approximately 3,100 new Longshore cases
received resulting fix)m the Cowart decision, the backlog of cases is

projected
to de-

crease. Only 1,528 Black Lung cases are projected to be pending at the end of fiscal

year 1994, compsired with 2,123 projected to be pending at the end of fiscal year
1993 and 3,468 actually pending at the end of fiscal year 1992. Similarly, backlogs
in the traditional OALJ workload area are projected to decrease slightly, fi-om 883
cases pending at the end of fiscal year 1992 to 847 traditional cases pending at the
end of^ fiscal year 1994. At the Benefits Review Board, we estimate that the pending
Black Lung workload will drop fi"om 3,988 appeals pending at the end of fiscal yesir
1992 to 2,244 Black Lung appeals pending at the end of fiscal year 1994. The Board
of Service Contract Appeals was established by Secretary's Order 3-92, dated July
10, 199*2. Service Contract Act case disposition was thereby assigned to the Mem-
bers and staff of the Wage Appeals Board at that time. In this area, only 29 cases
are projected to be pending at the end of fiscal year 1994, including 16 Davis-Bacon
Act cases and 13 Service Contract Act cases.

Among the many initiatives planned by the Women's Bureau in fiscal year 1994
is an initiative to expand its clearinghouse data base to increase the network of

training and employment programs, particularly with regard to the "best practices"
of emerging high performance workplaces. The Women's Bureau will continue to im-

plement the Nontraditional Employment for Women (NEW) Act, which it co-admin-
isters with the Emplojonent and Training Administration. In fiscal year 1994, the
Bureau will implement the third NEW grant year and will continue to monitor and
evaluate the training and placement projects granted during the first two grant
years. During fiscal year 1994, the Bxireau will conduct national and regional con-

stituency meetings as a forerunner to the Fovuth United Nation's World Conference
on Women, to be held in Beijing, China during fiscal year 1995.

I am especially proud of many of the initiatives planned for fiscal year 1994 in
the financial management area. We anticipate implementing a Prompt Pajnnent
Quality Assurance Program that provides a validation of the timeliness of pajmient
transactions. We anticipate completing implementation of the remaining subsystems
in the Department's new accounting system in fiscal year 1994. During fiscal year
1994 we anticipate initiating a Department-wide, comprehensive, on-going training
program for DOL accounting and financial staff.

In closing, I want to point out one facet of this request which, I believe, is ob-
scured in uie submission. A total of $145,000 is provided in this budget request for
research activities within the Office of the Assistant Secretary for Policy, a much
smaller amount than totals reauested in previous fiscal years for research activities.

Briefly, I have tried to provide you with an overview of the various activities with-
in the Departmental Management Salaries and Expenses appropriation. Before clos-

ing, I would like to summarize the request for the Working Capital Fund for fiscal

year 1994. The same approach was taken in this account as in the DM S&E appro-
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priation. Fewer positions are being requested in this account than at any time since

I was named Assistant Secretary. As above, these requested reductions reflect a con-

scious decision by the Secretary to streamUne Departmental operations and to redi-

rect Departmental resources to agencies having direct program responsibilities.

Obligations for the Working Capital Fund in fiscal year 1994 are projected to total

$79,546,000, a decrease of $4,409,000, 5.5 percent,
over the comparable amount pro-

vided for fiscal year 1993. This request reflects a reduction of 35 FTE over the com-

parable amount funded in fiscal year 1993. I am proud of the initiatives being taken

within this account to streamline its operations. No program increases are being re-

quested for the Working Capital Fund in fiscal year 1994. All new initiatives are

being absorbed within the Working Capital Fund. Several built-in increases are
pro-

vided in the combined total of $3,341,000. These built-in increases are more than
offset by three built-in decreases in fiscal year 1994—(1) first, $1,169,000 to reflect

the freeze on Federal pay in fiscal year 1994; (2) second, a reduction of $2,000,000
in costs for FTS2000 use; and (3) third, a reduction of $2,282,000 related to the

nearing completion of the development of the new DOL accounting system and re-

placement of depreciated equipment. Four program decreases are also included in

this budget request—first, $357,000 related to Uae elimination of eight FTE in fiscal

year 1993 made to comply with the first of the three-part FTE reduction pursuant
to Executive Order 12839; second, $556,000 and 13 FTE to comply with the second

part of the three-part reduction pursuant to Executive Order 12839; third, $873,000
and 22 FTE to finance new initiatives within the Department within the existing

Departmental ceiling, as required by Executive Order 12839; and fourth, a reduction

of $513,000 to cut administrative expenses as required by Executive Order 12837.

Included in this budget request is the comparative transfer of $1,978,000 and 17

FTE from the Departmental Management Salaries and Expenses appropriation to

consolidate all operational costs for centralized Departmental accounting and finan-

cial systems.
The Working Capital Fund provides a broad range of administrative services to

all agencies of the Department. These services include accounting and payroll sup-

port, personnel management, voucher audit and pa3mient, space management, pro-
curement and contracting support, and employee safety and health services. The

Working Capital Fund also provides for Departmental mail payments to the U.S.

Postal Service and for telecommunications payments to the General Services Admin-
istration. The Working Capital Fund is defined as an intra-govemmental revolving
fund. The fund is reimbursed by agencies of the Department for centralized services

provided by the components of the fund. In addition, provision
is made to receive

advances and/or reimbursements for services rendered to State and local govern-
ments, other Federal agencies and to non-governmental entities. Through a reim-

bursable agreement, the General Services Administration provides the Department
of Labor with funding for the operation and maintenance of its headquarters build-

ing, the Frances Perkins Building.
In fiscal year 1994, a major focus of this activity will be to strengthen manage-

ment of the Department's financial and accounting systems. Another major focus of
this activity will concentrate on operation and maintenance of the PERMIS system,
which is the Department's centralized personnel management system. In the ADP
area, a major focus of this account in fiscal year 1994 will be to implement the new
Departmental accounting subsystems on the Department's "host" computer and to

expand support for the Department's Local Area Networks (LANs). Finally, special
imtiatives will be launched to implement new controls on the use of FTS2000 serv-

ices and to implement expanded use of mail metering equipment throughout the
DOL field offices.

As outlined earlier, I am pleased to present these budget requests. These reauests
reflect significant efforts within the Department to reinvent government, to decen-
tralize responsibility to our fi-ont-line workers, and to shift resources fi"om support
organizations to the DOL program agencies. I appreciate the opportunity to appear
before you today.

Biographical Sketch of Thomas C. Komarek

Mr. Komarek was appointed Assistant Secretary of Labor for Administration and

Management on October 7, 1983. In this position, he is responsible for directing the

Department's activities in the areas of budget and accounting, personnel, adminis-
trative services and information technology. Mr. Komarek also directs the Depart-
ment's civil rights activities, the internal equal employment opportunity and safety
and health programs, and regional management activities.
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Mr. Komarek c£une to work for the Emplo}mient and Training Administration
(ETA) of the Department of Labor in 1971 as the Regional Financial Manager in

the Boston region. There he served in a variety of positions before leaving as Deputy
Regional Administrator for ETA. Subsequently, he served as the ETA I^gional Ad-
ministrator in Chicago and New York, and as ETA Comptroller in Washington, D.C.
He was appointed Administrator, Financial Control and Management Systems in

October 1981.

Mr. Komarek spent three years in the Air Force as an officer, followed by a year
with Ingersoll Rand, Inc. as a Personnel Manager. He began his civilian government
career in 1966 with the Post Office Department in Boston, working both in postal

operations and in financial management.
Mr. Komarek grew up in Omaha, Nebraska. He graduated fi*om Dartmouth Col-

lege with a degree in economics and earned a Master's degree in Business Adminis-
tration fi*om Northeastern University.
Mr. Komarek lives in the District of Columbia with his wife, Judy. He has two

sons.

Statement of Justin W. Dart, Jr.

Mr. Chairman and members of the committee, it is an honor and a privilege for

me to appear before you today. May I say that tens of thousands of Americans with
disabiUties appreciate your continued support of the empowerment and emplo5Tnent
of individuals with disabilities, the mission of the President's Committee.
This has been a productive year for business, organized labor and people with dis-

abilities. On their behalf, the President's Committee has currently underway or

completed a nvraiber of important activities. Here are but a few:

(1) We organized a 50-State "Americans with Disabilities Act" (ADA) Implementa-
tion Tour. Information gathered during this tour, in all fifty states, created the im-

petus for national discussions on the ADA and key issues. Locally, thousands of in-

dividuals and organizations took part in our ADA Tour. Nationally, over 200 na-
tional leaders fix)m business, organized labor and the disability community capped
the tour with a "Summit" meeting in Washington, D.C. to coordinate recommenda-
tions on such key concerns as health insurance, workers' compensation, seniority
and collective bargaining agreements, alternative dispute resolution and commu-
nications.

(2) As a continuation of our ADA implementation responsibilities, the President's
Committee has begun "Operation People First", which is a state by state teleconfer-
ence project designed to identify for the V/hite House, the Congress and the Nation
the key post-ADA disabUity policy and program issues. Operation People First will

report its findings by mid-summer.
(3) Also, during this year, the President's Committee has completed a major mar-

keting campaign designed to let the nation know about oxir inrormation assistance
for the implementation of ADA, our Job Accommodation Network (JAN). This public
service announcement campr-ign ran in the nation's top 100 media markets, as well
as in the national media, resiilting in hundreds of spot announcements and dozens
of newspaper and television mentions. As a result of this campaign, our Job Accom-
modation Network has quadrupled its output over the prior fiscal year.
Looking ahead to fiscal year 1994, our budget re(][uest

totals $4,320,000 and re-

flects two progreun decreases: $26,000 in administrative expenses pursuant to Exec-
utive Order 12387 and $80,000 and 2 FTE pursuant to Executive Order 12389. The
request includes $1,097,000 to support the Job Accommodation Network (JAN), our
national toll-fi*ee technical assistance service. JAN has emerged as an important na-
tional asset in ADA implementation. This year's substantial increase in usage over
the prior year, by a factor of four, clearly indicates its relevancy to a growing cus-
tomer base.

Looking ahead to next fiscal year's programming, the President's Committee will

continue to develop and provide information to employers, to organized labor organi-
zations, to the disability community, to government at all levels and to the general

public, as well as to the President on issues involving individuals witii disabilities
m the workforce.
We will continue to strive to achieve our basic mission which is "to represent the

President, and therefore the people of the United States, in an effort to enable all

Americans with disabilities to enter and remain in the workforce; thereby dramati-

cally increasing their productivity, prosperity and quality of life. We strive to facili-

tate the communication, coordination and promotion of public and private efforts to

empower Americans with disabilities through employment".
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In fulfilling this mission, the President's Committee will pursue the following ob-

jectives during fiscal year 1994: (1) advise and represent the President on employ-
ment policies as they relate to the employment oi people with disabilities; (2) pro-
vide a broad array of services to the numerous volunteer organizational and individ-

ual members who constitute our volunteer corps; (3) utilize the nation's media in

support of our mission; (4) develop information both describing the emplojonent situ-

ation facing individuals with disaoilities and providing technical assistance informa-
tion to those seeking it; (5) help support the activities of the over 45 state and 700
local committees on employment of persons with disabilities; and (6) organize grass-
roots implementation oi the Americans with Disabilities Act.

Some of our planned activities, as outlined in our Strategic Plan, are as follows:

(1) develop an informational outreach program to both employers, especially small
business operators, and other concerned publics in support of the requirements of

ADA; (2) focus attention on major public policy questions such as personal attendant
services (PAS) in the work place, incentives to employment versus dependence on

public support programs, technology applications, and more; (3) implement a na-
tional marketing campaign designed to inform key special publics as well as the

general public on ways to support the emplojrment of people with disabilities, (4)

focus attention on the employment-related problems facing disadvanteged persons
with disabilities, especially minorities and nomeless persons with disabilities, in-

cluding veterans with disabilities; (5) increase the responsiveness of our Nation's

employment-related training programs to the employment-related instructional

needs of persons with disabilities; (6) conduct a major national conference in At-

lanta, Georgia showcasing the latest developments, resources and issues facing the

employment of people witn disabilities; and (7) manage the Job Accommodation Net-
work.
Our progrsun planning for next fiscal year, as partially listed above, is the product

of a Strategic Planning process only recently developed. Under this procedure, rep-
resentatives from all the key publics involved in our partnership and vested in our
mission develop each fiscal year's program objectives. In view of these program ob-

jectives, which flow from our mission, each of our nine stending committees devise
their respective contributions to the completion of our work plan. As a result, the

appropriation allocated for the Presidents Committee is magnified and multiplied

by the resources contributed to us by our organizational and individual members.
Ine President's Committee represents a valued combination of public and private
resources devoted to the empowerment of individuals with disabilities through em-

ployment.
As you consider the merits of our proposed activities, it is important to note that

a full two thirds of all our working age citizens with disabilities are not yet partici-

pating in the nation's workforce. 'This lack of labor force participation costs the na-
tion as much as $200 billion annually in public assistence. The President's Commit-
tee beUeves strongly that it can help to increase the fortunes of people with disabil-

ities through emplojmnent; and, thereby, lessen the tax burden of public assistance.
Mr. Chairman, again, it has been an honor to appear before you and the Commit-

tee today. Our citizens with disabilities appreciate your interest and support in the
President's Committee's efforts to ensure that all citizens with disabilities achieve

dignity and independence through productive employment. I will be pleased to an-
swer any questions you or your colleagues may have.

Statement of Jeffrey C. Crandall

Mr. Chairman and members of the committee, I appreciate the opportunity to ap-
pear before you to present the fiscal year 1994 Department of Lwior budget as it

pertains to special programs and services for veterans, reservists and National
Guard members. I am presenting this statement today because I am the acting
agency head for the OfBce of the Assistant Secretary for Veterans' Employment and
TVaining until an Assistant Secretary is named and confirmed by the Senate.
With the dramatic decrease that is taking place in the size of our nation's mili-

tary, we in the Department of Labor are very concerned about expeditiously
transitioning the members of our nation's military forces into our civilian workforce.

They are individual assets who have served our nation well and in whom the nation
has already invested considerable training resources. Additionally, we remain com-
mitted to protecting the reemplo3Tnent rights of individuals upon their return from
active duty in either the regular milita^ services, the Reserves or the National
Guard.
Our fiscal year 1994 budget request of $186,648 million will fund 276 Federal

FTE and an estimated 3,324 Stete positions in fiscal year 1994. These funds are
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comprised of $21,339 million for administration, $2,925 million for the National Vet-
erans' Training Institute (NVTI) and $162,384 million for grants-to-States. The fis-

cal year 1994 request for administrative funds includes a slight increase of $30
thousand and a decrease of 9 FTE for the year. The request for grants-to-States is

an increase of $4,269 million over the fiscal year 1993 level for an inflationary ad-

justment of 2.7 percent. This 1994 budget of $2,925 million for the National Veter-
ans' Training Institute includes an increase of $77 thousand over the fiscal year
1993 level.

We believe the requested fiinding levels and proposed staffing will enable us to

achieve ovu* major programmatic goals. We believe it is cost-eSective to fund fewer

positions, provided that the staff available are well trained and thus capable of de-

livering high quality services.

Oxir major goals for fiscal year 1994 include: successful implementation of the
Service Members Occupational Conversion and Training Act (SMOCTA) program in

conjunction with the Department of Veterans Affairs; achieving resolution of 95 per-
cent or more reemployment rights claims by veterans, reservists and guard mem-
bers through mediation rather than by litigation; achievement by the State Employ-
ment Security Agencies (SESA's) of pi-eferenti£il rates of services to all veterans as

compared to non-veterans; delivery of 3,800 Transition Assistance Program (TAP)
workshops at 190 sites in 44 States to an estimated 140,000 separating
servicemembers; successfiil reintegration of homeless veterans into the labor force

through the efforts of an estimated 30 grantees under the Stewart B. McKinney
Homeless Assistance Act; training and placing in jobs approximately 5,000 target
group veterans through grants-to-states and other entities authorized by Title fV-
C of the Job Training Partnership Act; and training of approximately 2,600 veterans
services providers in a variety of program curricula at the National Veterans Train-

ing Institute.

Among the expected accomplishments by the agency in fiscal year 1993 are cre-

ation with the Departments of Defense and Veterans Affairs of the SMOCTA pro-
gram policies and procedures and commencement of development of on-the-job train-

ing agreements with employers and some placements of eligible veterans in those

training slots; delivery of approximately 3,300 TAP workshops at 195 sites to

132,000 separatees; successful resolution of over 2,000 VRR cases; placement of

3,900 JTPA Title IV-C trainees in jobs; placements of 4,500 homeless veterans in

jobs; training of over 2,600 veterans' service providers at the National Veterans

Training Institute, and achievement of preferential rates of service for veterans

compared to non-veterans by all State ES Agencies. Additionally, the agency in fis-

cal year 1993 will produce new transition assistance training videos for reproduction
by the military services for usage at overseas locations and on naval vessels; will

enhance its automated management information systems; will cross-train selected
national office staff to improve eflBciency; and will complete six Regional/State field

office management reviews that will result in increased efficiency of operations
there.

The agency's significant new program in fiscal year 1993; i.e., the Service Mem-
bers Occupational Conversion and Training Act Program, will continue into fiscal

year 1994. In cooperation with the Departments of Defense and Veterans Affairs,
this agency, primarily through the directed efforts of the DVOP and LVER program
staff, will place an estimated seven to ten thousand recently separated veterans who
are either long-term unemployed, disabled, or whose military occupational special-
ties were not readily transferable to the civilian workforce in on-the-job training
programs. The program emphasis will be on developing on-the-job training programs
with employers in industries that show the greatest promise of stable, permanent
employment for such veterans. The DVA will be the certifying agency for veterans'

eUgibility and approval of the employers' training agreements. The DVA will also
act as the central "bank,": i.e., it wifi disburse the wage subsidy payinents to the

participating employers. The DVOP and LVER staffs primary responsibilities will
be to assist employers in developing approvable training agreements, and to provide
case management services to the veterans while they are in the training positions.
This request includes fiindir^ level increases that need further explanation. The

increase of $30 thousand in the Administrative portion of the budget is associated
with a reduction of nine fiill-time equivalent (FTE) positions from the agenc^s cur-
rent ceiling of 285. This staffing reduction was VETS share of a government-wide
reduction in Federal

personnel.
To achieve that reduction, we will eliminate three

Assistant Regional Administrator positions and three Veterans' Program Specialist
positions fi*om the field office allocation. Three positions in the National Office will
be eliminated. The reduction of the nine positions is expected to be achievable

through attrition. Program performance levels are not expected to be negatively af-
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fected because of planned improvements in management information systems and
continuation of cross-training, using the NVTI and in-house on-the-job training.

Also, although the DVOP funding request of $84,218 million and the LVER re-

quest level of $78,166 million are increased over the fiscal year 1993 levels, both
will result in staffing level decreases compared to fiscal year 1993. Aside from infla-

tionary adjustments, tiie DVOP and LVER program costs are influenced by the

funding provided to the Employment Service—^in other words, as the total SESA em-

ployment staffing numbers decline, the overhead cost for the remaining stafT in-

creases, thus resulting in increased costs for DVOP and LVER staff positions. The
estimated LVER staffing level supportable by the requested funding, 1,542, is 24
fewer than in fiscal year 1993 and 58 below the statutorily authorizedlevel of 1,600.
The estimated DvOP staffing level would decrease by 61 positions, fi-om 1,843 in

fiscal year 1993 to 1,782 in fiscal year 1994. The 1,782 level is 102 positions below
the statutorily formulated level of 1,884 positions.
The fiscal year 1994 funding level requested for the National Veterans Training

Institute is an increase of $77 thousand over fiscal year 1993. That increase is a
normal inflationary cost increase based on the fiscal year 1993 level. That funding
level will enable the training of the same number of participants in fiscal year 1994
as in the fiscal year 1993, a level deemed adequate to maintain program perform-
ance levels.

The budget changes included in this request will have several effects in future

years. The elimination of three middle management positions in VETS' smaller re-

gional offices and the elimination of three national office positions will necessitate

streamlining of current reporting requirements, more programmatic cross-training,

improvements in automated communication and management of information, in-

creased sharing of clerical support staff, and improved management training. The
elimination of the three veterans' program specialist positions from the field staff"

will necessitate the provision of more programmatic cross-training and closer com-

parison of regional staffing allocations to workload trends.

The staffing reductions resultant from the funding levels for the DVOP and LVER
grant programs, coupled with the requirement of the SMOCTA program that those
staff be utilized to provide case management services to participating veterans, will

also necessitate significant changes in futiire years. Grant agreements with State

Emplojmient Service (ES) agencies will have to be re-negotiated to clarify and nar-
row the universe of veterans routinely served bv DVOP and LVER staff; perform-
ance standards for the State ES agencies will have to be re-cast to better reflect

the terget groups to receive priority and to sharpen the agencies' focus on certain

services. The bottom line is tnat, in order to provide the kinds of services required
by legislation at the level of quality expected to the sub-categories of veterans man-
dated by legislation with the available funding, the Stete ES agencies that employ
the DVOP and LVER specialists will have to rely more on other resources to assist

non-target group veterans than is now the ciise. Furthermore, for both VETS and
the State agencies, to do more with less will require a continued commitment to up-
grading staff and management skills through the provision of training, and a contin-

ued commitment to efficient usage of all available resources.
Mr. Chairman and members of the committee, I hope that this stetement helps

you to understend the basis for our budget request and its implications. I appreciate
the opportunity to appear before you, and will be glad to answer any questions that

you have.

Statement of John R. Eraser

Mr. Chairman and members of the subcommittee, I am pleased to appear before

you today representing the Emplovment Standards Administration (ESA) and the
Office of Labor-Management Standards (OLMS) of the Department of Labor. Last
November, ESA was- given authority for OLMS by then Secretary of Labor Martin.
As I explain our fiscal year 1994 budget request, I will separately discuss the OLMS
component.
The Employment Standards Administration's fiscal year 1994 budget request for

Salaries and Expenses is for $263,827,000 and 3,576 full-time equivalent (FTE) steff

years. This represents a funding increase of $656,000 over the comparable fiscal

vear 1993 level, and a reduction of 112 FTE from the comparable fiscal year 1993
level.

The separate Labor-Management Standards appropriation request totals

$27,309,000 and 379 FTE, of which $25,939,000 and 366 FTE are requested for

OLMS. This represents a funding decrease in OLMS of $71,000 and a reduction of
12 FTE fix)m the comparable fiscal year 1993 level.
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In fiscal year 1994, FTE reductions are proposed to comply with the second part
of the three stage FTE reduction pursuant to Executive Order 12839. The first part
of the reduction, 35 FTE, was taken in fiscal year 1993, establishing a new base
for ESA's budget submission of 3,688 FTE. The fiscal year 1994 ESA reduction for

this purpose is $3,534,000 and 54 FTE. This translates to a fiscal year 1994 reduc-
tion of 19 FTE and $1,359,000 for Wage and Hour, 13 FTE and $839,000 for the
Office of Federal Contract Compliance Programs (OFCCP), 20 FTE and $1,188,000
for the Office of Workers' Compensation Programs (OWCP), and two PTE and
$148,000 in ESA's Program Direction and Support (PDS) activity In addition, the
fiscal year 1994 Executive Order 12839 reduction proposed for OLMS is five FTE
and $358,000.
We are also proposing to reduce an additional 58 FTE and $2,050,000 in ESA,

and seven FTE ana $277,000 in OLMS, to enable the financing of new Department
of Labor initiatives in other areas. Also, a reduction in administrative costs of

$1,466,000 is requested for ESA, and $85,000 for OLMS, to comply with Executive
Order 12837.
An increase of $1,000,000 for relocation costs is requested for the Black Lung pro-

gram to accomplish FTE reductions through consolidation of offices and realignment
of remaining staff with workloads.
The Special Benefits fund request for fiscal year 1994 is for $1,944 billion, of

which, $279 million is a direct appropriation to the Department of Labor. Reim-
bursements fi-om other agencies are expected to total $1.72 billion.

The fiscal year 1994 Black Lung Disability Trust Fund request is for an appro-
priation of $1,001,575,000. This amount includes $557,967,000 for benefit payments,
$390,000,000 for interest payments on advances, and $53,608,000 for administrative
costs.

Our primary goals during fiscal year 1994 will be to preserve the integrity and
effectiveness of our programs end maintain the quality of our enforcement and serv-
ice delivery for the millions of people our programs serve while, at the same time,
managing the continuing streamlining of the agency through hiring freezes, attri-

tion, and the use of limited relocation funds to align staff wim workloads to tiie best
of our

ability.
While the continued streamlining of the ESA and OLMS programs

will adversely affect their
scope

and
responsiveness,

the proposed reductions are

necessary to
support

the President's overall economic recovery program and his defi-

cit reduction goals in particular.
Let me briefly explain the fiscal year 1994 budget request for each of the program

areas.

ENFORCEMENT OF WAGE AND HOUR STANDARDS

A total of $95,157,000 and 1,306 FTE is requested for the Wage and Hour Divi-
sion to enable the program to investigate complaints, carry out directed investiga-
tions where needed, further promote voluntary compliance by employers, and imple-
ment the Family and Medical Leave Act of 1993.

Vigorous enforcement of the wide range of laws that establish standards for wages
and working conditions, covering most private and public employment, will con-
tinue. Our major objective is to achieve compliance by employers through direct en-
forcement activities, including resolution of complaints, and by promoting voluntary
compliance through enforcement and education and outreach.

Overall, we expect that approximately 64,000 compliance actions will be com-
pleted under the wage and labor standards mandates, including the Fair Labor
Standards Act (FLSA), Government Contract labor standards statutes, the Migrant
and Seasonal A^cultural Worker Protection Act, various provisions of the Immi-
gration and Nationality Act (INA), the Employee Polygraph Protection Act of 1988,
and the Family and Medical Leave Act of 1993.

FEDERAL CONTRACTOR EEO STANDARDS ENFORCEMENT

A total of $55,398,000 and 813 FTE is requested for the Office of Federal Contract

Compliance Programs (OFCCP) to administer its directed enforcement programs
and investigate and resolve complaints on a timely basis.

We will pursue our mission to assure equal employment opportunity b^ Federal
contractors by enforcing the contractual obligations imposed by Executive Order
11246, Section 503 of the Rehabilitation Act of 1973, and 38 U.S.C. 4212 and the

employment eligibility provisions of the Immigration and Nationality Act. OFCCP
will also continue the enforcement of EEO requirements in apprenticeship and
training programs pursuant to 29 Part 30 of the National Apprenticeship Act and
continue its emphasis on the elimination of the glass ceiling through Corporate
Management reviews. OFCCP will continue to streamline its enforcement processes
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to improve the quality of enforcement actions and increase job opportunities for mi-

norities, women, individuals with disabilities, and covered veterans. As an agent of

the Equal Employment Opportunity Commission, OFCCP will also enforce Title I

of the Americans with Disabilities Act of 1990.

FEDERAL PROGRAMS FOR WORKERS' COMPENSATION

In ESA's Workers' Compensation programs, oiu" fundamental responsibility is to

ensvu-e that the interests of injured workers, employers, and the Federal govern-
ment are properly protected throughout all stages of the claims management proc-

ess, including the adjudication and processing of claims for compensation, medical,
and other benefits provided by the Acts. Promptly processing incoming and pending
workloads while maintaining a high degree of accuracy, fiscal integrity, and quality
customer service remain the goals of the program.

FEDERAL EMPLOYEES' COMPENSATION ACT

A total of $63,506,000 and 935 FTE is requested to administer the Federal Em-
ployees' Compensation Act (FECA) program to assure timely and fair payment of

compensation, continue improvements to avoid the interruption of income to injured

employees, and bring about early retum-to-work and rehabilitation where appro-

priate.
FECA will seek continued improvement to its automated case management, medi-

cal bill pasnnent, and financial management systems. The project begun in fiscal

year 1992 to review and evaluate all long-term disability cases, thereby reducing

compensation wherever eUgibUity has lessened or ceased, will continue in four of the

program's 12 district offices. Early results of the project have exceeded original fore-

casts: savings to the compensation fund are now proiected to exceed $34 million in

fiscal year 1994, and total over $178 million through fiscal year 1998. The project
also enables FECA to improve the quality of medical care and expand vocational re-

habilitation and placement assistance.

The Assisted Reemployment Project that began in fiscal year 1992 will continue
in fiscal year 1994. Under this project, compensation funds are used to pay employ-
ers some of the cost they incur when they hire iiyured Federal workers. Thirty four

placements were made m fiscal year 1992, and 60 additional placements are antici-

pated for both fiscal year 1993 and fiscal year 1994.

LONGSHORE AND HARBOR WORKERS' COMPENSATION ACT PROGRAM

A total of $9,406,000 and 129 FTE is requested for the Longshore and Harbor
Workers' Compensation Program to maintain the acciiracy and timeliness of claims

processing activities and achieve as high as possible level of service to the program's
customers. We will continue to emphasize efforts to sustain high levels of claims

processing and abjudication services, conducting a comprehensive technical assist-

ance program for employers, insurance carriers, and covered employees, and mon-
itoring the Special Fund.

BLACK LUNG PROGRAM

Resources requested for the Black Lung program are for $28,624,000 and 263 FTE
needed to manage the program's caseload. Included in this request is an additional

$1,000,000 in relocation costs required to accomplish staff reductions and ofBce con-

solidations without requiring reductions-in-force. The Black Lvmg program will

maintain prompt abjudication of claims, effective management of its debt portfolios
and efforts to achieve the highest possible level of accuracy in income maintenance
and medical care benefit payments.

PROGRAM DIRECTION AND SUPPORT

A total of $11,736,000 and 130 FTE is requested to provide administrative guid-
ance and oversight to the agency's program activities in the areas of information re-

sources management, productivity and quality improvement Departmental goals
and objectives and support services functions. Four basic strategies for providing
leadership on ESA's quality improvement efforts will be continued: (1) promoting
employee involvement in identifying and implementing opportunities for further im-

provements; (2) broadening the use of new technology to improve delivery of serv-

ices; (3) simplifying work processes and requirements while improving the quality
of agency products and services; and (4) improving the organizational structure,
where appropriate.
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OFFICE OF LABOR-MANAGEMENT STANDARDS

A total of $25,939,000 and 366 FTE is requested for the Office of Labor-Manage-
ment Standards.
The principal law administered by OLMS is the Labor-Management Reporting

and Disclosure Act of 1959, as amended (LMRDA). In addition, OLMS has
respon-

sibility for enforcing Section 1209 of the Postal Organization Act, the standards of

conduct regiilations implementing Section 7120 of the Civil Service Reform Act of

1978 (CSRA), and Section 1017 of the Foreign Service Act (FSA). In carrying out
its statutory responsibilities under the LMRDA, OLMS performs four types of activi-

ties: civil and criminal investigations; compliance audits of vmions; administration

and public disclosure of reports required by LMRDA; and education and compliance
assistance activities.

OLMS plans to continue its balanced enforcement program in fiscal year 1994, but
at reduced levels in the criminal investigation and audit programs. The major en-

forcement activities will remain the conduct of civil and criminal investigations to

determine if violations of the LMRDA have occurred. OLMS will allocate the largest

proportion of resources to protect and safeguard union fiinds, and will maintain ef-

forts to reduce the number of delinquent and deficient financial reports filed by
labor organizations. OLMS will continue to work with international and national

unions t^ expand ways in which those organizations can assist in educational and
other compliance assistance activities.

CONCLUSION

Mr. Chairman, this concludes my formal statement. I thank you for the oppor-
tunity to present our programs' buoget request and explain some of our initiatives

to the Subcommittee. I want to reaffirm our commitment to using our resources to

effectively protect the interests of American workers while keeping the costs of the

delivery of these needed services as low as possible. Mv staff and I will be pleased
to answer any questions that you or the members of tne Subcommittee may have.

Statement of David Zeigler

Mr. Chairman and members of the subcommittee, thank you for this opportunity
to discuss the Occupational Safety and Health Administration's fisced year 1994 ap-

propriation request. The fiscal year 1994 budget requests a total of $294,490,000
and 2,311 full-time equivalent staff—a net increase of $6,240,000 and a net decrease
of six staff FTE fi*om 1993—and consists of net mandatory cost increases offset by
program changes.
Although OSHA is taking its share of government-wide FTE decreases, the re-

quest also contains an increase for the agency of $4,550,000 and 70 FTE as part
of the Departmental initiative addressing emerging safety and health concerns and
changing priorities. These increased resources will enable the agency to implement
initiatives in several areas, such as: shoring up standeirds activities to provide great-
er flexibility in exploring regulatory options; restoring compliance officer positions
and clerical support staff in field offices to strengthen the eriforcement program; im-

proving OSHA s in-house capability to conduct on-site surveys of facihties mat apply
for accreditation under the Nationally Recognized Testing Laboratory Accreditation

Program; and enhancing the expertise and course offerings at the OSHA Training
Institute.

OSHA continues to promote a mix of regulatory and non-regulatory activities that
includes consultation, training, voluntary protection programs, and technical assist-

ance in specialized areas, as well as strict, consistent and fair enforcement. We ex-

pect to conduct approximately 41,000 worksite inspections in fiscal year 1994. State

safety and health inspectors in plan states are expected to conduct an additional

71,000 worksite inspections. These numbers, which are generally lower than in pre-
vious years, reflect the rising complexity and additional requirements of inspections.
Resources are being redirected to more complex areas, sucn as process safety man-
agement, bloodbome infectious diseases, ergonomics, and other new safety and
health standards. In addition, OSHA is slatedto assume expanded responsibility for

enforcing safety and health regulations at uranium processing plants in Ohio and
Kentucky beginning on July 1, 1993.
OSHA is continuing to focus on the deterrent effect of individual inspections by

pursuing corporate-wide settiement agreements. These agreements extend abate-
ment requirements over entire multi-worksite corporations. The agency anticipates

approximately 33 of these agreements in 1994, including the continuing agreement
with the United Parcel Service, which involves 930 worksites. OSHA will also con-
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duct highly resource-intensive inspections as part of its enforcement of the process
safety management standard. These Program-Quality-Verification inspections in-

volve a comprehensive evaluation of worksites £ind dociunented workplans, as well
as the

physical inspection of plants.
State plans will continue to promulgate and enforce new safety and health stand-

ards, and participate in targeted and specied emphasis programs that are com-

parable to the Federal program. The estimated state inspection total reflects the ad-
ditional training required of state inspectors to implement the new process safety
management standard, and the time-consuming inspections to be conducted under
that standard. The agency's revised State plan monitoring system wUl begin its first

full year of operation in 1994. This new system will improve the agenc^s ability to

analyze and evaluate state program activity. OSHA will continue to work with the
states to ensure that program performance improvements are implemented where
needed.
OSHA's technical support staff continues to provide laboratory services, engineer-

ing expertise and regmatory analyses to support all aspects of the program. OSHA's
Computerized Information System (OCXS) provides compliance officers with tech-

nical and scientific information pertinent to the inspection process. The
agency's

medical support staff is addressing many new and complex issues facing the health
care industry, including compliance with the bloodbome pathogens standard. The
rising incidence of infectious diseases at worksites, including recent outbreaks of

legionella and multi-drug resistant tuberculosis, is also being addressed. The sample
analysis workload is expected to increase in 1994 in keeping with the expected in-

crease in health inspections, and the expected promulgation of complex stendards
such as cadmium and lead in construction.

Designated state agencies will conduct
approximately 28,250 onsite consultetion

visits to small employers under programs funded largely by OSHA. The agency ex-

pects that bloodbome pathogens will continue to be of particular concern to employ-
ers requesting consultation assistence. Other anticipated areas of emphasis include
confined space entry, process safety management, and tuberculosis exposure. The
agency expects that the number of worksites participating in Voluntary Protection

Programs, which recognize exemplary safety and health management programs, will

continue to grow. Targeted Training grants will be tergeted to areas of concern at
both the national and regional levels. Courses at the OSHA Training Institute will

reflect new initiatives, such as bloodbome diseases, new recordkeeping procedures,
construction training, and other newly promulgated standards.
OSHA has taken over full responsibility from BLS for administering and main-

taining the national iiyury and illness recordkeeping system.
In 1994 the agency ex-

pects to complete the revised recordkeeping forms and regulations and disseminate
them to the public, along with interpretive materials which will be used as part of
a public outreach effort. OSHA will also continue to focus on international concerns.
Information exchanges on

workplace safety and health will be conducted with Mex-
ico in coi\junction with the North American Free Trade Agreement. Similar coopera-
tive programs will continue with other international counterpart agencies, particu-

larly
in Eastern Europe.

Thank you, Mr. Chairman. This concludes my statement.

Statement of Edward C. Hugler

Mr. Chairman and members of the subcommittee, I am pleased to appear before

you to discuss the fiscal year 1994 appropriation request for the Mine Safety and
Health Administration (MSHA).
The budget now before you requests $191,898,000 and 2,498 staff years to conduct

mine safety and health activities. It provides resources to perform most mandated
inspections and other activities required by the Federal Mine Safety and Health Act
of 1977 (Mine Act). The request represents an increase of $401,000 and a decrease
of 74 FTE from 1993 and consists of net mandatory cost increases offset by program
decreases. The decreases are spread among all program activities with the greatest
share of the reduction taken in non-enforcement areas. The request complies with
the President's directives to reduce administrative costs and federal employment
and it finances new Department of Labor initiatives within the existing FTE ceiling.
MSHA's mission is to protect the

safety
and health of the Nation's miners. Over

the years as we have responded to shrimcing resources, the Agency has worked to

accomplish this mission by continuing to narrow its focus on tJie most essential mis-
sion activities—performing the legislatively-required mine inspections professionally
and enforcing the Mine Act. While this budget proposal may result in a small de-
crease in the completion rates for mandated inspections, in a measured way it di-

I
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rects resources where the need is greatest. Mines with poor safety records, serious
health problems, and bad compliance histories will receive all mandated inspections
and, additiontdly, will be targeted for special enforcement attention. On the other

hand, mines with the best injury records and the fewest health problems may re-

ceive less than the mandated number of inspections. We have every reason to be-
lieve that this approach will enable us to continue to make improvements in miner
health and safety and to continue the downward trend in mining fatalities.

In that regard, I am pleased to report that during calendar year 1992 the total

deaths in all
types

of mining declined to 97. This is the first time the combined coal
and metal and nonmetal total has been less than 100 work-related deaths. There
were 43 accidental deaths in non-coal mining in 1992, also a record low. The 54 coal

mining fatalities was the second lowest in history. Regrettably, 12 of these miners
lost their lives in 2

explosions,
the Southmountain No. 3 Mine and the BlacksvOle

No. 1 Mine. Yes, the decrease in mining deaths last year was highly encouraging,
but, given the potential for danger in wnich miners work daily, there simply is no
room for complacency about safety.
Based upon fatal accident reports, inspection and investigation findings, and other

sources, three areas where the most serious safety and health shortcomings lie are:

(1) the disproportionately high rate of accidental deaths and serious iiyuries in
small mines; (2) the relatively high number of fatalities involving employees of inde-

pendent contractors working at mine sites; and (3) the role of a relatively few defi-

ant mine operators in causing an inordinate number of safety and health problems,
and the importance of aggressive criminal investigations and prosecutions m ending
such practices. These situations represent significant problems as well as opportuni-
ties for major safety and health gains.

In 1994, the small mines problem will continue to be addressed through the Small
Mines Initiative which includes the Joint Mine Assistance Program (JmAP) and the
Small Mines Training Initiative (SMTI). JMAP provides extra enforcement attention
and cooperative assistance to small coal mines in the states of Kentucky, Pennsylva-
nia, Virginia, and West Virginia. These states encompass the vast majority of small
coal mining operations and historically have accounted for nearly 75 percent of the
Nation's coal mining fatal and serious injuries. SMTI is a targeted program of
MSHA education and training specialists who work with small mine operators in

utilizing accident-prevention techniques to help reduce serious accidents and fatali-

ties.

During the past 10 years, even as mining fatalities in general have declined, we
have actually seen an increase in fatal mine accidents in which the victims were
employed by independent contractors. During the 5 year period between 1987 and
1991, the number of employees working for independent contractors on mine prop-
erty increased more than 40 percent. Tms increased exposure to mining hazards has
been accompanied with an increase in fatal accidents. Clearly the safety problems
of independent contractors threaten the industry's overall favorable safety trend. To
deal with this issue, we must examine the role of training and review enforcement
policies with respect to independent contractors.
In 1994 MSHA will continue to pursue a consistent

policy
of aggressive investiga-

tion and prosecution of the few in the industry who would endanger miners by or-

dering or carrying out violations of safety and health laws. The best companies and
leaders in the mining industry recognize the importance and benefits of protecting
their workers' safety and health. However, willful violations do occur, and our expe-
rience shows these nvents create serious, unjustifiable risk for miners.
Because of our firm and pro-active approach to the pursuit of willfiil violators,

there has been a dramatic increase in the number and scope of MSHA's criminal

investigations and Justice Department prosecutions of safety and health rule viola-
tors in recent years, particularly in 1991 and 1992. Many investigations and court
actions concerned fraud by undereround coal mine operators involving respirable
coal dust samples sent to MSHA tor laboratory analysis. In response to dust sam-
pling abuses uncovered in 1991 by our investigators, MSHA has not only levied sub-
stantial civil fines but has

pursued criminal charges under the Mine Act and the
federal racketeering stetute leading to over 87 convictions or guilty pleas.
Other successful criminal investigations and

prosecutions
stemmed from concerted

efforts by MSHA and other agencies to end illegal operation of high-risk, unregis-
tered "wildcat" coal mines, and to deal with serious violations of MSHA's safety
rules.

Tougher fines for violators have been an increasingly effective tool for encouraging
compliance. In 1990, the Congress increased the maximum amount the Agency could
assess a company or individual from $10,000 to $50,000 for a single violation. Sub-
sequently, much higher fines have been imposed upon the minority of mine opera-
tors and individuals who repeatedly ignore the law and account for high nvunbers
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of violations and injuries. In fact, during the past 2 calendar years, the total dollar

amount ofMSHA fines for violations rose more than 40 percent to $30 million, while
the total amount for special assessments involving the most serious violations rose
more than 2V2 times to nearly $11 million.

In addition to canying out its mandated enforcement and regulatory responsibil-

ities, MSHA has an obligation to identify and address serious safety and health

shortcomings if we are to responsibly carry out the role assigned to MSHA by our
statute. Given the reality of limited resources available to accomplish special mis-

sions, we must focus our efforts and attention carefully.

Following is a brief discussion of the 1994 budget proposal by program activity.

ENFORCEMENT

A total of $143 million and 1,950 staff years is requested in the budget for en-

forcement activities at both coal and metal and nonmetal mines. This is an increase
of $789,000 and a decrease of 48 FTE from 1993. The resources recjuested for 1994
will provide for an estimated 26,050 regular safety and health inspections, 700
fewer than 1993. In addition, 34,575 other inspections, investigations and education
and training activities will be conducted, 200 fewer than 1993. Standards develop-
ment activities will continue on high priority projects, but lower priority projects

may be delayed.

ASSESSMENTS

A total of $3.8 million and 57 FTE is requested for the Assessments program for

1994. This is a decrease of $9,000 and one FTE from 1993. In both 1993 and 1994,
the Assessments activity will assess about 150,000 violations of the Mine Act and
collect and account for all penalties paid. The budget reductions may delay the proc-

essing of cases for litigation which could result in judgments against the Agency and
reduced penalty collections.

EDUCATIONAL POUCY AND DEVELOPMENT

A total of $14.5 million and 85 FTE is requested for Educational Policy and Devel-

opment in fiscal year 1994. This is a decrease of $379,000 and 13 FTE from 1993.
To maintain the reauired level of training for MSHA inspectors and mining industry
personnel at the National Mine Health and Safety Academy, reductions will be
made in the development of training materials and distribution of publications.

TECHNICAL SUPPORT

A total of $22 million and 281 FTE is requested for Technical Support activities

in 1994. This is a decrease of 9 FTE from 1993. The Technical Support activity will

continue to provide direct support to MSHA's enforcement activities by making its

technical expertise available to solve mining problems to further the health and

safety of miners. Reductions will be made in tne level of technical assistance pro-
vided to the mining industry and other government agencies.

PROGRAM ADMINISTRATION

A total of $8.5 million and 125 FTE is requested for Program Administration, a
decrease of 3 FTE fi-om 1993. The Program Administration activity will provide pol-

icy direction and administrative support for MSHA's safety and health progreims.
The budget reductions could delay tne processing of personnel, procurement and fi-

nancial transactions.

CONCLUSION

Mr. Chairman, that concludes my prepared statement. I appreciate this oppor-
tunity to appear before you and welcome any questions you have.

Statement of William G. Barron

Mr. Chairman and members of the subcommittee, I appreciate this opportvmity
to

appear
before you to discuss the budget and programs requested by the Bureau

of Labor Statistics (BLS) for 1994. Our request, which includes no new program in-

creases for 1994, provides funds needed to continue core programs which are of vital

importance to the Congress, to the policy making and program agencies of the Exec-
utive Branch, and to the public.
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The 1994 request of $330,675,000 represents a net increase of $6,776,000 over the

comparable 1993 level. The increase over the comparable level will be exclusively
for mandatory cost increases, including charges for space rental, federal pay raises,
and increased cost of data collection through the States and Census Bureau. These
increases which total $16,059,000 are offset for the most part by several decreases

totaling $9,283,000. The entire cost of the January 1994 pay raise has been deleted
from the BLS budget request in conformance with Administration plans.
This budget also includes program decreases required by Executive Order 12837

and 12839, which will affect several programs. These decreases include reductions
in the initiatives to improve Federal Economic Indicators, the recent redesign of the
Current Population Survey (CPS), and the surveys to implement the Federal Em-
ployee Pay comparability Act of 1990. Despite these decreases, the 1994 budget re-

quest is one that enables BLS to maintain its core programs, including sever^ criti-

cal improvement efforts provided in earlier years.
None of these previously launched improvement efforts is more sensitive or impor-

tant than the effort to complete the redesign of the Nation's major household survey
on employment and unemployment, the Current Population Survey. As you know,
the CPS is the basic source of the monthly data on the labor force status of the pop-
ulation, including the unemployment rate issued by BLS on the first Friday of every
month. The redesign of the CPS is now in an extremely critical stage where the re-

sults of the changes to the survey are being monitored and evaluated. The redesign
of the CPS is almost complete and the new questionnaire will be implemented in

January 1994.
Under the passage of the Federal Employees Pay Comparability Act of 1990

(FEPCA), BLS will continue providing high quality, objective data to implement the
local pay comparability adjustments for the Nation's 1.5 million Federal white collar

workers. In 1994, plans are to provide these data to the President's Pay Agent to

implement pay reform currently specified under FEPCA in January, 1995.

The efforts to improve key economic indicators will continue throughout 1994. Al-

though budgetary constraints have altered the initial plans of that program, signifi-
cant improvements can be expected in the output of data. The introduction of auto-
mated data collection in the current Employment Statistics program is expected to

reduce the difference between the preliminary and final monthly employment esti-

mates by 60 percent. BLS will also publish new employment and prices data for

service industries.

The 1994 budget request allows the vital statistics that BLS provides to assist

policy and financial decision msikers throughout the Federal government and the

private sector to continue to be produced. The majority of programs within BLS will

continue at their existing level of resources. This budget request reflects both a com-
mitment to maintaining the integrity of BLS's core programs, and fiscal realities

facing the country.
Mr. chairman, my staff and I will be pleased to answer your questions.

Statement of Martin Slate

Mr. Chairman and members of the subcommittee, I am pleased to present the fis-

cal year 1994 budget for the Pension Benefit Guaranty Corporation (PBGC). I am
honored to have been appointed Executive Director of the PBGC. During my ten

years at the Internal Revenue Service (IRS) working in employee benefits, I had
many occasions to work with the PBGC. I have always been impressed with the
PBCfc's hard-working employees and their commitment to protecting the interests
of plan participants.
PBGC insures workers and retirees against the loss of benefits if their private sec-

tor defined benefit pension plan terminates without adequate funding. PBGrC is re-

sponsible for the retirement benefits of well over 300,000 participants in terminated
plans. Our first priority is the protection and delivery of these benefits.
The primary source of program financing is premiums paid by insured plans. The

balance is recoveries fi*om employers that terminate underfunded plans and invest-
ment income on employer recoveries and premiums.
Although we receive no general fund revenues from the U.S. Treasury, the

PBGC's income from premivuns and investments are included in the Federal budget.
Currently, our disbursements in benefit payments and administrative expenses from
our on-budget revolving fund are below our income. TTiis has a positive impact on
annual Federal outlays—$654 million for fiscal 1992, and a projected $789 million
for 1993, and $625 million for 1994.
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PBGC's FINANCIAL CONDITION AND PROSPECTS

Although PBGC's cash flow is positive, we have an accumulated deficit because
of growing insurance claims. At the end of fiscal year 1992, our assets were $6.6
billion against liabilities of $9 billion, leaving a deficit of $2.4 billion. (The single-

employer program had a deficit of $2.7 billion and the multiemployer program had
a surplus of $235 million.) Future claims will depend on the funding status of in-

sured plans and the financial status of the companies maintaining those plans.
In March, Secretaiy of Labor Robert Reich established an inter-agency task force

to study the PBGC. The Secretary moved at this early point because of the impor-
tance he and the Administration place on pension secxirity. We are committed to

keeping the pension system strong for those who count on their pensions as they
look ahead to retirement.
The task force represents an intensive effort to examine the concerns that have

been raised about worker protections and the PBGC. In this way, we cc«n come to

a full understanding of the situation. We expect that the work of the task force will

culminate in recommendations for Secretary Reich and the other members of
PBGC's Board of Directors.

At tliis early point in the process, there is a consensus emerging in the task force

that there are long-term problems with PBGC's
single-employer

insurance program
that can—with careful and thoughtful study—be addressed. Although the task force

has reached no formal conclusions on the exact extent of PBGC's problems and pre-

cisely how they should be addressed, my own preliminary assessment of the current
situation can be summarized in three basic points.

First, the pension benefits protected by PBGC are safe. PBGC has more than suf-

ficient revenues and assets on hand to make benefit payments as they come due
for some time in the future. Even the most pessimistic forecast shows that the agen-
cy will have enough cash flow and assets to meet its obligations for many years.

Second, steps will be needed to assure that the PBGC is able to protect workers'
benefits over the long-term. PBGC's accvunulated deficit almost surely will grow
over time given trends in the economy and how the law is now structured.

Finally, most private, defined-benefit pension plans are sound. In fact, most plans
are overfiinded. There are, however, significant shortfalls in a discrete nvunber of

plans. How to address these shortfalls in the context of overall pension policy is the

challenge that the task force must face.

GOALS FOR PBGC

I would like to discuss my overall goals for the PBGC.
First and foremost, we must remember that the PBGC exists to assure workers'

retirement income security. To do this, we must keep the program financially sound,
while always remembering this broader social objective.

Second, we must provide the best possible service to participants who look to us
for their pension benefits—and we must deliver that service efficiently.

MANAGEMENT ISSUES

Toward that end, I want the PBGC to be known as a well-managed agency. We
should work to see that our management fianctions meet the highest professional
standards and that our

people
achieve their maximum potential.

We are assembling a nighly-seasoned management team to direct the agency. We
have hired as Deputy Executive Director and Chief Financial Officer, AnSiony Cal-

houn, who is now Controller of the District of Columbia. We have also established
a Chief Management Officer to oversee the personnel, planning, and other manage-
rial aspects of the agency. John Seal, a veteran of the Office of Management and
Budget, who has served as Managing Director in two federal agencies, will assume

;

the Chief Management Officer role.

The PBGC's information systems for estimating liability for future benefits for fi-
'

nancial recordkeeping, for financial management and internal controls, and for proc-
essing premiums are among the items cited by the General Accounting OfBce (GAO)
as needing attention. My first order of business was to review these areas. While
I have found that there has been progress, considerable work remains to be done.
Present Value of Future Benefits.

—^mth respect to the present value of future ben-

efits, last year PBGC's systems for estimating this liability were validated and docu-
mented. The consulting firm of Coopers & Lvbrand certified that these systems con-
form to generally accepted actuarial methodologies and that they are auditable. In

addition, we have completed and corrected most of the data errors in the system.
Coopers & Lybrand certified that any remaining errors in the participant data did
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not have a material effect on the present value of future benefits reported in PBGC's
financial statements. Controlling the quality of data will continue to be a priority.
Financial Management and Internal Controls.—^Much work needs to be done in

the financial management and internal control areas. We have begun to address
these areas by first putting in place a regimen of internal controls for the present
value of future benefits and some of the other financial management systems. We
have established a calendar for reviewing all systems under 0MB Circular A-127
(Financial Management Systems) and have begun those reviews.
We also have established audit follow-up systems for all problems revealed by the

0MB Circular A-123 (Internal Controls) and A-127 processes or otherwise by our

Inspector General or the GAO. About half of the 47 open GAO and Inspector Gen-
eral audit recommendations as of the end of fiscal year 1992 have been completed
and closed. Resolving open items will be a high priority for us.

Premium system.—The agency has yet to develop an automated, redesigned pre-
mium system. To bridge the gap, the agency has created an interim premiimi ac-

counting and collection system. We have billed $32 million in premiums, interest
and penalties for 1988-1992 and collected $8 million thus far. We have collected an
additional $29 million fi"om non-filers who owed premiums and we are extending the
reach to non-filing plans of smaller size. We are establishing a new unit for collect-

ing premiums fix)m difficult accounts. In fiscal year 1992, we collected approxi-
mately $1 million through collection agencies and civil litigation.
We are totally committed to completing the work to improve PBGC's financial sys-

tems and controls. Within the coming weeks, we plan to work out a detailed plan
with officials fi"om GAO and 0MB to address these matters. Oxir ability to put our
house in order will go a long way toward assuring the public of the PBGC's ability
to perform its role.

BASIS OF 1994 BUDGET ESTIMATE

The PBGC is requesting a fiscal 1994 budget of $1.17 billion, consisting of $34
million for administrative expenses, $101 million for services related to plan termi-

nations, $1.03 billion for benefit payments, and $4 million for multiemployer finan-
cial assistance. Our budget estimate represents a x*eduction of 23 FTE's from our
current estimate of 700 FTE's for fiscal year 1993. The reduction is part of the gov-
ernment-wide FTE reduction. As I should point out, we will make every effort to
make up for the reductions through more efficient operations.
We project 80 new terminations in 1994, with a total of 53,000 participants

in

1994, that will require trusteeship. We project PBGC will be responsible for some
400,000 participants bv the end of fiscal year 1994, and that the number will grow
10 percent in 1995 and another 7 percent in 1996.
Our fiscal year 1994 budget, an increase of $210 million over the cxurent 1993

estimate, reflects this projected responsibility. Most of the increase—just over $207
million—^is for benefit payments, "rhis increase reflects ovu* projection that we will

be responsible for some 19,000 new pay status participants during fiscal year 1994.
Services related to terminations represent a $2.4 milUon increase, administrative

expenses increase of $661,000, and financial assistance increase of $178,000. The in-

creases cover inflation only.
Ovu- emphasis in fiscal 1994 will be in the following areas.

Improving participant services through development of a new participant data
base and implementation of a new image processing system for participant data.
This system will give us on-line access to over 7 million pages of plan and partici-
pant records, which will reduce the time and cost of responding to questions from
participants.

Financitd management improvements through improvements in procedures and
documentation of financial management information systems; work toweird comple-
tion of a new redesigned premivun system; quality control of participant data used
to determine benefits and the PBGC's liabilities (Present Value of Future Benefits)
for PBGC's financial recordkeeping; loss reduction efforts through increased empha-
sis on negotiations and litigation, particularly "up-fi-ont" before plans terminate; and
development of an enhanced claims forecasting model and related plan funding and
bankruptcy models.

'- With such programs, the PBGC can become a proactive agency, anticipating and
addressing challenges at the earliest possible time. Once our new memagement team
is on board, we will conduct a fiill review of the agency's programs.

I hope that the requested budget will enable us to address our fiscal 1994 work-
load.

With your continued support, I am confident we will succeed.
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Thank you, Mr. Chairman, for the opportunity to testify today. I will be happy
to answer any questions that you may have.

Statement of Alan D. Lebowttz

Good morning, Mr. Chairman, and members of the subcommittee. It is my pleas-
ure to appear here before you today to discuss the Pension and Welfare Benefits
Administration's (PWBA's) fiscal year 1994 request of $63,755,000 and 599 FTE in

the President's budget. This request reflects a net decrease of $82,000 as compared
to fiscal year 1993, and includes net mandatory increases of $1,647,000 which are
ofiset by program decreases of 20 FTE and $1,729,000 in accordance with the Ad-
ministration's goal of reducing 100,000 Federal positions by 1996, funding for other

Departmental initiatives, and a three percent reduction in administrative costs.

PWBA is responsible for regulation, enforcement, research, and policy formulation
in the retirement and employee benefits areas. Over the past decade, there has been
a substantial increase in the number of private sector pension plans and pension
plan assets. Since 1974, the number of pension plans has increased fi-om approxi-
mately 300,000 to more than 700,000. During this same period, assets have grown
more than nine-fold, fi:x)m about $275 billion to approximately $2.5 trillion. Fxirther-

more, in addition to on-going program operations, PWBA is constantly confi-onted

with unforeseen challenges. Problems in the banking, real estate, and insurance in-

dustries and their impact on
plan investments; and growing concerns regarding the

availability
and practices of netdth care arrangements, particularly Multiple Em-

ployer
Welfare Arrangements (MEWA's), all require continued oversight, regulation,

and directed research.
In order to address this growth in our universe and the proliferation of different

types of benefit arrangements, investment vehicles, and industry practices, during
the past several years PWBA has undertaken m^or initiatives to strengthen its reg-

ulatory, enforcement, research, and legislative activities. These include implementa-
tion and continued refinement of the enforcement strategy emphasizing decen-
tralization of investigations and litigation, expansion of our program of enforcement-
related professional training, and development of a sophisticated database system
which significantly enhances the program's ability to detect and deter abuse and to

target investigations. Additionally, this database provides timely and acoirate data
to support PWBA's research and policy fiinctions.

The Administration is expected to announce its health care reform proposal in

May. Because ERISA governs private emplojonent-based health benefits for more
than 140 million workers and family memoers, PWBA has been actively participat-

ing in the Administration's deliberations regarding health care reform, and we an-

ticipate working with Congress on a number of legislative initiatives which could
result from this proposal. We further anticipate that there could be legislative pro-

posals concerning MEWA's as well as preemption of state laws that relate to em-
ployee benefit plans. Additionally, pension portability and simplification are likely
to remain as active legislative items.
The scope of PWBA s research program has been broadened to better support the

full range of programmatic and policy issues in which PWBA is required to partici-

pate, dividing contract research resources almost equally between health benefits
and pension research, and balancing long-term studies which provide basic research
with short-term work which has immediate

policy applications. PWBA has funded
an on-going research initiative to improve our understanding of the operation of the

emplojrment-based health care system, and how possible reforms would affect that

system. As a result, PWBA can contribute signinceuit knowledge and expertise to

assess the impact of changes in the structure of health care financing from a labor
market perspective.
PWBA will continue its efforts to maintain a strategic enforcement program, con-

ducting civil and criminal investigations to detect and deter pension and health care

plan fi*aud and abusive practices. It is anticipated that PWBA will conduct 2,145
civil investigations and reviews and 115 criminal investigations, expected to result
in 60 criminal indictments, and will recover nearly $147 million in plan assets dur-

ing fiscal year 1994.
In summary, the reductions reflected in our fiscal year 1994 budget request will

challenge us. We are committed, however, to continue to manage our program to

maintain the high degree of effectiveness and service that American workers expect
and deserve. An estimated 200 million Americans depend on the Department to pro-
tect their pension and welfare benefits. This comnuttee's support tor PWBA's pro-
gram has been, and will continue to be, essential to ensure that pensions remain
secure.
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Mr. Chairman, this concludes my opening remarks. I appreciate the opportunity
to appear before this committee, and would be pleased to respond to any questions
that you or other members of the committee may have.

Biographical Sketch of James E. McMullen

Jim McMullen was appointed as Budget Director for the Department of Labor in

September 1988. He jomed the Department's Office of Budget in August 1980 and
has held several positions in the Office since that time, the most recent being the

Deputy Director.

Mr. McMullen came to the Department in 1978 as a Presidential Management In-

tern. During his internship
he worked for the House Appropriations Committee, the

Office of Management ana Budget, as well as several locations in the Department.
In 1988 he received special recognition from the William A. Jump Memorial Founda-
tion for his outstanding achievements in the public service.

Mr. McMullen has a B.S. from Indiana State University, and M.P.A. from the
School of Public and Environmental Affairs, Indiana University and a J.D. from the
Indiana University School of Law.
He is a resident of Washington, DC.

INVESTMENT INITIATIVES

Senator Harkin. Mr. Secretary, thank you very much for a lucid

and straightforward presentation.
Time constraints are not as bad today as they were last week.

We will go with 10 minutes per person on questions. And if there
is any followup after that, we will come back again.
Senator Specter had to go to another committee meeting. He said

he would return. I am sure he will have some questions.
Mr. Secretary, it has become more and more apparent again, as

I said before, that we just cannot accommodate all of the Presi-

dent's investment initiatives within the budget.
The $2.87 billion for your department—our subcommittee has ju-

risdiction, as I said, over $7.1 billion of the entire package.
Either now or for the record, can you give us any guidance for

scaling back the President's investment initiatives, or what other

program cuts do you suggest that would allow us to retain as much
of the investment initiatives as possible?

I mean, I happen to agree with you. I think the expansion of Job

Corps is very important, but I just do not know how we can do it.

I am wondering: Is there any guidance that you can give us ei-

ther now or perhaps submitted in writing later on?

Secretary Reich. I understand, Mr. Chairman, that the Presi-

dent has wrwarded certain priorities with regard to investments.
Once the allocations are made, I would be delighted to work with

you and other members of the committee in developing further sets

of priorities.
At this point, I will convey your concerns to 0MB, but with re-

gard to specifics, I will be happy to help once those aillocations are
made.
Senator Harkin. Well, Mr. Secretary, once the allocations are

made, the die is cast. We are done. I have not seen this list of pri-
orities yet that the President has sent down.

Is this something that we should have had by now? Do you have
them? Well, I would like to take a look at those.
As we have spoken in private, you know what I think the Presi-

dent ought to do. I have told him that myself. But if there are no
other cuts in any part of the other domestic discretionary budget



314

outside of our subcommittee that would permit us to get a larger
allocation, then we will be confronted with the prospect of having
an allocation that is simply not going to handle this. We just can-

not.

I mean, I have every sympathy with Senator Byrd. I mean, he
has a lot of pressures on him from a lot of other areas, too. He just
cannot chew up this entire allocation package by giving it to this

subcommittee. He has to think about transportation, everything
else that comes up, every other subcommittee that we have here.

I will just say, for the record, that—I have been quoted in pub-
lic—someone just handed me a thing from some publication that

quoted me as saying last week that: "If we are up against appro-
priating money for nonauthorized programs or authorized pro-

grams, it is quite clear what is going to happen; the authorized pro-

grams will get the money, and the nonauthorized programs will not

get the money."
And if it is a new investment package that I feel very strongly

about, I think we ought to start moving in these new directions,
but we need some help from 0MB to give us some ideas. I look for-

ward to seeing that list that the President has sent down.

DAVIS-BACON HELPER REGULATIONS

Mr. Secretary, last week I wrote you a letter about the Davis-
Bacon helper regulations. I have taken this on the floor repeatedly
in the past. And we have repeatedly voted to suspend the regula-
tions, by good votes, too.

The Senate vote was 58 to 37, and 63 to 37, both times when I

brought this to the floor. Yet, it is my understanding that the
Labor Department is still proceeding to implement these helper
regulations, while considering their suspension.
Again, Mr. Secretary, is there any way we can resolve this situa-

tion as soon as possible? Hopefully, we will not need to pass an-
other appropriations bill rider to get rid of the regulations. Is there

any help you can give us on that?

Secretary Reich. Well, Mr. Chairman, as you know, in January
1992 under the previous administration the solicitor advised that
the spending pronibition on the implementation of the helper regu-
lations resulting from the dire emergency supplemental expired at

the end of fiscal year 1991.
In April 1992, the Court of Appeals confirmed that the spending

prohibition had
only temporary effect. Since that time, the Depart-

ment has proceeded with full implementation of the helper regula-
tions.

The regulations are in effect. Now, the administration has not

yet taken a position as to whether the helper regulations should be
revisited. I am working on that at this moment.

In my view, we do have to go through notice and comment rule-

making with regard to those regulations. I do note that the Davis-
Bacon reform bills introduced by Congressman Murphy and Sen-
ator Kennedy address the helper issue. I expect we will be able to

work together to reach agreement on the issue quite shortly.
Senator Harkin. I am a little concerned. I was just conferring

with staff" I did not realize you had to go through notice and rule-

making on this to change the rule.
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Secretary Reich. The Solicitor advises me that we do. Now,
again, I am working on that at this very moment.
Senator Harkin. OK.
Secretary Reich. We will get back to you and any other members

of the committee that are interested, but it is receiving my atten-
tion at this time.

Senator Harkin. Perhaps you might take a look and ask the So-
licitor if you could perhaps do a suspension of them until such time
as we have rulemaking. That might be a possibility.

pension benefit guaranty corporation

Mr. Secretary, you talked about the pension time bomb. Your
budget justification shows that underfunded pension plans insured

by the Pension Benefit Guaranty Corporation now amount to $51
billion, a 28-percent increase from a year ago.
Of this amount, about $12 billion is owed by financially troubled

companies, that constitute the greatest exposure to possible losses

to the corporation. And the corporation, which already has $2.7 bil-

lion less than it needs to meet current obligati.ons is, indeed, a time
bomb that needs to be diffused.

You mentioned you had a task force looking into this. Can you
tell us when we might expect some recommendations and specific

legislative proposals?
Secretary Reich. Yes. Mr. Chairman, there is a task force now

set up, which includes officials from the Treasury Department and
the Commerce Department.
The initial determination I made when I came into office and

looked at the PBGC situation was that the underfunding, the defi-

cit, was not a problem in the very short term. But it seemed to me
that there were potential problems in the longer term, given the
level of underfunaed plans out there.
0MB Director Penetta has requested that the task force complete

its work in 60 to 90 days. The group has been meeting two to three
times each week during March. I expect the group's work will be
finished well within that 60- to 90-day timeframe. Should it be nec-

essary, we are aiming for legislation in September.

STAFF reductions

Senator Harkin. I appreciate that. Mr. Secretary, you are pro-
posing staff reductions of 224 full-time equivalent positions in

agencies responsible for enforcing safety and health laws, minimum
wage, overtime, and other worker protection laws. Your budget jus-
tification material shows these cuts will reduce enforcement activi-

ties and increase backlogs.
In explaining the 34 staff cuts proposed for the wage and hours

division, for example, your budget documents says: "Complaint in-

ventories will continue to increase, as will the average length of
time required to complete complaint investigations. In addition,
these reductions will adversely affect implementation of an effec-

tive program to enforce the 1993 Family and Medical Leave Act."
So it is hard to understand the rationale for these staff cuts

when your budget asks us to approve 140 new staff for the employ-
ment and training administration.
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And I guess I am wondering: Is the proposal to expand staff at

new employment and training initiatives coming at the expense of

protecting workers already on the job? Could you look within the

employment and training administration, which has 1,645 staff, to

find a way to carry out

Secretary Reich. Yes; let me tell you, Mr. Chairman, where we
are with that. In order to properly staff initiatives such as a com-

prehensive dislocated worker program, additional needs vis-a-vis

military base closings, economic dislocations and all of the issues

that we have discussed, our advice was that we needed to add staff

to ETA.
These FTE are allocated to ETA mostly for dislocated worker and

worker training programs, which again are becoming more and
more central in the public's mind. We also allocated some staff to

enforcement activities. We have reduced staff positions, putting
more into the line agencies.
Now, undoubtedly, that means, in net, fewer enforcement person-

nel, but I have also asked the people in charge of the enforcement

operations to come up with every conceivable way they can operate
with existing resources. For example, OSHA, in developing its en-

forcement priorities, is emphasizing preventive techniques so that
violations do not occur in the first place.
For example, the consultative mechanisms that OSHA has been

developing, helping small-and medium-sized companies, in particu-

lar, to avoid health and safety violations are enormously helpful
and popular with small-and medium-sized businesses.

In fact, there is a waiting line to get that assistance. And that

is an enormously effective way of preventing the kinds of problems
that otherwise result in elaborate enforcement actions.

There may be other ways that we can do the same thing. As I

mentioned to you in my opening address, OSHA is also targeting
and beginning to target companies where workman's compensation
premiums are high.
The same is true in other areas, such as the Wage and Hour Ad-

ministration and the development of family medical leave regula-
tions and enforcement.

I am the first to admit I am not happy with the staffing strin-

gency under which we are placed, but I see no other alternative,

INTRODUCTION OF STAFF

Let me also introduce, if I may, other members of the panel here,
because I am going to give them the hard questions.
There is Jim McMullen, who is our Budget Director, over on the

far right; Tom Komarek, who is the Assistant Secretary for Admin-
istration and Management, here on my immediate right; and Caro-

lyn Grolding, the Acting Assistant Secretary for Employment and
Training, here on my left.

Senator Harkin. We welcome you also to the subcommittee.
I would jdeld now to the senior Senator from Florida, Senator

Mack.

STRUCTURAL CHANGES IN THE ECONOMY

Senator Mack. Thank you, Mr. Chairman.
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Let me pick up on the discussion that you began with the charts,
because I think it is a—there are some telling numbers; 44 percent,
in essence, were rehired in previous recessions, 14 percent in this

recovery.
And I think it is important that we recognize that there are very

significant structural changes that are taking place in our econ-

omy. I tend to view them as the moving from, if you will, an indus-
trial-based society to an information/communications-knowledge
based society.
And we are seeing it in almost every aspect of our economy, but

I think it is—I think that we are short-sighted if we look at those
numbers and talk about that concept as being kind of the only
thing that we have to address.
And the point that I am going to raise now is that I think that

the reason that we have had very, very slow job creation is because
of the tremendous cost that we have layered, some people will say,
on American business. But the reality is that business has a tend-

ency to look at as to: What does it mean to my cost per employee?^d another way that it is manifested, at least when I hear from
my constituents—as Chairman Byrd said 1 minute ago, our
bosses—^they say, "You know, listen. I have 49 employees, and
there is no way I am going to go over 50 employees. The new regu-
lations and so forth that I have to deal with, I am not going to do
it."

I do not know how widespread that is, but I have heard it

enough that certainly it has gotten my attention. And when I look
down at the things that have been passed just recently, the Clean
Air Act Amendments, the Americans with Disability Act, the Emi-
gration Reform and Control Act, the Fair Labor Standards Act, the

Family Leave Act, 85 new environmental regulations, discussion

toda.y about mandating health care benefits, potential increases in
minimum wage, maybe a pa5n*oll tax for training, several years ago
the plant closing legislation

—and I remember a very vocal part of
that debate was that American businesses, like businesses in Eu-
rope, are not going to be hiring more employees because of the cost
that is related to hiring more employees.
And so, I guess, you know, I ask you—I mean, is that a reason-

able thing to be concerned with?
I mean, is there some point at which the employers are going to

say, you know, I am going to try to find a way to automate.
You know, the business that I came out of, the banking business,

I remember when we first started talking about automated tellers.
And I think that most of us who began that process years ago are
probably stunned today when we see the number of automated tell-

ers that are operating in the banking system today.
It just seems to me that it is so logical that if we keep layering

costs, cost per employee, it is natural for American business to say,
"I am going to find ways not to hire employees."

I just throw that out to you.
Secretary Reich. Yes; Senator, I think that there is some cause

to be concerned, at least to the extent that we keep a watch, a care-
ful watch on business costs per employee. Most of the economic lit-

erature suggests that these costs, essentially, are shifted to employ-
ees as part of their wage and benefit structures.
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That is, we have employees who are getting lower wages than

they would otherwise get if they did not get the benefits as well.

DECLINE DSr REAL HOURLY EARNESfGS

Senator Mack. So this other chart has been affected by what you
have just said then, is that right? The real hourly earnings have
been reduced, because of the

Secretary Reich. Well, unfortunately—I wish I could give you
better news on that. And that is that the real hourly earnings, even
if you add in the benefit streams, have been declining.
This is largely, in my view, a result of two factors. One is tech-

nology, and the second is international trade and investment, both
of which are helping those workers who have good educations.

If you have a good education, particularly a 4-year college degree,
and maybe a graduate degree on top of that, technology gives you
the tools to add even more value and solve even more problems.
On the other hand, if you are not educated, technology, as you

pointed out. Senator, is rapidly replacing you. And therefore, the

gap is growing.
Even if we put a wall around the United States and had no inter-

national trade, those very low value-added routine jobs—^telephone

operators, bank tellers, gas station attendants, and so forth, would
still be automated, because the pressures of competition would go
in that direction.

International trade is driving the wedge still further between the
well-educated and well-prepared and those who are not. If you are
the recipient of a good education and you can solve problems, the
world market is growing for your services.

On the other hand, if you are unskilled, you are being replaced,
in effect, by workers around the world who are eager to work for

a small fraction of your prevailing wages.
There is very little we can or should do to stop these trends.

Technology and globalization, ultimately, are our friends, not our
enemies.
But this underscores my theme with regard to educating and

training the work force better and also providing help with dealing
with the structural adjustments, buffeting the Ainerican work
force.

Senator Mack. Let me take you back to the—^you say that you
think that it is—I gather you think that what I have raised is at

least a reasonable question to raise.

Secretary Reich. Oh, certainly.
Senator Mack. OK.
Secretary Reich. It is a reasonable question.

EVALUATION GUIDELINES

Senator Mack. And you think that it ought to be monitored. But
give me a sense about how you go about monitoring that.

What are the guidelines that you use to try to evaluate whether
we have gone too far with the layering of cost and regulation on
American business so that they find it difficult to hire and are
more inclined to automate? I mean, there are
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Secretary Reich. Senator, every regulation, whether it is a Fed-
eral regulation pertaining to employers or pertaining to any other

organization, or employees for that matter, has to be weighed in
terms of advantages and disadvantages, or to put it crudely, costs
and benefits.

It gets tricky when we are talking about human lives, obviously,
because we do not want to. And it is very difficult to attach a value
to a human life, but let us take, for example, the family and medi-
cal leave legislation which recently was enacted and signed into
law.

According to the General Accounting Office, which did a very de-
tailed study, my recollection is that providing employees with leave
for a family or medical emergency, without paying them during the
leave but keeping their health benefits flowing, would cost the av-

erage American business about $15 per year, per employee.
Now, I believe, based on other studies that I have seen, that the

benefits in terms of a more loyal and motivated work force far ex-
ceed those costs.

If you are an employee fearing that if you get pregnant or have
a medical emergency or have to go home to care for a sick parent
that you will not get your job back at the end of that period of time,
chances are you are going to be less committed and less willing to

go the extra mile.

Senator Mack. I think that those are all excellent points. I think
that what we, collectively, fail to understand, though, is that it is

kind of that same argument that is made about each initiative that
we take.

Now, I have only been around here 11 years, but I can remember
that argument being made on every item that we have passed.
Well, it is only so much.
With no one really kind of taking a look at the cumulative ef-

fect—and I guess maybe I am particularly sensitive to it because
of having been in the private sector before I became involved in

politics.
I can just tell you that unless you have been in my position,

there is no way that you can possibly understand the impact of

government regulation, new laws, and increased costs on someone
who is trying to operate a business.

I was not involved in any—I was in the banking business. I was
not involved in any massive Citibank operation. This was an—^we
had somewhere in the neighborhood of 70, 75 employees.
But I have to tell you: The productivitv of my organization was

dramatically affected by trying to respond to everything that every
government in America was trying to accomplish, all of it well-in-
tended.
But I am making an appeal to you—and I do not know how you

are going to go about this. And I would love to talk with you about
it later on, about how we are going to really, seriously try to under-
stand that there are true costs, and that while our compassion for
our fellowman drives us to do a lot of things, that there are nega-
tive consequences to them as well.

I would make the case that just as important as the comments
that you made with respect to the structural changes that are tak-

ing place in our economy are the things that we, in government.
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are doing for, I think, well-intended purposes, but are having a

dramatically negative impact.
In fact, when you talk about that human life, the loss of that job,

what it must be like to go home at the end of a day and say to

your spouse and to your children that you do not have another job,
and the odds are you are not going to get it back. And I say that
there is a lot more to it than just the structural debate that we
have been having.

Secretary Reich. Well, I would look forward to talking with you
about that. Senator. There is a decline in the real earnings of the

nonsupervisory workers. I could put up another chart showing the
increase in earnings of those with good educations, managers, pro-
fessional, and technical, so that notwithstanding whatever costs

and whatever benefits are attendant upon bringing a new employee
on, the fact of the matter is that those well-educated people con-

trolling for the business cycle are doing better and better. Not as
well as they perhaps could be, not as well as they were in terms
of the rate of increase in earnings in the sixties and even in the

fifties, but they are on an upward escalator. Most of the rest are
on a downward escalator.

EMPLOYEE BENEFITS

Let me just say one other thing: Studies right now show that
about 20 percent of pajroll is allocated to various benefits, some of

them government mandated, some of them not mandated. I have
been particularly interested in the nonmandated benefits, because

traditionally many large companies have been providing health and
other benefits to their employees, not mandated.
We are now at work in the administration on a health care pro-

posal, which, ideally, will reduce the cost to companies of many of

these benefits.

We have a $900 billion gorilla in this country called health care,
two-thirds of which is borne by the private sector right now.

Many companies cannot bring on additional employees, not due
to Grovemment regulations, but simply because the additional cost,
health cost, is too great, and we look forward to working with you
on that one, too.

Senator Harkin. Thank you very much. Senator Mack.
The distinguished ranking member of this subcommittee, Senator

Specter.

OPENING STATEMENT OF SENATOR ARLEN SPECTER

STIMULUS SUPPLEMENT

Senator Specter. Thank you, Mr. Chairman.
Mr. Secretary, I join my colleagues in welcoming you here. You

certainly have an extraordinary record. I enjoyed the opportunity
to talk to you at some length yesterday about your plans for the

Department, and I will be working closely with you.
I associate myself at the outset with the comments made by Sen-

ator Mack. I believe that many in the Congress, the Senate, and
the House agree with that, and I think that it is very useful for

an incoming Secretary to keep that cumulative effect in mind.
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I am going to monitor Senator Mack to see that he has that
later-on meeting with you, and we will followup on what those con-

sequences are.

I begin with the stimulus supplemental, which you have pro-
posed for $920 million and say at the outset that I think it is insuf-
ficient.

When the first so-called stimulus package failed, starting at

$19.2 billion, a significant problem was the failure to pay for it.

After much debate, $4 billion was appropriated on an emergency
basis for extended unemployment benefits.

There were many of us in the Senate who thought a compromise
ought to come in at least at $8.7 billion. Late in the negotiations,
the President's package was down to $11.9 billion.

And some of us thought we ought to come in at about $8.7 bil-

lion. Finally, on the last day, Senator Dole took a proposal to Sen-
ator Mitchell for $6,255 billion. And there was some more money
that could have been forthcoming there.

I would begin by asking you to take a look at Senate bill 586,
which I introauced in April. And I will give you the sheets from the

Congressional Record and the brief summary. I would be interested
in your views before we go to markup on the supplemental pack-
age.

I would like now to raise the question and ask for your response
on the issue of mine safety, which has long been a concern for this

Senator, having very heavy mining operations in Pennsylvania.
And I note that the MSHA budget will be increased by $401,000.

And as a result of this marginal increase, coal enforcement activi-

ties will decrease by 2 percent in fiscal year 1994.
As I expressed to you yesterday in our private meeting and state

now for the record, I was concerned with the investigation made on
dust particles.
And I said

publicly,
and repeat, that I thought the U.S. attorney

did not do enough by accepting the plea compromise. We had a
hearing on August 1, 1991, to discuss these matters.

I would like your evaluation. I know it will be your assurances,
because I have heard them privately, that mine safety will be ade-
quate with this budget. I do not see quite how, but I would like to
hear you, for the record.

MINE SAFETY

Secretary Reich. Yes; Senator, I have reviewed very carefully the
statistics with regard to injuries and fatalities in our Nation's
mines.
While no one can be satisfied if anyone is injured, and particu-

larly if anyone is killed, the industry record of safety is good. It has
been improving, 1992 was an extremely good year.

Senator Specter. Well, it is improving. But is it good?
Secretary Reich. Well, any improvement is good, again, as I em-

phasized with Senator Mack, it is very difficult, and one, in fact,
never wants to put a value on a human life.

Senator Specter, I agree with you.
Secretary Reich. Of the 900 fewer inspections to be conducted in

1994, given in the budget request, 700 will be the annual inspec-
tions mandated in the Federal Mine Safety and Health Act, and
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200 of them will be other specialized inspection and investigation
activities.

Now, the Mine Safety and Health Administration estimates that

96 percent of their required annual inspections will be completed,
which is 2 to 3 percent lower than normally expected.
But this reduction will be targeted at mines which have the best

injury records, based on injury experience in the previous 3 years.

INVESTMENT PACKAGE

Senator Specter. Mr. Secretary, I think any improvement is

good, but I would urge you to take a closer look and see if we can-

not make it even better.

Let me add an addendum, because there are some other ques-
tions that I want to reach in the brief time I have allotted, as to

OSHA where we had a brief talk about that yesterday.
And I would hope that your new administration will get into the

middle of the OSHA issue. There is some legislation pending. It

does not have many cosponsors. It needs a lot of analysis and a lot

of refinement. And for the record, I state my willingness to work
with you on that program.

Let me turn now, very briefly, in the few minutes left, to the so-

called investment package of $2,876 billion, which I compliment
you on, and note that in my compromise stimulus legislation I have

given the funding to a good many of the programs that you have

specified, programs like summer jobs, and emplojrment for older

.^ericans, and immunizations, and education chapter 1 adjust-

ments, and community development block grants, and highways
and mass transit.

And I wish to ask you if we might not be well-advised to take

a somewhat broader look on an investment package beyond what
the Federal CJovemment can put up, because as much as almost $3
billion is, it does not go very far in America.
There are some people—^Felix Rohaitan is a leading fiscal expert

who has suggested reaching into the pension profit-sharing funds,
where there are billions of dollars available, and to structure loans

for an investment program for America, and to back that perhaps
by a 5-cent gasoline tax, to really try to put a very, very substan-

tial sum—they talk about as much as $50 billion a year over 10

years from the trust fund, matched by private investment, perhaps
some governmental assistance to accomplish that and to guarantee
the funds. And I would be interested in your view of that kind of

a program.
Secretary Reich. Senator, I am interested in exploring any pos-

sible way of increasing what I consider to be an inadequate level

of investment in our human capital and also our infrastructure in

this country.
I would be reluctant to do anything with regard to pension funds

under my authority under the ERISA programs, which would in

any way jeopardize the full benefits which the pension fund bene-

ficiaries are entitled to.

But, undoubtedly, there are ideas worth pursuing. And I look for-

ward to pursuing them with you. I am in complete agreement with

you on your premise. That is, that the additional amount of money
that we are seeking in the appropriation of $1.4 billion for worker
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training, retraining, considering the dimensions of the problem we
are facing, is very small.

And we have to find new funding sources that leverage the pri-
vate sector. I like the idea of tr5dng to leverage the private sector.

Now, as you are aware I am sure, the private sector is spending
$30 billion a year already training its workers. The private sector
is spending about $30 billion a year, as well, on unemployment in-

surance.
And there is a huge amount of money, tens of billions of dollsirs

spent on other areas like workman's compensation in order to avoid

unhealthy and unsafe workplaces. My point is that the private sec-

tor is already spending a lot regarding the workplace, not federally
mandated. And I am not sure the private sector is getting its mon-
ey's worth in terms of a high quality work force and a high quality
workplace. We are going to do everything we can to improve that.

Senator Specter. A great deal of money is being spent, but con-
trasted with the scope of the problem, I think, not enough. The
question is whether there are private funds and pension profit-

sharing trust funds available.

And I do not for 1 minute suggest that they be jeopardized, I do
not for 1 minute suggest that you have the authority to do that.
It is going to have to be a congressional enactment signed by the
President.

It will have to come into law, but that is a program that I would
like to work with you further on. Let me congratulate you on the
school-to-work transition as I did yesterday, and tell you that I will

work with you.
Let me leave you also with an article from the Butler Eagle con-

cerning a Job Corps center in that small community and ask you
to respond in writing to the likelihood of its being funded under the
new centers program.
Senator Specter. Thank you.
Senator Harkin. Thank you very much. Senator Specter.
Senator Cochran.

NEW JOB CORPS centers

Senator Cochran. Thank you, Mr. Chairman.
Welcome, Mr. Secretary. It is good to see you again. We appre-

ciate your cooperation with the committee and being here to dis-
cuss the budget requests for the next fiscal year and the supple-
mental appropriations bill request, as well.
One of the items that was included in last year's conference

agreement was funding in the amount of $20 million to construct
four new Job Corps centers. My question is: Is that money being
used? Are there plans to construct those centers? What is the sta-
tus of the use of those funds.

Secretary Reich. Yes, sir; those Job Corps centers. Senator, are
being developed. Our intent is to open these four new Job Corps
centers in July 1996.

Now, please note, these centers are considered to be part of the
expansion plan. When I became Secretary of Labor, I was dis-

tressed, quite frankly, at how long it took to develop one of these
Job Corps centers.
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But given the complexity of the sites and design and ensuring
that these centers really are going to meet the needs, I am con-
vinced that we are doing a pretty good job of ensuring that they
are available as speedily as possible.
Senator Cochban. Well, it seems to me that those who were told

about the fact that we did have new money in last year's bill and
that there would be new job centers created—some got in touch
with us.

I know other Senators probably got calls or letters. There are
three sites in our State of Mississippi, which have expressed an in-

terest in having Job Corps centers located there. The Towns of

Hollandale, Jackson, and Prentiss, contacted us requesting an op-

portunity to compete for the funding for these new Job Corps cen-

ters.

And so that is why I am asking the question. We have not been
able to find out what the status is of the department's implementa-
tion of the new Job Corps center program.

Secretary Reich. Well, Senator, I will tell you right now that
within the next few weeks, the department is going to publish a
notice in the Federal Register inviting eligible units of Federal,
State, and local governments to submit proposals for locating Job

Corps centers.

Tnere has been an enormous demand. As I roam around Wash-
ington and talk to Members of Congress, almost everyone expresses
interest in Job Corps centers.

I do not think there is any better testament to how well these
centers work. As I said before, these are expensive, around $20,000
per slot, but they undoubtedly work.
This notice will indicate that the department is using a competi-

tive process with two site selection criteria right now. And I want
to maybe use this opportunity to just state them: No. 1, assessment
of need based on analysis of the youth poverty

rates and existing
Job Corps center slots and locations within tne area and. No. 2,

availability of low-cost facilities.

We are looking, for example, at army bases that may provide
availability, low cost facilities, so long as they meet criteria No. 1.

Senator CoCHRAN. The request for this next fiscal year includes

$30 million to repair and renovate existing Job Corps centers, and
$132.2 million to expand the total number of Job Corps centers by
50, from 112 to 162.

Are the four new Job Corps centers that were funded last year
going to be in addition to this amount, or will they be included in

the 50 Job Corps centers that you are requesting additional money
for?

Secretary Reich. I believe that they are within the amount. Sen-

ator.

Is that correct, Caroljni?
Ms. GOLDING. Yes.

Secretary Reich. Yes.

SCHOOL-TO-WORK TRANSITION

Senator CoCHRAN. I, too, want to congratulate you on the school-

to-work initiative. It just so happened that the State Superintend-
ent of Education from my State and some members of his staff
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were visiting here in Washington last week. They came by to talk

about their interest in beginning a new initiative in our State along
the same lines.

Because you have a request for $270 million in this budget that
is submitted to this committee, I wonder whether you are going to

work with local State agencies, such as the Departments of Edu-
cation, to develop programs, and whether you are going to work
with local school boards or employers or labor organizations or oth-

ers to implement a national system or program for school-to-work

transition; what form the program may take, and if you have got-
ten far enough along in your program development so you could

give us an idea of how this is going to work so we can pass on that
information to people like Tom Bumham, who is our State Super-
intendent of Education.

Secretary Reich. Senator, I am working very closely with Sec-

retary Riley on developing this, because that $270 million is di-

vided equally between the Labor and Education Departments.
And that is exactly right, because we have to get the work force

and the educators together and the business community together.
Our intention is to develop a set of criteria with regard to getting

the business community actively engaged, getting educators and
the business community working together to formulate curricula
that are both work-based and site-based, but also have an edu-
cational component to them, criteria which include nondiscrimina-

tion, obviously, and also provide access to all young people who
wish
Senator Cochran. Yes; what is the money going to be used for?

Are you going to make grants available to applicants and States
or

Secretary Reich. Yes; there would competitive grants that will

be rolled out
Senator Cochran. So that the State Department of Education, if

it wanted to apply for a grant would they be eligible to apply for

funds?

Secretary Reich. The State Department of Education could

apply. The question we are now addressing, and I would be inter-
ested in your guidance on this, is that we ought to say to a State,
"Look. Any entity in the State can apply."
Sometimes you have Governors and State education facilities

that are not exactly on the same wavelength. But my tendency is

whoever wants to apply, can apply if you are willing to take that

responsibility.
We are going to roll these grants out on a competitive basis so

that the States that are taking the lead and can be a model for
other States to get some seed money.
And then at the end of the process, once we have all States up

and running, then we are going to not come back for any more ap-
propriation because you have already got the system in place.
Senator Cochran. Well, I think that the tech prep model, which

includes the last 2 years of high school, secondary, and the next 2

years of community college, is a good model, even though the pro-
gram we are contemplating more than just secondary school edu-
cation.
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That program was really started in the State of Mississippi as
an experiment and included in a national vocational education bill

and is now working in other States as well.

But, you know, not everybody is interested in going on to a 4-

year liberal arts college. And we are finding that this option and
this alternative is turning into an attractive option to students
around the country.
And it is the hope of our State Superintendent of Education and

his staff—and they have some really bright people working on
this—^that they can do a much better job of keeping students inter-

ested in high school, if they can see practical job-related activity

awaiting them once they graduate from high school, or get through
the program of training or transition.

And they are excited about it. And so I just want to pass on to

you that there are those out there who think the time has come
for some real hard work to develop a program that is realistic and
meets the needs that exist out there for this kind of practical train-

ing and practical education, career-oriented training at vounger
ages than students have been getting on a large scale in the past.

Secretary Reich. I could not agree with you more. And I am de-

lighted to hear about your enthusiasm, Senator. Kids should not
have to go to a 4-year college to be guaranteed good incomes in the
future. A smaller proportion of young people in the former West
Germany attend the equivalent of American colleges than in the
United States.

And yet, average wages are higher. Why is that? Because they
have in place a system of job training, skill development, and ap-
prenticeship which promises all kinds of avenues of advancement
for those young kids.

We do not have anj^hing like that. We are developing it. Some
lead States are developing it. And we want to encourage that.

Senator Cochran. Mr. Chairman, I have a couple of more ques-
tions, but I will be glad to defer to

Senator Harkin. No; go ahead and finish them.
Senator Cochran. OK.
Senator Harkin. Then I have one that I am just going to end on,

and that will be it.

ONE-STOP career CENTERS

Senator Cochran. OK Great.
One other area that I wanted to just get some information from

you on is the one-stop career center that is contemplated in your
new program. There is a request for $150 million to provide one-

stop-shop career centers to improve access to job and training op-
portunities and information.

My questions are: Does this duplicate any such activity that now
exists? Are you going to close down any existing activities that are
similar to this, or is this going to be in addition to everything else

that is going on in this area?
What about the State employment commissions that have a re-

sponsibility for job placement, information services? Are they going
to continue to operate just as they have in the past?

I £mi curious about how it will be coordinated with the existing
recruiting efforts by employers.
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Secretary REICH. Yes; we are envisioning this as a program very
similar in design to the school-to-work or youth apprenticeship in
the sense that we are going to provide seed money—if you wish,
venture capital

—to States that are already developing one-stop ca-
reer shopping, not replacing anything.
We do not want another layer of bureaucracy. We want to en-

courage those States to go on and be models for other States.
Senator Cochban. So these will not be Federal centers, in effect.

They will be State or locally managed and operated centers with
Federal funds.

Secretary Reich. Yes; that is right. And the ideal, again, Sen-
ator, is to integrate all of these pieces, both the Federal and State

money from a variety of sources on unemplo3rment insurance, ac-
cess to training and information, and job search, so that when peo-
ple come into these places, they can get the entire panoply of serv-
ices. They do not have to wait in line all over the place. And they
can also get the information they need.

Now, we are also envisioning utilizing the private industry coun-
cils and enlarging upon that concept so that the business commu-
nitv, in addition to the educators, community colleges, technical

colleges and others are joined together in developing a strategy.
They can see where the jobs are in their communities, what their

human resource base is in their communities, and provide some
guidance to these centers.

BLOOD-BORNE PATHOGENS

Senator Cochran. Mr. Chairman, my last question has to do
with an OSHA issue.

In my office the other day, I had an opportunity to talk with
some dentists who were up here for a national meeting. They are
convinced that the OSHA regulations that are designed to deal
with the issue of blood-borne pathogens are unnecessarily expen-
sive, and unnecessary, period, in many of their aspects.
These are people I know very well to be persons of integrity and

are well-meaning in every way. And I am concerned enough about
it to raise the issue here and urge that someone at the department
take another look at these regulations.

It may be that we are beyond changing anything. Maybe they are
locked in, and that is—^it is too late to do anything about it.

I can recall
passing

on some concerns during the comment period
when proposed regulations had been published in the Federal Reg-
ister during the last administration. And maybe this is something
that was done before you got to town, and you cannot do anything
about it.

But we do have the Paperwork Reduction Act requiring that any
activity of the Federal Grovemment be necessary and have practical
utility.
There is also a provision in there defining practical utility as the

actual, not merely the theoretical or potential, usefulness of infor-
mation to an agency, taking into account its accuracy, adequacy,
and reliability.
And based on those provisions of that act, there are some who

think that this OSHA regulation is based on theoretically hazard-
ous procedures.
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And I am not sure who is right about it, but I think it is of seri-

ous enough concern that it ought to be taken into account and the

Department look into it to be satisfied that the OSHA regulations
are based on scientific data or facts and not on theoretical supposi-
tions.

One concern is that the Center for Disease Control, for example,
is responsible for regulations protecting patients. And their regula-
tions are not nearly as burdensome as the OSHA regulations,
which are designed to protect workers or technicians in the offices

of dentists.

And there is no incident, they tell me, of any dental technician

ever being infected with the AIDS virus, for example, or in any
other way being subjected to the kind of threat to their health and

safety that would justify these kinds of regulations.
I pass those concerns on without making any judgments about

the accuracy of them, and ask you to look into them. If you have
a response, that is fine.

Secretary Reich. Yes; I will look into them, and I will get back
to you. Senator.
Senator Cochran. Thank you.

CONSOLIDATION OF PROGRAMS

Senator Harkin. Thank you. Senator Cochran.
Mr. Secretary, you have been very kind and generous with your

time. I just have one last question which kind of leads into my next

panel on coordination.

I am concerned over the proliferation of programs that serve ba-

sically the same populations. As an example, the Greneral Account-

ing Office recently reported that there are about 125 employment
and training programs spread across 13 departments and agencies.

Employment training assistance to the economically disadvan-

taged is provided by 65 of these programs. Again, you mentioned
earlier about people going different places. But just in this one

area, does it make any sense to have employment and training pro-

grams in so many different places, with the resulting separate ad-

ministrative structures?
Would it make more sense to consolidate some of these programs

and use the administrative cost savings to deliver service? And
what can we do to consolidate these and bring these together under
one roof?

DISLOCATED WORKER PROGRAMS

Secretary Reich. Several months ago, Mr. Chairman, the Presi-

dent assigned me the responsibility of chairing an interagency task
force to bring together all of the dislocated worker programs and
come up with some answers to exactly the question you are asking.
And that is exactly what we are pursuing right now with regard

to a more comprehensive program for people who have lost their

jobs, regardless of the reason. I think we have to get away from

categorical grants, which use up enormous amounts of time and en-

ergy and paperwork trying to determine whether somebody fits in

the right hole or the right square.
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We are aiming for new legislation. The appropriations we are

seeking today can fit within existing legislative authority. The di-

rection we are going in as fast as we possibly can is to consolidate

these things.
Also I want to assure you that I am working closely with other

Cabinet officers on this question. Secretary Riley and I are meeting
several times a week, in terms of coordinating the Education De-

partment, training and employment programs with the employ-
ment programs and training programs here.

I think you will hear about more of that from the panel coming
up. But we are singing from the same book, the same hymnal.
Senator Harkin. Grood. If there is anything we can do in the ap-

propriations process or—I do not want to speak for the chairman
of the authorizing committee. I sit on the authorizing committee,
but whatever we can do to help, let us know, because these really
do have to be brought together.

Secretary Reich, Senator Inouye could not be here. And he want-
ed me to express to you his interest in American Samoan job train-

ing initiatives, and he wanted to have at least some contact be-

tween his staff and yours on that issue itself.

Secretary Reich. I will make sure that there is that discussion.

Senator Harkin. I appreciate that very much. Mr. Secretary, un-
less you have something else that you would like to impart to the

subcommittee, I again thank you very much for your time and for

your interest and foryour leadership in this area.

Secretary Reich. Thank you.
Senator Harkin. Thank you, Mr. Secretary.

SUMMARY STATEMENT OF CAROLYN GOLDING

We will now hear from Carolyn Golding, Acting Assistant Sec-

retary for Employment and Training and Ricky Takai, the Assist-

ant Secretary for the Office of Vocational and Adult Education.
The focus of this panel will be on school-to-work transition and

training programs offered by the Department of Labor and the De-

partment of Education, again, with a particular emphasis on co-

ordination of services.

In the interests of time, I would appreciate it if you would sum-
marize your statement. Your entire statement will appear in the
record. Again, we appreciate Mr. Takai and Ms. Golding for being
here and appearing before the subcommittee.

Again, I will keep the record open for any comment that Senator

Specter may wish to make.
I would recognize you first, Ms. Grolding. If you would, please

proceed as you so desire.

PREPARED STATEMENT

Ms. GrOLDiNG. Following so closely on the heels of the Secretary,
who talked about the broad outlines of the School-to-Work Pro-

gram, I think I will forego highlighting any of the remarks since
the statement is going to be introduced for the record, and just in

the interest of your time, proceed directly to questions.
Senator Harkin. I appreciate that.

[The statement follows:]
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Statement of Carolyn M. Golding

Mr. Chairman and members of the subcommittee, thank you for this opportvmity
to appear here today.
The fiscal year 1994 budget for the Emplo)Tnent and Training Administration in-

cludes the resources necessary to implement the President's strategy for investing
in America's future work force. The budget includes major investments to help the

unemployed and disadvantaged obttiin the assistance and sldlls necessary to p^iici-
pate nilly in our nation's economy. These investments in our ctirrent and future
workers will enhance our nation's competitiveness in the longer run by improving
the quality of the American work force.

Investments in employment and training progreims include: a new and greatly ex-

Eanded
dislocated workers adjustment assistance program; a partnership with the

•epartment of Education on a school-to-work transition system; a one stop shop ca-

reer center system; a major expansion of Job Corps centers; an expanded and en-
riched Summer Youth Employment and Training Program; and an expanded Older
Americans employment program. The budget also contains funds for profiling vmem-
ployed workers for early identification of mslocated workers for referral to providers
of training and adjustment assistance services. These investments touch the lives

of many of our citizens who most need our help to become productive members of

society.
The budget also ensures that assistance to the unemployed is available and that

States have the resources necessary to pay benefits timely to unemployed workers.
The budget includes sufficient funds to finance extended benefits from October 1,

1993 through the end of the Emergency Unemplojnnent Compensation program on
January 15, 1994.
The budget request for these investments and for continuation of other employ-

ment and training programs will result in significantly increased budget authority
and outlays. We will work closely with the Committee to ensure that the President's

long-term strategy is achieved within the constrtiints of the budget resolution.

The budget for assisting dislocated workers proposes an investment increase of

$1.3 billion in 1994 above currently appropriated levels. Together with funds in the

regular budget rec[uest, $1.9 billion is requested to support 850,000 dislocated work-
ers. Funding is being requested under current legislation; however, the Administra-
tion will propose a new, enhanced and comprehensive program serving all dislocated
workers. No separate funding for the Clean Air Adjustment Assistance program will

be requested, and the Trade Adjustment Assistance program will be terminated
June 30, 1994. Dislocated workers will be assured access to a broad array of employ-
ment and training services intended to help them find new jobs quickly or train for

new careers.

Under the school-to-work transition investment initiative, funds will be used joint-

ly by the Departments of Labor and Education to develop the capacity of States, or-

ganizations, and employer associations to design and implement a national system
for school-to-work transition. For 1994, $270 milhon is requested in total for the pro-

posal, divided evenly between the two departments. Resources will only be spent
under a joint plan designed and administered by these agencies.
An investment of $150 million is proposed in 1994 to establish one stop shop ca-

reer centers. These centers will provide a common point of access to the fiill range
of employment and training and related services available locally. One stop shop ca-

reer centers will make it easier for individuals to obtain improved local labor market
information and referrals to iob and training related services. One stop shopping
will also provide enhanced job skills assessment and career guidance services to a
wide range of clients to help them make informed career development choices in an
ever chemging economy.
The investment

proposal
includes $163.2 million for the Job Corps, including $30

million to begin to address needed repairs and renovations at existing Job Corps
centers and $133.2 million to begin an expansion fi^m 112 to 162 centers, with slots

increasing fi-om 42,500 to 62,500.
An investment proposal of $1 billion is made for Svtmmer Youth Employment and

Training. The amount includes $375 million in addition to amounts currently avail-

able for the summer of calendar year 1994 and $625 million in addition to baseUne
amounts for the summer of calendar year 1995. For calendair year 1994, a total of

667,500 youth will receive work experience and academic enrichment. In calendar

year 1995, 816,100 youth will be served. Academic enrichment will continue to be
a vital component of the summer youth program. Proposed appropriation language
states that in calendar year 1994, $400 million will be used for academic enrich-

ment, and $500 million will be used in calendar year 1995.



331

The investment package includes $20.5 million to provide an additional 3,400
slots for older, unemployed, low income persons aged 55 and over. Together with
funds in the regular budget request, nearly 70,000 slots will be available, the au-
thorized slot level.

An investment of $9 million will be made in the Unemployment Insurance pro-
gram to establish automated profiling systems in States. Tne purpose is to identify
those workers, early in the claims process, who are most likely to be long-term un-

employed and to refer them to providers of training and employment services. This

relatively inexpensive initiative will result in improved services and emplojonent
prospects for dislocated workers.
A major portion of the investment package will provide $2 billion in extended un-

emplojrment benefits, under the extension of the Emergency Unemployment Com-
pensation Act, to eligible unemployed workers. The ehgibility period for the program
wUl end October 2, 1993 and the phase-out of entitlement extends through January
15, 1994.
ETA's Program Administration account contains an increase of $14 million and

140 full-time equivalent positions above the revised 1993 request level. This in-

crease is requested to finance additional stafi" and non-staff costs associated with
added responsibilities under the President's Investment proposals.
The balance of ETA's budget request is maintained at 1993 levels, except for the

following changes: The Youth Fair Chance program, newly authorized by the Job
Training Reform amendments, is funded at $25 million by reducing the JTPA Title
11-A Aoults and II-C Youth Training Grants; the request for the Unemployment In-

surance Program is $2.5 billion, $115.2 million above the 1993 estimate. This level
will fiind the projected workloads; and the request for the Employment Service Al-
lotments to States and National Activities is $918.8 million, $24.2 million above the
1993 appropriation.
This concludes my statement, Mr. Chairman. My stafi" and I will be glad to an-

swer any questions you or members of the Subcommittee may have.

Biographical Sketch of Carolyn M. Golding

Caroljm M. Golding was appointed Deputy Assistant Secretary of Labor for the

EmplojTnent and Training Aoininistration on October 11, 1988. As Deputy Assistant

Secretary, she has primary responsibility for providing operational leaaership and
direction to ETA's OfBce of Job Training Programs, including Job Corps, Unemploy-
ment Insurance Service, United States Employment Service and the Office of Work-
Based Learning, including BAT. Ms. Golding previously served as Administrator of
the Office of Employment Security, Director of the Unemployment Insurance Serv-
ice, ETA Comptroller and Regional Administrator for Region DC.
She is a 1988 recipient of the Presidential Meritorious Award. She received the

Philip Amow Award, the Department of Labor's highest award, in 1989.
Ms. Golding was appointed to the Senior Executive Service in 1979 and is a Char-

ter Member. She entered Federal Service as a Management Intern in 1966, after

completing graduate and undergraduate studies at Duke University.

Joint Statement of Carolyn M. Golding and Ricky Takai

Mr. Chairman, Senator Specter, and members of the subcommittee, we thank you
for this opportunity to appear here today to discuss the President's fiscal year 1994
budget request.
The Department of Education and the Department of Labor are cooperating in an

unprecedented manner on the education and training investment initiatives that are
part of the President's budget request. Secretary Iteich and Secretary Riley share
a common vision of what the nation must do to prepare American youth for high-
skill, high-wage jobs. That common vision is reflected in our Departments' joint tes-

timony before the Subcommittee today. We describe two principal areas of this co-

operation: school-to-work transition and the development of voluntary skill stand-
ards. This is followed by a brief discussion of the two Departments' budget proposals
in the areas of vocational and adult education and employment and training.

SCHOOL-TO-WORK TRANSITION

Our Nation currently lacks a comprehensive and coherent system to assist young
people in making a successful transition from school to work. Our schools should

grepare
students effectively for college and for work. However, our education system

as focused almost exclusively on the first goal rather than the second goal. For the
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three-fourths of high school students entering the workforce without college degrees,
we must do a better job in providing clear paths that provide them with the skills

and knowledge needed to compete with our international competitors. If we don't
act now, the wages of those without four-year college degrees, which have eroded

during the 1980's, will continue to decline.

We must do a better iob of
preparing

America's youth for the rapidly changing
world of work. High schools need to relate the academic curriculum to the real

world, so students can understand the connections between academic skills and ca-

reer options and are provided with a clear path to developing skills in an occupa-
tional area.
Under the President's leadership, the Department of Education and the Depart-

ment of Labor are working in partnership to create a new nationwide school-to-work
transition system. This system would build on earUer work of the two departments,
including a joint conference on school-to-work transition in 1990, and 30 school-to-

work demonstration projects developed cooperatively. From these demonstrations,
we have learned that developing an entirely new approach to learning is a difiBcult

task which may take seversd years to achieve. Business involvement in planning,
program development, and curriculum design is essential. Finally, it will be nec-

essary to effectively market these school-to-work programs in order to overcome mis-

givings and misconceptions among parents, teachers, students and businesses.

The departments have been consulting and meeting daily, from the Secretary and
Deputy Secretary levels to the staff level, to prepare a school-to-work proposal.
There have been joint consultations with outside parties on key features of the pro-

posed school-to-work svstem.
For 1994, the President's budget requests a total of $270 million, divided equally

between the two departments, to begin a State- and community-wide systemic re-

form effort. Fiscal year 1994 funds would be used to lay the groundwork for a new
school-to-work system by assisting States to design a comprehensive plan

and allow
for a period of experimentation among States and communities poised to implement
systemic reform. The funds would be spent under a joint plan designed and adminis-
tered by the two departments, utilizing current legislative authority.

In fiscal year 1995, a nationwide systemic reform effort would begin under legisla-
tion under development that would:—^Accelerate the creation of a comprehensive school-to-work system in the United

States by building on the planning and experimentation efforts begun with fis-

cal year 1994 funds;—Strengthen and enrich the promising school-to-work programs that currently
exist;—Encourage employers to transform American workplaces into learning compo-
nents of the education and youth training system by encouraging employers to

{irovide

work-based learning ejcperiences to high school students;

mprove the knowledge and skills of youth, and motivate them to stay in school

and work hard, by integrating academic and occupational learning, integrating
school-based and work-based learning, and building linkages between secondary
and postsecondary education;—Enable students to attain high academic standards and meet rigorous occupa-
tional standards recognized by industn^; and—
Significantly enhance the prospects of youth to obtain a first job with a ftiture,

or to pursue further education.
The school-to-work transition initiative is not intended to be a permanent, new

categorical program. Rather, it is designed to leverage change through "venture cap-
ital" grants to States to catalyze state-by-State system biulding. The grants will eUc-

it, and rewsird creative efforts to develop:—Integrated school-based and work-based learning;—Intermediary activities to link youth and schools with the working world and
to turn workplaces into learning centers; and—New high school curricula with career majors that, among other things, lead to

a high school diploma, a skills certificate, and either a first job, college admis-

sion, or a registered apprenticeship program.
The national system would be phased in, as States reform and as successive

rounds of plans and, through successive rounds of national competition, implemen-
tation grants are awarded to undertake systemic reform efforts.

SKILL STANDARDS

The Department of Education and the Department of Labor also have collaborated

closely in the development of the administration's skill standards and certification

proposal that is currently being considered by the Congress. This proposal is in-
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eluded in the "Goals 2000: Educate America Act," submitted to Congress by the
President on April 21st. The Administration's fiscal year 1994 budget request in-

cludes $15 million for this initiative.

The United States, unlike most of our international competitors, does not have a
formal system for developing and disseminating occupational skill standards. The
experience of our international competitors demonstrates that certificates of com-

petency and mastery can provide industry with critical benchmarks and give stu-

dents, workers and employers valuable, reliable information concerning occupational
skill levels.

The President's bill would establish a Nationsd Skill Standards Board—with bal-

anced representation from business and industry, organized labor, and public sector

and public interest groups—responsible
for promoting the development and adoption

of voluntary skill standards and their certification.

Volimtary skill standards will not only benefit this Nation's employers, students
and entry-level workers—^they will help:—Industry, by giving training providers and prospective employees information

concerning the skills needed for employment in specific occupations;—^Workers, by providing portable
credentials to enhance employment security;—Training providers ana educators, by establishing benchmarks for appropriate

training services; and—Government, by providing the information necessary to guide our investments
and to protect the integrity of public expenditures.

The Administration's
proposal builds on tne widespread consensus that has devel-

oped across different industries that this Nation needs a skill standards svstem.
The Departments of Labor and Education have begun this process by funding

thirteen pilot projects and research on skill standards. Prior to funding the dem-
onstrations, the Departments sponsored five public hearings, and published an issue

paper in the Federal Register to soUcit public comments on the issue. The proposal
itself has been developed by the two Departments, following extensive consultations
with outside parties.

OTHER EMPLOYMENT AND TRAINING INVESTMENTS

The Administration's fiscal year 1994 budget includes the resources necessary to

implement the President's strategy for investing in the future work force. The budg-
et includes mtgor investments to help the unemployed and disadvantaged obtain the
assistance and skills necessary to participate fully in our Nation's economy. These
investments in our current and futvu-e workers will enhance our national competi-
tiveness in the longer run by improving the quality of the American work force.
The investments include, in addition to those already mentioned:—^An investment increase of $1.2 billion in 1994 for a new and greatly expanded
comprehensive dislocated workers adjustment assistance program;—^An investment of $150 million to begin a one-stop-shop career center system,

providing a common point of access to the full range of employment and train-

ing services that are available in a local area;—^An investment of $163.2 million in the Job Corps program for needed repairs
and renovations, and to begin a major expansion of the number of Job Corps
centers;—^An investment of $1 billion for an expanded and enriched Summer Youth Em-
plojrment and Training Program; and—^An investment of $20.5 million to expand the Older Americans employment pro-
gram to the authorized level.

The budget also contains $9 million for the Unemployment Insurance program to
establish automated profiling systems in states. The purpose would be to identify
those workers, early in the claims process, who are most likely to be long-term un-
employed and to refer them to providers of training and employment services. This
relatively inexpensive initiative will result in improved services and employment
prospects for dislocated workers.
The budget would also ensure that assistance to the unemployed is available and

that States have the resources necessary to pay benefits in a timely manner to un-
employed workers. The budget includes sufficient fiinds to finance extended benefits
fix)m October 1, 1993 through the end of the Emergency Unemployment Compensa-
tion program on January 15, 1994.
The budget request for these investments and for continuation of other employ-

ment and training programs will result in significantly increased budget authority
and outlays. We wll work closely with the Committee to ensure that the President's

long-term strategy is achieved within the constraints of the budget resolution.
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OTHER VOCATIONAL EDUCATION INVESTMENTS

The President's budget request includes over $1.1 billion to enable States and
local conununities to continue to expand and improve their vocational education pro-

grams under the Carl D. Perkins Vocational and Applied Technology Education Act.

We are requesting $957.7 million for Basic State Grants, including the Territorial

set-aside. Basic State Grants assist States and Outlying Areas to facilitate and sup-

port the improvement of vocational education and ensure students with special
needs have equal access to high-quality vocational programs. Activities supported
under the Basic State Grants program will complement projects carried out by the

Departments of Education ana Labor under the proposed school-to-work transition

initiative.

We are requesting $15.1 million for the Indian and Hawaiian natives set-aside

and $11.8 million for Community-Based Organizations, the same as the 1993 appro-

priation levels.

Our budget request includes $104.1 million for Tech-Prep Education, the same as

the 1993 appropriation. The purpose of Tech-Prep is to develop programs linking

secondary and postsecondary education that prepare students to make the transi-

tion from school to work. Included in the request is $436,000 to support the third

year of a 5-year study on the impact of tech-prep progreims at the State and local

levels.

We are requesting $2.9 million for Tribally Controlled Postsecondary Institutions

and $8.9 million to support State Councils, the sfime as the 1993 appropriation lev-

els. Our budget request also proposes to fund the vocational education national pro-

grams of Research, Demonstrations, and Data Systems at the 1993 appropriation
levels for each program.
Mr. Chairman, ttiis concludes our prepared statement. We would be pleased to an-

swer any questions that you or other members of the Subcommittee may have.

Senator Harkin. Mr. Takai, do you have anything that you
would like to comment on?
Mr. Takai. No.
Senator Harkin. I appreciate that very much. And I appreciate

that you have your statement in, because I was able to read it last

night. So I do appreciate that very much.

SCHOOL-TO-WORK COORDINATION

My questions, basically, have to do with this coordination be-

tween Labor and Education. It is sort of following up on what I just
asked the Secretary.
The Employment and Training Administration has 1,630 staff,

while the Office of Vocational and Adult Education has only 108
staff. The fiscal 1994 President's budget proposes adding 140 staff

to Employment and Training Administration, while cutting 6 posi-
tions from the Office of Vocational Education.
Does this heavy emphasis on Department of Labor job training

staff mean that the Department of Education will be unequal part-
ners in the school-to-work transition program?
How successful can the Labor Department be in getting the edu-

cational community involved in school-based job training activities?

And are not school systems more used to look to the Secretary of

Education for leadership than the Secretary of Labor?
That is sort of three parts to one overall question which is: We

add them in the Employment and Training Administration, which

already has 1,635 staff. Yet Office of Vocational Education has only
108. And we are cutting them. Please help me make some sense
of this.

Ms. GOLDING. Well, perhaps, I could talk a little bit about the

perspective of our department and our spirit of cooperation and a
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little bit about the addition of the 140 positions to employment and

training staff.

I do not take it at all as an indication of an unequal partnership.
I think both departments have a great deal to bring to the table.

And I think neither Department can tackle the issue of school-to-

work alone, because you are right.
I think local education systems will respond and look to the De-

partment of Education, and rightly so, for leadership. At the same
time, school-to-work talks about marrying work and learning, par-

ticularly work-site-based learning, in a new way. And I think what
the Labor Department brings to the table is our experience with
work-based programs.
The 140 position that we are requesting go to some specific over-

sight responsibilities that are important and are related in some
cases to training, but are also related to our responsibilities for

things like unemplo3mient compensation, which really travels down
quite a different path, although ultimately if we are able to achieve
the merger of unemployment insurance into a reemployment strat-

egy, they may get closer together.
Mr. Takai. I would completely agree with that. Over the past 2

or 3 months, the Department of Education and the Department of

Labor have been working very close together as equal partners, de-

veloping a common vision of what we want to achieve through the
school-to-work initiative.

Up to this point, we believe that the money, the $270 million,
would be jointly administered and monitored by a group, both from
the Education Department and the Labor Department.
So we do see this as equal partners. We really do believe that

the consultations with outside groups, with State and local edu-
cation leaders, that the best programs, the most promising pro-
grams are ones in which there is a new kind of partnership formed
between education, private sector, and labor in developing and
being involved in a school-to-work system. So we really do see this
as an equal partnership between the two agencies and would joint-

ly administer it.

Senator Harkin. Since vocational and adult education is so close-

ly intertwined with what the Secretary was talking about in terms
of people who are losing their jobs are not getting those jobs back—
they have to be trained and stuff for something else.

Much of this has to do with changing vocations or adult edu-
cation. And again, I am just wondering if the Department of Edu-
cation is cut down to 102 staff—whether or not you really have the
staff necessary to carry out the mandates that our authorizing com-
mittee and this subcommittee has given to the Department of Edu-
cation, and whether or not you can coordinate those activities ade-

quately with the Department of Labor.
Mr. Takai. Well, so far, we have been able to do that, Mr. Chair-

man. We are trying to devise ways where we can work with the
limited resources that we do have. We think that those resources
are adequate.
We are going to borrow staff both from two divisions and the Of-

fice of Vocational and Adult Education, to work jointly with the

Employment and Training Administration staff.
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PRIVATE SECTOR INVOLVEMENT IN TRAINING

Senator Harkin. The Manpower Development Research Corpora-
tion recently reported discouraging information about employers'
willingness to get involved in Grovemment-funded job training pro-

grams.
Their data showed that even when the Government offered to

pay 100 percent of a youth's wages, only 18 percent of the employ-
ers wanted to get involved.

How difficult do you expect it to be to get employers involved in

school-to-work transition activities if only 18 percent will get in-

volved when 100 percent of the wages are covered? And why is this

happening? What is the reason that the employers are not getting
involved?
Ms. GrOLDlNG. I think I can perhaps talk about some of the re-

sults from our demonstrations which have taught us something
slightly different from what the MDRC results talk about.

I think perhaps one of the basic issues is the pool of youth that
is being addressed. We envision school-to-work as being very much
a mainstream program that would integrate curricula that are now
in vocational education and general education in high schools.

And I think perhaps the MDRC evaluation was looking more at

the pool of economically disadvantaged youth, rather than main-
stream high school youth.
But we have learned from the school-to-work demonstrations

that we have launched already that business is very interested in

improving the quality of the skills and competencies of youth who
are leaving school who will be entering the work force.

And they will engage in the activities and even be willing to pay
salaries to youth during their work-based learning periods.
But they want to have a voice in designing it. And if we do not

give them that voice, which can be tricky to implement at the local

or State level, and which requires getting some functions planned
for and covered, then it will not work very well.

And that is what we have learned so far from the demonstra-
tions. And that has led us to the design that we have been propos-

ing and one of our basic principles, which is that local and State

business has to be involved in designing the curriculum and how
the work-site-based learning fits into the overall strategy.
Senator Harkin. On the school-to-work transition project, do you

anticipate offsetting the cost, or will employers be expected to pay
the full cost?

Ms. GOLDING. The administration has proposed a targeted jobs
tax credit, which would be available for businesses who participate,
which would only be a partial offset.

When it comes to setting up mechanisms and activities for in-

volving business, we would expect to pay for that. But as far as su-

pervisory time and salaries for the youth, we would not expect to

make a direct subsidy to business.
Senator Harkin. You do not?
Ms. GOLDING. No.
Senator Harkin. Those are really the only questions I wanted to

go over with you. And I appreciate your being here. Do you have
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anything else that you would like to impart to this subcommittee
in this whole area of coordination?

[No response.]
Senator Harkin. Well, I am encouraged to hear you say that you

do not think it will be unequal partners. I am still concerned how-
ever about this total imbalance and about the administration's

budget of boosting employment and training, which has so many—
I Imow there are some other things that are involved, obviously

—
at the same time, cutting the staff for vocational and adult edu-
cation.

We are going to have to take a real strong look at that. That just
does not seem to square with what I anticipate the kind of coordi-

nation is going to be needed between it. But if you have any fur-

ther information or thoughts on that, either one of you or your de-

partments, please let me know as we move ahead.
Ms. GOLDING. Well, I think the 140 increase is a net increase for

ETA. We are losing our share of the 100,000 Grovemmentwide re-

duction, which is about 40 positions, I think, over 1993-94.
Senator Harkin. About a 40 net, you said.

Ms. GrOLDiNG. Yes, 40. And then the 140 is a net gain over that
loss.

Senator Harkin. Yes; that is right. It is a net gain over the loss.

Right.
Thank you both very much, Ms. Golding, Mr. Takai.
Ms. Golding. Thank you.
Mr. Takai. Thank you.

QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Senator Harkin. There are some questions for Secretary Reich
that Senator Bond wanted to submit for the record.

[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-

ing:]
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QLIi:S'nONS SURMIiri-D BY Till- SlIBCOMMirrr-R

ONE- STOP CAREER CENTERS

Question. Mr. Secretary, there seems to be a growing
consensus about your One -Stop-Shop approach to the delivery of

employment and training services. I am aware that, in Iowa, our

Department of Employment Services is turning local offices into One-

Stop career shops. A model office in Marshalltown has a single
point of entry and a single registration form and procedure that

provides access to a full range of federal and state employment and

training services for each client. I'm told this is happening in
other states as well. Doesn't it make sense to build on this kind
of effort, directing any additional resources that we can make
available to expand successful activities and to provide incentives
for all states to integrate employment and training services?

Answer. Yes, it makes excellent sense to use Federal funds

appropriated for our one-stop shopping initiative to move in this

direction. We are very encouraged by the efforts Iowa and other
states have made to streamline and improve access to employment and

training services in many communities across the country.
Our one-stop shopping initiative is designed to expand and build on
these efforts by providing the seed capital necessary to leverage
other programs and resources to develop a nationwide network of one-

stop shop centers and the information system infrastructure required
to support it.

ON-THE-JOB WORKER TRAINING

Question. I think tliat no one will dispute the fact that our
industrial base is eroding, that we are competing in a global
economy, and that this country is at a crossroads. Too often, we

wait to offer assistance to workers once they find themselves

unemployed -- and the only help we offer to employers is as they
move their jobs over seas. Would it not be better if the Department
was able to provide training to employees before they lost their

jobs or offered technical assistance to employers before their
businesses were in danger of closing their doors and moving
overseas?

Answer. The Title III program legislation limits eligibility
for readjustment and retraining services to unemployed workers or to

workers who have received an individual notice of termination or

layoff. With sufficient notice, this will allow training of workers
to begin prior to the actual layoff. The Department of Labor

programs are focused on helping workers find or qualify for a new

job, however, and are not targeted to providing technical assistance
to employers. The Defense Diversification Program, established by
the Defense Authorization Act of 1992, allows upgrade training for

non-managerial employees as part of a diversification/conversion/
layoff -preventi on strategy by eligible employers (i.e., the

Departments of Defense and Energy, and defense contractors). Plans
to broaden eligibility for readjustment and retraining services in

the regular Title III programs must be considered in the context of

available resources. Assistance to currently employed workers
should not come at the expense of assistance to workers who have

received a notice of layoff and need assistance to find a new job.
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However, the Department is exploring a broader role in

incumbent worker training and technical assistance to small

employers. A National Workforce Assistance Collaborative is being
established to provide small employers access to human resource

development information and assistance. Several pilot projects,
exploring inter- firm cooperation as a strategic response to the

human resource development needs of small businesses, have also been
funded. The Department is working closely with the Commerce

Department's National Institute of Standards and Technology (NIST)
to integrate the delivery of human resource development and

technology transfer assistance to small manufacturers as a strategy
for enhancing their performance.

Question. Is the Department of Labor (DOL) working with the

Small Business Administration, Commerce Department, and other
federal agencies to provide assistance to businesses before they
close their doors -- i.e., help them retool, provide training to

workers
,
etc . .

Answer. Other federal agencies as well as State and local

agencies may be able to provide more extensive assistance to

businesses. Through rapid response, the State Dislocated Worker
Unit can provide businesses with information on assistance they can
receive from other programs.

The Department's Employment and Training Administration is

working in close collaboration with the Commerce Department's
National Institute of Standards and Technology (NIST) to coordinate
the delivery of assistance to small firms. The goal of these

efforts is to develop systematic, coherent approaches for

simultaneously addressing the technology, training, and work

organization needs of small businesses. Other partners in this
collaborative strategy include manufacturing technology centers

(MTCs), community colleges, advanced technology centers, and small
business development centers. Through the emerging Training
Technology Resource Center (TTRC) ,

the Department will enable these
business assistance intermediaries to share information on the

workforce development component of the technical assistance, and

provide them with human resource development best practices ,
tools

,

and resources .

PROTECTING WAGES OF WORKERS

Question. Mr. Secretary, last year this Committee heard

testimony that the Labor Department is hindered from unscrupulous

employers, due to limitations in minimum wage and overtime laws.

For example, even though the law requires employers to keep
accurate payroll records, there is no penalty for failure to keep
records; without records, it's virtually impossible to determine

if violations have occurred. Last year's Committee report urged
the Labor Department to consider proposing corrective

legislation, but this has not occurred.

Will you take a comprehensive look at the wage and hour

provisions of the Fair Labor Standards Act, and give us your best

advice for strengthening the law?

Answer. Yes, we plan to do just what you suggest. In

conjunction with the President's initiative to thoroughly
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reexamine the operational effectiveness of Federal programs
through the National Performance Review headed by Vice President
Gore, we are launching a Department-wide effort to reinvent DOL.
In this process, we will be looking carefully at many approaches
to improving the way we do our business, including evaluating the

many laws the Department is responsible for administering and
enforcing.

This process will move forward as we continue to assemble
our new management team at tlie Department of Labor. Key
appointees who will be responsible for addressing many important
workplace issues, such as the Fair Labor Standards Act, are not
yet in place. Before making specific recommendations, I would
like the opportunity for my new management team to carefully
review the provisions and implementation of the Fair Labor
Standards Act. We will, of course, be pleased to advise you of
the results of our review wlion it has been completed.

BLS/UI WAGE RECORDS DATABASE

Question. Last year, as part of the Job Training Partnership
Act Amendments, Congress provided funding to the Bureau of Labor
Statistics (BLS) for the development and implementation of a

nationwide database of Unemployment Insurance (UI) wage records.

However, BLS has not requested any 1994 funding for this project.
How do you propose to fund further developmental work by BLS on the

UI wage record database in FY 1994? Do you plan to use

discretionary funds under the Job Training Partnersliip Act, as was

done in fiscal 1993?

Answer. We are using Program Year 1992 JTPA discretionary
funds to support the procedural study that BLS will launch this

summer. Until that study is complete, it is premature to say what
our plans are for FY 1994 funding.

Question. What level of funding do you anticipate needing for

this project in FY 1994?

Answer. The BLS study will be started this summer and will

take 12 months to complete. At this point, we do not know what

funding might be needed for FY 1994.

Question. A national longitudinal database of UI wage records

will be as useful to the Departments of Education, and Health and

Human Services (HHS) for program evaluation and analysis -- and for

avoiding waste and duplication -- as it is to the Department Labor.

What are your plans for coordinating this project with these

Departments?

Answer. Section 405 of the 1992 JTPA Amendments calls for BLS

to determine appropriate procedures for developing a national

database of UI records, and to report to Congress on the benefits
and costs of such a database. The statute does not require the

actual establishment of such a database. When BLS determines

appropriate procedures for developing such a database and whether it

would be cost-beneficial to maintain, we will work with the Office

of Management and Budget, HHS and Education to determine other needs

for these data.
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Question. Have yon considered raising the possibility of

joint funding for this effort with HIIS and Education?

Answer. DOL has sufficient funds to fulfill the statutory
requirement to develop appropriate procedures for and to determine
the benefits and costs of developing a national dataliase of UI

records. If we move to establish such a database, we certainly
expect that the costs for data maintenance and use would be shared

among the users. We would consult with the Office of Management and

Budget on all such funding issues.

Question. Last spring, the Unemployment Insurance Service

proposed regulations that would have virtually barred the use of UI

wage records for program evaluation. These regulations turned out

to be totally contrary to the policy enacted by Congress later in

the year. However, DOL still lists UI wage records on its

rulemaking agenda for this fall. Is the Unemployment Insurance
Service still developing regulations in tliis area?

Answer. Yes, the Unemployment Insurance Service is in the

process of developing a final rule on confidentiality and the

disclosure of State records. In fact, Congress has directed the

Secretary of Labor to issue regulations (as noted below) .

We welcome your specific comments on the proposed rule. You

may be interested to know tliat the Department recently awarded 16

State Pilot project grants to test the feasibility of using UI wage
record data for performance management in the JTFA Title II and III

programs. We are exploring adoption of this database for

performance measures beginning in program year 1995.

The Department of Labor believes that the promulgation of such

regulations is not contrary to the effort being undertaken by BLS .

After all, the existence of a database does not mean automatic

accessibility. Proper procedures would have to be developed to

specify who has access and under what conditions. The capability to

match records, by itself, doesn't justify its being done. Clearly
technology is ahead of public policy in this area because Congress
has yet to focus on the database issvie in its entirety.

Wliile the Department recognizes that the State wage records
and claims data are not the property of the Federal government, we

believe that regulations are necessary to protect the privacy rights
of individuals and employers. Further, State employment security
agencies are seeking guidance, particularly in the areas of payment
of costs and safeguarding information, to respond to numerous

requests for information. Finally, certain sections of the Social

Security Act require the Secretary to issue regulations in tliis

area.

TERMINATION OF ADVISORY COMMITTEES

You are recommending termination of several Labor Department

advisory committees, including:

National Advisory Committee on Work-Based Learning

(SECY/ETA)
State Research Advisory Committee on Occupational Safety

and Health Statistics (BLS)
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Advisory Committee on Special Minimum Wages (ESA)
Child Labor Advisory Committee (ESA)

Advisory Panel for the Dictionary of Occupational
Titles (ETA)

Job Training Partnership Act (JTPA), Native American

Programs' Advisory Committee (ETA)
Review Panel for the Job Training Partnership Act (JTPA),

Presidential Awards (ETA)

Shipyard Employment Standards Advisory Committee (OSMA)
Advisory Committee on Veterans' Employment and Training

(VETS)

Question. Which of these terminations can be accomplished
administratively, and which require legislation?

Answer. The first eight of the advisory committees listed
above are non-statutory and can be terminated administratively.
The Advisory Committee on Veterans' Employment and Training (VETS)
was established by statute and requires legislation mandating
termination.

Question. How much will these terminations save?

Answer. The total cost savings for the eight recommended

non-statutory advisory committee terminations is $964,303. The
estimated budget for the statutory committee is S3, 500.

Question. Does your fiscal 1994 budget already assume these

savings?

Answer. The Veterans' Employment and Training budget does
assume that its advisory committee will be terminated. All costs

budgeted for the Bureau of Labor Statistics, the Employment and

Training Administration and the Occupational Safety and Health
Administration committees will be absorbed into other programs
within their respective agencies. The Employment Standards
Administration has no funding specifically appropriated for its

committees, nor has it held meetings or had membership for the

past two years.

PREMIUM ACCOUNTINO SYSTEM PROBLEM

Question: Why has the Pension Benefit Guaranty Corporation
been unable, after nearly five years, to develop a fully
functioning premium accounting system and when do you expect to
have one in place?

Answer: It is my understanding that PBGC thought that its

existing premium system was capable of being adapted to hancle the
variable rate premium that went into effect for 1988. After
continuing technical difficulties, PBGC concluded that the system
was not adaptable to the new, more complex premium requirements
and decided it would be more efficient to develop a new system.
PBGC will award a contract for the new system in the near future.
The new system should be operational inside a year after the
contract is awarded. In the interim, PBGC has used a combination
of the old system and a manual approach to collect premiums, and
any interest and penalties, for current and prior years.

Question: How much have you spent in attempts to fix the
current system?
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Answer: The PBGC spent a total of $3.4 million from 1988
through March of 1993 on the old system. I have been advised that
most of the money (about $2.5 million of the $3.4 million) was
spent to maintain and enhance the old system so that at least a
base line system would exist while decisions were being made about
the new system. PBGC spent the remainder of the money (about
$900,000) in efforts to enhance the old system to handle the
variable rate portion of the premium.

CHILD LABOR

Question. The Department of Labor's second biennial report
on international worker rights, as mandated by the 1988 Omnibus
Trade Act, focused on global trends in child labor. The report
noted that "child labor has been a dramatically worsening global
problem." I commend the Department for focusing on the problem
of global child labor in its 1992 report. I've seen estimates
that hundreds of millions of children worldwide under the age of
15 are employed. I'm also aware that many products produced by
child labor are being exported to the United States. Do you
believe the American consumer would be willing provide a market
for goods produced by the sweat and toil of underage children?
Do you think that American adult workers should have their jobs
imperiled by being forced to compete, not on the quality of goods
that are being made but against exploited child labor in

developing countries? Isn't it time that we end the human

tragedy of child labor and our participation in it?

I believe the United States should prohibit the importation
of any product made whole or in part, by children under the age
of 15 who are employed in industry or mining. On March 18, I

introduced a bill, "The Child Labor Deterrence Act of 1993", that
would do just that. Have you had a chance to review that bill
and do you have any comments on what it would require of the

Secretary of Labor? Do you have any suggestions as to how the
bill could be improved?

Answer. Of course, we are sympathetic with the spirit and

objective of the proposed Child Labor Deterrence Act. I would,
however, like the opportunity for my new management team -- which
I expect to have on board very soon --to carefully review the
bill. Let me assure you that, once my new team is in place, the

Department will stand ready to work with you on this very
important issue.

MASS LAYOFF SURVEY

Question: Please explain why you are not requesting funds
to continue the $6 million mass-layoff survey.

Answer: Funding to support the Mass Layoff Statistics
Program is authorized under Title IV of the Job Training
Partnership Act, but funds were not appropriated for this
activity. The Mass Layoff Statistics Program was designed to
answer a set of specific questions and respond to operational,
allocation, and research needs that existed in the mid-1980s.
Those needs have been changing over time. We need rethink our
approach to monitoring displacement activity and to measuring the
impact of plant closings and other layoff events. In developing
our new dislocated worker program, we are considering the data
needs for supporting the program that will respond to the new
realities.

Question: What will be the impact of this decision?
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Answer: In the past, Title III discretionary funds were
used to finance the Mass Layoff Statistics Program. If the
Department diverted $5.9 million for the program from PY 1994
discretionary funds, it is estimated that over 2,600 dislocated
workers would not receive services, based on an average cost per
participant of $2,250.

LOCALITY PAY

Question: Your budget justification shows a reduction of 28
staff and $1.8 million for locality pay surveys. How can this
savings be achieved without delaying the implementation of

locality pay?

Answer: The Bureau is scheduled to deliver to the
President's Pay Agent (the Secretary of Labor and the Directors of
the Office of Management and Budget, and the Office of Personnel
Management) the first round of locality pay surveys on August 31,
1993 to be used in the locality adjustment originally scheduled
for January 1994. The delivery of these surveys is proceeding as
scheduled and the Bureau will complete the delivery by August 31,
1993.

The locality pay surveys most impacted by the 1994 budget
reductions are the second round surveys scheduled for delivery on

August 31, 1994 to be used in the January 1995 and 1996 locality
adjustments. We expect these surveys to be delivered on a timely
basis. BLS resources allow repeat surveys in the 32 original
metropolitan areas and in the "Rest of the United States" as well
as two new surveys requested by the Pay Agent. Current law

requires that the Pay Agent determine locality adjustments for all
Federal employees based on the data from the metropolitan areas
and the "Rest of the United States".

JOBS FOR THE ELDERLY

Question. For many years within the Labor Department, we have
had an example of "national service" Involving older Americans Chat
has been extremely popular and successful: The Community Service

Employment Program for Older Americans. Low income persons over age
55 serve in hospitals, libraries, senior service centers, and many
other public service jobs. Yet, it is a very small program, serving
a small fraction of the eligible population. Although your budget
proposes a $31 million increase for fiscal 1994, $20.5 million of
this amount is tied up in the investment package that exceeds the

spending ceiling; the regular President's provides only a 2.7%

increase, just enough to offset inflation. Why shouldn't this

program be given a higher priority?

Answer. The Administration focused on enhancing the Senior

Community Service Employment Program (SCSEP) by including it in the
President's economic stimulus package. Unfortunately, that increase
did not occur. Nevertheless, as you point out, the Administration's
fiscal year 1994 budget again proposes an increase for this program.
Although the SCSEP funding has not increased to the level desired by
some, the program does continue to serve more participants by
stressing unsubsidized placement of enrollees -- thereby resulting
in additional persons being served.

Qvjestion. Shouldn't we be giving greater attention to

expanding existing programs that work effectively, before creating
new programs?
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Answer. The President's economic program focuses on restoring
the nation's economy, and raising the present and future incomes and

living standards of American families. Increases proposed by the
Administration have been consistent with these principles while

dealing with segments of the labor market which require immediate
attention.

RIGID ACCOUNTING BARRIERS

Question. States tell us that one of the major barriers to

better integration of unemployment insurance, re -employment ,
and

training programs is the rigid accountability of funds. For

example, taking an unemployment claim is funded from one

appropriation and checking to see if there are job openings in the
individual's occupation is funded from a separate appropriation.
Can you suggest ways that these barriers can be reduced, perhaps by
changes in the way that we structure our appropriations?

Answer. The President's FY 1994 Budget requested additional
funds to invest in our work force to increase the productivity of
the American workers and businesses. One of the increases proposes
$150 million to develop one-stop career centers to streamline access
to job and training information, testing and assessment services;
referral to skill training programs; and job finding assistance.

We are in the process of developing the specifics for the

operation of such centers, and are considering a range of steps that

might be needed, both legislatively and administratively, to

accomplish this goal.

SERVING DISABLED AND DISADVANTAGED

Question. There is some concern that as you develop programs
aimed at serving all youth and all dislocated workers, that special
attention to the needs of the disadvantaged, including minorities
and disabled individuals, may get overlooked. Development of

national skills standards may also Impose barriers, depending on how

testing and assessment is handled for special worker groups. VJhat

precautions are you taking to insure that all individuals, including
those with special needs, are fully accommodated in your new job
training initiatives?

Answer. The Administration's proposed legislation to promote
the voluntary development and adoption of a national system of skill
standards and skill certification contains several provisions to

ensure that any assessment and certification system is non-

discriminatory and includes a variety of assessment techniques that
will increase the opportunity for individuals, especially the

disabled and disadvantaged, to demonstrate that they have attained

important skills. Legislation developed for the Department's
workforce improvement initiatives will assure full compliance with
all Federal civil rights statutes and regulations, including the

Americans With Disabilities Act and 1991 civil rights law.

Moreover, these initiatives -- one stop career centers, dislocated

workers, and school - to-work -- are being designed to accommodate the

special needs of a diverse population, including disadvantaged and
disabled individuals.
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DISLOCATED WORKERS

Question. The FY 1994 budget includes significant funding
increases to provide dislocated workers "a broad array of employment
and training services." Recent GAO studies indicate that little is

known about what services to dislocated workers are most effective.
What data is the Department using to determine the types of services
that are most effective for dislocated workers?

Answer. There is some evidence regarding the comparative
impact of different service interventions. For example, experience
under the Title III program (EDWAA) has shown that many dislocated
workers need only limited assistance in order to find a new job.
This has been supported with results from the New Jersey UI

demonstrations, which conclude that job search assistance is a cost
effective means of reducing the period of unemployment. Data on the

effectiveness of training interventions is mixed and inconclusive,
however. The Department is continuing to review recently completed
or soon to be completed research on its past experience in serving
dislocated workers under EDWAA, TAA, UI

,
and ES

,
and studying BLS

survey data on the experience of dislocated workers in the 1980's.

APPRENTICESHIP

Question. Many of the Labor Department's statements on

school- to-work transition and some of its research grants have
focused on youth apprenticeship. What results has the Department
had from its youth apprenticeship research and grants projects?

Answer. Some of the early findings of the youth

apprenticeship demonstration program are:

o Strong business involvement must be an integral

component of local school - to-work programs.

o A national school- to-work system should be designed to

ensure that local programs incorporate a strong labor

market analysis component. Youth apprenticeship is both

an education program and a jobs program. Therefore, to

reduce the economic risk to participants, firm and

industry diversification should be built into local

programs based on such analysis.

o A national system should include mechanisms to assist

participating employers- -particularly smaller firms--to

develop and implement high-performance work

organizations .

o Future local school- to-work programs must be designed as

integral components of the educational system, rather

than more isolated demonstration projects.

o A national system must include a sophisticated, multi-

media marketing campaign to educate students, parents,

teachers, labor leaders, businesses, and communities at

large about the benefits of better school- to-work

transition.



347

Question. How does youth apprenticeship tie-in with a

national school- to-work transition system?

Answer. There is a need for a national system to improve the

school- to -work transition for American youth. Youth apprenticeship
is one of several promising school- to-work transition programs upon
which a national system can be built. Others include Tech-Prep
Education, Career Academies, and Cooperative Education. Youth

apprenticeship is school-based and work-based, motivating youth to

meet both high academic and occupational skill standards and

preparing them for work and further learning.

NEW JOB CORPS CENTERS

Question. Of all the programs within the Department of Labor,
Job Corps has my fullest support. The City of Seattle is seeking a

Job Corps Center and it has my full support. I urge you to visit

Seattle to see the proposed plan for yourself. If more funds are

provided for Job Corps, will the Department carefully consider

applications for innovative and non- traditional settings for new Job

Corps Centers?

Answer. One of the criteria for selecting sites for new Job

Corps centers will be the evaluation of each jurisdiction's plans to

use State and local resources to enhance services to Job Corps
students. We have attempted to incorporate the consideration of

innovative approaches to training.

I hope to be able to accept your kind offer to visit Seattle
at some point in the not- to-distant future.

WOMEN IN APPRENTICESHIP AND NONTRADITIONAL OCCUPATIONS

Question. The Women in Apprenticeship Occupations and
Nontraditional Occupations Act authorized funds which apparently
have never been appropriated. Does the Department of Labor share my
interest in this program to expand employment training for women in

non- traditional roles?

Answer. The Women's Bureau and the Employment and Training
Administration are cooperating in a series of demonstrations aimed

at training and placing women in non- traditional jobs. In addition,
ETA's Bureau of Apprenticeship and Training and the Office of

Federal Contract Compliance Programs are working together to

increase the participation of women in the apprenticeable trades,

especially on large construction projects.

The Department also actively encourages the JTPA system to

train and place women in non- traditional fields. The Department's
regulations and guidance to States and local areas promote the use

of eight percent State Coordination funds for training women in non-

traditional occupations.

SCHOOL-TO -WORK TRANSITION INITIATIVE

Question. Community colleges and technical schools in

Washington state have served a vital role in preparing individuals
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for careers and economic security. In the President's School-to-

Work Transition program, has the Administration considered relying
upon these institutions for its employment and education
initiatives?

Answer. Yes, one of the essential program elements of the

proposed national school- to-work transition program is the linkage
of secondary and postsecondary education. The postsecondary
component of the program might enable students to obtain an

industry-recognized certificate in their chosen field, typically at

the end of one or two years of postsecondary education, and/or to

enroll In a college-degree program. Community colleges and
technical schools have an important role to play in school- to-work

transition by providing these postsecondary learning opportunities
in concert with business.

NOICC/SOICC PROGRAMS

Question. As you know, currently- funded NOICC/SOICC programs
provide the database to link dislocated workers, students,
unemployed adults, and, mld-llfe career-changers to jobs. To what
extent are these products and services Integrated Into your school -

to-work transition plans and your one-stop career center plans?
What is the estimated budgetary impact of these plans on NOICC/SOICC
programs? Are there adequate career counseling personnel to

Implement .school- to-work transition plans, and If not, how will

personnel needs be met?

Answer. We recognize the potential contribution of the

NOICC/SOICC programs and the role that they may have In

Implementing our school- to- work and one-stop career center
initiatives. The chair of the Department's work group on one-stop
career centers met early In the planning process with NOICC
representatives and has remained In touch. We have not yet
estimated a budgetary impact on NOICC/SOICC programs of these
Initiatives. In our school- to-work transition planning, we have not
Identified any major shortage of career counseling personnel.

NEW JOB CORPS CENTERS

Question. Mr. Secretary, the Department has yet to publish
the solicitation for the $20 million appropriated in FV 1993 to

construct four new Job Corps centers. Late last year I visited the

community of Butler, Pennsylvania and toured a site which the

community believes would make a good Job Corps center. In
discussions with them, however, they expressed concern that the
review criteria for new centers would be stacked against small
communities like Butler. Has the Department established the
criteria for the selection of new centers? If not, when, and If so,
what are they? Will they afford small communities, sucli as Butler,
a chance to compete favorably with larger urban centers?

Answer. The Department has drafted a Federal Register
announcement outlining the selection process, which Includes
selection criteria, and Is currently being reviewed by the

Department. Also, consultation with House and Senate Committees is

currently underway. The selection criteria include: (1) an
assessment of need based upon analysis of rural/urban poverty rates
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and existing Job Corps center slots and locations, (2) the

availability of low-cost facilities, and (3) an evaluation of each

jurisdiction's plan to use State and local resources to enhance

services to Job Corps students and/or reduce costs of operating a

center. I am certain that you are aware that the first two criteria

are included in response to direction provided in the 1993 Senate

Appropriations Committee report language (Report No. 102-397).

Finally, none of these criteria for establishing a Job Corps center

is based upon the size of a particular locality.

SCHOOL-TO-WORK TRANSITION INITIATIVE

Questions. Secretary Reich, I would like to focus my

questions on employment and training issues. First, last Wednesday
I had the opportunity to ask Education Secretary Riley about the

"School-to-Work" Transition proposal that you and he are working on.

I agree that it is an area of vital concern. With drop-out rates

well above 50 percent in some parts of Kansas City, St. Louis, and

other major cities, and with the large majority of these kids not

going on to college, we simply must do more to prepare them to take

jobs. I have been on the board of a non-profit corporation called
Jobs for America's Graduates which helps States develop School-to-
Work Transition programs for at-risk kids. Will you agree to take a

look at the Jobs for America's Graduates approach to see how it fits

in with what you are proposing?

Answer. Yes. Staff from the Departments of Education and

Labor who are working on the development of the school- to- work
initiative have already met with representatives of Jobs for

America's Graduates (JAG). They had a detailed discussion of the

JAG program and how it could fit into the framework of the school -

to-work initiative. Although the school- to-work transition program
is still evolving, I believe that JAG activities will complement
this new effort.

Question. Also, is the program you envision geared towards

at-risk kids or will it be available to all kids who do not plan to

go on to college?

Answer. The purpose of the program is to establish a national

framework. Within that framework. States would create school-to-

work systems that provide young Americans with an education that

prepares them for a first job in a high-skill, high-wage occupation,
or to continue their education at the postsecondary level. We

believe that integration of school -based and work-based learning can

be an effective learning approach for all students although States

may initially target efforts on students who do not go on to

complete college.

To ensure that programs are available to "at-risk" students,
we anticipate asking States -- in their applications for Federal
funds --to describe plans for providing equal opportunity to

economically and educationally disadvantaged stvidents. Moreover, we

recognize that there are additional challenges and costs of building
an effective school - to-work transition system in urban and rural

areas characterized by high unemployment and poverty. We anticipate

providing extra Federal assistance to these areas through

competitive procurements.
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CLEAN AIR TRANSITION ASSISTANCE

Question. Second, and of more immediate concern, I would like
to draw your attention to a meeting this Friday, May 21, at 10:00
A.M. , between Carolyn Golding of your shop and a delegation of

Missourians. This group will file an application for Clean Air

Employment Transition Assistance funding in the amount of $1.2
million, to assist over 200 workers in a 12 county area in North
Central Missouri, who lost jobs when the Thomas Hill Mine facility
closed. Loss of the mine has had a devastating impact on area

employment: For every miner dislocated, there was another worker
who also lost employment. The unemployment rate there is a full

third higher than the statewide average. For those reasons, I urge
your swift review and approval of this request.

Earlier this year, the state applied for emergency funding for

these workers. At the time, though I tried repeatedly to discuss
this with you in person, I could not reach you. So, I am glad to

have the opportunity to discuss this with you now, face to face.

As one deeply involved in the Clean Air compromise
negotiations, I have some insight into Congressional intent

regarding the Clean Air Employment Transition Assistance Program. I

believe Missouri's application is an exact fit with the guidelines
of the program: The North Central region of Missouri has been hard-

hit by the closure but can remain viable by strengthening and

diversifying its economy. Our application is a truly cooperative
effort, the partnership of the Associated Electric Cooperative,
Inc., the United Mine Workers Union, and State and local officials.
I would also like to invite you to visit this part of Missouri, to

show you the difference the retraining can make. Would you give
your commitment to reviewing the proposal quickly and fairly?

Answer. The Department provides a full and timely review of

all applications for funds under Title III of JTPA, including those

requests for grants to assist workers laid-off as a consequence of

an employer's compliance witli provisions under the Clean Air Act, in

accordance with guidelines published in the Federal Register. The

CAETA proposal from North Central Missouri for the Tliomas Hill Mine

closure was recently approved by the Secretary of Labor for $1

million.

I hope to be able to accept your kind invitation to visit

Missouri at some point in the not- to-distant future.

OVERSIGHT OF THE JTPA TITLE II PROGRAM

Question. Mr. Secretary, what specific steps will the

Department take to improve oversight of the JTPA Title II program?

An.swer. The Job Training Partnership Act (JTPA), as amended,

Includes a three- tiered oversight approach extending to the Federal,

State and Service Delivery Area (SDA) levels. To assist the SDAs

with their oversight, the Department recently developed and issued a

set of monitoring guides for their use In monitoring their service

providers .

Similarly, the Department is currently developing a technical

assistance guide that addresses all components of a comprehensive
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State oversight process. As part of this project we are developing
a training curriculum and will be delivering training to State and
local staff.

At the Federal level, the Employment and Training (ETA) has
been tracking States' implementation of the JTPA Amendments of 1992,

including monthly oversight to ensure smooth transition to the new

program requirements on July 1, 1993. Our oversight is focusing
particularly on new program design and administrative systems
requirements .

During program year (PY) 1993, the Department will continue
and expand implementation tracking and concentrate its oversight
efforts on providing technical assistance to both States and SDAs .

Building on the technical assistance effort mounted in PY 1992 in

the areas of assessment and case management, we will provide
technical assistance and training on youth assessment and program
delivery options; SDA monitoring; targeting, outreach and

recruitment; and other areas.

Question. As part of that review, I would ask you to consider
the following. There is some confusion in my state over what
constitutes an appropriate use of JTPA funds. In particular, a

regional Private Industry Council (PIC) has challenged the intention
of a local apprenticeship program to combine JTPA and recycled CDBG
funds to rehabilitate privately-owned, low- income housing. While
the Labor Department has indicated "no federal prohibition in using
JTPA trainees to perform basic construction on residences owned and

occupied by low- income persons," the State maintains its right to

prohibit this use of JTPA funds based on its perception of

appropriate use. Will your review of JTPA Title II programs address
the issue of states issuing independent guidelines more restrictive
than Federal law, thus limiting the use of JTPA funds?

Answer. There has been correspondence, as you are aware,
between your office and the Department concerning this
rehabilitation project proposed by Kenosha Ventures. You are
correct in your statement that the JTPA does not explicitly prohibit
such a project. However, the JTPA provides considerable discretion
to State and local officials who are charged with day-to-day
management of the program. These officials are empowered to decide
which specific activities and projects to fund. The lack of an

explicit Federal prohibition is not and should not be a guarantee of

funding for any project.

Question. And, as a matter of principle, do you believe that

Federal JTPA regulations should be a floor or a ceiling in

determining appropriate use of JTPA funds?

Answer. A basic premise of JTPA since its enactment in 1982

has been to provide, within the parameters established by the Act

and its implementing regulations ,
considerable discretion to States

and local service delivery areas in the day-to-day administration of

the program. This discretion is necessary to effectively manage the

program and to tailor service to meet the needs of local

communities. To this end § 627.1 of the original JTPA regulations
provides "that guidelines, interpretations and definitions adopted

by the Governor shall, to the extent that they are consistent with

the Act and applicable rules and regulations, be accepted by the



352

Secretary." This same provision is contained in § 627.200 6f the
interim final regulations which will implement the JTPA Amendments
of 1992. The 1992 amendments only impose a requirement that any
such State or service delivery area imposed requirement or

interpretation be clearly identified as such.

ONE- STOP SHOPPING

Question. I applaud your effort to develop "One -Stop
Shopping" career centers. In Wisconsin, Job Service has long sought
funds to integrate its services with those of job training centers
and the unemployment compensation system. Will your initiative
provide support for such integration of services?

Answer. Yes, the one-stop sliopping initiative will be

designed to support the integration of such services. One of the

principal objectives of this Initiative will be to streamline and

improve individuals' access to all available career development and
labor market information services in their community.

LOGGING SAFETY GRANTS

Question: Finally, Mr. Secretary, since 1991,
the Occupational Health and Safety Administration has

provided support to the Forest Industry Safety
Training Alliance (FISTA), operated in northern
Wisconsin. This innovative program provided safety
training to almost 1,000 loggers in 1992 alone. Given
the success of, and knowledge we have gleaned from,
this demonstration, can you identify any substantive
reasons for withdrawing Federal support for the

project?

Answer: In 1991, the Occupational Safety and
Health Administration (OSHA) awarded a grant to Prl-

Ru-Ta, a resource conservation and development
council, in northern Wisconsin to conduct safety
training for loggers. Frl-Ru-Ta passed funds through
to the Forest Industry Safety Training Alliance

(FISTA) to conduct the training.

In 1992, OSHA solicited another group of

competitive applications for logging safety training.
Two of these proposals received funding. In addition,
OSHA decided to provide funds to three of the grants
selected In the first round in 1991. Pri-Ru-Ta was
one of the grantees continued for another year.

At the present time, OSHA is soliciting
applications for a third round of logging safety
grants, consistent with Committee report language.
Prl-Ru-Ta has been sent a grant application package.
Its application will receive every consideration for

FY 1993 funding when it Is reviewed.
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FINANCIAL INCENTIVES TO ACHIEVE SAVINGS

Question. It haa been suggested that agency managers be
allowed to "keep" a portion of the "savings" they produce from

recovering disallowed costs, for example. These "savings" could
be used to improve the quality of employee training, technical
assistance, and so on.

Would you favor providing financial incentives to encourage
greater savings from control of fraud, waste and abuse?

Response. While the Department has made stringent efforts to
eliminate all aspects of fraud, waste and abuse, it is always
possible that some shortcomings still exist in this area.

However, I would caution that we feel that any additional amounts
that might be generated by further efforts in reducing fraud,
waste and abuse would be relatively small. I believe that a more

overriding issue is to assure that the Department has the needed

flexibility to address the complex issue of improving the quality
of employee training and technical assistance. Given our

radically changing workplaces, all too often the current

appropriations processes and Federal procurement procedures limit
the ability of government managers to exercise the needed

creativity to meet the new challenges. It is important that we

explore this problem collectively if we are to insure a

competitive workforce.

NATIONAL MINE HEALTH AND SAFETY ACADEMY

Question. Provide the nmount of revenues received by the
Academy for the use of its facilities and for classes for FY
1991. FY 1992. FY 1993. and the projected amounts for FY 199/4.

Answer. The revenue for the use of facilities (lodging)
and classes (tuition) is provided below.

FY 1991 Lodging $194,300
Tuition 38.944
Total 233,244

FY 1992 Lodging $152,709
Tuition 28.056
Total 180,765

FY 1993 Lodging $128,000
Tuition 18.000
Total 146,000 Estiinate

FY 1994 Lodging $132,000
Tuition 18.000
Total 150,000 Estimate

Question. Provide the staffing levels at the Academy for
those same years.

Answer. The Academy's FTE staffing level was 73 for FY
1991 and 68 for FY 1992 and is estimated at 68 for FY 1993 and
64 for FY 1994.
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Question. Please ndvise how many requests have been made
for the use of the Academy, how many were f^ranled, and how

many were turned down for FY 1991, and FY 1992, and the
numbers that are available for Pj' 1993.

Answer. MSllA has not tracked all of the individual

requests coming to the Academy before April 5, 1993. Every
effort is made to accommodate all mission related request.*;.
Since the tracking process has begun, the Academy has had the
resources to accomplish all mission related requests except
for a portion of one request. Tlie Academy provided the

request for training but had to arrange for alternative

lodging.

APPROVAL AND CERTIFICATION CENTER

Qviestion. Please provide the number of FTE at this

facility for FY 1992, FY 1993, and the number of FTE projected
for FY 199/..

Answer. The FTE for the Approval and Certification
Center was 87 in FY 1992 and is budgeted at 8/» for hotli FY
1993 and FY 1994.

Question. Please provide the operating budget for this

facility in F^' 1992, FY 1993, and the amount projected for F\'

1996.

Answer. The operating budget for the Approval and

Certification Center was $6,940,970 in FY 1992 and is

$5,135,000 for both Pi' 1993 and Pn' 1994.

RESTORATION OF COAL INSPECTIONS TO FY 93 LEVEL

Question. The FY 94 budget justification states that

MSHA will conduct 400 fewer inspections of coal mines in FY 94

than in FY' 93. How much would be required to restore coal

inspections to FY 93 levels?

Answer. A total of $1,730,000 would be required to

restore coal inspections to the hT 1993 level.

Question. How many FTE would that take?

Answer. MSIIA would need 33 FTE for full restoration of

coal mine inspections to the FY 1993 level.

Question. How mvich is nere.<;sary to m.ninlain mandatory

inspections at FY 93 levels?

Answer. A total of 29 FTE and $1,520,000 would be

necessary to restore 200 required annvial inspections and 100

compliance follow-up inspections, which are conducted to chock

on abatement of violations issued during the required

Inspections. The other 4 FTE and ^210,000 would be used to

conduct 100 other coal mine inspections that are proposed for

elimination in the F\' 1994 budget including such activities as

electrical investigations; health studies for dust, noise and

quartz; and roof control and ventilation special studies.
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STATE GRANTS

Question. What are the Administration's plans for MSHA's
state grants program?

Answer. MSHA plans to continue the State Grants program
in FY 199A and the Implementation process is on schedule.

Question. How much has been requested for FY 9/4?

Answer. MSHA has requested $5,760,000 for the State

Grants program in FY 1996.

Question. How does this compare to FY 93?

Answer. It is an increase of $151,000 over the FY 1993

request of $5,589,000.

STATUS OF DUST INVESTIGATIONS

Question. What is the status of the adjudications of

civil citations and criminal charges resulting from the

Agency's respirable dust investigations?

Answer. About 90 percent of the approximately 5,000
civil citations issued for respirable dust fraud have been

contested by the operators involved. The first phase of the

litigation has been completed. Administrative Law Judge
Broderick of the Federal Mine Safety and Health Review

Commission is expected to issue a decision by the end of July.
Further litigation involving each company's citations will

depend upon the scope and effect of the decision.

To date, 60 individuals and 41 companies have pled guilty
to criminal charges involving respirable dust fraud. Criminal

fines total $1,675,000 and individual sentences range from

probation to 15 months in jail.

NUMBER OF STAFF ASSIGNED TO BLACK LUNG APPEALS

Question. Ab of April 30, 1993 how many non-supervisory

attorneys are assigned to reviewing Black Lung appeals? How many

supervisory attorneys are assigned to the Black Lung program?

Answer. There are 48 non-supervisory attorneys, of which 2

are part-time, and 13 supervisory attorneys assigned to the Black

Lung program at the Benefits Review Board (BRB).

RATIO OF ATTORNEYS TO SUPERVISORY ATTORNEYS AT THE BRB

Question. As of April 30, 1993 how many total non-

supervisory attorneys are there at the Board? How many

supervisory attorneys? What is the ratio of attorneys to

supervisory attorneys?

Answer. There are 61 non-supervisory attorneys and 20

supervisory attorneys at the Board. The ratio of attorneys to

supervisory attorneys is 3 to 1.
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It should be noted, however, that the aupervisory attorneys
supervise employees other than attorneys. For example, in the
Office of the Executive Counsel the three supervisory attorneys
supervise a staff of some 60 employees, which include attorneys,
paralegal specialists, legal technicians, legal clerks,
secretaries and clerk typists.

ORGANIZATION CHART FOR THE BENEFITS REVIEW BOARD

Question. Please provide the Committee with a current
organization chart with names and titles of assigned employees
down to the lowest organizational level.

Answer. Organization charts showing the overall structure of
the Benefits Review Board and the individual major components are
attached.

UPDATED WORKLOAD STATISTICS FOR THE BENEFITS REVIEW BOARD

In your report of last year to the Committee, you indicated
that the Office of the Executive Counsel has "eliminated numerous
backlogs of pending motions, records awaiting return to the Office
of Administrative Law Judges and the District Director's Office,
and attorney fee requests." You also cited the following
statistics:

a. More than 2000 records were remanded or returned in the

Spring of 1991.

b. the processing time for a request for attorneys fees was
reduced from over 200 days to 109 days.

c. Virtually all notices of appeals are acknowledged within
two days of receipt.

Please provide the Committee with updated statistics on the

following:

Question a. The number of black lung records remanded or

returned to the Office of Administrative Law Judges or the

District Director for decisions issued during the period of

October 1, 1992 through April 30, 1993. Please also indicate the

number of decisions issued. Additionally, please provide
information concerning the average number of days between the

Board's decision and the return of the record for the same period.

Answer. Between October 1, 1992 and April 30, 1993, 1,478

black lung decisions were issued, and of these, 501 records were

remanded or returned to the Office of the Administrative Law

Judges (OALJ) or to the Office of the District Director.

The Board forwarded records to the OALJ within an average of

96 days of the dates of the decisions to remand. Once a

disposition remanding a case is issued, the Board retains legal

jurisdiction of the case pending the parties' rights to file a

request for reconsideration within thirty (30) days of the date of

the decision. See 33 U.S.C. S 921 (b) (4 ) , (
5

) ; 20 C.F.R. SS

802.405(a), 802.407, 802.408, 802.409. It has been the Board's

policy to allow forty-five (45) days where the Board's disposition
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remande the case to the OALJ to allow for mailing and processing
time. Once the 45 days have past, the record is "due out" and is

then processed and remanded to the OALJ. From October 1, 1992

through April 30, 1993, the Board has processed such cases, on the

average, in 51 days following the close of the 45 day period.

In cases where the Board affirmed, reversed or modified the

decision of the OALJ on appeal, the records were forwarded in an

average of 130 days. This final disposition for the Department is

appealable to the United States Courts of Appeal, for which the

parties have 60 days under the enabling Acts and regulations. See

33 U.S.C. S 921(b) (4), (5); 20 C.F.R. SS 802.406, 802.410, 802.411.

Therefore, to allow for mailing and processing time, these records

do not become "due out" until seventy-five (75) days following

disposition. From October 1, 1992 through April 30, 1993, the

Board has processed such cases, on the average, in 55 days

following the close of the 75 day period.

It is the latter group of cases - those in which the Board

affirmed, reversed or modified the decision of the OALJ on

appeal - that formed the basis of the answer to a question at last

year's appropriations hearings on how long it ta)ces the Board to

forward files following disposition. As you will note, following
a steep decline in the last several years, the time for forwarding
these files has increased in the last fiscal year.

From October 1, 1992 through June 30, 1993, the Board

remanded or returned a total of 2,033 records, regardless of date

of decision, and issued a total of 1,971 black lung decisions.

Question b. The average processing time for requests for

attorneys fees in black lung appeals for all those issued during
the period of October 1, 1992 through April 30, 1993.

Answer. The average processing time for orders issued in

attorney fee requests during the period of October 1, 1992 through
April 30, 1993 was 353 days. This figure differs substantially
from the 109 day average processing time noted in our July 1992

report to the Congress. The difference reflects an anomaly in the

question asked, and efforts this year to eliminate a pending
backlog.

The average processing time for orders "issued by the Board

during the period October 1, 1992 through April 30, 1993" is

computed by examining only the orders in fact issued by the Board

during that period. In the July 1992 report, the period examined
was January through May 1992, and the average processing time of

orders issued during that period was 109 days.

This form of computation, however, does not take account of

the fact that the Board was not acting on all the attorney fee

petitions in its inventory. In fact, it had significant backlogs
of attorney fee petitions - cases filed some time in the past and

never processed. Since orders in these cases were not "issued by
the Board during the period January through May 1992", they were
not taken into account in computing the "average processing time"
for cases "issued by the Board during the period January through
May 1992."
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This year, the Board undertook to eliminate these backlogged
attorney fee requests, an effort that has now been completed.
Since many of these cases were old, the average processing time
for cases "issued by the Board during the period October 1, 1992

through April 30, 1993" has climbed aubstantially during this

period. With the elimination of the backlog, the rates should

drop back down. By way of example, the average time for attorney
fee petitions issued by the Board on those cases which were filed

since October 1, 1992 was 133 days. It is true that this reflects

a decline over the 109 days reported last year - whether due to

the concentration this year on finishing off the older cases or to

other factors is hard to say. In any event, with the elimination
of the backlog this year, the "average" will in the future be far

shorter than the 353 days reported here.

Question c. The average time for the acknowledgement for all

black lung appeals received during the period of October 1, 1992

through April 30, 1993.

Answer. In its July 1992 report to the Committee, the Board

reported that "virtually all notices of appeals are acknowledged
within 2 days of receipt." This was incorrect, unless it

represented a snapshot of a very short period of time. It

remains, however, the Board's goal.

In fact, as the table below indicates, the time frame for

acknowledging appeals has been steadily dropping. The average
acknowledgement time in all black lung appeals filed during the

period of October 1, 1992 through April 30, 1993 was 19.8 days.

Month Routine Appeals Problem Appeals

October 1992 15 day8/159 cases 70 days/90 cases

November 1992 16 dayB/112 cases 53 days/ 7 cases

December 1992 16 days/ 94 cases 37 days/18 cases

January 1993 13 days/llO cases 34 day8/13 cases

February 1993 11 days/ 83 cases 41 days/11 cases

March 1993 10 dayB/115 cases 31 days/12 cases

April 1993 6 days/ 91 cases 13 days/ 6 cases

Acknowledgements are processed two ways, depending on the

information received in the appeal filed. If the appeal contains

all information required by the Board's regulations, 20 C.F.R. S

802.208, these "routine" appeals are acknowledged quickly by the

Clerk's stamp. If, however, the appeal does not contain all of

the information necessary to ascertain jurisdiction and service,
or the appeal appea-rs on its face to be untimely filed, these

"problem" appeals take longer to acknowledge.

In February 1993, the OEC completed a project dedicated to

the elimination of all backlogs in acknowledgements and has

established computer-assisted tracking to better manage the timely

processing of all acknowledgements. This effort resulted in

temporary increases in the average processing times for

acknowledging black lung appeals and the Board has noted

decreasing time freunes since the completion of this project.
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REDUCTION IN PENDING BLACK LUNG APPEALS AT THE BRB

Question. Explain to the Committee if the number of pending
Black Lung appeals at the Board is going down because (a) the

number of appeals filed is going down? or (b) productivity is

increasing?

Answer. The primary reason that the number of pending Black

Lung appeals at the Board is going down is because the number of

appeals filed has been declining. Over the last several fiscal

years productivity has remained relatively stable, allowing the

Board to dispose of more appeals each month than are filed. For

example, between October 1, 1992 and May 31, 1993, the Board

disposed of some 70 more Black Lung appeals each month than have

been filed, contributing to a decrease in the pending appeals.

RESTORATION OF ATTORNEY POSITIONS - BENEFITS REVIEW BOARD

Question. In your report of last year to the Committee you
indicated that a reorganization created the Office of the

Executive Counsel and that Office had since eliminated numerous

backlogs of work. You also indicated that approximately 15 vacant

positions were shifted to that Office and established as paralegal
and legal technician positions. Please explain why, with the

elimination of those backlogs and the substantial decrease in the

number of appeals being filed, those 15 positions cannot now be

shifted back to attorney positions doing black lung work?

Answer. Since the 15 positions were shifted in FY 1991 from

appeals processing to the equivalent of a court clerk's office,
the BRB has lost 16 FTE overall. Further staff reductions are

expected in FY 1994. Accordingly, it is not clear there are any
positions available to shift "back" to processing appeals.

The Board is sensitive to the fact that a balance must be
struck between keeping the "paperwork" up to date and issuing
decisions on the underlying black lung cases. Elimination of

substantial backlogs in the "paperwork" does now make it possible
to shift the balance more toward case resolution than has been the

case in the last two years - provided it is done in such a way as

to avoid the development of new backlogs to replace those which
have been eliminated. The timeframes required for "paperwork"
matters this year suggest we need to be cautious in this regard.
A revised organizational structure to accomplish a new balance is

under active consideration by the Board.

NUMBER OF PENDING BLACK LUNG APPEALS AT THE BRB

Question. How many Black Lung appeals are pending which were
filed in FY 1985? 19867 1987? 19887 19897 19907 19917 19927

Answer. The summary below indicates the number of Black Lung
appeals pending at the end of June 1993 by the fiscal year in

which the Board received the appeal:
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FY 1985
FY 1986
FY 1987
FY 1988
FY 1989
FY 1990
FY 1991
FY 1992

2 appeals
6 appeals
5 appeals

19 appeals
65 appeals

107 appeals (down from 686 one year earlier)
338 appeals (down from 1,104 one year earlier)

1,556 appeals

Last year, the Board gave the Committee a list of the fifteen
oldest cases pending at the Board. At that time, a total of 1,354
cases were pending at the Board filed in the years prior to FY

1990. Currently, only 97 cases are pending which were filed
between 1985 and 1989. Throughout the past year, the elimination
of this pending pre-FY 1990 caseload has been a high management
priority. All those pending appeals are assigned to staff and are

being processed toward final disposition.

OVERTIME PAID IN FY 1993 - BENEFITS REVIEW BOARD

Question. Please list by name, title and grade the amounts

of overtime funds paid to Board employees between October 1, 1992

and April 30, 1993. In addition, please indicate the purpose of

the overtime.

Answer. Overtime funds paid to Board employees between

October 1, 1992 and April 30, 1993 is as follows:

Name

Abbey, Darryl A. ,

Carter, Charnel

Chapman, Carla

Dixon, Loretta

Forrest, Mary
Forrest, Patric)c

Gallo, Coby
Gayle, Rose

Cede, Ellen

Gordy, Sheldon

Heaphy, Kathleen

Jenifer, Belinda

Jones, Carolita

Jones, Jeannette

Jones, Tracey
Kormis, David

Koroniades, Helen

Levin, Toby
Lyons, Margaret
McDowell, Valerie

Miller, Virginia
Mitten, Raymond
Moore, Chaleta

Pooley, Phyllis
Pressley, Eveleen

Proctor, Angela
Quade, Calvin
Rauch, Antoinette

Title & Grade

Legal Clerk, GS-5

Paralegal Spec, GS-9

Supv. Paralegal, GS-11

Paralegal Spec, GS-11

Supv. Attorney, GM-14

Attorney, GS-12

Attorney, GS-13
Confidential Asst., GS-10

Attorney, GS-13

Legal Clerk, GS-5

Attorney, GS-13

Supv. Legal Tech., GS-8

Supv. Attorney, GM-15

Legal Clerk, GS-5

Supv. Legal Tech., GS-8

Supv. Attorney, GM-14

Attorney, GS-12

Attorney, GS-11

Supv. Legal Tech., GS-7

Paralegal Spec, GS-9

Attorney, GS-11

Supv. Attorney, GM-14

Legal Clerk, GS-5

Supv. Attorney, GM-14

Legal Tech., GS-6

Supv. Legal Tech., GS-8

Supv. Attorney, GM-14

Legal Clerk, GS-5

Amount

$376.81
285.87
313.36
84.84
493.29
84.84
169.68
21.21

266.30
297.48
402.99
443.31
424.20
118.97
307.35
42.42
109.95
131.94
553.09
79.92
63.63
148.47
380.98
589.05
348.20
339.31

1,763.54
57.68
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I Name Title S Grade Amount

Shepherd , Thoma s

Sims, Yvonne

Taylor, Jeffrey
Valentine, Darnetta

Walker, Juanetta

White, Daniel

Williams, Cheri

Winborne, Nadine

Supv. Attorney, GM-14

Supv. Attorney, GM-14

Legal Technician, GS-6

Legal Tech. , GS-6

Paralegal Spec, GS-9

Attorney, GS-12

Legal Clerk, GS-5

Paralegal Spec, GS-9

565.50
769.65
144.64
235.82
736.67
131.94
496.02
576.29

The purpose of the overtime was to address backlogs in

petitions for attorneys fees, acknowledgements, the return of

records to the Office of Administrative Law Judges or the District

Directors, and motions for remand.

DECISIONS ISSUED AT THE OFFICE OF ADMINISTRATIVE LAW JUDGES

Question: Please list, in alphabetical order, all Judges
that have issued decisions during the period of October 1,

1992, through April 30, 1993 and indicate:

(a) the number and type of decisions issued by each judge

(b) the number of those decisions written by the judge

(c) the number of those decisions written by "contract

writers"

Answer.



362

The information provided below ia broken down by judge and
has been coded so that compariaons between judges cannot be made.

The length and difficulty of each case is not reflected in these

figures.

(a) the number and type of decisions issued by each judge:

JUDGE
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JUDGE
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JUDGE
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JUDGE
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JUDGE



367

i JUDGE
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JUDGE
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TRAVEL - OFFICE OF ADMINISTRATIVE LAW JUDGES

Please list the following, by judge, date and location, for the

period of October 1, 1992 through April 30, 1993:

Question (a). All travel to Florida, Georgia, Alabama,
Mississippi, Louisiana, Texas, California, Oregon, Washington,
Alaska and Hawaii by judges assigned to the Washington, D.C.
office.

Answer. The following table provides the information

requested:

JUDGE
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Question (b). All travel to locatione other than in Florida
and Georgia by judges assigned to the Ft. Lauderdale office.

Answer. The following table provides the information

requested:

1
JUDGE
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JUDGE
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Contract
Writer
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Contract
Writer
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Black Lung Average Age of Cases
Without Hearing

(in days)— '•
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FUNDING STRATEGY FOR SCHOOL- TO -WORK TRANSITION INITIATIVE

Question. The Administration Is proposing to award most
school - to-work transition funding to 15 or 20 "leading edge" States,
defined as States that have already made substantial progress in

launching their own school- to-work transition systems. If States
are making good progress on their own in this area, why do we need
to use scarce Federal dollars for this purpose?

Answer. Although several States are making significant
progress, none has yet achieved the comprehensive statewide school -

to-work system necessary, and many States are just beginning to

address the issues. Therefore, our plan begins with development
grants for every State to undertake efforts that will lead to a

comprehensive statewide school - to-work system.

A number of States which have started work in this area are

still in the early stages of development. In many cases,

"significant progress" means that States have made a good start on

developing the infrastructure for a statewide system and have
established school - to-work programs in several sites within the

State. These States will need some additional support to create the

systems that provide school- to-work programs for students throughout
the State.

The strategy for establishing a national school - to-work system
recognizes that States are in different stages of developing a

school- to-work system. Therefore, we anticipate providing
implementation grants to States in several waves, depending upon
their readiness to undertake broad-scale change.

Federal funds for the school- to-work program will be used as

"venture capital" -- underwriting much of the initial costs of

establishing school - to-work systems. By design, Federal support for

this new system will be phased out over time as schools and

employers change their relationsliips and become full partners in the

school - to-work system.

Question. Have States asked for Federal assistance to expand
their school- to-work transition systems?

Answer. Yes. States, as well as local organizations, are

showing growing interest in school - to-work programs. States are

seeking information, financial support and technical assistance.

Expressions of interest have come from employers, labor unions,
vocational education providers, statewide councils, and others.

Question. Wouldn't additional funding for currently
authorized activities, such as Tech- Prep and Cooperative Education,

promote better school- to-work transition not just in "leading edge"
States, but in all States?

This would seem to be especially true since setting up
statewide school- to-work "systems" could take years -- and would be

dependent on fluctuating levels of State resources -- while new Tech

Prep and Cooperative Education projects would benefit students next

year.
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Answer. Tech-Prep and Cooperative Education are two promising
examples of vocational education innovations. Both have many, but
not all, of the elements that should be included in a comprehensive
school- to-work system. Funds for a school- to -work system will

strengthen existing Tech-Prep and Cooperative Education programs by
enabling development of a work-based learning component for the

former and a secondary-postsecondary linkage for the latter.

The Administration is proposing that all States receive
school- to-work implementation grants through successive waves of

competition. The States that have made substantial progress with
individual programs -- including Tech-Prep, Cooperative Education,
Career Academies, and Youth Apprenticeships -- will use these grants
to enrich and expand these programs to share a core set of program
components. Other States will benefit from the lessons of the

leading-edge States -- both to improve their current Tech Prep,

Cooperative Education, and other program delivery approaches and to

enhance these programs by incorporating them into a larger system.

ELIMINATION OF FUNDING FOR THE HEA COOPERATIVE EDUCATION PROGRAM

Question. Your justification states that the school-to-work
transition initiative is designed to strengthen a variety of

existing models for occupational training, such as youth
apprenticeships, tech-prep education, career academies, and

cooperative education. Despite this goal, your budget request
eliminates funding for the Cooperative Education program authorized

by Title VIII of the Higher Education Act, which was reauthorized

just last year. How would this strengthen the cooperative education
model?

Answer. The term "cooperative education", as used in the

justification that you quote, was intended to refer to the practice
in many public school districts of offering vocational education
students the opportunity to alternate periods of study in school
with a job. We were not referring to the Cooperative Education

program authorized by the Higher Education Act.

We do believe that the School- to-Work program will strengthen
programs of cooperative education in school districts. All school-
to-work systems will have to include paid employment, but there will
have to be a stronger link between a student's employment and his or

her chosen "career major" in school than there is likely to be under,
most current cooperative education programs.

Question. Could grants to States under the School- to-Work
Transition initiative be used for cooperative education projects?

Answer. States would not use Federal school- to -work funds for
the kinds of cooperative education programs currently supported by
the Higher Education Act. Most higher education institutions that

provide cooperative education programs are doing so without the need
for Federal assistance. An estimated one-third of the Nation's

postsecondary institutions have cooperative education programs, and

only 147 of these programs are federally supported. In many
instances, institutions have been very successful in obtaining
support from the private sector.
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DEVELOPMENT OF OCCUPATIONAL SKILL STANDARDS

Question. The need for high standards is a major emphasis of

the Administration's school reform and occupational training
proposals. To the extent that high standards translate to high
expectations for all students -- and real opportunities to meet
those expectations -- I think this approach has some merit. Still
there are two aspects of setting occupational standards --as
opposed to standards for traditional academic subjects -- that raise

questions in my mind.

First, given the continual restructuring of our economy in

response to both changing technology and international economic

competition, how can you ensure that occupational standards are
relevant for more than a few years?

Answer. While we do not yet have verifiable Information,

experts estimate that the shelf life of a specific skill standard is

2-5 years. The Goals 2000 legislation before you assures the

relevance and integrity of the standards by requiring that skill
standards systems endorsed by the Board include a mechanism for

periodically revising and updating the skill standards. Therefore,

by establishing a process in advance, in connection with the initial
standards development, we ensure that standards are as close to real

time as possible.

Question. Second, since occupational standards would be based
on the needs of business and industry, shouldn't we let business
take the lead in this area and let business pay for it, too?

Answer. The evidence from the public dialogue on Skill

Standards, conducted last year by DOL and ED, and the preliminary
indications from each agency's demonstrations reveal standards are
more likely to be utilized when coalitions of all key stakeholders,

including business, develop the standards. It is important to note
that the success of the initiative will depend on how widely the

standards are utilized for hiring and promotion.

With regard to the second half of your question, it is

important to note that the Federal dollars can leverage a more
substantial private investment.

The initial awards for the development and implementation of
skill standards and certification demonstrations include a Federal
contribution of $4.7 million and a private contribution of $6.5
million. We expect that the Federal contribution would diminish
over time as a national system emerges. At present, the

government's contribution serves as a catalyst to bring together a

network of industries engaged in the development of standards. The
collective experience of these industries can inform the development
of this national system. The Goals 2000 legislation provides an
institutional vehicle to bring the broader network of groups and

organizations involved in skill standards together. The alternative
is an incoherent patchwork of standards fragmented by occupation,
industry, or state.
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USE OF EXISTING FACILITIES

Question. Vfhat actions are your Departments taking to

encourage the utilization of existing educational facilities

(conununity colleges and secondary schools) to provide literacy and
other job training or retraining program during the evening hours or
summer months?

Answer. Examples of such actions include:

o A joint DOL/ED briefing, along with representatives from
various education and employment and training
organizations, on the JTFA summer youth supplemental and
Education's Chapter 1 supplemental proposal. Use of

joint education and JTFA resources (i.e, facilities and

staff) was discussed at this briefing.

o Joint DOL, ED, and HHS sponsorship of a Summer Challenge
"mega-conference" in Washington in April, which provided
workshops on training models that have demonstrated
effective coordination between education and JTFA in the

delivery of literacy and job training services --

including models that have used educational facilities
such as community colleges and universities as worksites
for summer youth.

o A DOL policy guide to the States that encouraged the use
of public educational systems -- including staff and
facilities -- to provide academic enrichment during the
summer months.

o Replication of the Summer Training and Education Frogram
(STEF) by Fublic/Frivate Ventures under contract with
DOL in approximately 25 cities. Educational facilities
and staff are tlie primary service deliverers used by
this model.

EARLY INTERVENTION AND WORKFORCE PREFARATION

Question. I believe we must start at a very young age if we
are to have a major impact on changing the way we educate and train
our future workforce. Children need to enter school "ready to

learn," and early intervention services need to be reinforced

throughout elementary and secondary education. Shouldn't we think
of "school- to-work transition" as starting with high school students
and potential dropouts?

Answer. A successful school - to-work transition program should
start earlier than high school. It should start with students

receiving a sound education in basic skills and problem solving in

elementary and middle school and during their early years of high
school. Although certain aspects of the proposed school- to-work
initiative -- such as paid workplace experience -- are more likely
to take place in the later years of high school

,
some other

activities will include younger students. For instance, career
academies that meet the requirements of a school- to-work transition

program begin as early as ninth grade.
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Question. Finally, we emphasize that It is important for the

school -to-work initiative to be part of comprehensive, state-wide
education reform. As "school- to-work" is incorporated into these

larger efforts, we expect to see the benefits of integrating
academic and occupational learning, linking school and work-based

learning, and building linkages between secondary and postsecondary
education have some effect on all students, including those in the

early years of education. Won't we go a long way toward preparing
our children for tomorrow's high-tech workforce if we do a better

job teaching them to read and write, and think creatively to solve

problems?

Answer. Yes, it is important to do a better job of instilling
basic skills and teaching students to think creatively to solve

problems. But we have found that many students learn better when
theoretical instruction is integrated with structured on-the-job
training. These work-based approaches -- combined with school-based

learning -- can be particularly effective in engaging student

interest, enhancing skill acquisition, and preparing youth for high-
skill, high-wage careers.

SUBCOMMITTEE RECESS

Senator Harkin. Thank you very much. The subcommittee will
stand in recess to reconvene at 9:30 a.m., Thursday, May 20, when
we will meet in room SR-428A to hear from the Centers for Dis-
ease Control and Prevention, National Immunization Program.
[Whereupon, at 11:40 a.m., Wednesday, May 19, the subcommit-

tee was recessed, to reconvene at 9:30 a.m., Thursday, May 20.1



DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, AND EDUCATION, AND
RELATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 1994

THURSDAY, MAY 20, 1993

U.S. Senate,
Subcommittee of the Committee on Appropriations,

Washington, DC.

The subcommittee met at 10:10 a.m., in room SR-428A, Russell

Senate Office Building, Hon. Tom Harkin (chairman) presiding.
Present: Senators Harkin, Bumpers, and Bond.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Centers for Disease Control and Prevention

statement of walter a. okenstein, director, national immu-
nization program

accompanied by phil horne, national immunization program

opening remarks of senator harkin

Senator Harkin. Good morning. The Subcommittee on Labor,
Health and Human Services, and Education, and Related Agencies
will come to order.

Today's hearing will focus on the immunization program. We will

be hearing from witnesses from the Centers for Disease Control
and Prevention and from the public sector on the delivery of vac-

cines.

I am very pleased that this hearing is being held today to place
particular emphasis on immunization programs and to explore
what needs to be done to ensure that children are appropriately
immunized by the age of 2. I want to thank Senator Bumpers for

his leadership and guidance in this area and for making sure that
this hearing is held today.

Placing a premium on disease prevention and health promotion
is our best hope to hold down health care costs and to improve the

quality of life for all Americans. For example, according to the Cen-
ters for Disease Control and Prevention, because smallpox has been

eradicated, we save the cost of the total smallpox eradication effort

every 4 months. Similarly, if polio is eradicated from the face of the

Earth, which I understand it will be by the end of this decade—
just think about that, polio eradicated by the end of this decade—
polio immunization would be discontinued at a minimum savings

(383)
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of $300 million each and every year. That is quite a dividend for

the American taxpayer.
However, despite the fact that most health prevention measures

either save lives or greatly reduce the risk of death, prevention
strategies have not been incorporated into the core of our health
care system. Fortunately, prevention is now being recognized as a
cost saver and must be included as part of any health care reform

package.
The immunization program has saved countless lives and pre-

vented innumerable disabilities through the use of vaccines. How-
ever, more needs to be done to reach children at an earlier age.

Again, Senator Bumpers, you are to be commended for your un-

failing efforts through many years to ensure that all children are
immunized. You may be sure that this subcommittee appreciates
your expertise and your leadership. We look forward to working
with you. Again, thank you for making sure we had this hearing
today. I have another hearing that I have to attend, and so I will

turn it over to you for your leadership in chairing this hearing.
Again, thank you very much.

OPENING STATEMENT OF SENATOR DALE BUMPERS

Senator Bumpers. Mr. Chairman, thank you very much. I will

just insert my full statement in the record and summarize a few

points.
We are not here this morning to beat up on the pharmaceuticsil

companies. Indeed, I do not think we even have a representative
from the pharmaceutical companies here.

We are here this morning to do three or four things. No. 1, figure
out what is the best and most effective way to deal with the prob-
lem that has plagued us now for 20 years. I have been involved in

immunization programs for 20 years since I was Governor of my
State and my wife really piqued my interest in it. Yet, 20 years
later we still have the same problems we had before. How do you
get children immunized? For a long time we thought it was money.
Now we are not quite so sure that money is the solution to it, but
we do have a President who is fully committed to solving the prob-
lem and is proposing $400 million more in 1994 than in 1993. It

is almost a aoubling of the program.
So, what we want to do this morning is to examine how we are

going to use that money in the most effective way. Is the problem
really solvable? Can you get children into the clinics without also

coming up with some kind of a stick against the parents who are

dilatory in getting the children immunized or indeed negligent or
indifferent about their children's health? Our primary concern, of

course, is how do we get children immunized by the age of 2. We
know we can get them immunized by the age of 6 because we re-

quire them to be immunized before they stsut to school. That is a

pretty big stick, but it is one that works. But 6 is too late, not that
it isn't important, it's just too late.

So, these questions are about who are the children who are not

immunized, why are they not immunized, how do we deal with cor-

recting that problem. As I say, after 20 years, we still don't have
a firm answer and we have an awful lot of proposals. Finally, how
are we going to spend almost a doubling of the budget in the most
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effective way? We must not squander this period in the history of

this country when we have a President totally committed to this

program.
Mr. Chairman, let me thank you very much for holding this

hearing this morning and I hope that it will bear fruit. Frzinkly,
I have been over the testimony of the witnesses and I think it will.

Senator Harkin. Thank you very much, Senator Bumpers.
Senator Bond.

OPENING STATEMENT OF SENATOR CHRISTOPHER BOND

Senator Bond. Thank you very much, Mr. Chairman.
I certainly would agree that we have a deplorable problem in this

country with childhood immunizations. I am pleased that we are

focusing on remedying this unfortunate situation. I want to com-
mend Senator Bumpers for his leadership and you for calling this

hearing and particularly for all of the efforts that have gone into

trying to solve the immunization program both by Senator Bump-
ers in Arkansas and elsewhere.

But, as in any situation one-half of the solution is just under-

standing the problem. In this problem, as in so many others, I

think it is important that we get the emphasis on the right sylla-
ble. When it comes to the appallinglv low immunization of 2 year
olds in this country, suggesting that having Uncle Sam buy all the
vaccine in the country will solve the problem is missing the point.
The problem is not a lack of vaccine, but a failure to gain access
to the vaccination. This lack of access or failure to gain access to

vaccines is partly a symptom of larger barriers to a lack of access
to health care. Partly it is a lack of awareness on the part of some
parents as to the serious threat that faces an unimmunized child.

Eleven States already have a universal purchase program and
their experience should be a lesson to us that simply buying more
vaccine is not the panacea. The average vaccination rate in these
universal purchase States is only 63 percent compared with a na-
tional average of 58 percent. Much of the improved vaccination rate
in those States can probably be attributed to improved outreach ef-

forts and eliminating barriers.
I was struck by a report that Senator Lugar gave several of us

within the last month about a major program in Indianapolis
where they identified 10,000 children 2 years and under who were
unvaccinated and should be vaccinated. A community effort pro-
vided free vaccines. They used the combined efforts of all of the

media, civic organizations, and everything else to advertise free

vaccines, to make it readily available. The first weekend they vac-
cinated 1,000. The second weekend they vaccinated 1,000. The
third weekend they vaccinated 1,000. Essentially with a major all-

out effort with free vaccine, they got 30 percent of the unvaccinated
children 2 years and under in Indianapolis vaccinated.

I think this goes back to the point that Senator Bumpers was
making. Something else has to be done. To say that the Federal
Grovemment should fill in the gaps by purchasing the vaccines for

families with health insurance whose insurance does not cover im-
munization in my view is a misuse of limited funds. The obvious
inclination of insurers, if this were enacted, would be to eliminate
vaccine coverage where it does exist since the Grovemment would
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be offering to pick up the tab. When there are so many funding
needs in this subcommittee alone, I do not think that is a good way
to spend money.
This is an issue that should be addressed in health care reform

as part of a broader picture which is extremely important that we
address. There are some very real questions that we need to raise

about what it is in our system that virtually eliminates our immu-
nization rate problem once these kids enter school. I think Senator

Bumpers has already referred to it. There is a clear parental re-

sponsibility to get the children vaccinated before getting them to

school.

Do we need to place more emphasis on the responsibility of par-
ents to get their under 2-year-old infants immunized? I think that
somewhere in that question lies the answer to the problem of how
we achieve the rates of immunization that we in this country have
a right to expect. It is intolerable that we have as many children

exposed to the dangers of diseases that can be dealt with very ef-

fectively if we secure immunizations. I look forward to working
with the members of this committee to see if we cannot develop an
effective response to a very troubling and a very serious health

problem in our Nation.
Thank you, Mr. Chairman.
Senator Harkin. Thank you. Senator Bond.
I will turn the chairmanship over to Senator Bumpers. I do have

to leave. Thank you. Senator Bumpers.

SUMMARY STATEMENT OF DR. WALTER ORENSTEIN

Senator Bumpers [presiding]. Thank you very much, Mr. Chair-
man.
Our first witness this morning is Dr. Walter Orenstein from the

Centers for Disease Control and Prevention in Atlanta. Dr.

Orenstein, I asked Betty Bumpers at breakfast this morning if she
knew you and she said like a brother. [Laughter.]

Dr. Orenstein, welcome to the committee and please proceed with

your testimony. If you can summarize it, fine. If you cannot, that
is OK too.

Dr. Orenstein, Thank you very much, Senators Bumpers and
Bond.

I am Walter Orenstein, director of the Nationsd Immunization

Program of the Centers for Disease Control and Prevention at

CDC. I am accompanied by Phil Home also of that program to my
left.

Thank you for the opportunity to address this committee on the

importance of assuring our children are fully immunized. While
much remains to be done, we are thankful for all the support you
and the committee have provided to the program in the past. That

help has prevented millions of cases of vaccine-preventable diseases
ana saved thousands of lives.

The serious health burden of vaccine-preventable diseases is evi-

dent from the measles resurgence between 1989 and 1991, a resur-

gence that resulted in more than 130 deaths and direct medical
care costs in excess of $150 million. The Nation responded to that

epidemic by vaccinating more preschool children than ever before.

Measles immunization levels among 1- to 4-year-old children in
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1991 became the highest ever recorded, and at 78 percent were
more than 17 percentage points higher than in 1985.

However, our marked success in the fight against measles has
not been translated into success in improving immunization levels

for other vaccines. If you could look in my prepared testimony in

the back at table 1, you can see that immunization levels for diph-
theria, tetanus, pertussis vaccine, or DTP, and for oral polio vac-

cine are no better in 1991 than in the past and in fact may be
lower.

Furthermore, an ongoing system to assure the gains against
measles are maintained and enhanced is not yet in place, raising
the specter of declines in immunization levels once the fear of expo-
sure to disease diminishes.

Several barriers exist that are delaying the age-appropriate im-
munization of children. As you know, the President is working with
the Congress to pass legislation that would remove those barriers

and ensure that all children have access to vaccines and immuniza-
tion services when they need them.
You have asked that I focus on three issues in my testimony

today: No. 1, what we know about the magnitude of the under-im-
munization problem; No. 2, what we know about the characteristics
of children who are underimmunized; and No. 3, how we plan to

use the increases and resources requested in the President's fiscal

year 1994 budget submission to improve immunization coverage.
Estimating immunization levels among preschool children is

complicated by the fact that many parents do not have records at

home and parental recall of immunization may be inaccurate. We
do not have presently a system that can readily identify children
who are inadequately immunized. In the absence of an ideal meas-
urement system, we can give estimated ranges of immunization
levels for 2-year-old children based on different ways of analyzing
the information we have. The true coverage probably lies some-
where within the ranges.
Our latest national data come from the National Health Inter-

view Survey which collected immunization data from a random
sample of 2-year-old children in the United States in 1991. Full

coverage is best evaluated in this population for 8 doses of vaccines
recommended at the time rather than the 14 to 15 doses rec-

ommended for children bom today.
Table 2 shows in my testimony the immunization coverage for 2-

year-old children in the entire Nation varies from 37 to 56 percent,
depending on the method of analysis. Coverage is lower among
blacks than whites, lower among children who live in poverty than
among those who do not, and lower among children residing in

urban areas than among those living in suburban and rural areas.
Also striking in that table is how low immunization coverage is

in all groups represented. Low immunization coverage is not simply
a problem of minority, poor, inner city children, although they are

disproportionately affected.

Coverage figures based on the complete series may not give a
true picture of the magnitude of the problem of underimmunization
since children who need one dose and children who need eight
doses contribute equally because both are incompletely immunized.
Overall 16 to 17 percent of 2 year olds needed a dose of measles.
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mumps, rubella, or MMR, 22 to 24 percent a single dose of DTP,
and 14 to 17 percent a single dose of oral polio vaccine. All three
could be given at a single visit. The degree of undervaccination is

most severe among members of high risk groups defined in table
2.

A disadvantage of the national health interview survey is that it

does not give us State and locality specific information for 2-year-
old children. For this we rely on surveys of children entering school
who are generally 5 to 6 years of age to determine their vaccination
status back 4 years ago when they reached their second birthday.
Thus, these data are at least 3 to 4 years out of date when collected
at school entry.

Retrospective surveys for the 1991-92 school year are shown in

table 3 of my prepared testimony. Median coverage levels vary
from a high of 77 percent for measles-mumps-rubella vaccine to a
low of 56 percent for four DTP, three OPV, and one MMR. How-
ever, there is wide variation, and if you look at the figure in the

table, which is a map, it displays the variation by State. Overall
our lowest State coverage was reported from Utah with 36 percent
and our highest from New Hampshire with 79 percent. No State
achieved the year 2000 target of 90 percent coverage.
The above discussion indicates how difficult it is to measure im-

munization coverage of preschool children in the United States U3-
cause many parents do not have records at home. And because sur-

veys to determine coverage at the local level where it is needed
most, not at the national level, are costly. This is one of the reasons
the administration is putting such a high priority on developing
State immunization registries which would enroll all children in a

given State shortly after birth, help parents remember to get their
child immunized, monitor adverse events, and at the same time
allow ongoing measurement of immunization levels in every local-

ity to help local health care providers determine how best to serve
their populations.
The fiscal year 1994 budget request calls for an additional $50

million to begin assisting States in developing these registries.
CDC intends to issue a grant announcement shortly to all States
for the purpose of obtaining comprehensive plans with resource es-

timates to determine what it will really take to develop their infor-

mation systems.
The immunization problem will only be solved if there is suffi-

cient State and local commitment to solving it. To help develop that

commitment, CDC asked 2JI existing immunization grantees and
24 urban areas selected on the basis of size and percent minority
population to submit comprehensive immunization action plans, or
lAP's. This was a bottom-up approach with each area tailoring its

request to its own special situation. The fiscal year 1994 budget re-

quest contains an increase of $190 million which we believe will

fund the highest priority activities in all areas.
The fiscal year 1994 budget also requests an additional $8.3 mil-

lion to further implement universal vaccination of children against
hepatitis B. With these funds, the Federal Government will in-

crease purchases of vaccine from 40 to 60 percent of the needs in

the public sector.
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In addition to increased funding for hepatitis B vaccine, the

budget requests $21 million for the increased costs of acellular per-
tussis vaccine licensed for use and preferred for use for doses 4 and
5 of the five-dose DTP schedule. The funds requested would fully
cover the public sector need.
Other requests include $6 million for a national information and

education program to enhance parental demand for immunization,
$10.2 million to improve surveillance of infectious diseases, espe-
cially those preventable by vaccination, and strengthen our abilities

to respond to outbreaks, $2.3 million to aggressively assess and
evaluate emerging infectious diseases, $6.4 million for vaccine re-

search and development, $12.5 million to improve evaluation of
vaccine safety, and $19.8 million, as Senator Harkin mentioned, to

assist the World Health Organization in its effort to eradicate polio.

PREPARED STATEMENT

In summary, failure to adequately vaccinate our children is wide-

spread. While poor, minority, inner city children are at greatest
nsk of underimmunization, immunization levels are not ideal in al-

most all populations and geographic areas of our Nation. Our coun-

try can respond to crises as demonstrated by our response to the
measles resurgence, but our goal is not responding to crises but
preventing them. The administration's fiscal year 1994 budget re-

quest will go a long way toward developing the system we need to
ensure all of our children are immunized on time. We owe this to
them and to their future generations.
Thank you, and I will be happy to answer any questions.
[The statement follows:]

Statement of Walter A. Orenstein, M.D.

Mr. Chairman, I am Walter A. Orenstein, MD, Director of the newlv formed Na-
tional Immunization Program (NIP) of the Centers for Disease Control and Preven-
tion (CDC). I am accompanied by Phil Home, NIP, CDC.
Thank you for the opportunity to address this Committee on the importance of

assuring our children are fully immunized. While much remtdns to be done, we are
thankfm for all the

support you and the Committee have provided to the program
in the past. That help has prevented millions of cases of vaccine-preventable dis-
eases and saved thousands of lives.

Immunization is one of the most effective prevention measures available. Most
vaccines protect 90 percent or more of the children who receive a complete series.
But vaccines protect more than the vaccinated individual, "niey protect society as
well. When immunization levels in a community are high, the few who cannot be
vaccinated such as those too young for vaccination and those who have legitimate
contraindications to immunization are often indirectly protected because tiiey Eire

surrounded by vaccinated persons and do not get exposed to disease. Vaccines are
also very cost-effective. For example, for every dollar spent on measles-mumps-
rubella vaccine, fourteen dollars are saved in medical and otiier societal costs.
The serious health burden of vaccine-preventable diseases is evident from the

measles resurgence between 1989 and 1991, a resurgence that resulted in over
55,000 cases, more than 130 deaths, and over 11,000 hospitalizations with direct
medical care costs estimated to be in excess of $150 million. The nation responded
to that epidemic by vaccinating more preschool children against measles than ever.
In both 1991 and 1992, over 400,000 more children were vaccinated in public clinics
at the appropriate age than in 1988, the year prior to the resurgence. Measles im-
munization levels among 1- to 4-year-old children in 1991 were the highest ever re-
corded and at 78 percent were more than 17 percentage points higher than in 1985
(Table 1). The number of measles cases reported in 1992 was the third lowest ever
and measles cases reported during the first 18 weeks of 1993 represent only 13 per-
cent of the cases reported through the same period in 1992. If present trends con-
tinue, fewer than 500 cases will be reported, less than one-third of the cases re-
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ported during the previous record low year for measles. Use of measles, mumps, and
rubella (MMR) vaccine to control the epidemic has also resulted in record lows in

reported cases of mumps and rubella in 1992.

However, our marked success in the fight against measles has not been translated

into success in improving immunization levels for other vaccines. As shown in Table

1, immunization levels for diphtheria, tetanus, pertussis (DTP) vaccine and for oral

polio (OPV) vaccine are no better in 1991 than in the past and in fact may be lower.

Furthermore, an ongoing system to assure the gains against measles are maintained
and enhanced is not yet in place, raising the specter of declines in immunization
levels once the fear of exposure to disease diminishes.

Several barriers exist that are delaying the age appropriate immunization of chil-

dren. As you know, the President is working with the Congress to pass legislation
that will remove those barriers and ensure 5iat all children have access to vaccine

and immunization services when they need them.
You have asked that I focus on three issues in my testimony today: (1) what we

know about the magnitude of the underimmunization problem; (2) what we know
about the characteristics of children who are underimmunized; and (3) how we plan
to use the increases in resources requested in the President's fiscal year 1994 budg-
et submission to improve immunization coverage.

Estimating immunization levels among preschool children is complicated by the

fact that many parents do not have records at home and parental recall of immuni-
zation may be inaccurate, particularly when parents are asked exactiy when doses

were given and how many doses of each vaccine the child received. At the present
time the parent would have to remember the dates of 14 to 15 doses of vaccine

wMch should be administered prior to the second birthday. Without a record, this

is almost impossible. This problem could be solved by immunization data bases at

the local and State level which would contain information on all immunizations

given within the respective jurisdiction. However, few such databases exist pres-

entiy.
In the absence of an ideal measurement system, we prefer to give ranges of immu-

nization levels for two year old children based on different ways of analyzing the

coverage information. Actual coverage levels probably lie somewhere within the

ranges. National data come fi-om t£e latest National Health Interview Survey,
which collected immunization data fi*om a random sample of all preschool children

in the United States in 1991. Fewer vaccines were recommended in 1988 and 1989,
the years in which two year olds in this 1991 survey were bom. Therefore, full cov-

erage for this population is best evaluated for 8 doses of vaccines recommended for

two year old children at the time of the svu-vey rather than the 14 to 15 doses rec-

ommended for children bom today.
Table 2 shows complete immunization coverage for two year old children varies

from 37 to 56 percent depending upon the method of analysis used. Coverage is

lower among blacks than whites, lower among children who Uve in poverty than

among those who do not, and lower £imong children residing in urban areas than

sunong those living in suburban and rural areas. Reported levels among blacks may
be as low as 20 percent or as high as 33 percent. In either case, the coverage is

well below the target established in the Healthy People Year 2000 objectives of 90

percent full immunization by the second birthday.
Also striking is how low immunization coverage is in all groups represented in

the Table. The highest reported was 62 percent, a deficit of 28 percentage points
from tiie 90 percent goal. Low immunization coverage is not simply a problem of

minority, poor, inner city children. However, poor children, children who are mem-
bers of racial and ethnic minorities, and children living in inner cities are dispropor-

tionately affected.

Coverage figures based on the complete series may not give a true picture of the

magnitude of the problem of underimmvinization since children who need one dose
and children who need eight doses contribute equedly because both are incompletely
immunized. Overall, 16 to 17 percent of two year olds needed a dose of MMR, 22
to 24 percent, a single dose of DTP, and 14 to 17 percent a single dose of OPV. All

three could be given at a single visit. On the other hand, 7 to 9 percent needed all

4 recommended doses of DTP
ret^uiring

4 visits to be completed and 10 percent
needed all 3 doses of OPV requirmg 3 health care provider visits. The degree of

undervaccination is most severe among members of racial and ethnic minorities,
children living below the poverty level, and children living in urban areas.

A disadvantage of the National Health Interview Survey is that it does not give
us state and lawdity specific information for two year old children. For this we rely
on surveys of children entering school, who are generally 5 to 6 years of age, to de-

termine their vaccination status as of their second birthday. These data are 3 to 4

I
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years out of date when collected at school entry. However, they are all record based
and we beheve are the most accurate source of information.

Retrospective surveys for the 1991-1992 school ye£ir are shown in Table 3. Median
coverage levels vary from a high of 77 percent for MMR to a low of 56 percent for

4 DTP, 3 OPV, £uid 1 MMR. However, there is wide variation. The map (figure 1)

displavs this variation by state. Overall, our lowest state coverage was reported
fix)m Utah with 36 percent and our highest from New Hampshire with 79 percent.
No state achieved the Year 2000 target of 90 percent.
The above discussion indicates how difiBcvut it is to measure immvmization cov-

erage of preschool children in the United States. Because many parents do not have
records at home and because surveys to determine coverage at the local level can
be costly, immunization data for estimating coverage of children bom in most com-
munities today will not be readily available unto 5 vears from now when the chil-

dren enter school. This is one of the reasons the Administration is putting such a

high priority on developing State immunization registries which would enroll all

children in a given state shortly after birth, help parents remember to get their
child immunized, monitor adverse events, and at the same time allow ongoing meas-
urement of immunization levels in every locality to help local health care providers
determine how best to serve their populations. Mike Chanev will describe now such
information, when given to clinic decision makers who could implement policies that
enhanced immunization, led to an approximate doubUng of coverage among children
who use public clinics in Georgia.
The fiscal year 1994 budget request calls for an additional $50 million to assist

states in developing these registries. CDC intends to issue a grant announcement
shortly to all States for the purpose of obtaining comprehensive plans witli resource
estimates to determine what it will take to develop the information systems.
The immunization problem will only be solved if there is sufficient state and local

commitment to solving it. To help develop that commitment, CDC asked all existing
immunization grantees and 24 urban areas, selected on the basis of size and percent
minority population,

to submit comprehensive Immunization Action Plans (LAP'S).
This was a Dottom-up approach with each area tailoring its reauest to its own spe-
cial situation. Critical components of these plans included needs for improving the
service delivery infrastructure, state and local needs for information and education,
and assessment and evaluation. In fiscal year 1992, the 87 eUgible areas requested
over $250 million while approximately $46 miUion was available. Each area was

^ven a base award, based on population size, and some applicants received addi-
tional fiinds based on the quality of their

plans.
The fiscal year 1994 budget request

contains an increase of $190 million which we believe will fund the highest priority
activities in all areas. Within this amount, funds will be provided through the areas
that have lAFs, to the Bureau of Primary Health Care's Community and Migrant
Health Centers, Health Care for the Homeless, and Public Housing Health Care
Centers. These funds would significantly enhance the infi-astructure of these health
care delivery sites, improve immunization coverage, and facilitate collaboration be-
tween State and local health departments and the Centers.
The fiscal year 1994 budget also requests an additional $8.3 million to fiirther im-

plement universal vaccination of chil(fren against hepatitis B. With these funds, the
Federal government will increase pvu-chases of vaccine fi*om 40 percent to 60 percent
of the needs in the public sector.

In addition to increased funding for hepatitis B vaccine, the budget requests $21
million for the increased costs of acellular pertussis vaccine licensed for doses 4 and
5 of the 5-dose DTP schedule. This vaccine is associated witii lower rates of fever
and local reactions than the whole cell pertussis vaccines and acellular vaccines are
preferred over whole cell vaccines by the Advisory Committee on Immunization
Practices. The funds requested would fully cover the public sector need.
Other requests include $6 million for a national immunization information and

education program to enhance parental demand for immunization, $10.2 million to

improve surveillance of infectious diseases, especially those preventable by vaccina-
tion and to strengthen responses to outbreaks, $2.3 million to aggressively assess
and evaluate emerging infectious diseases, $6.4 inillion for vaccine research and de-

velopment, $12.5 million to improve evaluation of vaccine safety, and $19.8 million
to assist tiie World Health Organization (WHO) in its effort to eradicate polio. If

the latter is successful, Americans will save at least $100 million annually in vac-
cine costs adone when polio vaccination can be stopped.

In summary, failure to adequately vaccinate our children is widespread. While
poor, minoritAf, inner

city children are at greatest risk of underimmunization, immu-
nization levels are not ideal in almost all populations and geographic areas of our
nation. Our country can respond to crises as demonstrated by our response to the
measles resurgence. But our goal is not responding to crises but preventing them.
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The Administration's fiscal year 1994 budget proposal will go a long way toward de-

veloping the system we need to ensure all of our children are immunized on time.
We owe this to them and to future generations.
Thank you, Mr. Chairman. I would be happy to answer any questions.

TABLE 1.—IMMUNIZATION STATUS i OF 1 TO 4-YEAR-OLD CHILDREN, SELECTED YEARS, UNITED

STATES

[In percent]

Yttr
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Figure 1

Immunization Status* of School Enterers**
at the Second Birthday, U.S., 1991-1992

Did not report ^g 50%-<60%
<50% 88881 60%-<70%

^70%

• 4 DTP, 3 Polio, 1 MMR
** North Dakota & Tennessee results from children 2 years of age 1991

Senator Bumpers. Thank you very much, Dr. Orenstein. That is

an excellent statement.
Let me start off the questioning by asking you, these children

that miss their fourth shot, what is the increase in their risk? That
is an 18-month shot, right, the fourth one?

Dr. Orenstein. That is correct.

Senator Bumpers. What is the increased risk for not getting the
fourth shot? They got three shots, they missed the fourth one, and
they do not get another one until they start to school. Now, there
is a 3y2-year interim there.

Dr. Orenstein. Thank you. Senator Bumpers. No. 1, we must
look at what this Nation has done with regard to pertussis control

with the current schedule. We have so little pertussis in this coun-

try right now that we cannot even do a vaccine triad. There is not

enough disease to actually test a new vaccine in this country. That
reduction has been developed with a four-dose schedule, and while
a number of children do not get that fourth dose in time, many do.

In fact, more than 50 percent get it on time. So, in essence, we
have brought pertussis incidence down using that schedule to very
low levels.

No. 2 is there are data that clearly show that children who make
antibodies or proteins against the pertussis organism decline sub-

stantially by the second year of life and that the fourth dose does
boost those antibody levels very well.

Then finally, from some indirect evidence, looking for example at
the United Kingdom where they do not give such a dose, they have

substantially more reported cases of pertussis and their age dis-

tribution is different. For example, they have more cases in older
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children that we do not see and we think, in part, that it is because
of the fourth dose. So, while it is not as important as the first

three, we think it adds some benefit.

Senator Bumpers. When that child starts to school, do you just

give them the fifth shot and you skip the fourth one?
Dr. Orenstein. Yes; we would at that point give them the fifth

shot. We do not recommend a shot after that.

Senator Bumpers. Well, is the child at more risk by having
missed that shot and getting the fifth shot? Do you follow me? In

other words, they only got four shots.

Dr. Orenstein. Right. If they survive to school without having
gotten disease, then clearly they are not at risk. The benefit really
is to cover them during the preschool period. If they are not ex-

posed during that period, they do not need that shot, but many of

them do, and there is some indirect protection. Again, I want to

emphasize it is the first three doses that clearly are the most im-

portant, but we for many years—and it is not just the Public
Health Service, but the American Academy of Pediatrics and the
Canadians all have recommended the full five-dose schedule, but it

is less important than the other three.

Senator Bumpers. Dr. Orenstein, you say that your survey indi-

cates 60 percent of the children who are not fully immunized are
above the poverty level. Now, when you consider that 80 percent
of the children in the country live above the poverty level, that still

means that below poverty there is a much higher percentage of

them unimmunized, does it not?
Dr. Orenstein. They are at substantially higher risk of

underimmunization than the rest of the country.
Senator Bumpers. Your chart also shows that between blacks

and whites and suburban versus urban, you say that the immuni-
zation level for DTP among blacks is like 20 to 33 and among
whites it is 41 to 60. Of course, that also indicates a poverty prob-
lem.

Dr. Orenstein. Exactly.
Senator Bumpers. The same way with suburban versus urban.

Suburban is 40 to 61. They are the most affluent neighborhoods in

America, of course, versus the urban and that is what we most
times refer to as inner city, 31 to 43. That is about a 10- to 20-

percent lower level of immunization.

Now, that brings me to this question. We are going to have testi-

mony later, and I have talked to Dr. Roper about this in the past.
We are going to have some rather impressive testimony here later

that in Baltimore, MD, they have used a pretty big stick on AFDC
recipients. What they did was to give parents a 6-month warning
about having their children immunized. If at the end of 6 months
they do not have their children immunized, they start docking their

AFDC payments by $25 a month. The testimony will further
show—and I think I am stating it correctly

—^that they have raised
immunization levels among AFDC children to 90 percent. Now, the

proof is in the pudding there, isn't it?

Dr. Orenstein. I have not seen the data. What you are saying
sounds very impressive.
Senator Bumpers. Let's talk about that as a possible partial solu-

tion to immunization levels. I know that some people, when they
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first hear that, say that would be inhumane to dock women who
are getting AFDC payments if they do not have their children im-

munized, but that is an idea that has been floating around for 2

years. I do not think Baltimore is the only locality that has experi-
mented with it. But just as a principle, what do you think about
that both as a principle and as a method of getting children immu-
nized?

Dr. Orenstein. I think the administration has some concerns
with the stick approach when we have not fully made our services

user friendly. In a number of areas around the country it takes
weeks to months to get appointments. When parents show up,
there are long waits, unpleasant experiences, and there also are

problems with issues of provider failure to take advantage of many
opportunities that are there. I think the administration would pre-
fer, before going to punitive actions, to think of more positive types
of incentives and will consider such incentives for both providers,
as well as for parents before going to the negative incentives.

I think there is considerable concern, as you mentioiied, that peo-

ple in real need will lose those very vital payments, or food in the
case of WIC, that are needed for overall child health, and we may
be compromising overall health just to improve immunization lev-

els.

Senator Bumpers. You are familiar with New York Citj^s experi-
ment along the same lines with the WIC program. Could you dis-

cuss that for us?
Dr. Orensteest. Yes; in New York City what was done is to

evEduate three interventions. One was to assess children going to

WIC clinics and just refer them to their private doctors or clinics

for immunization.
A second was to have somebody stationed in the clinic and take

the individual from the WIC clinic to an immunization clinic where
the child could be immunized.
The third was what we call a voucher incentive. Normally in

New York vouchers are given out at 2-month intervals so the par-
ent could come in every 2 months to get vouchers. WIC defined a
child who was underimmunized as high risk and under those set-

tings the parent had to come in every month to get a voucher so

they could see the parent and talk with the parent. If the child be-
came immunized, they could go back to 2 months.
Under that setting, both the escort type of intervention, as well

as the voucher incentive, improved measles coverage levels to about
80 percent compared to between 40 and 50 percent in simple refer-
ral. So, it worked quite well, and there was no evidence that any-
body under the voucher incentive dropped out of WIC because of

being required to come in monthly.
Senator Bumpers. Are you familiar with v/hat the President said

in Cleveland last week?
Dr. Orenstein. I have seen a copy of the statement.
Senator Bumpers. He essentially endorsed that notion. I must

say I was rather surprised. Somebody raised the question would he
support that. Here is his statement. He said:

You may know, for example, there are a lot of countries, France, where even
working-class families get a family allowance when a woman is pregnant. You can
only draw the family allowance if the mother can prove that she has followed a cer-
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tain regime of maternal health designed to produce a healthy baby. I saw the other

day in the paper that some Republican Congressmen had suggested that we ought
to do the same thing with immunization for people on public assistance having to

inununize their kids. I thought that was a good idea.

I do not know whether he thought that the next day after he got
home and talked to his wife about that. [Laughter.]

I have not heard anything more about it.

Well, in any event, if you do that, that does seem a little dire and
a little stringent, but it is obviously working in New York and it

is working in Baltimore. We are not running a Mr. Good Guy oper-
ation here. We are running an operation to try to eradicate these

diseases among our children in this country. It is something that

everybody has known is doable.

I remember when Jimmy Carter was elected President. I had
served in the Governors Conference with him, along with Senator
Bond. Just a few of us bom to rule, right. Senator Bond?
Senator Bond. Yes; I tell you what. We were in there with a good

group.
Senator Bumpers. In any event, Betty was so excited about

Jimmy Carter being elected President, she rushes off to the White
House and she said you know, Mr. President, here is something
you can do under your leadership and Joe Califano at that time

Secretary of HEW. You can do this and 4 years from now, when
you run you can say Government does do some things well.

We set out to do this and we did it. Of course, as you know, they
started on a mammoth operation, and it was successful without

any sticks being used, but the minute that big hurrah was over—
and it was largely accomplished through the same method you
mentioned a while ago. Senator Bond, publicity and some outreach,
but mostly just a heavy publicity campaign. They succeeded very
well, and the President was able to talk about it. But once the red

lights on the cameras went off, we went right back to where we
came from, lethargy, indifference, and nobody was really steering
the ship.

So, what we are trjdng to do now is to institutionalize methods
that will assure us that the children are going to be immunized.

Now, I will just conclude right now and go to Senator Bond, but
I wanted to ask you do you have any idea of what kind of a stick

we might use against more affluent parents who are still lethargic
and indifferent about their children's health?

Dr. Orenstein. That is a difficult question since I think the ad-

ministration is still looking at more of a carrot and, really, the

most important thing is fixing the infrastructure. In essence, we
feel that a lot of the data we see suggest that if we could take ad-

vantage of every provider opportunity, we could substantially im-

prove coverage, be they children visiting emergency rooms or chil-

dren visiting clinics for acute illnesses which would not contraindi-

cate vaccination. I think that is where we are putting our major ef-

fort. I know there has been a lot of thinking and I have heard pro-

posals I believe from a number of people such as income tax deduc-
tions or things like that, but again, I think from our point of view
in the administration, we still prefer the more positive approach
and making our services user friendly.
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I think one of the things we did with the school laws, when we
started enforcing them, is we often held clinics in the school. We
made it very easy. Before any child was thrown out of school, we
made it extremely easy to get vaccines. I remember one of the big-

gest efforts where I think 50,000 children were thrown out of
school in Los Angeles, but before that was done, they held special
clinics in almost every school to try to make services easier to ob-

tain. I think our concern is that we have not yet developed a sys-
tem that we feel comfortable with. The m^or factor needs to be pa-
rental motivation.
Senator Bumpers. Do you think all children should receive vac-

cinations free?

Dr. Orenstein. My own feeling is that vaccine costs should not
be a barrier to immunization. In essence, we all benefit from immu-
nization. If vaccine cost becomes a barrier, then I think we need
to remove that barrier.

Senator Bumpers. Senator Bond?
Senator Bond. Thank you, Mr. Chairman. You will recall also

that we served with Grovemor Reagan and Governor Rockefeller.

So, it was—I was going to say a bumper crop. [Laughter.]
But I won't say that.

In any event, let's turn back to the very serious question facing
us. Dr. Orenstein, I would agree with you 100 percent about the
need to make the system user friendly. Let me read you, however,
a quote from an article by Dr. C. Everett Koop, the former U.S.

Surgeon General. It appeared in the Washington Post on February
10, 1993. He said:

The Clinton administration's proposal that the Federal Government purchase vac-
cines for all children is a little like a doctor treating the symptoms without trying
to cure the disease. The patient may feel better, but the problem won't go away.
In the case of America's startling low immunization rate among children vinder 2

years of age, the real problem is inadequate public education and access to, not

availabihty of vaccines.

Would you disagree with or qualify that statement?
Dr. Orenstein. I think the administration was considering a big

package. Very clearly I do not think anybody would say that pur-
chase of vaccines alone would do it. I think we have all quoted the
data of differences in immunization levels by State, but the admin-
istration's proposal included that with a whole package of other

things to try to fix the infrastructure, to develop the information

system which we feel is absolutely essential if we are to achieve the

goal. I think clearly there has been a change in thinking and there
is a new proposal being offered that would not pay for vaccines for

persons who have insurance policies that cover immunization to try
to get around the issue of buying vaccines for persons who can af-

ford to pay.
I think one of the concerns we have is that a lot of the data we

are quoting, because we do not have a good computerized informa-
tion system, are old data. The data that you have quoted to me
about the 60 some odd percent versus the 50 some odd percent
come from the late 1980's. These are children bom in the late

1980*s when far fewer vaccine doses were being administered. Only
eight to nine doses were required at the time. We now recommend
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14 to 15 doses, and the cost, because of that, has skyrocketed and
many insurance policies do not cover immunizations.

I think we feel that cost should not be a barrier and we do not
want to fragment care. I think the answers are not all in on uni-

versal purchase because we do not have a good data system to

evaluate that issue.

Senator Bond. As I understand it, the immunization proposal ap-

proved by the House Energy and Commerce Committee has been
described as a compromise which targets the neediest children. Yet,
it includes a very expansive definition of the uninsured. Do you
know what proportion of children would receive free vaccine under
the compromise proposal?

Dr. Orenstein. I think about 60 percent to 70 percent, which is

not all that different from what we do today. We estimate right
now it is 50 percent plus. I do not have a good feel of what Medic-
aid covers, but we feel that today about 50 percent of the children

are vaccinated in the public sector.

Senator Bond. If it is true that even wealthy children with
health insurance could get free vaccine if their insurance does not
include an immunization benefit, wouldn't this remove an incentive

for insurance companies to cover immunizations and, even those
who do cover it, to withdraw that coverage and place the burden
on the Federal taxpayer?

Dr. Orenstein. I think that is a risk. I believe the bill was trying
to address that issue at least in the States with laws, that they
have to maintain those laws for insurance coverage. I think that

is a potential risk, but I thought that in the discussions there were

attempts to try to address that problem.
Senator Bond. One of the things that I have heard mentioned to

me by a number of physicians is the fear in many parents when
they have to read the disclosures about all the terrible things that
will happen to the children. You can listen to the list of disasters

that can befall your child, and I guess this is certainly fullest dis-

closure. But a lot of doctors have told me it scares the hell out of

the parents and operates as a significant deterrent to having them
come back and get more vaccinations. What do you think about
that problem?

Dr. Orenstein. I think we are concerned with the length of these

pamphlets and all of the details that are required in the current
law. One of the things being considered in the bills is to greatly

simplify those pamphlets. I think they need to be simplified and
can be simplified to not be a medical textbook in a sense and give

parents what they really do need to know about benefits and risks.

Senator Bond. Do you think that the risks need to be outlined?

Are we deterring needed vaccinations unnecessarily? You have to

weigh the risks and the benefits in some of these disclosures. What
is your opinion of the need for the disclosures?

Dr. Orenstein. I think we have an obligation to parents to in-

form them about benefits and risks. I think I as a parent in addi-

tion would like to know the risks. What I need some help with is

putting them in perspective. I would not want to hear about risks

disproportionate to tne benefits, and that is one of the problems.
It is very easy to focus on the risks because there is not that much
disease around right now and one forgets about the benefits. I
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think we have an obligation to provide it, but help parents to un-
derstand it and put it in perspective.
Senator Bond. A humble suggestion might be that the risks start

off with a definition of the risk of nonvaccination. Maybe there is

some way in your solomonic wisdom that you can develop a state-

ment of risks that really puts this a little bit in perspective. Say
you have some choices. If you don't vaccinate your child, these are
some of the dangers that can happen. There are, however, signifi-

cantly smaller risks if you do. I don't have the answer and I leave
that to the professionals. But it is something that deeply troubles
me when we focus only on the risks of doing what everybody with

any kind of medical background says is absolutely necessary even
though there is a small risk in it.

Dr. Orenstein. I could not agree with you more. I think that is

one of the things the changes in the law will help. The present law
has only IV2 items on it that deal with the benefits of vaccines and
requirements for 7V2 dealing with potential bad things from vac-
cines. I think by the changes being proposed will open up a lot

more flexibility to do exactly what you said.

Senator Bond. You also touched on another area that is very im-

portant to me and that is getting adequate information on health
care. I will probably next week be introducing a measure that we
worked on last year, Mr. Chairman. I worked with the Department
of Health and Human Services to get electronic data information
on health care. I think that is an absolutely essential first step re-

gardless of what we do or where we go. We just do not have the
information. I believe your comments about it touched on a much
bigger picture.
As the CDC, however, develops an integrated computerized infor-

mation system on immunization status, are you taking steps to
standardize the data so that as, say, a family moves from State to

State, the information on the children's vaccination can follow them
and that the information can be collected easily for those children
as well as for tracking national trends?

Dr. Orenstein. Yes; we are in the process of developing a task
force to develop this information system which would call for really
50 State immunization registries that would be able to share data
with one another. One of the key things that will come out of that
task force is a core data set so that everybody is collecting the
same information and a means of trying to transmit it from place
to place. So, we will be working very hard to do just that.
Senator Bond. Shouldn't this be part of a broader system? I

know immunizations are vitally important, but it seems to me that
that information base ought to include, yes, immunizations but
other very important factors of health not just for children—we are

focusing on children—^but for everybody. Don't you see this as part
of an overall information system?

Dr. Orenstein. I think ideally we should have the ability to look
at overall child health. I know, as a physician, when I see a child,
I like to know their growth status, whether they had prior anemia
and things like that.

My concern is we need to build the network. Once the network
is built, I think it would be fairly easy to add on other important
variables that everybody agreed to. My concern is that we not com-
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plicate it so much that we fail to build a network, but I certainly
feel that that is the end goal we should be moving to, what you
stated.

Senator BOND. We have been working on that. Dr. Orenstein,
though it is off the point from this hearing, we will share with you
the outline that we are trjdng to develop through legislation for the

development of the system because we would very much welcome
the CDC's input. Obviously, the Federal Grovemment cannot pass
a law that sets up the system, but we do need to provide the frame-
work for standardization of data, for privacy, confidentiality, and
security that would be necessary to accomplish it. We will give this

to you and ask for any ideas or guidance that you have on this
area.

Dr. Orenstein. I appreciate it.

Senator Bond. Mr. Chairman, I apologize for taking the time,
but I appreciate it.

Senator Bumpers. That is quite all right. Those are excellent

questions. Senator Bond.
I tell you the confidentiality and possible constitutional con-

straints on privacy on these things may be bigger than we thought.
Senator Bond. We have done a lot of work on it, and it is vitally

important because, as our witnesses pointed out, we do not have
the information. Throughout health care, this is one of the areas
where the United States is a leader in health care technology and
we are somewhere in the 1940's with quill and pen in keeping
track of what is happening out there. Somehow we have to get into

the late 1990's before we get into the 21st century.
Senator Bumpers. Dr. Orenstein, you know Betty and Rosal3ni

Carter's thrust has been to get the States to adopt these tracking
systems where you track a child from the day it is bom. She told

me this morning they have 17 States now that either have or are

developing their own tracking systems.
But let me ask you a question. Let's assume you have a tracking

system and you have a method of sending out a letter to somebody
sajdng your child is due for a shot at 6 months of age. Please take

your child to the nearest public health clinic or to your pediatrician
and don't fail to get the child immunized with this shot. They
throw that in the waste basket. What have you accomplished with
a tracking system?

Dr. Orenstein. I think there is a lot that comes from a tracking
system.
Senator Bumpers. You get a lot of data out of it. You are estab-

lishing a data base which is going to be very helpful to you in the

macrofigures, but what does that do to help us get these children
immunized?

Dr. Orenstein. I think several things. Senator. I appreciate the

question. A tracking system itself does not get children immunized.
It is people that get children immunized. What it is, is a tool to

help us in doing that.

What you will hear later I believe from Mike Chaney from Geor-

gia is what I consider one of the best, if not the best, immunization
success stories in the United States, and I have worked in immuni-
zation now for 16 years. What they have been able to do in Georgia
is provide information on provider specific immunization coverage.
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In other words, they go through clinics and they look at clinics to

determine their immunization coverage. They provide that informa-

tion to the clinic decisionmakers. Because of this information, those

clinic decisionmakers have changed their practices. In fact, they ,

have gone from I believe the mid-30's to the mid-70's in immuniza-

tion coverage. That is the kind of work we can do with the tracking

system. We can look at provider practices and help them change
those practices.
We are not looking at the tracking system alone. We are going

to be funding through the immunization action plans outreach

workers and people to go out and find those high risk families. The

tracking system can help us identify them. However, if we put all

of our effort into the tracking system, we will not succeed in my
opinion. Success will come from using that information. But right

now we do not have that information to use.

Senator BUMPERS. What if we had a system, not of universal pur-
chase of vaccine, but with the President's good offices helping us

provide whatever money it took, what if we had a system where

anybody was eligible to go to a public health clinic to immunize
their children? I think frankly it operates almost that way now.

While 50 percent of the children are immunized at their pediatri-
cian's office, as a practical matter, I think just about anybody—pe-

diatricians tell me they are directing more and more of their pa-
tients to the public health clinics because the cost is fairly prohibi-
tive for people of modest means. I am not talking about welfare.

I am talking about people who do pretty well. We know now a

range of shots costs what, $225?
Dr. Orenstein. About ^244 which includes excise taxes.

Senator Bumpers. Yes; so, more and more people are turning to

them, but the pediatricians tell me thev are sending them to the

public health clinics. I am pleased with that, frankly. I have no

quarrel with that. People say, well, do you want to pay for the

banker's child's immunization? I don't care. That is not of great mo-
ment to me. The child's health is what is of great moment to me.
But in any event, I think the people who are taking their chil-

dren right now to their own pediatrician will probably continue to

do so. Al\ I am saying is don't let any child be turned away because

of any kind of financial barrier and so on. So, it seems to me that

if a parent wants to take a child to the public health clinic, let

them take them. No questions asked. What do you think about

that?
Dr. Orenstein. I think that has been the policy that we have fol-

lowed over time. There is no means test for vaccination and we
would not want to put barriers in the way of getting children im-

munized.
Senator Bumpers. Do the public health clinics not ask any ques-

tions if you come in and have your child vaccinated?
Dr. Orenstein. Some do. It varies from place to place, but most

of them do not do any sort of means test to vaccinate. Some will

bill Medicaid. Some are Medicaid providers and so they will collect

information on Medicaid. But, in essence, the hope is to keep the

barriers to getting immunization at health departments minimal,
because they are overwhelmed and have real problems in deliver-

ing the services.
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I think the feeling of the administration and others is to try to

not fragment the care if at all possible. I think the concerns we
would have is having to make two visits, one to a health care pro-
vider for the well baby visit and another to the health department
for immunization. That is part of the reason for trying to make it

as easy as possible for parents.
I think the other thing that happens is that some health depart-

ments do charge administration fees. We require, however, that

any health department or physician who receives vaccines pur-
chased with Federal funds not deny vaccination for inability to pay.
Sometimes that has been difficult to enforce.

Senator Bumpers. Dr. Orenstein, do you have a personal opinion
on why we are losing, for example, in New York State 15 percent
of the kids between their third and fourth shots?

Dr. Orenstein. Again, this would be conjecture on my part, but
I think we have seen all over the world the older the child is, the
more difficult it is to get the child immunized. I think many of our
children are probably immunized because with younger kids, there
is more parental concern. They bring their younger children not

simply for immunization, but for checks. As you become more com-
fortable with your child, and because there is no immunization rec-

ommended between 6 months and 15 months of age. It is easy for

parents to forget. So, I think we begin losing them for those rea-

sons.

If we could change our vaccine schedule and if the children's vac-

cine initiative, which is seeking to help us develop vaccines, as well

as a number of the manufacturers are working on developing vac-
cines that could allow us to immunize children earlier in life, I

think our immunization coverage would go way up.
Senator Bumpers. I am one of those parents I never felt com-

fortable until the dog died and the children left home. [Laughter.]
In 1992 we gave CDC $46 million to make grants to the States.

In 1993 we gave CDC another $46 million even though they are

just now beginning to use the first $46 million. Now the President
is proposing an additional $400 million I believe it is. I'm sorry.

Dr. Orenstein. It's $190 million.

Senator Bumpers. $190 million for the same purpose.
Now, I sit on Defense Subcommittee of the Appropriations Com-

mittee. The question is always in defense how much is enough. You
want a good, strong defense, but you do not want to spend any
more money than you have to, as we did in the 1980's, for example,
with a bloated defense.
The same thing really applies here. Even though this is the sort

of issue that touches people's heart strings, there is not any reason
to waste any money on it. There is good reason, considering the

budget constraints, to use that amount of money that is necessary
to get the job done but no more.
Can we justify an additional $190 million next year when you

have not gotten the first $46 million out?
Dr. Orenstein. Senator, those plans that I spoke about in my

testimony, these immunization action plans, were developed with
the input of many public and private sector individuals at the State
level. These were people who were as close to the grassroots as pos-
sible telling us what they thought they needed. Up until that time.
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we never had very good estimates of what people thought they
would need. The initial estimate that they thought they needed to

achieve the goal was about $250 million in fiscal year 1992 and
$267 million in fiscal year 1993.

I have to admit they were quite disappointed with the $46 mil-
lion initially. You are right, it has taken some time to spend that,
but clearly in discussions with them, we are trying to use this

money and give it out and hold them accountable. We have our
problems with measurement, but we are trying to use the data we
have, such as doses administered in the public sector, to negotiate
improvements with them for further funding. So, I think we can
use the money. There are plans. People know what they want to
do with that money, and I think it will more quickly bring us to
our goal of achieving 90 percent. Again, we will learn through this

process. Experience will change the plans, but I think more fully
funding will give us a better chance of achieving our goal.
Senator Bumpers. The final question. I said we were not going

to beat up on the pharmaceutical companies and it is not intended
to. But I do want to ask you this question. I chair the subcommit-
tee that has jurisdiction over the Food and Drug Administration,
and we got into this with Dr. Kessler last Tuesday. But my ques-
tion is this. Lederle has been licensed by a Japanese company to
sell an acellular vaccine in this country, as you know.

Dr. Orenstein. Yes.
Senator Bumpers. So far they are using that for the fourth and

fifth shots on DTP. As I understand it, clinical trials are proceeding
now to determine the safety and I assume the efficacy of that vac-
cine for all five shots. Is this correct?

Dr. Orenstein. That is correct.

Senator Bumpers. Right now they plan to charge almost twice as
much for that vaccine as they do for the regular vaccine that we
have been using all of these years. Yet, one of the reasons costs
have gone up is because of the liability involved with that rather
risky—I will not say risky, but with the risk associated with DTP
shots.

What justification can you have for a vaccine costing a lot more
for the fourth and fifth shots when certainly the great risk is in the
first, second, and third shots, is it not?

Dr. Orenstein. Yes; it is.

Senator Bumpers. If the child is going to have a profound reac-

tion, it is usually with the first shot, is it not?
Dr. Orenstein, It is usually with the first—it is associated tem-

porally with the first three shots.
Senator Bumpers. So, what is the justification? Have the trials

shown that vaccine to be that superior to the present vaccine?
Dr. Orenstein. I think what they have clearly shown is reac-

tions like significant local reactions and fevers are substantially
lower with not only the Lederle product. There is a second one
manufactured by Connaught as well. We presume, since some of
the most significant reactions that occur after the fourth dose are
seizures or fits associated with fever, that this vaccine would sub-

stantially reduce that more serious adverse reaction as well.
It is a judgmental thing as to whether the reduction in fever and

in local reactions and potentially febrile convulsions is worth the
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increased price. I can tell you in the private sector that we know
last year alone that roughly 2 million doses of this vaccine were
used, and there is almost a double standard, only about 10,000
doses used in the public sector.

For a personal anecdote, I remember my child getting about a 3-

or 4-inch local reaction after her fourth dose of DTP. While it did
not seem to bother her, it bothered me a lot to see her limping
around. If it was required, I would be willing to pay more for that,
and the Advisory Committee on Immunization Practices has stated
that the acellular vaccines are preferred for doses four and five of
the five-dose schedule.
Senator Bumpers. Is Lederle now conducting clinical trials some-

place on the first three shots of this acellular vaccine?
Dr. Orenstein. I believe they are in Germany.
Senator Bumpers. In Grermany?
Dr. Orenstein. Yes.
Senator Bumpers. As I understand it, I think that is where the

trials were conducted for the fourth and fifth shots too.

Dr. Orenstein. Well, there was a variety of data that were used
in the fourth and fifl;h doses, some actually from Japan. In Japan
they use a vaccine at older ages, and then a lot of studies in the
United States not looking at the efficacy part of it, but looking at

the ability of the body to make antibodies or mount an immune re-

sponse, as well as safety has been done in this country.
Senator Bumpers. Have the Japanese been using this vaccine for

some time?
Dr. Orenstein. The Japanese have been using I believe this vac-

cine for some time, but at an older age. We in this country feel

quite concerned that pertussis or whooping cough is most severe at

an early age and that we feel very strongly that we have to vac-
cinate children early in life and not wait until 2 years of age. In

Japan they did see a marked reduction in whooping cough after the
second birthday, but in fact did not see the same kind of reduction
with the younger children who were not vaccinated. I believe in

Japan they are beginning to use the vaccine more at younger ages.
Senator Bumpers. Dr. Orenstein, I thank you very much for your

time and your patience this morning. This has been very helpful.
We probably will have several questions that we would like to sub-
mit to you in writing and will appreciate your response not with
a deadline but at the earliest possible time.

Dr. Orenstein. Thank you very much. Senator. It has been a

pleasure to be here.

Senator Bumpers. Thank you and thank you, Mr. Home, for

being with us this morning.



NONDEPARTMENTAL WITNESSES

STATEMENT OF MICHAEL T. OSTERHOLM, Ph.D., PRESmENT, COUN-
CIL OF STATE AND TERRITORIAL EPIDEMIOLOGIST, MINNESOTA
DEPARTMENT OF HEALTH

Senator Bumpers. Next we have a panel. Our second panel is Dr.

Michael Osterholm, president of the Association of State and Terri-

torial Epidemiologist, Minnesota Department of Health; and Dr.

Janet Bobo, professor at the University of Nebraska; Dr. Bob Ross,

commissioner, Philadelphia Department of Public Health. If you
will all please take a seat at the witness table.

Dr. Osterholm, you are first on mv list, so if you can summarize

your testimony, that will be helpful to us. If you cannot, we will

try to be understanding. Please proceed.
Dr. Osterholm. Thank you, Mr. Chairman.

My name is Michael Osterholm. I am the State epidemiologist at

the Minnesota Department of Health and president-elect of the

Council of State and Territorial Epidemiologist.
I am honored to be here today to discuss issues related to child-

hood immunization. I would like to begin by applauding your ef-

forts in addressing this important public health issue.

At the Minnesota Department of Health, we have been actively
involved with many aspects of vaccine-preventable research and
health services delivery. In that regard, I offer the following com-
ments in the spirit of making the current legislative initiatives cost

effective and focus on the real immunization problems confronting
us.

First, we must be more specific in how we measure immunization
rates in this country by time, place, and person. We must be able
to distinguish children who have had no immunizations from those
children who have had three doses of diphtheria, tetanus, and per-
tussis, two doses of polio, and one dose of mumps, measles, and
rubella, and yet are not considered up-to-date with their shots.

While both groups of children may be by definition behind in their

immunizations, there is a substantial difference in terms of disease

risks, reasons for being delayed, and interventions to address the

problem.
The second issue pertains to immunization registries. There has

been considerable discussion regarding the use of immunization

registries for determining immunization levels in this country. Im-
munization registries have several purposes, including tracking the
health of children over time. We believe there needs to be addi-
tional discussion regarding the estimated cost of a national or
statewide immunization registry and how this cost relates to the
current legislative efforts.

Currently we primarily describe the immunization levels of pre-
school children in this country by the use of a single number,
namely the percentage of children who have completed a primary

(405)
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series of four doses of DTP, three doses of polio, and one MMR by
24 months of age. These are the numbers that are often used to

describe the immunization rates in individual cities or States.

Unfortunately, the single number approach does not accurately
portray the complex process of childhood immunization. Immuniza-
tion levels are a moving and changing target throughout the life of

a child especially during the time period from birth to age 3.

Our success at vaccinating preschool children must be measured
by assessing age-appropriate receipt of each vaccine dose, not just
assessing completion rates for the primary series by 24 months of

age. Ensuring that children begin receiving immunizations at 2
months of age and receive their third dose of DTP and their second
dose of Haemophilus vaccine by 6 months of age are critical issues
in preventing the serious complications of both pertussis and
Haemophilus infections during the first year of life. The importance
of timing of the administration of these early doses of vaccine can
be lost by focusing only on immunization status of children at 24
months of age.

In Minnesota we have conducted a retrospective survey of all

60,000 plus children in kindergarten during the 1992-93 school

year to determine their immunization rates from birth to school

entry. These children who were bom in 1986-87 make up this

class. We have conducted validation studies and determined that
their school records accurately document the dates upon which
they received their immunizations. By comparing these dates with
the birth of the child, we can present a composite history of the im-
munization of each child.

Our goal is to create a system that ensures that infants of all ge-

ographic areas, racial and ethnic groups, and socioeconomic strata

receive age-appropriate immunizations such that 90 percent are

up-to-date when measured 2 months after the dates on which they
were scheduled to be vaccinated. Thus, we have evaluated the pre-
school immunization levels of our kindergartners at five goal points
as described in attachment 1.

Attachment 2 displays the immunization rates for the State of
Minnesota using this methodology. As you can see, immunization
rates vary tremendously by the age of the child and the type of vac-
cine. In Minnesota 86 percent of children receive their first dose of

DTP and polio by 4 months of age. On that date additional doses
of vaccine are added, the percentages of children adequately vac-
cinated drops sharply. It begins to rebound quickly as those chil-

dren receive the additional vaccine doses.

By 12 months of age, you might note, 79 percent of children in

this birth cohort have received three doses of DTP, 89 percent have
received two doses of polio. By 24 months, 90 percent have received
three doses of DTP, 93 percent have received two doses of polio,
and 82 percent have received their MMR. Because only 64 percent
of children have received the fourth dose of DTP by this time, we
often refer to this latter number as the percent of children who
have been adequately vaccinated at this age. As you can see, this

single number hardly represents the overall experience for Min-
nesota children in this age group. Because the laws require chil-

dren to be vaccinated prior to school entry, in fact over 98 percent
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of children in Minnesota receive all required vaccinations by school

entry.
Take for example a 4-month-old child who has not received the

first dose or second dose of DTP or polio very likely has not re-

ceived well baby care subsequent to delivery. Provision of these

early doses of vaccine are clearly one of the most important func-

tions of any well baby visit. Lack of completion of the series and

particularly just fourth dose DTP suggests a quite different prob-
lem. This is particularly evident when comparing the percent of

children who receive MMR starting at 15 months but who do not

receive their fourth dose of DTP. Different issues are likely respon-
sible for children lacking age-appropriate immunizations at dif-

ferent times. Since these two vaccines, measles-mumps-rubella and

DTP, can be given simultaneously at the same clinic visit, the

question arises as to why children who are receiving MMR are not

receiving their fourth dose of DTP. This may relate to an issue of

clinical practice rather than one of access to care or cost.

By conducting surveys of all kindergartners in Minnesota, we can
determine immunization rates by specific geographic areas. Please

note attachment 3 displays immunization levels in the city of St.

Paul. Fewer than 80 percent of the children receive their first dose

of vaccines in a timely manner and, except for second dose polio,

which reaches 83 percent, these children do not rise above the 80

percent age-appropriate immunization rate during the primary se-

ries time.

These levels suggest a potentially serious problem with underim-
munization in St. Paul. However, stratifying the city into ZIP
Codes provides additional information which is key to targeting ef-

forts to improve immunization rates. Please note in attachment 4
here we display the immunization rates for ZIP Code 55105. Over
95 percent of the children in this area receive their initial dose

within 2 months of the recommended age. However, even in this

relatively affluent community, there is room for further improve-
ment in the timeliness of fourth dose DTP.
Attachment 5 displays immunization rates for ZIP Code 55103.

Clearly here you can see that the area is an area that we need to

focus our efforts. This ZIP Code is characterized by a large number
of persons from the communities of color.

Attachment 6 displays overall rates for Olmsted County, home of

the Mayo Clinic. In addition attachments 7 and 8 display immuni-
zation rates in two different schools in Olmsted County. As you can

see, even with generally high county based immunization levels,

one single school, attachment 8, or Hawthorne Elementary, rep-
resents a pocket in this affluent county where efforts to improve
immunization rates need to be directed.

To successfully attack the problem of low-immunization rates, we
must focus our limited resources to where the problems exist.

Strategies to address problems specific to such areas then need to

be implemented. This methodology I just described is one that al-

lows us to pinpoint the community based immunization problems
and direct resources to those areas. Note the numbers I have just

given you are quite different from those for the State of Minnesota
in particular from those previously given by Dr. Orenstein.
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We collected, analyzed, and summarized these data for each

county in Minnesota in 8 months at a cost of approximately
$220,000. Using immunization action plan funding, local commu-
nity health departments in Minnesota have convened community
task forces to develop strategies specific to the low-immunization
rates in their areas, particularly by ZIP Code and school. This proc-
ess will focus resource and interventions to problem areas and
avoid the dilution of emphasis and resources that can occur with
a shotgun approach.

Finally, I would like to briefly address the issue of immunization

registries. Local immunization registries, in conjunction with other

interventions, can play an important role in improving the immuni-
zation rates of a community. By assisting providers and parents in

keeping track of when the next vaccine dose is due, a registry can
serve an important purpose. Registries that are locally supported
by the community can be cost effective, particularly in areas with
low-immunization rates. The Minnesota Department of Health sup-
ports immunization tracking and registries, particularly at the pro-
vider or community level. We have had extensive experience in the

development of registries for monitoring cancer occurrence and in

public immunization clinics. We are also the recipients of a grant
from the Robert Wood Johnson Foundation to develop additional

registries in Minnesota. I draw upon our experience with and com-
mitment to registries when I say that a single nationsil immuniza-
tion registry is premature at this time and will divert limited re-

sources from areas with greatest need.
I realize that much of our discussion regarding the establishment

and operation of State immunization registries is based in theory
and not practical experience. I have been disappointed to realize

how the types of resource estimates, including financial support
and public health personnel involvement, have been determined for

the legislation which is currently proceeding through both the U.S.
House of Representatives and the U.S. Senate. Secretary Shalala
indicated in her April 21 testimony before the Labor and Human
Resources Committee of the U.S. Senate and the Subcommittee on
Health and the Environment of the U.S. House of Representatives
that the resources contained in the current legislation would pro-
vide for registries to be fully operational by October 1, 1996, in all

States in this country. I am certain that a further and more careful

review will show that the actual cost will be at least several times
that which the administration has previously estimated or that
which is included in the current Senate bill language. For example,
I believe that the current working documents prepared by the Cen-
ters for Disease Control and Prevention staff will substantiate my
concern in this regard.

I strongly urge you in this subcommittee to carefully examine the

assumptions and resource estimates that have been put forward to

bring about the realization of statewide immunization registries
over the next 3 years. This is not an unimportant issue in that
both the availability of federally purchased vaccine and State block

grant funding are tied into developing and maintaining such reg-
istries. Our greatest fear at the State level is that the appropria-
tion of funding with this legislation will not provide the necessary
resources required to implement registry programs.
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If this occurs and States are put in the position of not complying
with the requirements of the current legislation because of a lack

of resources for registry development, I predict that two outcomes
axe likely. First, some States will divert much of their current im-
munization outreach activity toward developing statewide reg-
istries so as not to jeopardize additional Federal support. In these

States immunization levels may actually drop due to the diversion

of resources away from the front line, day-to-day outreach activi-

ties. Second, some States will be unable to meet the requirements
of the new legislation even if all current immunization resources

are diverted.

PREPARED STATEMENT

In conclusion, we support the thrust of this legislation and be-

lieve it can result in significant improvement in immunization
rates in this country if the interventions and resources contained
in the bill are adequate and directed to the problem areas. I believe

we can improve immunization rates in this country if we build on
the work that has begun through the lAP initiative with targeting
of resources to specific, well-defined problem areas. Additional in-

formation on immunization rates can be gathered quickly and inex-

pensively using existing survey methodology and existing data
sources. Adding registries and additional vaccines to the public
health armamentarium to attack low-immunization rates are good
ideas. However, focusing resources on these two strategies sdone
will not solve the problems that we are all working together to ad-

dress.

Thank you.
Senator Bumpers. Thank you. Dr. Osterholm.

[The statement follows:]

Statement of Michael Osterholm, M.D.

Mr. Chairman and Members of the Appropriations Subcommittee on Labor,
Health and Human Services and Education, my name is Michael Osterholm, Ph.D.,
M.P.H. I am the State Epidemiologist at the Minnesota Department of Health and
President-elect of the Council of State and Territorial Epidemiologists. I am honored
to be here todav to discuss issues related to childhood immunization. I would like

to begin by applauding your efforts in addressing this important public health prob-
lem. At the Minnesota Department of Health, we have been actively involved with

many aspects of vaccine-preventable disease research and health services delivery.
For example, we have had extensive experience with active surveillance for vaccine

preventable diseases within our state. In addition, we have been conducting re-

search into the immune response of children to various types of vaccinations and
their relationship to protecting children from disease when administered at different

ages. More recently we have been the recipient of a Robert Wood Johnson Founda-
tion grant to develop the framework for an immunization registry and tracking sys-
tem tor use in Minnesota. Finally, we, like other local and state health departments,
are involved with the provision of immunizations, specifically regarding the procure-
ment and distribution of vaccine. Given this emerience we believe that we do bring
some expertise to the table as it relates to health and immunization issues. In that

regard, I offer the following comments in the spirit of helping make this legislation
cost-effective and focus on the real immunization problems confronting us.

First, we must be more specific on how we measure immunization rates in this

country by time, place and person. We must be able to distinguish children who
have had no immunizations from those children who have had 3 doses of diphtheria,
tetanus, pertussis (DTP), 2 doses of polio, and 1 dose of measles, mumps, rubella

(MMR) and yet are not considered up-to-date with their shots. While both groups
of children may be by definition behind in their immunizations, there is a substan-
tial difference in terms of disease risks, reasons for being delayed, and interventions
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to address the problem. The second issue pertains to immunization registries. There
has been considerable discussion regarding the use of immunization registries for

determining immunization levels in this country. Immunization registries have sev-
eral purposes, including tracking the health of children over time. We believe there
needs to be additional discussion regarding the estimated cost of a national or state-

wide immunization registries and how this relates to the current legislation.

Currently, we primarily describe the immunization levels of our preschool chil-

dren in this country by use of a single number: namely the percentage of children
who have completed a primary series of 4 doses of DTP; 3 doses of polio; and 1

MMR by 24 months of age. These are the numbers that are used often to describe
the immunization rates in individual states or cities. Unfortunately this single num-
ber approach does not accurately portray the complex process of childhood unmuni-
zation. Immunization levels are a moving and changing target throughout the life

of a child and
especially during the time from birth through age three. Our success

at vaccinating preschool children must be measured by their age-appropriate receipt
of vaccine, not just on their completion rates for the primary series by 24 months
of age. Ensuring that children start on time and receive their third dose of DTP and
their second dose of Haemophilus vaccine by six months of age is critical to prevent
the serious complications of pertussis and Haemophilus infections during the first

year of life. The importance of timely administration of these early doses of vaccine
can be lost by focusing only on the immunization status of children at 24 months.

In Minnesota we have conducted a retrospective survey of all 67,000 children in

kindergarten during the 1992-93 school year to determine their immunization rates

from birth to school entry. These are children who were bom in 1986 and 1987. We
have conducted validation studies and determined that their school records accu-

rately document the dates upon which they received their immunizations. By com-

paring these dates with the birth of the child we can present a composite history
of the immunization of each child. Our goal is to create a system that ensures that
infants of all geographic areas, racial and ethnic groups, and socioeconomic-eco-
nomic strata receive age-appropriate immunizations, such that 90 percent are up-
to-date when measured within two months of the dates on which they were to be
vaccinated. Thus, we have evaluated the preschool immunization levels of our kin-

dergartners at the five goal points described in Attachment 1. Attachment 2 dis-

plays the immunization rates for the state of Minnesota using this methodology. As
you can see, immunization rates vary tremendously by the age of the child and the

type of vaccine. In Minnesota, 86 percent of children receive their first dose of DTP
and polio by four months of age. On the date additional doses of vaccines are added
and the percentage of children adequately vaccinated drops sharply. It begins to re-

bound quickly as those children receive the additional recommended vaccine doses.

By 12 months of age, 79 percent of children entering kindergarten in Minnesota
had received 3 doses of DTP and 89 percent have received 2 doses of polio. By 24

months, 90 percent have received 3 doses of DTP, 93 percent had 2 doses of polio,
and 82 percent MMR. Because only 64 percent of chil(fren have received the fourth
dose of DTP by this time, we often refer to this latter number as the percent of chil-

dren who have been vaccinated at this age. As you can see, this single number hard-

ly represents our experience in Minnesota. Because of laws that require children to

be vaccinated prior to school entry, over 98 percent of children in Minnesota receive
all

reguired
vaccines by school entry.

Lack of immunizations at different ages of a child's life suggest very
different

problems. A two-month-old child who has not received first dose or second dose DTP
or polio, very likely

has not received any well-baby care subsequent to delivery. Pro-
vision of these early doses of vaccine are clearly one of the most important functions
of any well-baby visit. Lack of completion of the series, in particular fourth dose

DTP, suggests quite a different problem. This is particularly evident when compar-
ing the percent of children who receive MMR but who do not receive the fourth dose
of DTP. Inasmuch as these two vaccines can be given simultaneously at the same
clinic visit, the question arises as to why children who are receiving MMR are not

receiving their fourth dose of DTP.
By conducting surveys of ah kindergartners in Minnesota, we can determine im-

munization rates by specific geographic areas. Attachment 3 displays the immuniza-
tion levels of children in the city of St. Paul. Fewer than 80 percent of children re-

ceived their first doses of vaccine in a timely manner and, except for second dose

polio, which reaches 83 percent, these children do not rise above the 80 percent im-
munization rate. These levels suggest a potentially serious problem with under-im-
munization in St. Paul. However stratifying the city into zip codes provides addi-

tional information which is key to targeting efforts to improve immunization rates.

Attachment 4 displays the immunization rates for zip code 55105 in St. Paul. Over
90 percent of children in this area received their initial dose within two months of

I
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the recommended age. However, even in this relatively affluent community there is

room for further improvement in the timeliness of fourth dose DTP.
Attachment 5 displays immunization rates for zip code 55103 in St. Paul. Clearly

this area is where we need to focus our efforts. This zip code is characterized by
a Isirge number of persons fix)m the communities of color.

Attachment 6 displays rates for Olmsted county, home of the Mayo Clinic. How-
ever, attachments 7 and 8 display immunization rates in two different schools in

Olmsted county. As you can see, in Olmsted county, even with generallv high county
based immunization levels, Hawthorne Elementary represents a pocket where ef-

forts to improve immunization rates need to be directed.

In order to successfully attack the problem of low immunization rates, we must
focus our limited resources to where problems exist. This methodology I just de-

scribed is one that allows us to pinpoint community-based immunization problems
and direct resources to those areas. We collected &is data, analyzed it, and pre-

pared a composite for each county in Minnesota in 8 months at a cost of approxi-

mately $220,000. Using Immunization Action Plan (LAP) funding, local community
health departments in Minnesota have convened community task forces to develop

strategies to address the low immunization rates in their areas. This process will

focus resources and interventions to problem areas and avoid the dilution of empha-
sis and resources that occur with a "shotgun" approach.
Next, I would like to briefly address the issue of immunization registries. Local

immunization registries in conjunction with other interventions can play an impor-
tant role in improving the immunization rates of a community. By assisting provid-
ers and parente in keeping track of when the next vaccine dose is due, a registry
can serve an important purpose. Registries that are locally-supported by the commu-
nity can be cost-effective, particularly in areas with low immunization rates. The
Minnesota Department of Health supports immunization tracking and registries,

particularly at the provider or commumty level. We have extensive experience in the

development of registries in the area of cancer and in public immunization clinics,

and are the recipients of a grant from the Robert Wood Johnson Foundation to de-

velop additional immunization registries in Minnesota. I draw upon our experience
with and commitment to registries when I say that a single national immunization

registry is premature at this time and will divert limited resources from areas with
the greatest problems.

I realize that much of our discussion regarding the establishment and operation
of state immunization registries is based in theory and not practical experience. I've

been disappointed to reauze how the types of resource estimates, incluoing financial

support and
public

health personnel involvement, have been determined tor the leg-
islation which is currently proceeding through both the U.S. House of Representa-
tives and U.S. Senate. Secretary Shalala indicated in her April 21 testimony before

the Labor and Human Resources Committee, U.S. Senate and the Subcommittee on
Health and the Environment, U.S. House of Representatives, that the resources con-

tained in the current legislation would provide for registries to be fully operational

by October 1, 1996 in all states in this country. I am certain that a further and
more carefiil review will show that the actual costs will be at least several times
that which the Administration has previously estimated or that which is included
in the current Senate bill language. For example, I believe that current working doc-

uments prepared by the Centers for Disease Control and Prevention staff will sub-

stantiate my concern in this regard.
I strongly urge members of this Subcommittee to carefully examine the assump-

tions and the resource estimates that have been put forward to bring about the real-

ization of statewide immunization registries over the next three to seven years. This
is not an vinimportant issue in that both the availability of federally purchased vac-

cine and state clock grant fiinding is tied into participation and conduct of such reg-
istries. Our greatest fear at the state level is that we will soon realize that the au-
thorization and appropriation with this legislation for the statewide registries will

not provide for the necessary resources to make such registries a reality. If this oc-

curs and the states are put in the position of not complying with the requirements
of the cvurent legislation because of a lack of resources for registry development, I

predict that two outcomes are likely. First, some states will divert much of their cur-

rent immunization outreach activity toward developing and conducting statewide

registries so as not to jeopardize additional federal support. In these states immuni-
zation levels will actually drop due to diversion of resources away from the fi"ont

line day-to-day outreach activities. Second, some states will be unable to meet the

requirements of the new legislation even if all current immunization efforts are di-

verted.

In conclusion, we support the thrust of this legislation and believe it can result

in significant improvement of immunization rates in this country if the interven-
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tions and resources contained in the bill are adequate and directed to the problem
areas. I believe we can improve immunization rates in this country if we build on
the work that has begun through the lAP initiative; which involves communities in

identifying where problems exist and which directs resources toward problem areas.

Additional information on immunization rates can be gathered quickly and inexpen-
sively using existing survey methodology and existing data sources. This informa-
tion can assist states and communities to direct their efforts to problem areas. Add-

ing registries and additional vaccines to the public health's armamentarium to at-

tack low immunization rates is a good strategy. However, making those two strate-

gies the sole strategy, appljdng them in areas where they're not needed or not pro-

viding adequate support will divert important and limited public health resources
from the areas where additional work is needed.

[Attachment 1]

GOAL OF THE MINNESOTA IMMUNIZATION ACTION PLAN

By the year 2000 create a system that ensvu-es that infants of all geographic
areas, racial and ethnic groups and socioeconomic strata receive age-appropriate im-
munization against diphtheria, tetanus, pertussis, poliomyetitis, measles, mumps,
rubella, Haemophilus influenzae type B, and hepatitis B such that 90 percent are

up to date when measured within two months of the date(s) on which they were
to be vaccinated.

Immunization goals by age.
—Goal 1 (4 months): DTP 1 and polio 1; goal 2 (6

months): DTP 2 and polio 2; goal 3 (8 months): DTP 3 and polio 2; goal 4 (17

months): MMR, DTP 3, and polio 2; and goal 5 (20 months): MMR, DTP 4, and polio
3.

ATTACHMEMT 2

Percent of Children with Age-appropriate Vaccination by Age in

Months, Kindergarten Survey 1992-93
Minnesota
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ATTACHMEKrr 3

Percent of Children with Age-appropriate Vaccination by Age in

Months, Kindergarten Survey 1992-93
St. Paul

Nz4S40

Goal

Age In Months

ATTACHMENT 4

Percent of Children with Age-appropriate Vaccination by Age in

Months, Kindergarten Survey 1992-93
St. Paul - 55105

Ns311
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ATTACHMENT 5

Percent of Children with Age-appropriate Vaccination by Age in

Months, Kindergarten Survey 1992-93
St. Paul -55103
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ATTACHMENT 6

Percent of Children with Age-appropriate Vaccination by Age in

Months, Kindergarten Survey 1992-93
Olmsted County
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ATTACHMEhTT 7

Percent of Children with Age-appropriate Vaccination by Age in

Months, Kindergarten Survey 1992-93

Olmsted County- Lincoln/Mann Elementary
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ATTACHMENT 8

Percent of Children with Age-appropriate Vaccination by Age m
Months, Kindergarten Survey 1992-93

Olmsted County- Hawthorne Elementary
N = 53
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STATEMENT OF JANET KAY BOBO, Ph.D., PROFESSOR, UNIVERSITY OF
NEBRASKA

Senator Bumpers. Dr. Bobo.
Dr. Bobo. Good morning. Thank you for asking me to present my

research on childhood immunizations. I think you will agree that
the data speak directly to the funding issues at hand. I will start
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by briefly describing the research design. I will then highlight the
most relevant findings and will conclude by making several rec-

ommendations for your consideration.
The research began in 1986 when the Centers for Disease Con-

trol awarded a contract to Dr. James Gale at the University of

Washington in Seattle. The objective of the contract was to conduct
several studies of the hypothesized link between pertussis vaccine
and neurologic illness in children under the age of 2. Dr. Gale and
I and our colleagues, Dr. Puru Thapa and Dr. Steven Wassilak, de-

signed and conducted several studies to compare the immunization

experiences of over 500 young children with a neurologic illness

such as a seizure disorder or an encephalopathy with the immuni-
zation experiences of over 1,100 healthy and neurologically normal
children from the States of Oregon and Washington,

I am going to direct your attention this morning exclusively to

the data we obtained from these 1,100 neurologically normal chil-

dren. There are only three facts that you need to remember about
how these data were obtained. First, each healthy child was ran-

domly selected from birth certificate files of either Oregon or Wash-
ington, which means that the sample represents the entire popu-
lation of age-eligible children within the two States. Second, a par-
ent of each of these children completed a detailed telephone inter-

view about their child's family, their child's health during the first

few years of life, and their child's complete immunization history
up to the date of the interview. Third, we obtained photocopies of

all immunization records from the appropriate physician offices

and public health clinics for over 90 percent of the participating
children.

To determine whether or not each child was up-to-date on all

vaccines by their first and second birthdays, we compared the
child's birth date to the dates on which they had received each of

their immunizations. After obtaining immunization completion
rates for all children, we calculated similar rates for various groups
categorized by demographic characteristics such as parent income,
education, ethnicity, and marital status. We also looked at the gen-
der, birth weight, and birth order of the child.

I would like to direct your attention to the figure posted over
here. This rather complex poster presents data on children who
were at least 2 years old at the time of their parent interview. To
orient yourself, notice that each horizontal axis refers to a child's

age in months. The vertical axes indicate the percentage of children
who had received the various vaccine doses by the ages of interest.

I have not included a graph for the Haemophilus influenzae type
B vaccines as recommendations for their use were still evolving
when our data were collected.

As you can see, most children had received at least one immuni-
zation by the time they were 6 months old. Almost 100 percent had
received their first dose of DTP and OPV shown here by the solid

lines, and over 80 percent had received their second dose indicated

by the dashed lines. Overall about 77 percent of the children were
fully up-to-date by their first birthday. However, only 60 percent
had completed the full series of four DTP doses, three OPV doses,
and one measles, mumps, and rubella dose by their second birth-

day.
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This next poster summarizes some of our findings for selected

t
roups of children. Let's look first at two characteristics of the chil-

ren themselves. Children who were not first-boms, that is, those
^

with older sisters and brothers, were significantly less likely to be
'

up-to-date at both their first and second birthdays. The difference

between a completion rate of 77 percent for all 1 year olds and 74

percent for those who were not first-boms is important because
about 59 percent of all live births in the United States are not first-

boms. Children with low birthweights were more, not less, likely
to be

up-to-date.
We found no differences related to child gender.

We also found no significant differences related to race or eth-

nicity. However, we did find that other characteristics of the child's

family were important. Only 68 percent of children from low-in-

come families were up to date at 1 year of age and only 51 percent
were current at age 2 years. Similarly, among children of women
who had not completed high school, only 62 percent were current
at 1 year and less than half, that is, 40 percent, were current at

age 2. Among those with unmarried mothers, 70 percent were cur-

rent at age 1 and 45 percent were current at age 2. To put these
numbers into perspective, remember that data from the 1990 cen-
sus suggest that about 27 percent of all children under the age of
6 years now live in a single-parent household.

Finally, we observed that children who had received their first

dose more than 1 month late were very unlikely to be up to date
at either of the later ages. Less than one-third of all such children
were current by age 2.

To summarize, the good news here is that most children in Or-

egon and Washington were receiving some protection against the
serious childhood illnesses. The high completion rate among low

birthweight children suggests the health care system does a good
job of immunizing youngsters that it sees frequently. The bad news
is that there are several Isirge pockets of children who are inad-

equately protected during their earliest years.
As you think about ways to reach these underimmunized chil-

dren, please consider the following: First and most obvious, we
must ensure that the cost of immunizing a child is within reach of
all families.

Second, please do what you can to, (a), encourage States and
health departments to develop tracking programs for high-risk fam-
ilies and, (6), make our services as hassle-free for parents as pos-
sible. Resources are needed to test creative solutions such as plac-
ing public health nurses in shopping centers or providing evening
and weekend staffing for immunization clinics.

PREPARED STATEMENT

Third and perhaps most important, I urge you to look at ways
of funding outreach and marketing efforts to all parents with

young children. The importance of repeated immunizations is not

always obvious to parents. Single parents and families with several
children are often busy enough keeping everyone fed, clothed,
loved, and safe. Intensive media campaigns and visual aids could

bring home the importance of keeping a child's immunizations up
to date in the same way that antidrunk driving campaigns have
made all our roadways safer.
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Thank you.
Senator Bumpers. Thank you, Dr. Bobo.

[The statement follows:]

Statement of Janet Kay Bobo

Grood morning. My name is Janet Bobo. I currently teach and conduct research

at the College of Medicine in the University of Nebraska Medical Center in Omaha.
As an epidemiologist, and a former social worker, I devote most of my time to issues

of public health promotion, particularly among special and disadvantaged popu-
lations.

Thank you for giving me the opportunity to share my research on childhood im-

munization. I think you will agree that the data speak directly to the funding issues

at hand. I will start by briefly describing the research design,
i I will then highlight

the most relevant findings and will conclude by making several recommendations
for your consideration.

The research began in 1986 when the Centers for Disease Control awarded a con-

tract to Dr. James Gale at the University of Washington in Seattle. The objective

of the contract was to conduct several studies of the hypothesized link between per-
tussis vaccine (the "F' in DTP) and neurologic illness in children two years old and

younger. Dr. Gale and I and our colleagues. Dr. Puru Thapa and Dr. Steven

Wassilak, designed and conducted several studies to compare the immunization ex-

periences of over 500 young children with a neurological illness such as a seizure

disorder or an encephalopathy with the immunization experiences of over 1,100

healthy and neurologically normal children from Oregon and Washington.
I am going to direct your attention this morning exclusively to the data we ob-

tained from these 1,100 neurologically normal children. There are only three facts

that you need to remember about how these data were obtsdned. First, each healthy
child was randomly selected from the birth certificate files of either Oregon or

Washington, which means the sample represents the entire population of age-eligi-

ble chUdren within the two states. Second, a parent of each of these children com-

pleted a detailed telephone interview about their child's family, their child's health

during the first few years of life, and their child's complete immunization history

up to the date of the interview. Third, we obtained photocopies of all immunization
records from the appropriate physician ofBces and public health clinics for over 90

percent of the participating children.

To determine whether or not each child was up-to-date on all vaccines by their

first and second birthdays, we compared the child s birthdate to the dates on which

they had received each of thefr immunizations. After obtaining completion rates for

all the children, we calculated simileu- rates for various groups categorized by demo-

graphic characteristics such as parent income, education, ethnicity, and marital sta-

tus. We also looked at the gender, birthweight, and birth order of the child.

This rather complex poster presents data on children who were all at least two

years old at the time of their parent interview. To orient yourself, notice that each

horizontal axis refers to a child's age in months. The vertical axes indicate the per-

centage of children who had received the various vaccine doses by the ages of inter-

est. I have not included a graph for the Haemophilus influenzae vaccines as rec-

ommendations for their use were still evolving when our data were collected.

As you can see, most children had received at least one immunization by the time

thev were six months old. Almost 100 percent had received their first dose of DTP
and OPV, shown here by the solid lines, and over 80 percent had received their sec-

ond dose, indicated by the dashed lines. Overall, about 77 percent of the children

were fully up-to-date by their first birthday. However, only 60 percent had com-

pleted the fiill series of four DTP doses, three OPV doses, and one measles, mumps,
and rubella dose by their second birthday.
This next poster summarizes some of our findings for selected groups

of children.

Let's look first at two characteristics of the children themselves. Chiloren who were
not first-boms, that is those with older sisters and brothers, were significantly less

likely to be
up-to-date

at both thefr first and second birthdays. The difference be-

tween a completion rate of 77 percent for all one year olds and 74 percent for those

who were not firstborns is important because about 59 percent of all live births in

the U.S. are not first-boms. Children with low birthweights were more, not less,

likely to be up-to-date. We found no differences related to child gender.

1 For a more detailed summary of these investigations please see the attached reprint from

Pediatrics, 1993, Vol. 91, pages 308-314.
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We also found no significant differences related to race or ethnicity. However, we
did find that other characteristics of the child's family were important. Only 68 per-
cent of children fi-om low income families were up-to-date at one year of age and

only 51 percent were current at age two years. Similarly, among children of women
who had not completed high school, only 62 percent were current at one year and
less than half (40 percent) were current at age two. Among those with unmarried
mothers, 70 percent were current at age one and 45 percent were current at age
two. To put tnese numbers into perspective, remember that data from the 1990 cen-

sus suggest that about 27 percent of all children under the age of six years now
live in a single parent household.

Finally,
we observed that children who had re-

ceived their first dose more than a month late were
very unlikely to be up-to-date

at either of the later ages. Less than one-third of all such children were current by
age two. I note in passing that our findings are consistent with other research.
To summarize, the good news here is that most children in Oregon and Washing-

ton were receiving some protection against the serious childhood illnesses. The high
completion rate among low birthweight children suggests the health care system
does a good job of immunizing youngsters that it sees frequently. The bad news is

that there are several large pockets of children who are inadequately protected dur-

ing their earliest years.
As you think about ways to reach these under-immunized children, please con-

sider the following. First, and most obvious, we must insure that the cost of immu-
nizing a child is within the reach of all families. Second, please do what you can
to (a) encourage states and health departments to develop tracking programs for

high-risk families and (b) make their services as hassle-free for parents as possible.
Resources are needed to test creative solutions such as placing public health nurses
in shopping centers or providing evening and weekend staffing for immunization
clinics. Third, and perhaps most important, I urge you to look at ways of funding
outreach and marketing efforts to all parents with young children.

The importance of repeated immumzations is not always obvious to parents. Sin-

gle parents and families with multiple children are often busy enough keeping ev-

eryone fed, clothed, loved, and safe. Intensive media campaigns and visual aids
could bring home the importance of keeping a child's immunizations

up-to-date
in

the same way that anti-drunk driving campaigns have made all our roadways safer.

STATEMENT OF ROBERT K. ROSS, M.D., COMMISSIONER, PHILADEL-
PHIA DEPARTMENT OF PUBLIC HEALTH

Senator Bumpers. Dr. Ross, Senator Specter asked me to send

you his special welcome to this subcommittee and to tell you that
he was absolutely detained or he would certainly be here to tell you
again of his very high regard for you.

Dr. Ross. Thank you very much, Senator.
Senator Bumpers. Please proceed.
Dr. Ross. Good morning. My name is Dr. Robert K. Ross, and I

am the Commissioner of Public Health, city of Philadelphia. I am
pleased to have the opportunity to speak to you regarding this criti-

cally important public health problem.
The purpose of my testimony is to provide you, from the stand-

point of a pediatrician and a public health officer, the who, the

why, and the how of the immunization problem in the city of Phila-

delphia, who is not being adequately immunized against prevent-
able childhood diseases, why it is not happening, and how we can

get it done.
Who is the easiest of the three to answer, and I will just be echo-

ing the comments of my colleagues who have spoken here this

morning. The Philadelphia measles epidemic of 1990-91 provided
us with the information on what group of children are at risk. The
Philadelphia profile is no different that that of the other major
urban centers such as New York, Chicago, and Houston that expe-
rienced measles outbreaks that winter as well.

Our measles epidemic of 1990-91 consisted of nearly 2,000 re-

ported cases with nine deaths. The clear majority of the 2,000 cases
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were preschool-aged children who had not been adequately immu-
nized, primarily African American and Latino, and residing in the

poorest neighborhoods in the city such as north Philadelphia. We
have data to support that only 40 to 50 percent of 2 year olds in

the city are appropriately immunized, and in some neighborhoods
this figure is as low as one-third of all the 2 year olds. In fact,

although Latinos make up less than 10 percent of Philadelphia's

population, they accounted for nearly one-quarter of the cases of

measles in the city. It is clear that language and cultural barriers

constitute a major impediment to timely immunizations for pre-

school-aged children.

The why of inadequate immunization rates, as you might sus-

pect, is a deeply rooted and complex social, economic, and health
care phenomenon. It can be reduced, however, to three major cat-

egories of barriers: cost, access, and outreach.
The cost of childhood vaccines, as well as the cost of health care,

particularly for the uninsured is not an issue I will spend time dis-

cussing. It is obvious that cost should not preclude any child in this

country from receiving preventive health care services, and the ad-

ministration has demonstrated its commitment to tackling this

issue.

Access to health care is a critical component of the why as well.

By access, I am not limiting this definition to the possession of a
health insurance card. Access is that constellation of factors that

encourage the caretaker and the family to bring the child in for a
shot and feel good enough about the experience to bring that child

in again for his or her next scheduled immunization.
The following series of questions, as posed by a mother in north

Philadelphia or in the South Bronx or in Baltimore's Sandtown-
Winchester, address the access issue. Is your medical clinic open
during evenings or weekends when it's easiest for me to bring the
kids in? How many weeks must I wait for an appointment? How
long will you keep me waiting in the waiting room? How many
buses and trains will I have to take to get there? Are your clerks,

nurses, and doctors going to treat me with dignity and respect? I

don't speak English very well. Will there be someone there to help
me?
The issues of clinic hours, adequate and trained staff, transpor-

tation, cultural, and language issues are all of critical importance
in getting our children immunized.
The final piece of the why is outreach, outreach into neighbor-

hoods and communities to carry education and prevention mes-

sages about the importance of timely immunizations for young chil-

dren. How aggressive are we willing to be? How badly do we want
to immunize our children? Are we willing to knock on doors, to

forge into not very nice neighborhoods, to go into laundromats,
beauty salons, and supermarkets and have neighborhood residents

provide good, old-fashioned public health education? This works.

Finally, the how. How do we achieve better than the Federal goal
of 90 percent immunization rates for 2 year olds in our Nation? I

have several recommendations which are mostly echoing those rec-

ommendations of my colleagues. A couple of them do not even in-

volve spending more taxpayer dollars.
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One, Congress must articulate its commitment to supporting the

President's goal to immunize our children, a goal that Philadelphia
will be much closer to reaching this summer as we participate in

the Federal Summer of Service Program that has been initiated by
the Clinton White House. This collaborative effort among Philadel-

phia medical schools, nursing schools, and the school districts of

Philadelphia will seek to immunize preschool-aged children while

employing middle school students throughout the city. The immu-
nization goal must also be clearly articulated by congressional lead-

ership and this must be done forcefully.

Second, federally funded health centers and public health clinics

represent the infrastructure of the preventive health service deliv-

ery system. My nine public health clinics, as a result of Federal,

State, and municipal neglect over the past 10 years, are terribly
staffed and my patients are waiting too long for appointments.
Funding is needed for staffing and training. This recommendation

clearly asks for more money for those health centers and to support
that public health infrastructure.

Outreach and education is the key to achieving the national goal.
It represents a difference between getting to the 20 yard line and
the end zone on the field of public health. Our medical schools, our

nursing schools, and other institutions of higher education must
commit their energy, their time, and their human resources to sup-

porting immunization efforts in their respective communities. Quite
frankly, I don't believe this takes a lot of money. I just think it

takes a commitment of the institutions of higher education and

learning, particularly those medical and nursing institutions to fol-

low the President's lead on national service.

Additionally, public health agencies must hire and train neigh-
borhood residents to lead the outreach and education efforts on im-
munizations. This will take some money but will also create some
jobs in devastated communities for a cost effective effort.

Also, I would like to echo a word about the importance of track-

ing systems, and to answer a question you had posed earlier. Sen-

ator, the issue of what happens to a women who has been identi-

fied or a family who has been identified where a child needs immu-
nization. Someone sends them a card in the mail and the parent
tears it up and throws it in the trash. Somebody has to go out to

that home and knock on that door, particularly if the phone has
been shut off or the electricity is not on in the house. That is where
the outreach effort is of critical importance. But somebody has got
to get out there in that neighborhood and do that.

Finally, in anticipation of managed care networks and providers
spreading like wild fire, managed care providers and health insur-

ance companies must be held accountable by the appropriate li-

censing authorities for adequate immunization rates and their pa-
tient populations. If you are a managed care provider and it is

clear that the direction has been set not only out of Washington,
but within many State borders that managed competition and man-
aged care may be the way we are going to resolve our health care
access problem in this country. But if you are a managed care pro-
vider and you are not achieving 90 percent immunization rates in

your 2 year olds, you should be fined. Perhaps you should lose your
license if the necessary corrective action is not taken. Providers
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and provider networks in managed care must recognize the impor-
tance of accountability in immunizing our children.

PREPARED STATEMENT

I thank you for the opportunity to present my thoughts and ideas
on the issue of childhood immunizations, and I thank you for your
leadership in this regard. Please give my regards to your lovely
wife who has worked with us on a number of immunization efforts

and has been a stalwart on the front of childhood immunizations.
[The statement follows:]

Statement of Robert K. Ross, M.D.

Good morning. My name is Robert K. Ross, M.D., and I am the Commissioner of
the Philadelphia Department of Public Health. I am pleased to have the opportunity
to speak with you regarding the critically important public health problem of under-
and unimmunized children in our society.
The purpose of my testimony is to provide you, from the viewpoint of a pediatri-

cian and a public health officer, the "who", the "why", and the "how" of the immuni-
zation problem—who is not being adequately immunized against preventable child-

hood diseases, why it is not happening, and now we can get it done.
"Who" is the easiest of the uiree to answer, the Philadelphia measles epidemic

of 1990-91 provides us with the information on what group of children are at risk.

The Philadelphia profile is no different than that of other major urban centers—
New York, Chicago, Houston—^that experienced measles outbreaks that winter as
well.

Our measles epidemic of 1990-91 consisted of nearly 2,000 reported cases with
nine deaths. The clear majority of the 2,000 cases were preschool-aged children who
had not been adequately immunized, primarily Afiican-American and Latino, and
residing in the poorest neighborhoods in the city. We have data to support that only
40 to 50 percent of two year olds in the city are appropriately immunized, and in

some neighborhoods this figure is as low as one third of all two year olds. In fact,

although Latinos make up less than ten percent (10 percent) of Philadelphia's popu-
lation, they accounted for nearly one-quarter of the cases of measles in the city. It

is clear that language and cultural barriers constitute a major impediment to timely
immunizations for preschool-aged children.

The "why" of inadequate immunization rates, as you might suspect, is a
deeply

rooted and complex social, economic and health care phenomenon. It can be reduced,
however, to three major categories of barriers; cost, access, and outreach.
The cost of childhood vaccines—as well as the cost of health care, particularly for

the uninsured—is not an issue I will spend much time discussing. It is obvious that
cost should not preclude any child in tliis country from receiving preventive health
care services, and the Clinton administration has demonstrated its commitment to

tackling this issue.

"Access" to health care is a critical component of the "why' as well. By "access",
I am not limiting this definition to the possession of a health insurance card. Access
is that constellation of factors that encourage the caretaker and the family to bring
the child in for a shot, and feel good enough about the experience to bring that child
in again for his/her next scheduled immunization.
The following series of questions—as posed by a mother in north Philadelphia, the

south Bronx, or Baltimore's Sandtown-Winchester—address the access issue is your
medical clinic open during evenings or weekends, when it's easiest for me to bring
the kids in? How many weeks must I wait for an appointment? How long will you
keep me in the waiting room? How many buses and trains will I have to take to

get there? Are your clerks, nurses and doctors going to treat me with dignity and

respect? I don't speak English very well, will someone be there to help me?
"rhe issues of clinic hours, adequate and trained staff, transportation, cultural and

language issues are all of critical importance in getting our children immunized.
The final piece of the "why" is outreach. Outreach into neighborhoods and commu-

nities to carry education and prevention messages about the importance of timely
immunizations for young children. How aggressive are we willing to be? How badly
do we want to immunize our children? Are we willing to knock on doors, forge into

not-very-nice-neighborhoods go into laundromats, beauty salons and supermarkets,
and have neighborhood residents provide good old fashioned public health education.
It works.



423

Finally, how. How do we achieve better than the Federal goal of ninety percent
(90 percent) immunization rates for two year olds in our nation?

I have several recommendations, and some of them don't involve spending more

taxpayer dollars.

Congress must articulate its commitment to supporting the President's goal to im-
munize our children; a goal that Philadelphia will be much closer to reaching this

summer as we initiate the Federal "summer of service" program, a collaborative ef-

fort that will seek to immunize pre-school age children while employing middle
school students throughout the city. The immunization goal must also be articulated

by congressional leadership clearly and forcefully. (This doesn't take money imme-
diately but it will later on to demonstrate this commitment.)

Federally-funded health centers and public health clinics represent the infrastruc-

ture of the preventive health care delivery system. My nine public health clinics,

as a result of Federal, State and municipal neglect over the past ten years, are ter-

ribly staffed and my patients are waiting too long for appointments. Funding is

needed for staffing and training. (This recommendation asks for more money for

those health centers.)

Outreach and education is the key to achieving the national goal. It represents
the difference between getting to the 20 yard line and the end zone on the pubUc
health field. Our medical schools, nursing schools and other institutions of higher
education must commit their energy, time and human resources to supporting im-
munization efforts in their respective communities. (This doesn't take money!)

Additionally, public health agencies must hire and train neighborhood residents

to lead the outreach and education efforts on immunizations. This will take some
money, but also create some jobs in devastated communities for a cost-effective ef-

fort.

Finally, in anticipation of managed care networks and providers spreading like

wildfire, managed care providers and health insurance companies must be held ac-

countable, by the appropriate licensing authorities, for adequate immunization rates

in their patient population. If you are a managed care provider, and you are not

achieving ninety percent (90 percent) immunization rates in your two year olds, you
will be fined, and you will lose your license if the necessary corrective action is not
taken.

I thank you for the opportunity to present my thoughts and ideas on the issue

of childhood immunizations.

APPENDIX

Philadelphia is one of four cities that recently completed phase one of a major
project to scientifically explain poor immunization levels (37 percent of 2 years old—
completely immunized). The study focused on a high-risk area of this city (north

Philadelphia) and included household surveys, clinic record reviews, patient care-

taker interviews in health care sites, as well as immunization provider, clerk and
administrator interviews at these sites.

Selected findings of phase one of this project are: 50 to 67 percent of all children
have begun immunizations by 3 months of age; 90 percent have begun by the first

birthday; by 7 and 19 months of age, only 20 to 25 percent are up to date; not sur-

prisingly, higher education and economic status, fewer residential moves and care-

takers who perceive importance of preventive health are all associated with higher
immunization levels; few caretakers are aware of complete immunization schedule.
Those who do know tend to have better immunized children; generally, the larger
the number of children in a household, the poorer the children's immunization levels

are; some health care sites have what are perceived as organization barriers to im-
munizations—these sites do not retain their pediatric patients over time as do sites

with fewer barriers; private providers are described as more favorable in terms of

getting appointments and organizational efficiency; missed opportunities were asso-

ciated with about 30 percent of the delay in achieving vaccination coverage; and
sites that provided telephone appointment reminders had higher patient immuniza-
tion levels.

These selected findings strongly indicate that poor preschool immunization levels

in Philadelphia are attributed to a large number of interrelated problems and that
no one intervention will itself result in widespread improvement in this area. There
is an urgent need to simultaneously: improve caretaker knowledge concerning com-

plete immunization schedules; improve providers' knowledge to immunize "missed"

opportunities; remove real (or perceived) barriers to immunizations, especially at

puolic sites; and implement aggressive follow-up at all sites to assure follow-up vis-

its.
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MEASLES INCIDENCE IN PHILADELPHIA
1960 -1991

# OF CASES (THOUSANDS) Thousands

NATION'S GOALS FOR IMMUNIZATION LEVELS

[Healthy people 2000 objectives]
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Risk Factors for Low Immunization Coverage

Low socioeconomic status: Single parent; race/ethnicity; and lack of prenatal
care.

Three Keys to Immunizing Preschoolers

Cost; access; and outreach.

Philadelphia Infant Immunization Action Plan

Service delivery: Expanded services, walk-in and evening hours and adminis-
trfltivG bfliTiGrs

Service linkages: WIC; AFDC; EPSDT; Head Start; Department of Human
Services; and public housing.
Community-based outreach and education: Community-based outreach; pro-

vider education; and consumer education.

Program management/assessment: Assessment of coverage; and central vac-
cine registry and tracking system.

Research: Assessment of consumer and provider knowledge, attitudes, beliefs

and behaviors.

Immunization Action List

What: Immunize.
Who: Target preschool aged Latino, African-American, and low-income chil-

dren.
Where: Emphasis on neighborhood-based providers.
How: Through L.A.B.O.R.

Linkage.—(We must work together and coordinate).
Be Aggressive.—(Community awareness and outreach).
Lower Barriers.—(Cost, convenience, and comfort).
Be Opportunistic—(Minimize "missed opportunities").
Be JSesponsible.

—(Minimize "last to follow-up").

The Challenge

To surpass the Healthy People 2000 90 percent immunization goal for pre-
schoolers and immunize to 100 percent by the year 2000.

Biographical Sketch of Robert K. Ross, M.D.

Dr. Robert K. Ross was named Commissioner of the Philadelphia Department of
Public Health in January of 1992. Under his leadership the department has begun
collaboration with academic medical centers on projects in teen health, cancer pre-
vention, injury prevention, and lead poisoning. The City's district health centers
have acquired federally qualified status and will soon be guided by appointed com-
munity boards. Other major initiatives include programs for prenatal care, infant

immunization, and efforts to address violence as a public health issue.
Dr. Ross was bom in New York City in 1954. He attended undergraduate school

at the University of Pennsylvania from 1972 to 1976, majoring in Biology. Attending
medical school at Penn, he was active in community health activities in West Phila-

delphia, as well as serving as president of the local chapter of the student National
Medical Association. He received a National Medical Fellowship Award. Completing
a pediatric residency at The Children's Hospital of Philadelphia, he went on to fulfill

a Public Health Service Scholarship Award obligation in a community health center
in Camden, New Jersey, fi-om 1983 to 1987.
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In Camden, Dr. Ross took a keen interest in preventive health and inner city
health delivery for children. He co-founded a school-based clinic program at Camden
High School in New Jersey, serving as its medical director. From 1988 to 1990, Dr.
Ross was a Robert Wood Johnson Foundation Clinical Scholar at the University of

Pennsylvania, where he studied government and its role in urban child health, as
well as school-based clinics and adolescent health.

In June of 1990, Dr. Ross joined the Philadelphia Department of Public Health
as Assistant Commissioner for Health Promotion, and later served as Deputy Com-
missioner for Health Promotion. He was responsible for creating the Division of
Health Promotion and Disease Prevention at the department, and was chiefly re-

sponsible for institutionalizing the Centers for Disease Control funded "Philadelphia
Injury Prevention Program" as part of the departments section devoted to injury re-

duction. Division activities have included community-based health promotion initia-

tives involving churches, schools, and neighborhood organizations. Dr. Ross drafted
and facilitated two health promotion bills in Philadelphia's City Council: a hot water
bill to prevent scald bums in children and the elderly (passed), and legislation ban-

ning cigarette vending machines in the city (pending).
Dr. Ross assumed responsibility for intervention efforts in an unusual public

health crisis in February of 1991. In Philadelphia, over 400 children were stricken
with measles in a religious school prohibiting the use of vaccines or medical care.

Dr. Ross coordinated a volunteer driven effort that was instrumental in saving four
children suffering from complications of measles. Six children died from lack of med-
ical care during Qie outbreak.
As Health Commissioner, he has initiated or collaborated on projects involving

Breast and Cervical Cancer Prevention, Infant Immunization, Violence Prevention,
Infant Mortality Reduction, School-Based Climes, and Clean Needle Exchange.

IMMUNIZATION

Senator Bumpers. Thank you very much, Dr. Ross. I certainly
will pass on your regards to Betty.

Dr. Ross, if you had all the money in the world, where would you
spend the first dollar of it to improve immunization levels in Phila-

delphia?
Dr. Ross. The first dollars would probably go to the hiring of

community residents, neighborhood leadership, block captains,
folks who do infant mortality education and training and outreach.
These are the volunteers that we depend on all the time in our im-
munization drives. They never get paid for what they are doing.

They know where the children are. They know who the pregnant
women are, and they know how to knock on doors and talk to peo-
ple. They may not be terribly sophisticated. They may not memo-
rize the immunization schedule, but they know where the women
and where the children are. I would hire residents from the neigh-
borhoods to go out into those communities and find those kids and
bring them in.

Senator Bumpers. I think Dr. Osterholm—and I will let him
speak for himself on this—^thinks spending the amount of money
we are getting ready to spend on developing data bases and track-

ing systems is not necessarily the best use of this money. What
would you say to that?

Dr. Ross. A tracking system is necessary but insufficient. We
clearly need tracking systems. We clearly need the ability to iden-

tify and track these children. However, I agree with him that a

tracking system without the ability to do the outreach is—if a

tracking system is going to be developed at the expense of out-

reach, that would be an unwise use of the dollars.

Senator Bumpers. It takes both, doesn't it?

Dr. Ross. Exactly.
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Senator Bumpers. Now, have you seen a tracking system used

where they notify parents your child's second shot of this is due or

your child's MMR shot is due and so on? If you call somebody on

the phone or if you send them a letter to that effect, have you seen

personally what the results of that are?

Dr. Ross. Again, I do not have hard data on this. Dr. Bobo may
have, but anecdotally I can tell you that for a good portion of the

families, maybe one-half the families, those reminders work. They
tend to call and come back in. Again, this is the population that

we serve which is a fairly poor and relatively uneducated popu-
lation. Then there is a hard core group of families that you could

send all the letters and phone calls that you want.

Senator BUMPERS. It does not make any difference, does it?

Dr. Ross. It may not make much difference, and with that group

you have to get out there.

Senator BUMPERS. Is there just no way to get those people?
Dr. Ross. Oh, no; there are clearly ways of getting those folks.

You can knock on the doors and show up with a medical student

and a nurse with a bag with immunizations. You can immunize

right there in their home, and we have actually done that last year
in a summer outreach project we had in Philadelphia. Again, that

is not the majority of families, but there is a hard core group of

families that that kind of outreach is going to be necessary.
Senator Bumpers. Are most of the hard core problems on some

kind of Federal social program, AFDC, and so on?
Dr. Ross. Most of them probably are, yes.
Senator Bumpers. So, that brings me to my next question. What

do you think of the idea of using this big stick to say that we are

going to dock you? You give them ample time to get their children

immunized. You make it as easy as possible by access, transpor-

tation, clinic hours, everything, and they still don't come in. What
do you think about what Baltimore has done, dock them $25 on the

AFDC payment?
Dr. Ross. I agree with Dr. Orenstein's position on this. I think

that once I felt comfortable that the system that we have is one
that is somewhat user friendly

—
again, it does not have to be Dis-

ney World—that encourages patients to come back, that provides
some sense of dignity and respect when the patients come in, that

once that public health infrastructure is up to snuff and we are not

getting there after that, then I would be interested in punitive
measures.

I think there are ways of using AFDC and WIC payments in a

positive incentive approach. For example, there is one approach
that we have discussed trying in Philadelphia where for WIC, for

example, a mother may have to come in every month to get her
voucher and get certified. Well, maybe if the child is up-to-date in

immunizations, she has only to come in every 3 months or every
6 months. So, we made it easier for her, rather than dragging the

kids in every month or so, to get that WIC voucher to be certified.

Because the children are immunized, they only have to come in

every 3 months or every 4 or 5 months.

So, I think there are a number of carrots that can be used to get
the result that we need. I think that denying entitlements are a

bad idea until we get the system fixed.
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Senator Bumpers. Dr. Ross, how many public health clinics do

you have in Philadelphia?
Dr. Ross. Nine serving about 125,000 patients.
Senator Bumpers. How many?
Dr. Ross. Nine public health clinics, 125,000 patients. About one-

half are insured and one-half are uninsured.
Senator Bumpers. What is the longest time in minutes it takes

somebody to get to the nearest clinic in Philadelphia?
Dr. Ross. The clinics are reasonably well spaced geographically

throughout the city, but it still does not preclude some parents
from taking a bus and a trolley or a bus and a train to get to our
clinics. So, it may take 1 hour by public transportation.
Senator Bumpers. How expensive is that?
Dr. Ross. Generally it is about $2.50 for round trip for the moth-

er and then additional fare for the children.

Senator Bumpers. That is a pretty good sum of money for a lot

of people.
Dr. Ross. Yes, sir.

Senator Bumpers. If you were going to apply to CDC for some
of this infrastructure money, the $190 million the President is pro-

posing to give them next year, I think of a lot of things. I think
about lengthening clinic hours during the day, keeping them open,
say, on Saturday. Do you do that in Philadelphia?

Dr. Ross. We do have evening hours in our public health clinics,

one evening a week. Our goal is to get Saturday morning hours as
well.

Senator Bumpers. What results have you gotten from keeping
your clinics open in the evenings? Is that working? Is it worth it?

Dr. Ross. It works for the parents who are underemployed or re-

cently unemployed or just recently got a part-time job. For the
medical assistance population, I am not sure it is working that
well. It really is working quite well for those families who, let's say,
dad has a job at Burger King flipping hamburgers for 20 hours a
week.

Senator Bumpers. How late are your clinics open?
Dr. Ross. Until 8 p.m.
Senator BUMPERS. 8 o'clock?

Dr. Ross. 8 p.m.
Senator Bumpers. How big a problem is transportation for these

people? Is that a problem? Is that a deterrent? It takes too long
and the cost is too great?

Dr. Ross. Transportation and child care are significant deter-

rents.

Senator Bumpers. It is a big deterrent in rural areas I have
found.

Dr. Ross. I could not speak to that. I would have to turn to some
of my colleagues from Nebraska.
Senator Bumpers. Well, we don't have anybody really much—Dr.

Osterholm had spoken about rural areas. I wish we had thought
to invite maybe somebody from the delta areas of Arkansas, Louisi-

ana, and Mississippi in that area. Well, we do have somebody here
from Arkansas—I forgot

—who will testify on that.

But anyway, have you ever tried mobile clinics?
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Dr. Ross. Yes; in fact, this summer we will be trjdng for the first

time a mobile immunization van as part of the summer of service
initiative. I think the important aspect is going to be linkage, Sen-

ator, and that is can government, that is public health, can the aca-
demic medical centers and nursing schools, the medical schools and
the community leadership and community organizations, the
churches all link and work together? That is going to be the answer
I think, and that is something we are going to test for the first

time this summer. We will have two mobile immunization vans
that we will be trying for the first time in the city of Philadelphia,
and I will be glad to let you know how that goes.
Senator Bumpers. Dr. Bobo, you have testified that your study's

finding is that birth order is an important factor in predicting
whether a child will be fully immunized. What do you mean by
birth order? Is that the second and third child and so on?

Dr. Bobo. Right. The first child is the first bom. The second baby
is the second bom and so forth.

Senator Bumpers. So, what you are saying here is that the sec-
ond and third bom are not quite as likely to be as immunized as
the first bom.

Dr. Bobo. Not as likely to be immunized on schedule. That is

correct.

Senator Bumpers. Do you have any suggestions as to how we
correct that? That is a problem obviously.

Dr. Bobo. I think it is a major problem, and I think it needs to
remind us that we do not need to focus all of our attention on low-
income families, that we need to be looking at the broad population
of parents in general.

I am in favor of tremendous increases in effort at outreach and
marketing. I think that if we can get the attention of parents over
and over again that this is an important issue, we will be more
likely to see them bringing that second and third child back in and
getting the subsequent immunizations. When you think about the
fact that a family needs to bring a child in four times between birth
and the age of 2 years to have a child up-to-date and then a parent
may have three children, that is 12 separate immunization trips if

they do everything on schedule. I think that is asking a lot for par-
ents who are already busy with a lot of other factors.

Senator Bumpers. When a single parent or both parents are

working, that really is a chore, isn't it?

Dr. Bobo. Absolutely.
Senator Bumpers. So, clinic hours are really important for those

people, are they not?
Dr. Bobo. I think clinic hours and possibly getting public health

nurses out to other settings like shopping centers where parents
might be going with their children anyway and could double up on
a trip.
Senator Bumpers. I thought about this shopping center thing. If

you had a van at a shopping center on Saturday, how would you
determine whether or not that child had had his shot or not? A
mother comes in and says, well, I would like to take advantage of

your largess here in getting my children, but I don't know what
they have been immunized for. What would you do?
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Dr. BOBO. Well, I think you would need to require that they
brought their records with them. We found in Washington and Or-

egon that the vast majority of parents did have those records and
could bring them quite readily to the telephone when we conducted
the interview. We found that in most cases, the dates the parents
were reporting from the records coincided exactly with the records
from the physician officers.

Senator Bumpers. What if I were a pediatrician in one of those
clinics and this woman says my child is 1 year old, and he says,

well, has that child had its third shot of DTP? I don't know. Would
you give them a shot?

Dr. BOBO. I am not a physician. I would have to turn that over
to

Senator Bumpers. Dr. Ross, would you?
Dr. Ross. Yes; without question.
Senator Bumpers. Would you. Dr. Osterholm?
Dr. Osterholm. Yes.
Senator Bumpers. It does not hurt, does it, to give them that

shot?
Dr. Osterholm. No.
Dr. Ross. No.
Senator BUMPERS. You are assured then that the child has had—

you do not know whether you are giving that child the first shot
or the third shot, though, do you?

Dr. Ross. Yes; that is a problem that we have oftentimes. Pretty
much the rule in the health department with any immunization

campaign or outreach effort is if you are in doubt, give it.

Dr. BOBO. I would comment that on the data we had from Wash-
ington and Oregon, we saw many children who got duplicate third

shots or duplicate second shots when we compared records from the
various sources.

Senator Bumpers. Dr. Bobo, you said in your testimony that high
risk families should receive hassle-free services. What do you mean
by that?

Dr. BoBO. I mean they should not have to go and wait 1 hour
or more for a simple immunization. They should not show up with
one child in tow for a particular problem and need a shot for an-
other child and be told to come back later. I think they should not
have to deal with long bus rides. I think we need to make it as

easy and simple for them as possible.
Senator Bumpers. I am telling you, you are really preaching to

the saved on that one. [Laughter.]
In 1986, this has nothing to do with this hearing, but I think it

was the maddest I have ever been in my life. I was campaigning
for reelection. I went into a social services facility in my State, and
the only person sitting in the waiting room was an 84-year old

black woman who was one of the sweetest, dearest people I ever
talked to in my life. Ms. so-and-so what are you doing here? She
said I got a notice in the mail that they were going to cut off my
payments and that I was going to have to come in and justify con-

tinuing to get those payments. I said how long have you been here.

This was 2 o'clock in the afternoon, and she said since 9 o'clock this

morning. I said has anybody come out here. There must have been
a dozen social workers back behind the teller window. I said has
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anybody come out and told you what the status of your case is. She
said no.

I will not tell you all the things I said, but I went back behind
the window and this one woman, who was absolutely indifferent to

this woman's plight or the fact that she had been sitting there pa-
tiently for 5 hours, looked and she said, well, that notice was sent
to her in error. She should not have come in.

Now, when you talk about hassle-free, I can tell you that waiting
period, even among the more affluent having to sit around a doc-

tor's office all day, takes the patience of Job. But it is a big problem
I think, the waiting period in the clinics.

No. 2 is the paperwork oftentimes, filling out a lot of paperwork,
some of which may be necessary some is not.

Dr. Ross, in the health clinics of Philadelphia, do you ask the

people who bring their children in there what their economic status
is?

Dr. Ross. Yes; we do. We have what we call a benefits counselor.
If someone comes in and they are not on medical assistance, we try
to determine whether they are eligible for medical assistance and
help them process those forms.

Senator Bumpers. If you asked somebody what is your income
and, say, a woman says my husband makes $100,000 a year, what
would you say? Nelson Rockefeller. Say take the ordinary guy mak-
ing $100,000 a year. [Laughter.]

Dr. Ross. The first thing I would be utterly shocked that some-
one making $100,000 a year would show up at one of my clinics,
but after I got over that [Laughter.]
We have a policy in our public health clinics. We consider our-

selves the provider of last resort. If someone can demonstrate the

ability to pay, we bill them. If they have demonstrated that even

though they are above the defined poverty level which would qual-
ify them for medical assistance, but we know that they do not have
the ability to pay, we don't bill them.
Senator Bumpers. Is there any constraint by the Federal Govern-

ment on your providing that service free? Would you be penalized
if CDC or the Federal Grovemment found out that you gave some-
body making that kind of money a shot?

Dr. Ross. No.
Senator Bumpers. Dr. Osterholm, I take it that you think that

tracking systems may be overrated and that that may not nec-

essarily be the best use of our money. Is that a fair statement or
not? I think you also think CDC is under-estimating what the cost
of it is going to be, do you not?

Dr. Osterholm. Well, I think part of the problem, Senator, is

what is it. I think that is what many of us are still waiting to find
out. There isn't a system that I think we have all agreed is a track-

ing registry system that includes the data collection, the data proc-
essing, the data confirmation, the data dissemination, and the fol-

lowup of it. What we are basically doing is embarking, which I

think is a good idea in terms of registries and tracking, but I think
we may have put the cart before the horse. There are some very
significant consequences to the problem if, in fact, the cart and
horse do not match up here for the States in 3 or 4 years from now.
I think that is what our concern is.
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I have laid out for you data showing that in Minnesota we can

identify pockets in the absence of registries, but we are the first to

say that we cannot in a timely manner call these people back de-

pending on where they are coming from. So, I think it is much
more complex than to say you are for or against registries or that

they are going to be this cost or that cost.

I would just add, as you may recall, when Secretary Shalala was
here on April 21, she basically all but promised that we would have
a national registry in place, which would almost be the smart card
kind of technology and by 1996 we would be able to exchange data,
as Senator Bond indicated earlier, from State to State, et cetera.

What are we talking about today?
Senator Bumpers. Well, if you just have a local tracking system,

you are going to have a patchwork of systems. In a book called "A
Nation of Strangers" written by Vance Packard, he says that we
have become such a transient society, one out of every five people
in this country moves every year. That is a real problem, isn't it?

Dr. OSTERHOLM. Mr. Chairman, I agree wholeheartedly with you,
and I am not voicing opposition to even a national registry. What
I am saying is don't create another star wars. Don't have us em-
bark on a process that once we get into it, we find out we are far

short of what it is going to take to do it.

Senator Bumpers. Well, I could not agree with you more on that.

Dr. OSTERHOLM. I think that we have made an effort to talk to

people in the banking industry, to people in informatics who have
looked at what it will take to bring together this patchwork quilt
of health care providers, both public and private out there, and

they are telling us it is going to cost a lot more than anybody has

put down here.

Just for example, the current system has $35 million per year to

begin maintaining it after 1996. If you look at probably one of the
most cost-effective systems in the entire world for registries of chil-

dren, it is the system in Manitoba which, because of the single

payor situation in Manitoba, basically they can do it as cost effec-

tive as anyone. Their estimate is basically a little over $2 per child

just to maintain the system, which would equate in this country to

$50 million per year to maintain a system if we had the ideal sys-
tem. Well, we are going to be far short of an ideal system. So, if

we are $35 million, $40 million, $50 million short of running these

systems in 1997, where is that going to come from? If we cannot
run them, are we going to be penalized in our block grant money
and our lack of access to federally bought vaccine. That is my con-

cern.

Senator Bumpers. Dr. Osterholm, the reason I know about this

is because I was once a Grovemor of my State, but the State of Ar-
kansas has consistently won the bid for keeping up with migrant
children in this country. We have a big computer system in Little

Rock for purposes of education, not for purposes of immunizations.
It might be well for all of us to go see how that system is working.
They profess to be able to keep up virtually with where every mi-

grant child is in school. Now, this is only effective at school age,
but I think they do an excellent job of keeping up with those kids

and trjdng to make sure they are in school.
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In other words, if you have one starting in the first grade in San
Antonio and all of a sudden that child is not there, the school sys-

^

terns will report whether or not that child is enrolled in another'
school. Maybe the next time you see that child, he is in the first

grade in Houston. But you may not find that child again, period.
So, you start wondering what has happened to him. It is a system
that is not totally dissimilar from what we are trying to do here.
That is a national system incidentally.

I want to also thank you for your charts. Those charts show that

parents, for the most part, really do care about their first bom.
They do a pretty good job of getting their first child immunized. It

is after that where the problem sets in. I find those charts very in-

teresting. I intend to spend a little more time looking at them, but
I thank you very much for that information.
You have all testified extremely well and that is instructive. I ap-

preciate it. We would like to send you some additional questions in

writing and hope that you will respond at the earliest opportunity.
Thank you all very much for being here.

STATEMENT OF ELIZABETH BOBO, DEPUTY SECRETARY FOR PRO-
GRAMS, MARYLAND DEPARTMENT OF HUMAN RESOURCES

Senator Bumpers. Believe it or not. Dr. Bobo, we have two Dr.
Bobos here today. You know each other and you are not related.
Is that correct?
Ms. Bobo. That is correct.

Senator Bumpers. Elizabeth Bobo is assistant secretary for

Human Resources for the State of Maryland, Dr. J.P. Lofgren is

medical director of the Arkansas Department of Health, and Mike
Chaney, immunization director, State of Georgia. Secretary Bobo,
you may feel free to begin.
Ms. Bobo. Thank you, Senator Bumpers, and thank you for giv-

ing us all this opportunity to discuss this most important issue

today. On a personal note, thank you for providing the opportunity
to hook up with a long lost and formerly unknown relative from
Nebraska. [Laughter.]
You obviously have read carefully the outline we sent you of

what is known as the primary prevention initiative in Maryland.
So, I am not going to run through the outline. What I am going
to do instead is to give you a little background into the policy con-
siderations that went into our making the decision to embark on
this program, and then I will tell you how it is working.
We have in the State of Maryland 80,000 plus families on AFDC,

220,000 people; 150,000 of those people are children and approxi-
mately 70,000 of those children are under the age of 6. So, we
thought what can we do

Senator BUMPERS. Wait just 1 minute, Secretary Bobo. Give me
those figures again.
Ms. Bobo. These are rough figures. We have 80,000 families re-

ceiving AFDC, 220,000 people in those families. 150,000 of them
are children. About 65,000 to 70,000 of those children are under
the age of 6.

So, we are required to recertify these people for eligibility for
AFDC on a 6-month basis, and we thought what can we do since
we are coming in contact with this poor population on a regular
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basis, to do something other than simply verify whether they are

eligible to continue receiving their check on a monthly basis. What
occurred to us is that we could do two things. We could work with
them in terms of sending their school-aged to school to make sure
that they have regular attendance in school, and we could work
with them to assure that their preschool-aged children are receiv-

ing preventive health care.

So, what we found out was that we could not tie the amount of
the AFDC grant to school attendance and/or preventive health care
without the receipt of a Federal waiver. So, we worked with the
Federal Government and in the summer of 1992 received a waiver

whereby we could require that school-aged children attend school
a certain percentage of the time and have that verified and that

preschool-aged children receive regular preventive health checks
and treatment. For children from birth to 18 months, they are re-

quired to have two visits a year for preventive health care, and
from 18 months to 6 years, they are required to have one visit a

year.
We gave 6 months notice, as you mentioned earlier, and we not

only gave notice to the clients, but we also worked with them to

give them ideas on how they could meet these goals if they had not
been doing it in the past. When the 6-month notice was up, we did

implement a $25 per child reduction in the AFDC check if either
of these requirements was not met.

Now, that is certainly a sanction and there is no way to get
around calling it a sanction. However, it is really important we
think to point out that our goal is not to sanction the AFDC recipi-
ents. On the contrary, we do everything we possibly can to avoid

sanctioning them. This is not a cost-savings program. We are not

saving $1. What we are doing is taking the money that we are sav-

ing in reductions and plowing it into additional services through
targeted case managers, through seminars for the AFDC mothers
where they get together in groups and talk about what are the bar-
riers to their getting their kids in school and getting preventive
health care for their children.

We went so far on one Saturday as to identify families which had
received disallowances because they had not met the preventive
health care requirement, and we gathered volunteers from the com-

munity, including some State employees, and went around and
picked up these families and took them to HMO's. We did that with
about 180 families in the city of Baltimore one day in order to see
that the families that had received a reduction could get their
check restored to the full amount in the following month.

In Maryland we do not have a central registry. We are one of the
States that is working toward the development of a central registry
for immunizations, but one thing that we do have, which was put
in place very shortly before we implemented this AFDC program,
is that our medical assistance recipients are assigned to a provider
of their choice so they do not jump around from medical assistance

provider to medical assistance provider. They go to that provider
whom they have chosen with the approval of the State health de-

partment. If they go to another doctor for care, then that doctor is

not reimbursed. If for some reason the medical assistance recipient
has a problem with their provider to whom they are assigned by
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choice, if you will, then a change can be made. That provider could
be either an HMO or it could be just an individual practitioner who
is certified for medical assistance.

I want to tell you about some of the problems we have run into

and then I will get into some of the statistics.

We have made it a point to try to approach this program from
a very practical point of view, to put ourselves in the shoes of the
AFDC mother and approach it from the point of view of what could
it be that is keeping this mother from getting her children to school
or getting her preschool-aged children to get preventive health
care. Some of the problems have been touched on in the questions
which you have asked former people who have sat at this table this

morning and also in some of their comments.
One of the things that is important for me to point out to you

is our preventive health care requirement does not deal solely with
immunizations. It is with the total health care picture. We are

being told that on these screenings, problems such as vision prob-
lems are being picked up, elevated lead levels in the children's

. blood. But obviously immunizations are a major and very key part
' of the preventive health care component of this program.

We are being told in some of the more rural areas—^you men-
tioned that you do not have people here from rural areas, and we
certainly cannot compete with the delta of the country, but we do
have some rural counties on the Eastern Shore of Maryland.
Senator Bumpers. Incidentally, this is a statewide program, is it?

Ms. BOBO. This is a statewide program.
Senator Bumpers. I misspoke myself this morning.
Ms. BOBO. Well, of those 80,000 families that I mentioned in the

very beginning, roughly 50 percent of them are in the city of Balti-

more. So, Baltimore is a very key place to watch for the way this

program is working.
But, for example, in one of the small towns on the Eastern Shore,

one of the medical assistance doctors has told us that he delivers
most of the babies in the town. He knows they are still living in

the town because he sees their mothers in town at the grocery
store, walking on street, but that since this program has been put
in place, he is now seeing children 1, 2, 3 years old whom he has
not seen since he delivered them. So, that is very encouraging to
us.

Now, before I get on to the statistics, I want to tell you that I

p
mentioned earlier some of the things that have been discussed at
this table already. We are working with the HMO's, particularly in
the city of Baltimore where we have I guess the biggest access

problem. We have talked about access to health care. I personally
have sat down with the president of the largest HMO in the city
of Baltimore. We are working out ways to get around the problems
that were mentioned by Dr. Bobo whereby a mother may show up
with one child who is 1 year old who needs one thing and another
child who is 2 years old who needs something else, so that they can
be seen at the same time. The HMO's are being very receptive and
cooperative with us on working that out.
We are also working on the problem of having to wait for ap-

pointments, and the HMO's have agreed that particularly in the
cases where the mothers have already been sanctioned—so they
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are dealing with this $25 less per month—^that they are treated as
a sick call when they call in for an appointment and do not have
to get on a regular list.

So, I am giving you those examples just to let you know that
what we have put a lot of energy into is trying to approach this

from the practical perspective of the mother trying to get her chil-

dren in for preventive health care.

We are running into a certain amount of no-shows also where
our AFDC mothers make appointments for their children and don't

show. We even had a couple examples on that one Saturday that
I told you about where we organized volunteers and went and
picked these mothers and their children up at their homes where
when we showed up, some of the mothers either were not home,
or in I guess the most extreme case, we had a couple of children
there saying let's go, let's go, let's go, and the mother said we are
not going to be going. So, in that way we will be able to identify
those cases where there is clearly some sort of problem that is

keeping the mother from getting the care for the children. Then
they are the ones with whom we will work the most closely from
a services point of view to try to get at the root of the problem.
Now, the statistics you gave about 90 percent of our children

having reached full immunization, I would love to be able to say
that that is the case, but it is not quite that positive. I will tell you
why the distinction. The reason for the distinction lies in the fact

that we are looking at more than immunizations. We are looking
at the total health picture. So, if you take, for example, this doctor
in the small town on the Eastern Shore who said he has children
whom he hasn't seen since he delivered them 3 years ago, he can-
not on one visit bring that child up-to-date with immunizations.
What we require, in order for the check not to be reduced, is that
the mother be able to show us that she did take the child in and
at least the process is under way. Am I making myself clear why?
Senator Bumpers. I am not totally sure of that. Say that again.
Ms. BoBO. Let me try it again.
Senator Bumpers. You started off by saying the doctor had deliv-

ered children that he had not seen in 3 years.
Ms. BOBO. Right. Now, in order for the mother to avoid having

her AFDC check reduced, she has to show us that she is getting
preventive health care for her children, but we do not require that
she go back and do everything that she was not diligent about in

that 3-year period before we restore her $25 reduction.
Senator Bumpers. I follow you.
Ms. Bobo. So, now with the newborns, I think it is safe to say

that we will be able to get them on a track of total immunization
when we start with them from the beginning, but when we are

working with remedial, catchup work, it is not necessarily tanta-
mount that because they are in compliance with our program, they
are at full immunization.

So, let me tell you what our figures show. In the first month
when reductions were made m January, we had over 11,000 reduc-
tions in checks because of failure to comply with the preventive
health care requirement.
Senator Bumpers. That's 11,000?
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Ms. BOBO. Yes; by the end of March, two-thirds of that 11,000

plus had come into comphance. Now, again that does not nec-

essarily mean they are fully immunized. For example, if a mother
takes a child to the doctor and she is behind on immunizations and
says, for whatever reason, I'm not getting these immunizations, she

gets sanctioned anyway. So, she has to do more than just show up,
but she is on a track of getting this care for her children.

Our goal is to work with these mothers so that their whole pat-
tern of behavior will change and that they will deal with getting
these immunizations up-to-date prior to their next 6-month rede-
termination for AFDC eligibility where we are working with them
from a social services point of view so they do not just meet our

requirement and then sit back for 6 months and say, OK, I don't

have to do anything about this until I come for eligibility again.
Then I will run in and get another form. But in the worst case sce-

nario, I want you to know that could happen in our program and
they would still be eligible.

So, in the months following January, with every month we have
some additional children who are added to the list of disallowances,
but then we also have some who are coming into compliance who
have not been. So, the way the number works out as of the begin-
ning of May, we have 8,800 children who are not in compliance for

the preventive health care.

Senator Bumpers. Is this 8,000 children whose mothers have had
their checks reduced by $25 a month?
Ms. BoBO. Yes.
Senator Bumpers. That does not mean that many mothers. That

means 8,000 children. It might be 3,000 mothers or less.

Ms. BOBO. Yes; probably a little more than 3,000 mothers.
Another interesting figure is that of those, only 5 percent have

had the reduction for every month, who have not done something
about getting preventive health care so that their check gets re-

stored.

One of the questions that came up when we implemented this

program, because it was not met with total acclamation because
the AFDC grants are low as it is, and some people thought that
with the possible outcome of getting preventive health care for

some children that we should not reduce the grants. But we did not

agree and in retrospect think it was a good decision. There were
some people who said you do not even know how many of your
AFDC children are immunized at this point, and it is true. We
don't. As has been said by many people sitting at this table this

morning, we don't have good data in the country on what children
of any income level are getting immunized. So, we made the judg-
ment call that we could have spent a couple of years trying to get
our data so that we knew exactly who had what or we could get
started and start taking advantage of these opportunities where we
come in contact with these people to determine whether they are

eligible for a check and start working with them on preventive
health care, a large part of which is immunizations. We feel our
data is not as crisp as we would like it to be. It is not as perfect,
but we think that it is pretty irrefutable that we are having a pret-
ty significant impact on these AFDC families.
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The only other statistic I will give you is that the State health

department tells us that for this current fiscal year there will be
a 40 percent in early periodic screening diagnosis and treatment
cases in the State, whereas we cannot with a clear conscience say
that we know that whole 40 percent is due to this AFDC require-
ment, it is the only variable that we can find. So, we feel pretty
confident that it has been a major factor in that increase.

PREPARED STATEMENT

We are, as my closing comment, telling you that we will be work-

ing with the U.S. Centers for Disease Control. They will be doing
a very systematic evaluation of just precisely what the exact data
is on the impact that this has had on immunizations specifically
because they are very interested in that. Then we are required, as
a part of the Federal waiver, to have an evaluation done also on
the impacts of the entire program on not only preventive health
care going beyond immunizations, but also on school attendance.

[The statement follows:]

Statement of Elizabeth Bobo

the primary prevention initiative

Goal: To prevent long term welfare dependency by promoting preventive health
care and school attendance; encourages family responsibility; aims for a new social

contract where recipients do something to help themselves in return for grant; part
of a broader state approach of state agencies working together to support common
goals; and Maryland is first state to promote preventive health care and immuniza-
tions through AFDC.
On July 1, 1992, Maryland's Department of Human Resources implemented wel-

fare reform with a federally approved waiver:

July 1 to December 31, 1992: Notified clients statewide of new responsibilities and
made services available to all AFDC clients.

January 1, 1993: New requirements applied and grants affected.

New health requirements: Pre-schoolers must get broad range of preventive
health care plus immunizations; to 18 months, check up twice a year; 18 months
to 6 years, check up once a year; and after January 1, $25 disallowance per month
for each child not meeting requirements (remains eligible for Medicaid, Food
Stamps, and rest of grant).
Additional allowances:

Yearly payment of $20 for each adult and child seven and
older who gets an annual check up and $14 monthly prenatal nutritional allowance

beginning with verification of pregnancy and continuing throughout the pregnancy.

SPECIAL SUPPORTIVE SERVICES

To assist families in making full use of
preventive

health care, the Department
of Human Resources makes services available on voluntary basis:

New choices—group problem-solving workshops for clients in all local jurisdic-

tions, provided by 11 regional vendors under contract to DHR.
Targeted case management—services for individual recipients provided by 50 case

managers located in Departments of Social Services throughout the state.

These and other approved services can be used as to prevent disallowances for up
to three months.

OUTCOMES

As of April, about 90
percent ofAFDC families had met PPI requirements.

The Department of Health and Mental Hygiene reports a 40 percent increase in

the number of Early Periodic Screening, Diagnosis, and Treatment (EPSDT) screens
since PPI began in fiscal year 1992, ending June 30, 1992, 107,000 children between
the ages of to 21 were screened and this fiscal year, an estimated 150,000 children
will be screened.

Providers report check ups are identifying many children with serious health

problems, including: vision problems; elevated lead levels; and abuse and neglect.
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Providers also report seeing children who haven't been seen since birth.

Coordination.—Success of PPI depends on DHR administrations and other agen-
cies working together: Each local department of social services has a PPI coordina-

tor; PPI coordmating committee established; committee assures coordination be-

tween agencies and within DHR.
Representatives from PPI clients; Maryland State Department of Education; De-

partment of Health and Mental Hygiene; local Departments of Social Services; and
DHR Administrations.
Research project.

—PPI has a rigorous research design; new regulations apply to

every AFDC case except 5,000 control cases; project must be cost neutral—not more
than 2 percent higher than pre-PPI AFDC, Food Stamps, and Medicaid program
costs plus AFDC administrative costs; and U.S. Centers for Disease Control funding
a special study of the eflfect of PPI on immunization.
What is needed?—Central registry for immunizations; some children not immu-

nized and others over-immunized, families move—do not get medical records trans-

ferred; and each health provider starts again.
Good access to health care and a medical home for each person.
Health education; public media involvement; and preventive health cure versus

crisis care.

Issues / barriers.—^Waiting periods for health care appointments; no-shows for ap-
pointments; larger families unable to have all children seen on the same day; fami-
lies requesting appointments at the last minute; timely health care access problems
occurred more often with large providers; and transportation to health care.

WAIVERS OF PROVISIONS OF THE SOCIAL SECURITY ACT NEEDED FOR PPI

Statewideness.—Required to allow PPI rules to apply to all appUcants and recipi-

ents, except the control group Section 402(a)(1).

Amount of assistance.—Required to allow the State to apply fiscal sanctions for

failure to meet the PPI requirements related to preventive health care Section

402(a).
Education and training requirements.—Required to allow the State to require edu-

cation activities without the assessments and employability plans required by JOBS
Section 402(a)(19/19)(A), (b)(i)(ii)(iii) and (C)(ii), (iii)(iv)(v) and (vi).

Education sanctions.—Required to allow the State to apply fiscal sanctions for

failure to meet school attendance requirements Section (402)(a)(19)(G)(i)(ii)(iii)(iv).

STATISTICS

May 1, 1993: Statewide—an estimated 56,900 children with pre-school health
verified.

Statewide—8,852 children with preschool health disallowances.
Baltimore City—7,069 children with preschool health disallowances.
Two thirds of clients disallowed in January came into compliance by the end of

March.
As of April, only 5 percent of the treatment group has had a disallowance for

three or more months (including both pre-school health and education disallow-

ances).
A baseline of data on pre-school health for control and experimental group chil-

dren will be estabUshed when DHMH files of physicians' procedures billing codes
are examined. The data for fiscal year 1992 will be available this summer. Fiscal

year 1993 data will be available in the summer of 1994.

PROFILE OF AN AFDC FAMILY

In January 1993, Maryland had 80,256 AFDC families with 221,338 people. Of
these, 67 percent (149,641) were children:

Forty-four percent ofAFDC children are under age 6.

Average family size 2.75

Average payment per family $331.87
Average age of mother 28
Average age of children 8



440

NUMBER of CHILDREN per AFDC CASE
36 -77

One Child: 46.3 % of Total

( Census (or U.S.A. : 41 % )

Two Children: 31.9 % of Total

( Coneue rof U.S.A. : 38 « )

Three Children: 15.0 % of Total

( Cenaus loi U.S.A. : 16 % )

Four Children: 6.3 % of Total

All Others Combined: 2.5 % of Total

One Two Thrts Four Flv» Six 5«v«n Eight Nln» 7«n Eltvtn

CHILDREN per CASE

Senator Bumpers. Ms. Bobo, thank you very much. That is a fas-

cinating story and I think that is going to be extremely helpful to

us in deciding one of the approaches that we are going to want to

take in this.

Ms. Bobo. The thing I want to emphasize the most—I know I

did, but it just really disturbs us to hear it referred to as solely a

sanctioning program because it is really not. Yes; there are women
out there who have lost $25 a month. In the worst case, some of

them have lost it for 3 or 4 consecutive months, but we are putting
extra work into those people to get them to get preventive health

care.
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STATEMENT OF J.P. LOFGREN, M.D., MEDICAL DIRECTOR, ARKANSAS
DEPARTMENT OF HEALTH

Senator Bumpers. Dr. Lofgren, I did not intend to slight you a

while ago when I said we did not have anybody from the delta. Of
all the people that I should have remembered being a witness,

you're the one. [Laughter.]
We are very pleased to have you and please proceed with your

testimony.
Dr. Lofgren. Thank you, Mr. Chairman. Knowing of your sup-

port and interest and involvement in immunizations, I hope that

my few comments will be helpful.
I have spent a majority of my time for 8 years backing the public

health immunization program in Arkansas, and I have spent a

great deal of that time working with our statewide immunization

registry.
Local health departments in Arkansas administered immuniza-

tions to over 85 percent of the children who became 2 years old in

1992. At the time of their second birthday, 60 percent were immu-
nized with four DTP, three polio, and one MMR. The good news is

that this is an increase from 55 percent in 1991 and 49 percent in

1990. This increase is probably due to a number of activities. Un-

fortunately, we will probably not be able to tell which activities

were major contributors to this increase.

To their credit, Oklahoma has studied both. No. 1, the effect of

a media campaign, which included a statewide Saturday clinic, and
No. 2, the effect of statewide Tuesday evening clinics. In Arkansas
we have evaluated the effect of computer-generated letters. I think

it is very important that part of the Federal immunization funds
be used for studies to determine the effectiveness of various activi-

ties. Not every activity needs to be evaluated in every State, but
an effort should be made to try to look at the different activities.

Although we in Arkansas know that immunization levels for the

85 percent of the children that get public vaccines is 60 percent,

unfortunately, we do not know the status of the other 15 percent.
Dr. Robert Hutchenson, the State Epidemiologist in Tennessee, has

performed annual population based surveys for the past 10 years.
Each year he randomly picks approximately 1,700 birth certificates

of children who are age 24 months. It is very important to have

population based data so that States and large counties know their

actual status. In addition to Tennessee, Mississippi and Oklahoma
have also performed population based surveys of children.

Such surveys become increasingly easy to the extent that there
is a registry. For example, if we were going to perform one in Ar-

kansas, if we had 1,000 children that we were going to survey, we
would find that 500 were in our computer and were up-to-date. We
would find a more recent address than the birth certificate on an-
other 300. So, those such surveys become easier as one has a reg-

istry, and I think it is very important to know exactly where you
are on a statewide basis.

Now, let me talk about the value of knowing risk factors. Again,
Dr. Robert Hutchenson of Tennessee has done an excellent analy-
sis, similar to Dr. Bobo's, of the risk factors in his random surveys.
The biggest risk factor is starting late.
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However, let me raise the question of the value of knowing risk

factors. If health departments are able to follow up 100 percent of

the children that are delinquent, knowledge of risk factors is not

particularly useful. However, they are very useful if one cannot fol-

low up all children because you can use the information on birth

certificates to predict which children are not likely to be fully up-
to-date by age 2. For example, a young black unmarried mother
with four children who is 22 years old has a very low chance of

that particular child being up-to-date. Those children could, in a

sense, be targeted for early followup.
Now, let me make a few comments about immunization reg-

istries. We are very proud of our registry. We continue to work
with it. We worked with it for years. We are putting a large part
of our first year's money from the immunization initiative into

making the network statewide. I will not detail all the uses of the

registry. One comment I would make is when we go to shopping
centers, we are able to plug laptop computers into a telephone and

get the data on immunization records out of the registry and since

85 percent of the children are in the registry, we often can
Senator Bumpers. You have done that?

Dr. LOFGREN. We have done that, yes, several times.

We can determine their immunization levels on site even if the
mother did not bring the immunization record.

One unique thing we are doing—and it should be statewide this

summer—is that any child who comes to any health department to

get service, as part of their intake, the clerk will be able to get a
screen that lists the past immunizations, and the computer will use

algorithms to tell what immunizations are due that day, could be

given that day, and if those are given when that child needs to

come back. So, this makes it easy for a nonmedical person to actu-

ally tell the mother of a child that immunizations are due.

Registries are mainly a tool to make immunization activities

easier. However, I believe we can achieve good immunization levels

without computer registries. The lack of computer registries should
not be an excuse for not raising immunization levels.

Last I would like to address the importance of thinking locally.
I believe that the basic reason that immunization levels are low at

the second birthday is that immunizations have a perceived lack of

priority at the State and especially at the local health department
level. On a State level, there is I think often a lack of interest in

using more resources for immunizations, and it is hard to make a

good case for using more resources. In 1992, Arkansas had no mea-
sles, no rubella, no polio, no diphtheria. We had three cases of teta-

nus, all in patients greater than 60 years of age. We had 15 cases
of mumps, 17 cases of pertussis, and 5 cases of Haemophilus
influenzae meningitis.
On a local health department level, public health has changed

from being community oriented to being clinic oriented. We give
immunizations to anyone who comes to us, but in general are reluc-

tant to seek out those who have not come. When I sit at the State
level and realize that 12,000 children per year were reaching their

second birth date underimmunized, I was rather overwhelmed.
However, on a county level, 76 percent of Arkansas counties have
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12 or less children reaching their second birthday each month
underimmunized.
When we would talk about the problem of underimmunized 2

year olds with our district health officers, they too were kind of

overwhelmed, and during one of the sessions in connection with the
infant immunization initiative during the noon hour, I had the
brain storm of producing a map for these area administrators
which showed per county how many children were reaching 2
unimmunized. There are many counties where there are four, two,
five. All of a sudden, there was enthusiasm to say we can do that.

Maybe a couple of extra calls will actually get us up to 100 percent.

So, oftentimes the problem looks so big on a national level, even
on a State level. On a local level, I believe it is very doable and
registries and other things provide tools to make it easier. But the
main thing is to provide incentive, especially incentive long-term to

get this done.

My perception is that raising the immunization levels is by and

large a Federal priority and I agree with that priority. A given
county or a given State may not have measles, but we had a big
outbreak several years ago and a number of deaths. We had none
in Arkansas, but a number of deaths. In addition, the measles oc-

curring into other States spilled over into Arkansas and caused us
small outbreaks.

So, I think that the Federal priority of immunizations is appro-
priate, but since it is a Federal priority, I believe that the Federal
Government should pay for activities, especially including person-
nel time, nursing time, outreach worker time which is over and
above what the State has been doing.
An alternative would be for the Federal Government to pay for

results. For example, what would happen if the Federal Govern-
ment gave the State $100 for every child that was fully immunized
by age 2 once the State achieved 60 percent? Nationally to pay for

this, 40 percent of children of a 4 million birth cohort would cost

$160 million, and that is in the ballpark of what is being spent for

other activities. I think you might be surprised how miraculously
immunization levels rise.

The basis of this particular idea has to do with EPSDT, which
is done in the health department in Arkansas. I frequently hear
sort of rumblings that local areas are told you better get more
EPSDT patients in, otherwise we are going to have to lay off

nurses. If there was actually an incentive to say each child you get
in now will result in funds that come into the State health depart-
ment which hopefully would be shared locally, that may provide an
incentive. In fact. State and local health departments can use those
kinds of funds for computers, if they want, or for anything else, but
I think the problem would be largely solved with an incentive that
was equal to some of the other programs.
My summary recommendations are as follows. No. 1, to know

where we are, that is, to know what immunization levels really are,
I encourage population based surveys similar to what is being done
in Tennessee, Oklahoma, and Mississippi.
No. 2, the Federal Government must fund studies to demonstrate

what works and what does not to raise immunization levels.



444

No. 3, achieving high immunization levels are not dependent on
a computerized immunization registry. Computer based registries
should be allowed to grow as local public health departments and
other providers find that computerization is helpful. I certainly

support CDC proposing standards so that they could be linked up,
of giving technical assistance and monetary assistance.

PREPARED STATEMENT

No. 4, most importantly, a way must be found to motivate local

health departments to make immunizations a priority.
Thank you very much.
[The statement follows:]

Statement of J.P. Lofgren, M.D.

Thank you, Mr. Chairman. Knowing of your support of and interest and involve-

ment in immunization, I hope that my few comments will be helpful.
I have spent a majority of my time for 8 years backing the public health immuni-

zation effort in Arkansas. I have spent a great deal of time working with our immu-
nization registry.

During this testimony, I will deal with the following areas: Current immunization

levels; the need for well designed evaluation; the importance of determining immu-
nization levels based on population based surveys; risk factors for being
unimmunized; the value of knowing risk factors; immunization registries; impor-
tance of thinking local; and Federal immunization incentive proposal.

CURRENT IMMUNIZATION LEVELS

Local public health departments in Arkansas administered immunizations to over

85 percent of the children who became 2 years old in 1992. At the time of the second

birthday, 60 percent were appropriately immunized with 4 DTP, 3 polio and 1 MMR
vaccine. The good news is that this is an increase from 55 percent in 1991 and 49

percent in 1990.

THE NEED FOR WELL DESIGNED EVALUATION

This increase in immunization levels is probably due to a number of activities.

Unfortunately, we will probably not be able to tell which activities were major con-

tributors to tJfiis increase.

To their credit, Oklahoma has evaluated both: The effect of a media campaign
which included a statewide Satvu-day clinic and the effect of statewide Tuesday
evening climes.

In Arkansas, we have evaluated the affect of computer generated letters.

There has been a great increase in federal funds spent on immunizations as a re-

sult of the Infant Immunization Initiative and other proposals. These funds are

being spent on a multitude of activities. However, most activation are initiated with
no effort to evaluate the effectiveness of that particular activity. I greatly fear that

several years from now, our immunization levels will have increased, but we will

not know which of the many activities was effective and should be continued.

It is very important that part of federal immunization grant funds to states be
used to evaluate the effectiveness of various activities.

THE IMPORTANCE OF DETERMINING IMMUNIZATION LEVELS BASED ON POPULATION
BASED SURVEYS

Although we in Arkansas know the immunization levels for the 85 percent that

get public vaccine, we do not know the status of the 15 percent that do not come
to the health department. Dr. Robert Hutchenson, State Epidemiologist in Ten-

nessee, has performed annual population based surveys for the past 10 years. Each

year he randomly picks approximately 1,700 birth certificates of children who are

age 24 months.
It in very important to have population based data so states and Isirge counties

know their actual status. Mississippi and Oklahoma have also performed population
based surveys of children.
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RISK FACTORS FOR BEING UNIMMUNIZED

Tennessee has the best information. In analyzing the result of their surveys over

the past five years, risk factors for not being immunized at the second birthday
were: Mother status, unmarried, black, and less than 20 years old; infant of in-

creased birth order; and infant starting immunizations late.

Not associated were: Infant's birth weight and father's age or education.

Because our Arkansas data is not population based, we can only analyze the 85

percent of children who receive immunization fi-om public health department. The

following areas have been examined:

Geography.—There are significant differences (See figure 1): In the Mississippi
Delta area where there is a high percentage of blacks, and there is a lot of poverty,
55 percent are up-to-date at the 2nd birthday and in northwest part of the state

which is mainly white and has a somewhat better socio-economic level, 62 percent
are up-to-date.
Medicaid status.—There is no difference: When we compared rates of those with

a Medicaid number with those without, there was no difference.

W/C—Children receiving WIC may be slightly higher than children not receiving
WIC.
Public vs private vaccine source.—^A study funded by the CDC was performed in

1990 in the ofiBces of Arkansas pediatricians and family physicians who referred less

than 90 percent of their children to the health department for immunizations.

The following percent of those private patients had 4 DTP, 3 polio and 1 MMR
at the time of the 2nd birthday: Children immunized solely by that private physi-
cian: 56.6 percent; the physician's patients immunized solely by public health: 50.3

percent; and the physician's patients who were immunized both by that physician
and by public health: 25.1 percent. The reason for the low level in this group is un-

known.
Time of beginning immunization series.—The later one starts, the less likely one

is to finish. (See Figure 2.)

In our immunization registry, of those who had received 3 DTP and 2 polio by
age 9 months, 88 percent were fully immunized by ago 2 with 4 DTP, 3 polio and
1 MMR. Of those who completed 3 DTP and 2 polio between 12 and 15 months, only
47 percent were complete by the second birthday.

Cost of vaccine to parent.
—There is mixed evidence on whether cost of vaccine is

an important factor. Arkansas administers vaccine to 85 percent of the children

through the public sector. Maryland administers 85 percent through the private sec-

tor. The immunization levels at the 2nd birthday appear to be roughly the same.

On the other hand, when Oklahoma initiated an administration fee in the public

sector, the doses of vaccine administered dropped. When they rescinded the fee,

doses administered increase. Other immunization activities were also occurring at

the time that fees were rescinded.

Distance from the clinic.—I have examined the immunization rates for children

who live in the town containing the public health clinic compared to the rest of the

children in that county. I could not see any pattern suggesting that there was any
difference.

THE VALUE OF KNOWING RISK FACTORS

However, let me raise the question of the value of knowing risk factors. If health

departments are able to follow-up 100 percent of children, knowledge of risk factors

is not useful. However, if one cannot follow-up all children, such knowledge is very
useful. One can use characteristics known at the time of birth to predict the chance
that a child will not be immunized by age two.

As birth certificates come in to the state registrar, the names and addresses of

the infants can be supplied to the public health department in the county of resi-

dence with an indication of how high risk the infant is for not completing immuniza-
tions by the second birthday. The infant's specific risk factors would not be named.
These infants can receive priority in efforts to get them immunized. This system can
be done using risk factors discovered by Tennessee, but would work better if each
state or city md their own population based surveys.

IMMUNIZATION REGISTRIES

Immunization registries have multiple uses, including:
Tracking: Producing letters or address labels for children who are delinquent or

due immunizations and producing lists of children who are delinquent or due immu-
nizations so that follow-up can be done by telephone.
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Evaluation: Immunization levels can be determined by health district; county;

city; zip code; Medicaid or WIC statue; and age.
This may be used in targeting groups that need special attention.

Vaccine control: Registries can produce the number of doses of vaccine given by
each provider within a time frame. Being able to determine the vaccine that was
administered is one arm of vaccine control. The other arm is a record of the vaccine

that was shipped.
We in Arkansas are proud of our registry. For the pact 15 years, all immuniza-

tions given in the public sector have been entered into a computer based registry.
For most of this time, the main use of this system has been to account for doses

administered. In addition, we have been able to determine immunization levels

among those receiving public vaccine.

A major use of the registry would appear to be to generate reminder letters. After

sending out over 100,000 letters, analysis suggested that the letters did have the

effect of cleaning up the data but it was not apparent that they increased the timeli-

ness of immunization of children. I have spent well over a fiJl working year of my
life and was obviously very disappointed when computer generated letters did not

appear to work.
We have not given up. We are planning to study different types of reminders. The

original computer-generated letters were in all capital letters; thev looked like they
were produced by a computer. We plan to randomly assign children to receive: A
letter in capitals and small letters; a briefer, more friendly letter; a letter on more
colorful paper; a letter containing some kind of human interest story that might be
more motivational; and no letter. (This would serve as a control group.)
Besides letters, the registry can generate lists of parents to remind (perhaps by

telephone) about immunizations. Both letters and lists can be generated at a loci
level This will allow local control of immunization tracking.
We are using a substantial portion of our first year infant immunization initiative

funds to extend our immunization registry network so that the computer will auto-

matically evaluate every child under age 7 who comes to the health department.
The computer will: display the child's past immunization record; state what should
be given that day; and state when to invite the child back, if the child receives what
the computer recommends.
This will enable a clerk to remind a parent that a child needs immunizations

without needing a nurse to evaluate the immunization record. This will also save

nursing time (to determine which vaccines should be given) when children are re-

ceiving vaccines. We also hope that this will cut down on missed opportunities.
In addition, such a registry would make a

population
based survey similar to that

done in Tennessee much easier to perform. The registry would show that half in

the survey are already appropriately immunized and would have a more recent ad-

dress than the birth certificate for 30 percent more.
We hope to soon have the names and addresses from birth certificates put into

the registry so that follow-up can be done on children who do not come into the
health department by age 3 months.
The lack of a computer registry should not be an excuse for failing to raise immu-

nization levels. Manual tickler systems should work quite adequately, especially for

individual medical providers and small climes, until a computerized registry is de-

veloped. Computerized registries are mainly a tool to make immunization activities

easier. Meanwhile, Arkansas' registry could serve as a valuable laboratory for at-

tempting to document the value of registries.
I support CDC's attempt to define standards for the components of a national im-

munization registry. This will help those setting up local registries and greatly help
in linking registries if that should ever occur.

I believe that registries should be allowed to grow as they are found useful. It

is especially important that states and communities not be forced to start registries

prematurely because of threatened sanctions such as cut off" of block grant funds if

registries are not in place by a certain time.

THE IMPORTANCE OF THINKING LOCAL

The basic reason that immunization levels are low at the second birthday is that
immunizations have a perceived lack of priority, at the state level and especially at

the local health department level.

On a state level, it is hard to make a good case for using more resources for im-
munizations. In 1992, Arkansas had no reported measles, no rubella, no polio, no

diphtheria, 3 cases of tetanus (all in patients greater than 60 years old), 15 cases
of mumps, 17 cases of pertussis and 5 cases of Haemophilis influenzae meningitis.
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On a local health department level, public health has changed from being commu-
nity oriented to being cUnic oriented. We give immunizations to all those who come
to us; but, in recent years, until the initiation of the Infant Immunization Initiative

campaign, those who did not come were not sought out.

When I sat at the state level and realized that 12,000 children per year were
reaching their 2nd birthday underimmunized, I was overwhelmed. However, on a

county level, 76 percent of Arkansas' counties have 12 or less children reach their
2nd birthday each month underimmunized. (See Figures 3 and 4.) That is some-

thing one can do something about. In fact a couple of extra phone calls may do the
trick.

Right now there is a lot of interest in immunizations. How do we sustain interest

long term?

losing immunization levels is mainly a federal priority; Arkansas supports it. If

other states have measles outbreaks, it spills into Arkansas. With the federal gov-
ernment making increasing immunization levels a national priority, I believe uiey
should pay for activities (including personnel time) which are over and above what
the state has been doing.
An alternative would be for the federal government to pay for resvilts. For exam-

ple, what would happen if the federal government gave the state $100 for every
child who was fully mmiunized by age two, once the state achieved 60 percent. Na-
tionally, to pay this for 40 percent of a 4 million birth cohort would cost $160 mil-

lion. You might be surprisea how miraculously immunization levels rise!

FEDERAL IMMUNIZATION INCENTIVE PROPOSAL

Traditionally, the federal government has assumed that basic public health serv-

ices should be financed by the stetes. For other activities promoted by the federal

government, such as WIC and EPSDT, it has offered incentives.
A federal immunization incentive program has as its justification that raising im-

munization levels is a federal priority and the federal government will pay for re-

sults. In addition, the federal government through the CDC will continue to fund
vaccine given through the public sector and other infrastructure costs supported by
categorical immunization grants.
The simplest form of this incentive program wovild be that the federal government

would pay the state a certain amount for every child that was fiilly immunized by
age two, once the stete achieved 60 percent. The remaining 40 percent is 1.6 million
children (0.4x4 million children bom each year in the U.S.). If the incentive was
$100, the cost would not exceed $160 million (1.6 million childrenx$100) per year.
This figure is lower than many proposals.
A more complicated incentive program could be as follows:

Immunization level Incentive Population

Millions

Cost Running total

Percent:

50 to 70 $100 800,000 $80 $80

70 to 80 150 400,000 60 140

80 to 90 250 400,000 100 240

Different incentives and different break points could be used. The immunization
level in each state would need to be determined from a population based survey.

Depending on the mix between public and private administration of vaccine, the

specific activities in various stetes may differ in order to achieve high levels.

SUMMARY RECOMMENDATIONS

1. To know where we are, that is, to know what immunization levels are, popu-
lation based surveys, similar to what is being done in Tennessee, Oklahoma and
Mississippi, must be done in each state.

2. Part of federal immunization grant funds to states must be used to evaluate
the effectiveness of various activities.

3. Achieving high immunization levels is not dependent on a national computer-
ized immunization registry. Computer based registries should be allowed to grow as
local public health departments and other providers of immunizations find that com-

puterization is helpful. I support CDC's proposing standards and giving technical
and monetary assistence.
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4. Most importantly, a way must be found to motivate local health departments
to make mmiunizations a priority.
Thank You. I would be happy to answer any questions.

State: 59.5%

Percent Up-to-date on 2ncl Birthday
• ChMren with 2nd Birthday in 1 992
Ailcansas - By Heafth Management Area

Sourca- analysis (^ cMdren in

Aftonsas Immunization Regrstry.

These are children who
received public vaccine.

They represent approximatB<y
85% of children in cohort

Note: Up-to-date ^ 4 DTP.

3 pofio & 1 MMR

Percent with 4 DTP, 3 polio, and 1 MMR by age 2
Arkansas

100%

By 9 mo. 9-12 mo. 12-15 rrw.

Age achieved 3 DTP and 2 polio

Rest
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Total Becoming 2 Each Month not Uptodate

Uptodate = 4- DTP, 2 polio <&: 1 MMR

Number Infants not Up-to-date on 2nd Birthday
Distribution by County

Number of counties
30

Note: 57/75 (76%) counties tiave 12 or less children

rejEu;h:tiieir 2nd t^^^

' Pi^^^

1-5 6-10 11-15 16-20 21-25 ^-30 30-35 36-40 41-45 46-50 51-55 >55

Nun"«3er of children In county not uptodate at 2nd birthday

Uptodate = 4 DTP, 3 polio, & 1 MMR

Senator Bumpers. Thank you very much, Dr. Lofgren.
We have been talking about a stick in Ms. Bobo's case. You are

talking about a pretty big carrot at 100 bucks a child, aren't you?
Dr. Lofgren. Again, the total cost may not be out of the range.
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Senator Bumpers. It is unique and not a bad idea.

STATEMENT OF MIKE CHANEY, IMMUNIZATION DIRECTOR, STATE OF
GEORGIA

Senator Bumpers. Mr. Chaney, welcome to the committee and
we are pleased to have you. Please proceed.
Mr. Chaney. Thank you very much. I think we are going to have

to use the carrot and the stick.

Senator Bumpers. Yes.
Mr. Chaney. Just let me start by saying that I am very honored

to have been asked to speak to you concerning the success we have
had in increasing immunization levels in public health clinics in

Georgia. Today I would like to briefly present some background in-

formation on our public health system, review a procedure we have

developed to determine immunization levels in our clinics, present
some data on the success we have had, and give you some reasons
for that success.

In Georgia there are 159 counties and operational authority for

the county health departments is decentralized to 19 public health
district offices. Each district office is directed by a physician. There
are 249 public health clinics in the State.

Senator Bumpers. How many?
Mr. Chaney. There are 249. Staff in these sites administer 70 to

75 percent of the total vaccine given in Georgia.
The State Immunization Program Office has a field staff of seven

who spend approximately 25 percent of their time reviewing immu-
nization records of children 2 years of age attending each public
health clinic. These reviews document the percentage of children
whose immunizations are up-to-date, identifies specific problems
associated with the service delivery system, and measures the im-

pact of interventions used for solution of service delivery problems.
Various combinations of interventions have been undertaken in dif-

ferent districts and clinics, thus providing an opportunity to quan-
tify the impact of each intervention.

By having this data which is gathered from every public health
clinic in the State, we can approach the leadership in the individ-
ual districts with the results and an analysis of those results that

point to problem areas.
The immunization record review allows us to compare levels

among the counties and health districts. Graphs are prepared that
show district immunization levels throughout the State. We have
learned that personnel and health districts do not want to be at the
bottom of that chart. We have also learned that local leadership
and the people and the staff at the local level are the ones that
make the difference. Buy-in by the local lead-ership is extremely im-

portant. Those districts that have made immunizations a priority
are constantly at the top.
The levels of series-complete immunizations for children under 2

have improved over the past several years. In 1992 there were
three health districts that achieved a 90 percent or greater immu-
nization level in children 2 years of age. A total of 78 clinic sites

throughout the State achieved the 90-percent level during 1992.

Composite immunization levels have risen from 33.5 percent in

1986 to 73 percent in 1992. This is a 40-percentage point increase
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during the 7-year-period. During this time missed opport;unities in

patients attending immunization clinics has dropped from 17 per-
cent to less than 1 percent. The percentage of children who are im-
munization delinquent but up-to-date on the day of the review has

dropped by 6 percentage points. Those children who are considered
lost from the system or have been out of the system for more than
1 year has dropped by 13 points.
We have identified some of the reasons for our success. One is

just simply having the data. Just knowing where you are helps to

determine where you need to go. The information is presented to

local staff in positions of authority who can make a change.
Another is the analysis and feedback of the data. The informa-

tion gathered is broken down and specific problem areas are noted
and recommendations are made.
Some examples, are there nurses in local clinics not administer-

ing simultaneous immunizations? Are children beginning the series

too late to be complete by the age of 2? Are children being lost from
the system altogether? Are children attending WIC clinics not

being immunized at all?

Some activities that we have identified which make a difference
for us are—and there are about six or seven of these. One is an-
nual immunization training for local nurses and clerks. This allows
us the opportunity to get our message across to those providing
hands-on service and makes them more comfortable and competent
when performing their job.

Availability of the State immunization program staff or tele-

phone consultations every day.
A statewide policymaking simultaneous immunizations a require-

ment, thus reducing the number of clinic visits each individual
must make. In this regard, one local health director required
nurses and clinics to keep logs of patients who did not receive si-

multaneous immunizations. The nurse had to meet with the health
director and explain why. This procedure got quick and lasting re-

sults.

Four, coordination and integration of health services. If children
are in the clinic, their immunization history is assessed and immu-
nizations are given while they are there. A good example is the

way WIC and immunizations have been coordinated. We made the

assumption in 1986 that WIC immunization levels would be higher
than the general clinic population level. When we started doing
these immunization record audits, that just was not the case. We
started to focus on WIC patients using the logic that this patient
had an incentive to come to the clinic, so why let him leave without

being immunized?
Simple procedures like administering immunizations before issu-

ing the vouchers to those children needing immunizations or hav-

ing a nurse available to give immunizations during WIC clinics

were instituted. Now in Georgia, immunization levels in children
enrolled in the WIC program are about 10 percentage points higher
than those in the general clinic population.

Five, more timely immunization reminders and recall notices are

being sent to parents of young children or phone calls are being
made. Some areas are using an automatic dialing device to phone
parents, thus freeing up clerical time. One area in the State is



452

using members of the local Junior League to phone parents and re-

mind them of upcoming immunizations for their children.

Six, extended clinic hours in some areas have allowed parents
easier access at a more convenient time to them.

Seven, district health staff completing midyear record audits to

assess their own immunization status allowing for more local in-

volvement and correction of problem areas. Also clinics are now de-

veloping their own local immunization goals and objectives.

Something else we have done that is not as tangible but very sig-
nificant is to reward those who are doing a good job. Each year at

our statewide immunization coordinators meeting, plaques are

given to clinics and districts reaching 90 percent adequacy levels

and also to the districts showing the greatest improvement over the

past year. At this meeting we also allow time for coordinators to

share with the group those activities that have been successful in

their district. As another incentive, last year a local company spon-
sored a barbecue for any district reaching the 90 percent level.

While they are small, we believe these rewards create a challenge
to our health districts. The friendly competition created between
health districts and between clinics within health districts are sig-
nificant in terms of motivation locally.

PREPARED STATEMENT

In conclusion while we have made significant improvements over
the past several years, we must not let up. We still have a long
way to go in reaching our goal. It will take continued dedication
and commitment from local staff. In the past we have had a health
district to reach the 90-percent level onlv to drop the following
year. I cannot express strongly enough that success happens lo-

cally. We must remember to treat each and every child coming to

our clinics appropriately at the time they need us and do whatever
it takes to reduce the barriers to immunizing our children.

Thank you.
[The statement follows:]

Statement of Mike Chaney

Let me start by sajdng that I'm very honored to have been asked to speak to you
concerning the success we have had in increasing immunization levels within public
health climes in Georgia.
Today I would like to briefly present some background information on our public

health system, review a procedure we have developed to determine immunization
levels in our clinics, present some data on the success we've had and give you some
of the reasons for that success.

BACKGROUND

In Georgia there are 159 counties. Operational authority for the county health de-

partments is decentralized to 19 public health district offices. Each district oflBce is

directed by a physician. There are approximately 249 public health clinic sites in
the state. Stan in these sites administer 70 to 75 percent of the total vaccine given
in Georgia.

procedure

The State Imjnunization Program OfBce has a field staff of seven who spend ap-
proximately 25 percent of their time reviewing immunization records of children two
years of age attending each public clinic. These reviews document the percentage
of children whose immunizations are up-to-date, identifies specific problems associ-

ated with the service delivery system, and measures the impact of interventions
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used for solution of service delivery problems. Various combinations of interventions

have been undertaken in different districts and clinics, thus providing an oppor-

tunity to quantify the impact of each intervention.

By having this data which is gathered from every public health clinic in the state

we can approach the leadership in the individual districts with the results and an

analysis of those results that point to problem areas.

The immunization record revi-5w allows us to compare levels among the counties

and health districts. Graphs are prepared that show district immunization levels

throughout the state. We have learned that personnel in health districts do not

want to be at the bottom of the chart. We have also learned that leadership and

people do make a difference. Buy-in by the local leadership is important. Those dis-

tricts that have made immunizations a priority are constantly at the top.

SUCCESS

The levels of series-complete immunizations for children under two have improved
over the past several years. In 1992 there were three health districts that achieved

a 90 percent or greater immunization level in children two years of age. A total of

78 clinic sites throughout the state achieved the 90 percent level during 1992.

Composite clinic immunization levels have risen from 33.5 percent in 1986, to 73

percent in 1992. This is a 40 percentage point increase during the 7 year period.

During this time, missed opportunities in patients attending immunization climes

has dropped from 17 percent, to less than 1 percent. The percentage of children who
are immunization delinquent but up to date on the day of the review (late) has

dropped by 6 percentage points. Those children who are considered lost from the

system or have been out of the system for more than a year has dropped by 13

points.

REASONS FOR SUCCESS

We have identified some of the reasons for our success. One, is simply having the

data. Just knowing where you are helps to determine where you need to go. The
information is presented to local staff in positions of authority who can make a

change. Another, is the analysis and feedback of the data. The information gathered
is broken down and specific problem areas are noted and recommendations made.

Examples: Are there nurses in the local clinic not administering simultaneous im-

munizations? Are children beginning the series too late to be complete by the age
of two? Are children being lost from the system all together? Are children attending
WIC clinics not being immunized?
Some activities that have been identified which made a difference for us are:

1. Annual immunization training for local nurses and clerks. This allows us the

opportvmity to get our message across to those providing hands-on service and
makes them more comfortable and competent when performing their job.

2. Availability of state staff for telephone consultations every day.
3. A Statewide policy making simultaneous immunizations a reqmrement, thus

reducing the number of clinic visits each individual must make. In this regard, one
local health director required nurses in climes to keep logs of patients who did not
receive simultaneous immunizations. The nurse had to meet with the health direc-

tor and explain why. This procedure got quick and lasting results.

4. Cooroination and integration of health services. If children are in the clinic,

their immunization history is assessed and immunizations are given while thev are

there. A good example is the way WIC and immunizations have coordinated. We
made the assumption in 1986 that WIC immunization levels would be higher than
the general clinic population level. When we started doing record audits this was
not 9ie case. We started to focus on WIC patients, using the logic that this patient
had an incentive to come to the clinic so why let him leave without being immu-
nized? Simple procedures like administering immunizations before issuing the
vouchers to those children needing immunizations or of having a nurse available to

give immunizations during WIC clinics were instituted. Now in Georgia, immuniza-
tion levels in children enrolled in the WIC Program are about 10 percentage points

higher than those in the general clinic
population.

5. More timely immumzation reminaers and recall notices are being sent to par-
ents of young children or phone calls are being made. Some areas are using an auto-

matic maling device to phone parents. One area in the state is using members of

the local Junior League to phone parents and remind them of upcoming immuniza-
tions for their children.

6. Extended clinic hours in some areas allowing parents easier access at a time
more convenient to them.
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7. District health staff
completing mid-year record audits to assess their own im-

munization status allowing for more local involvement and correction of problem
areas. Also clinics are now developing their own local goals and objectives around
immunization levels.

Something else we have done which is not as tangible but very significant, is to

reward those who are doing a good job. Each year at our statewide immunization
coordinators meeting, plaques are given to clinics and districts reaching 90 percent
adequacy levels and to the district showing the greatest improvement over the past
year. At this meeting we also allow time for coordinators to share with the group
those activities that have been successful in their district. As another incentive, last

vear a local company sponsored a barbecue for any district reaching the 90 percent
level. While they may be small, we believe these rewards create a challenge to our
health districts. The friendly competition created between health districts and be-

tween clinics within health districts are significant in terms of motivation locally.
In conclusion, while we have made significant improvements over the past several

years we must not let up. We still have a long way to go in reaching our goal. It

will take continued dedication and commitment from local staff. In the
past

we have
had a health district to reach the 90 percent level only to drop the following year.
I cannot express strongly enough that success happens locally. We must remember
to treat eacn and every child coming to our clinics appropriately at the time they
need us and do whatever it takes to reduce the barriers to immunizing our children.

Senator Bumpers. Mr. Chaney, you have a really great success

story. Those statistics are most impressive. Out of your 249 clinics,

you say 78 of them have reached 90 percent levels?

Mr, Chaney. Right, yes, sir.

Senator BUMPERS. Now, I read recently where you had 6,000 vol-

unteers in Atlanta going door to door. I think I read that in the
last 30 days, didn't I?

Mr. Chaney. You did.

Senator Bumpers. Some of the stories they talked about were
when they got the door shut in their face or maybe the mother was
there, but she would not come to the door. That was the story I

read I think. How prevalent was that sort of reception?
Mr. Chaney. I am not really sure. I know that they did have

7,000 volunteers attempting to knock on 200,000 doors. I am not
sure how many doors were actually knocked on. I know that 70,000
questionnaires were returned to the project area. Out of those

70,000 questionnaires returned, about 25 percent of them had good
immunization data on them. Like I said earlier, I am just not sure
of the response.
Senator Bumpers. That is a very worthy undertaking and you

admire the volunteers who participated in that. But how much
more effective, if in fact it is, is that than, say, a tracking system
where you have these computer-generated letters sajdng please
bring your child in for his third shot of DTP?
Mr. Chaney. Well, I think it is going to take a combination of

a lot of different things. I think outreach into the community and
education is extremely important. I believe a tracking system, espe-
cially in a city like Atlanta—the County of Fulton has 20 public im-
munization sites there, and it is very difficult to keep up with chil-

dren and their immunization records when they are moving to clin-

ic to clinic to clinic. In that particular county there is no tracking
system. The immunization level in the public clinics there is about
46 percent. It is going to take more than just a tracking system.
It is going to take education of the parent, education of the pro-
vider as well as extensive outreach and actually going out and
bringing them in if we cannot actually go out and immunize at
their house.
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Senator Bumpers. You have a tracking system, do you not, in

Georgia?
Mr. Chaney. We have several different types of tracking sys-

tems.
Senator Bumpers. But you do not have a centralized tracking

system just for these immunizations.
Mr. Chaney. We don't. There is not a centralized registry.
Within the 19 health districts that we have, we probably have 3

or 4 that have fairly sophisticated tracking systems or registries.
The remainder have very simple manual systems, and it takes
some clerical staff time to do this and notify parents.
Senator Bumpers. You heard Ms. Bobo's testimony on the way

they are using AFDC. Have you thought about that?
Mr. Chaney. We do have a law in Georgia now and it is immuni-

zation specific. It requires recipients of AFDC who have preschool
children to have them adequately immunized or be sanctioned. I

talked with our folks at our Department of Family and Children
Services before I came here today and they were telling me—let me
just back up a little.

This law was passed in our 1992 session and was implemented
in January 1993. So, we have very little data available to us. Our
average caseload in the State is around 131,000. The majority of
that 131,000 have preschool-aged children. Since January they
have documented 24 sanctions.

In the law it was written that these children would be given pri-

ority treatment in public clinics. Our director of public he^th made
that clear to the health departments statewide, that if you have
someone who is an AFDC recipient come to you, then you immu-
nize them while they are there. We have created no new forms for

this and there is very close coordination between the county offices

of the health department and of AFDC.
So, we do not have good, firm data on it, but just from comments

in the field, we feel it has been very successful. We are seeing a
lot of these moms come in. We are issuing a lot of certificates for

them to take back to the AFDC office. The general feeling I think
when the law was written was we have a problem with immuniza-
tion levels in this State. This is something that we can do.

Senator Bumpers. You may have said this and I may have
missed it. What kind of results do you get from computer-generated
mail to parents of unimmunized children?
Mr. Chaney. Computer-generated mail is probably less than one-

half on the first notification. If a child has not come in within 2
weeks after notification, then a second will be generated. We make
three attempts by mail, and then either a phone call and a home
visit is made whenever it is possible. Again, notification by mail is

just not going to be the answer.
Senator Bumpers. Ms. Bobo, why would it not be better—it

might make it even a little less harsh—to say to these AFDC
women—as I understand it, they get a 6-month warning. Is that
about right?
Ms. Bobo. They were told 6 months before we made our first re-

ductions, yes. Now they are
Senator Bumpers. Now, is that just the initial 6 months? You

will not do that again?
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Ms. BOBO. Well, now they know. Now if a new applicant comes
in, they are told upon their initisd application for AFDC benefits,
and those who are continuing on the AFDC program know that

every time they come in for eligibility redetermination, which is on
a 6-month period, that they will again be required to bring in

Senator Bumpers. So, if I came in there right now and estab-

lished my eligibility, I would be told that when I come back 6
months from now, I would have to come with proof that my chil-

dren had been immunized.
Ms. BoBO. That they had had preventive health care in general.

It is more than immunization, but yes.
Senator Bumpers. It is more than immunization.
Ms. BOBO. More than immunization.
Senator Bumpers. If they do not, then you withhold $25 per

month.
Ms. BoBO. Per child.

Senator Bumpers. You say that you take that money and you
put it into other services that are beneficial to them. Is that cor-

rect?

Ms. BoBO. We put it into services to help them overcome what-
ever it is that is keeping them from taking their children in for pre-
ventive health care.

Senator BUMPERS. Is that patient-specific? Is that mother-spe-
cific?

Ms. BOBO. No; there is no way that we could track that the very
$25 reduction went to the same mother.
Senator Bumpers. Yes; that is what I meant.
Ms. BoBO. No.
Senator Bumpers. My question is this. Why would it not be just

as good and maybe a greater incentive to say we are going to with-
hold $25 a month from you until you show proof that your children

have been immunized, at which time we will give you the $25, $50,
$75 or whatever length of time it has taken you to do this?

Ms. BoBO. That may well be a greater incentive. Let me tell you
two reasons why we did not do it.

First, we wanted very much to be able to provide the additional
services to help these mothers identify what their—^to work with

them, and that takes money. As with just about every other State
in the Union, we have been going through difficult financial times
in the State.

Second, even if we were able to identify money in other State

programs where we could put more money into this program so
that we could work with the mothers and then return their reduc-
tions after they complied, one of the requirements of the Federal
waiver was that this be a cost-neutral program. The Federal Gov-
ernment would not allow us to spend any additional money on this

program at that time.
Senator Bumpers. Did you have to get the Federal Government's

permission to do this program?
Ms. BoBO. Absolutely. We had to get waivers from four specific

regulations to be able to do this, and that is in the packet that we
gave you, the waivers that we needed to receive. One of the re-

quirements was cost neutrality.
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Senator Bumpers. Dr. Lofgren, what are the hours of clinics in

Arkansas now? Do you have extended hours?
Dr. Lofgren. Extended hours are encouraged and they are done

in certain areas.

I think the biggest change was that Dr. Elders mandated that
immunizations will be available every day all day at all clinics in

the State. Prior to that time in certain areas of the State, a clinic

might be only once a month or once every 2 weeks. I think that

may be the biggest change.
Other changes have been that we have instituted as a result of

(Georgia's experience, logs where the nurse, if she does not give all

the immunizations that should be given on a given day, documents

why not. Also, children who are in WIC, their immunization status
is supposed to be checked as part of that visit. The computer-gen-
erated screen that is going into effect will make that very easy on
the way to doing the computerization for the WIC voucher. That
screen will come up and the worker sitting there will know the sta-

tus of that child without having to go to a nurse and
Senator Bumpers. Are you doing much of this shopping center

business that you mentioned?
Dr. Lofgren. Excuse me?
Senator Bumpers. You mentioned earlier using laptop computers

at mobile clinics in shopping centers. Are you doing much of that?
Dr. Lofgren. Not very much. We are not sure how cost effective

or time efficient it is. Obviously, some people show up. You end up
having to staff it for the whole day.
Senator Bumpers. How do you advertise it? How do you let par-

ents know that this is going to be available in a certain shopping
center on Saturday?

Dr. Lofgren. It is part of a general health fair in general. So,

somebody else has asked us to come and do immunizations and
they have done the advertisements. So, I do not know specifically.
Senator Bumpers. How would you feel if part of this $400 million

increase was given to you for the purposes of advertising, just sim-

ple public announcements and that sort of thing?
Dr. Lofgren. What I would like to encourage is that studies be

done to see the effect of that advertising. For example, the study
that was done in Oklahoma where they did extensive media cov-

erage and then had a Saturday clinic statewide, only 3 percent of

the kids that were due immunizations came in.

Senator Bumpers. What percentage?
Dr. Lofgren. It was 3 percent. So, I think it is very important

even though people are worried that studies are just consuming
money that could be used for services, to actually document the ef-

fectiveness of different strategies in the same way that actually

doing studies on letters generated by computers are very impor-
tant. In our State analyzing the letters suggested that at least the
letter we were generating—and we generated well over 100,000—
was not resulting in extra immunizations. Our experience I think
should encourage other people not to just assume that intervention
will work.

Now, we need to look at our data once we get birth certificates

in to see if there were subpopulations where it seemed to work, but
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overall some people were less likely to go in and some people were
more likely and it evened out, I am not sure about that.

Senator Bumpers. Dr. Lofgren, how does a new baby get into

your tracking system?
Dr. Lofgren. Currently they have to make their first visit to the

health department, and that is a big problem because if they are

9 months or 11 months old, they are very unlikely to finish.

Senator Bumpers. Well, when I was Governor, we had an organi-
zation. I assume it is still called the Bureau of Vital Statistics

where every birth certificate is registered.
Dr. Lofgren. Well, two things. Our registry was originally start-

ed by CDC software with some pre-PC IBM computers. At that

time we were dumping the birth certificates into the registry. In

the process of switching over to a mainframe, that has always been
the plan. It has not been done.
One of my points I would like to make is I think having the State

registrar or the local registrar in some States turn the name and
address over to public health does not require a registry. That
would simply be an informational step. The public health could ac-

tually enter that child and follow up to see whether that child has
started. That does not take a registry. Again, my point is immuni-
zation registries may make things easier.

The other thing that will impact getting them into our system is

we are supplying hepatitis B vaccine to hospitals, and then they in-

form us of the children as they are bom. So, that means eventually
almost all children will be in our registry within days of being
bom. That will help alleviate some of the problems.

Senator Bumpers. This administration wants to establish a na-

tional registry. It is built on State registry systems. How high a

priority do you think that ought to be?
Dr. Lofgren. I think it ought to be allowed to grow as it is felt

locally to be of use. But again, I think CDC should establish stand-

ards. When I looked at their document, for example, the site of

birth, which would be the institution, city. State, is not part of our
data base. If those standards would have been out when we were

revising our data base, we would have put them in. Now we have
to go back if we ever join a registry. I think that particular piece
of data is very important in identifying a child, and it was not in-

cluded.
But I think it ought to grow. One should look at how State reg-

istries work in coordinating or city registries that work among the
20 clinics in Philadelphia to see how valuable a national registry
is.

All parents get the records of their children when they enroll at

the schools. So, the records are not lost. It is just more convenient
to have a registry. I think people will find that they are of use, but
we do not know exactly in what form.
The other thing we do not know is how likely private physicians

are going to tie in. I have looked for several years for moneys to

tie in private physicians. I have volunteers who would be willing
and we have a registry where most children are already in it so

that we could derive data for places like Minnesota or Maryland
where most of the immunizations, 80 percent, are given in the pri-
vate sector to show that physicians will participate. They will
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spend their clerk's time calling up records. They will put in the in-

formation and find out what software works. In a sense I offer our

registry as a laboratory, but I need some funds for that.

Senator Bumpers. Mr. Chaney, what do you think about the

$100 a patient proposal of Dr. Lofgren?
Mr. Chaney. I like it. [Laughter.]
The issue of the registry is very interesting to us in Georgia. We

have about 110,000 births a year. It takes now probably about 4
months to get those births registered. It just recently took me 4
months to get a Social Security number for my little boy. We need
to really consider that when we are doing this. The electronic birth

certificates from the hospital to the registrars in the local areas are

going to be very important. Another very expensive item. There

might be other ways to direct some of that funding.
Senator Bumpers. Dr. Lofgren, have vou thought about this

AFDC stick that Ms. Bobo has described? I think, Mr. Chaney,
have you all done this same thing at WIC?
Mr. Chaney. We have. We have had some very good experience

with that in terms of using the WIC incentive, giving them 2-

month or a 3-month leeway if their children are immunized. We
have had three districts who have done that over a long period of

time. All of those districts are at 90 percent in the general popu-
lation, as well as the WIC population attending those clinics. So,
what we found in those clinics is that it will increase the number
of visits for a short time. After a while the word gets around.

Senator Bumpers. Let me ask you a philosophical question. Is it

fair to do this to poor people and not do something to require more
affluent people to have their children immunized too? Are we tak-

ing advantage of poor people simply because they are dependent on
the largess of the Federal Government?
Some 80 percent of the people in this country live above the pov-

erty line, and we have more children living above the poverty line

who are not immunized than we do below. Now, the percentages
are much greater obviously in the lower-income category, but we
have a majority of the children who are not immunized are what

Secretary Shalala calls nonpoor.
Is it fair to take advantage of that 20 percent who are dependent

on social programs and force them to do this and not come up with
some kind of a stick for more affluent people who are living in the

suburbs and not having their children immunized? Is one a greater
threat than the other? Would that justify it?

Mr. Chaney. I guess in my opinion whatever works. If that

works
Senator Bumpers. Well, I come down on your side on that, and

I think this is a fine idea. But I also think that we ought to be

looking for some ways to require more affluent people to get their

children immunized too. Their children are a threat to our society
too.

Well, you have all spoken very well. I have been in this a long
time. I think this morning has been more instructive to me than

any other hearing.
Dr. Lofgren, do you think the city and the country is ready for

Dr. Elders? [Laughter.]
Dr. Lofgren. I won't answer that one.
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You started to ask my opinion on using these other methods.
Senator Bumpers. Yes.
Dr. LOFGREN. I share Dr. Orenstein's feeling that we should do

as much as possible within the medical system. I would very much
like to see that if immunizations could be checked every time a
child goes to any physician or any ER or any medical facility and
reminders were done or immunizations were given, if that does not
do the whole job, then we go and ask other people. But the ap-

proach in Maryland, they are not having somebody who knows the
immunization schedule sitting there checking records. That is quite

expensive to have a nurse or somebody like that. That approach is

quite a bit more cost effective than actually checking immuniza-
tions. But I would rather stick with seeing if in the medical facili-

ties it can be done.
The success story that was given 2 years ago in the immuniza-

tion conference of England where they gave—each child is assigned
to a primary care doctor in England. If the physician reached a 70-

percent level in 2 year olds, he was given an extra I think $3,000
income. If he reached 90 percent, it was an extra $7,000 above

that, which was a significant boots to his income. It worked very
well. Now, I don't know if that would fly in this country where the
Federal Grovemment would be giving extra—well, our system is not
set up that way either, but it shows what incentives to the medical
side of the care system can do in terms of raising immunization
levels.

Senator Bumpers. I am going to explore your incentive. That is

a unique idea. I had never thought about that, but I tell you I

think some of these clinics might really get out there and grub it

out if they knew they were going to get $100 for every child they
got immunized. That is not an off-the-wall proposal by any means.

In any event, you have all testified extremely well. It has been

very helpful.

SUBCOMMITTEE RECESS

Thank you very much. The subcommittee will stand in recess to

reconvene at 1:30 p.m., Monday, May 24, when we will meet in

room SD-192 to hear from the Public Health Service.

[Whereupon, at 1:07 p.m., Thursday, May 20, the subcommittee
was recessed, to reconvene at 1:30 p.m., Monday, May 24.]
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opening statement of senator tom harkin

Senator Harkin. Grood afternoon. The Subcommittee on Labor,
Health and Human Services, and Education, and Related Agencies
will come to order.

Today we will be hearing from the Office of the Assistant Sec-

retary for Health and four agencies of the Public Health Service to

discuss the fiscal year 1994 budget.
It is a pleasure to welcome Dr. Audrey Manley, the Acting As-

sistant Secretary for Health; Dr. William Robinson, the Acting Ad-
ministrator for the Health Resources and Services Administration;
Dr. William Roper, Director of the Centers for Disease Control and
Prevention; and Dr. Elaine Johnson, Acting Administrator of the
Substance Abuse and Mental Health Services Administration; and
Dr. J. Jarrett Clinton, Administrator of the Agency for Health Care
Policy and Research.

(461)
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The Public Health Service has a long history of protecting the
health and safety of £ill Americans. As we move forward on health
care reform, the agencies testifying before us today will continue to

play a vital role in health promotion and education and prevention,
and access to health care and in determining the best medical prac-
tices.

FISCAL YEAR 1994 BUDGET REQUEST

For fiscal year 1994 the Clinton administration has requested
$18.7 billion in discretionary spending for the Public Health Serv-

ice, $1.6 billion more than the fiscal year 1993 level. These in-

creases are part of the administration's investment package.
These investment increases go to a number of important and

worthy programs: community and migrant health centers; AIDS
prevention, care and treatment; breast and cervical cancer; immu-
nization and tuberculosis; smoking and substance abuse preven-
tion.

I would be negligent if I failed to warn you and your colleagues
that we need to make some very tough decisions. Overall, the
President's budget has been very generous to this subcommittee,
including the $7.1 billion in increases for investment. The Presi-

dent has requested total increases of $8.7 billion for this sub-

committee. That is all very nice, but by way of comparison, our in-

crease in fiscal year 1993 was just $1.7 billion over the previous
year. So the money just isn't there to meet that $8.7 billion.

And that leaves us with two choices. Either scale back the Presi-

dent's investment initiatives or find some other offsetting cuts. So

again we have these very tough choices ahead of us.

I want to welcome all of you to the subcommittee. The roles that

you have played in the past, and will be playing in the future, are
vital to the health of this country. So I am looking forward to hear-

ing from you today, and to working closely with you throughout the

appropriations process.
At this time, I will leave the record open for any opening state-

ment that Senator Specter has to make.
I have your statements. They will be made a part of the record

in their entirety. I have looked them over myself. Please briefly
summarize the main points of your statements. I always say to

panels like this: What are the one or two or three things that each
one of you would like me to most think about and remember, in

terms of your testimony today?
With that, again welcome, and I will first recognize Dr. Audrey

Manley, the Acting Assistant Secretary for Health, and Public
Health Service. Please proceed as you so desire.

SUMMARY STATEMENT OF DR. AUDREY MANLEY

Dr. Manley. Thank you very much. Mr. Chairman, and to the
members of the committee, I am pleased to appear before you today
as the Acting Assistant Secretary for Health of the Public Health
Service in support of our fiscal year 1994 appropriations request.
We are requesting $18.3 billion in discretionary budget authority,

including an increase of approximately $1.5 billion, or 9 percent
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over the fiscal year 1993 appropriation. The following table shows
the individual agency increases.

COMPARISON OF FISCAL YEAR 1994 PRESIDENT'S BUDGET TO FISCAL YEAR 1993 DISCRETIONARY

BUDGET AUTHORITY

[Dollars in millions]

Fiscal year-

Agency 1993 appropria-

tion

1994 President's

budget

Change from

1993 appropria-

tion

$2,576

1,663

10.326

2,039

115

61

$3,092

2,162

10,668

2.153

145

87

-(-$516

-K499

+ 342

-H15

+ 30

+ 26

16.780
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CHILDHOOD IMMUNIZATION

By any standard, childhood immunizations continue to be one of

our most cost-effective prevention investments. While immuniza-
tion rates for all children entering school are currently more than
96 percent, rates for children under age 2 are only 40 to 60 percent,
and some urban areas are reporting rates as low as 10 percent.
This budget requests an increase of $400 million over the fiscal

year 1993 appropriation for activities to increase the immunization
rates for this vulnerable group of young children.

HIV/AIDS

HIV infection continues to be one of the Nation's major public
health problems with an estimated 1 million Americans aJready in-

fected. Each year, almost 60,000 new AIDS diagnoses are reported.
This budget requests an additional $585 million for ongoing HIV/
AIDS services, prevention and research, including $310 million for

Ryan White CARE Act programs.

TUBERCULOSIS

Since 1985, new TB cases have increased by 18 percent, from

22,201 new cases to 26,283 new cases in 1991. This request in-

cludes an increase of $60 million to help States and major city
health departments to improve their TB control and elimination

programs, to expand research into the treatment and diagnosis of

TB, and to develop TB vaccines.

MINORITY HEALTH

The budget provides an additional $20 million to expand re-

search, education and intervention activities, and to increase the

number of minority and disadvantaged students selecting health
and science careers.

PRIMARY CARE

HRSA primary care activities increase by $194 million, to pro-
vide for 90 additional community and migrant health sites; addi-

tional National Health Service Corps scholarships and Federal re-

payment agreements; increased funding for health professions pri-

mary care programs; increased support for Maternal and Child
Health Services; and targeted increases toward reducing infant

mortality rates in the 15 Healthy Start demonstration sites.

PREVENTION AND WOMEN'S HEALTH

Across the Public Health Service, we are requesting an addi-

tional $156 million that focus on prevention activities primarily for

women's health, and include: additional STD testing to avoid STD
related infertility; further breast and cervical cancer early detection
and planning programs; developing a national campaign to prevent
violence against women; augmenting programs to prevent adoles-

cents from smoking and to reduce the number of adolescents who
use tobacco; and NIH research that focuses on the three major
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causes of death and disability among women: heart disease, cancer,
and osteoporosis.

In addition, an increase of $35 million for the Family Planning
Program would raise the level of services that could be offered and
the number of women who could be served.

BREAST CANCER RESEARCH

This budget requests $216 million to increase breast cancer re-

search at NIH. These new contract and grant awards will supple-
ment ongoing breast cancer research efforts.

SUBSTANCE ABUSE TREATMENT

The fiscal year 1994 increase for substance abuse treatment will

provide for challenge grants to create substance abuse treatment

capacity where it is most needed, and for hard to reach popu-
lations.

HEALTH CARE REFORM

Finally, this request provides an additional $54 million for activi-

ties relating to health care reform and statistical analysis on the
cost and financing of health care.

OASH BUDGET REQUEST

Additionally, we are requesting in the fiscal year 1994 budget
$87 million for the 18 program and staff offices located in the Of-
fice of the Assistant Secretary for Health, and $153 million for re-

tirement pay and medical benefits for commissioned officers.

The Office of the Assistant Secretary for Health supports the
Public Health Service, as the head of the Public Health Service,

through two major functions.
The first is to provide leadership and policy and management di-

rection for the diverse activities of the Public Health Service agen-
cies.

The second function, which actually spends most of the requested
funds, is the operation of several health programs and staff offices.

Some of these programs are statutorily located in the OASH, while
others are so placed because of the crosscutting nature and scope
of the responsibility, or they are so highly visible and important
that they require the immediate attention of the Assistant Sec-

retary for Health, such as our Office of Minority Health, Office of
Disease Prevention and Health Promotion and Emergency Pre-

paredness, and Population Affairs.

PREPARED STATEMENT

The OASH request includes $26 million for specific investment
increases. These investment increases include $5 million for the Of-
fice of Minority Health to continue efforts to improve the health
status of minority and disadvantaged populations; $6 million for
the Office of Research Integrity to carry out PHS responsibilities
to investigate and resolve allegations of scientific misconduct; $1
million for the Office on Women's Health to support the coordina-
tion of PHS women's health issues; $3 million for the Office of
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Emergency Preparedness, which is responsible for overseeing the

planning, implementation and coordination of the Department's re-

sponse to disasters; and $5 million in support of the President's

health care reform proposal.
Mr. Chairman, this concludes my remarks. My colleagues and I

will be pleased to answer any questions that you might have.

Thank you.
Senator Harkin. Thank you very much. Dr. Manley. It is my in-

tention to go ahead on through the panel, and we will get back to

questions.
[The statement follows:]

Statement of Audrey F. Manley, M.D.

Mr. Chairman and members of the committee, I am pleased to appear before you
as the Acting Assistant Secretary for Health of the Public Health Service (PHS), in

support of our fiscal year 1994 appropriations request.
The fiscal year 1994 budget before you today contains a request of $18.3 billion

in discretionary budget aufliority for agencies and programs under jurisdiction of

the Labor-HHS Appropriations Subcommittee. This excludes our requests for the

Food and Drug Aoministration and the Indian Health Service which are reviewed

by other appropriations subcommittees.
Mr. Chairman, our request includes an increase of $1.5 billion or 9 percent over

the current fiscal year 1993 appropriation. As you can see fi"om this chart, the

Health Resources and Services Administration (HRSA) increases by $516 million,

the Centers for Disease Control and Prevention (CDC) increases by $499 million,

the National Institutes of Health (NIH) increases by $342 million, the Substance
Abuse and Mental Health Services Administration (SAMHSA) increases by $115
million, the Agency for Health Care Policy and Research (AHCPR) would change by
$30 million, and the Office of the Assistant Secretary for Health (OASH) would in-

crease by $26 million.

A VISION OF change

President Clinton, in his report to Congress, "A Vision of Change for America,"
stated that we must invest more in our people, our infi-astructure, and our research

and development if we are to restore the American dream for our children. In 1992,
Americans spent $840 billion on health care, 14 percent of the Gross Domestic Prod-
uct (GDP), compared to only 9 percent 12

years ago. The President also noted that

"the cost of clin^ng to this status quo will be borne by every family—and by our
children and theu" children."

Over the past decade, as the Nation increased its total spending on health care,
health care for many of our citizens has not been available. At present, more than
37 million Americans do not now have health insurance coverage. Immunization
rates among our young children are unacceptably low. The increasing number of

AIDS cases has placed a significant burden on our health care systems, and since

1985, there has been an increase in the number of cases of tuberculosis (TB). Multi-

drug resistant TB has emerged as an additional major health problem, while the
overall infant mortality rate in the U.S. is currently estimated at 8.9 deaths per
1,000 live births in 1991 (provisionsd), we rank 22nd among major industrialized

countries.

There is a clear consensus fi-om the American people that something must be
done. I want to present to you the major investments included in the fiscal year
1994 President's Budget, to address these and other health problems.

CHILDHOOD immunization

By any standard, childhood immunizations continue to be one of our most cost-

effective prevention investments. While immunization rates of all children entering
school are currently more than 96 percent, rates for children under age two are only
40 to 60 percent, with some urban areas reporting rates as low as 10 percent. This

budget requests an increase of $400 million over the fiscal year 1993 appropriation
for activities to increase the immunization rates for this vulnerable group of young
children. Of this request, $327 million would be provided to CDC. Highlights of the
CDC investment include:
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—Reestablishing, enhancing and recreating vaccine delivery infrastructures. This
will enable state and local governments to improve preschool immunization lev-

els by hiring additional health care workers and providers, clinics will expand
their hours of operation, and other activities to make it easier for children to

obtain necessary immunizations ($190 million increase);—
Initiating a national immunization tracking system in cooperation with the

states, since accurate and timely information about an individual's immuniza-
tion status will help to identify children who need vaccinations ($50 million in-

crease);—Purchasing vaccines, including the new acellular diphtheria, pertussis, and teta-

nus vaccine (Dtap) as well as the regular DTP vaccine, and additional doses of

Hepatitis B vaccine ($29 million increase); and—Other CDC activities include expanding vaccine safety activities, and expanding
infectious disease surveillance activities.

The increase of $33 million for NIH will be used for research directed at develop-
ing an improved immunization system, by reducing the doses of vaccines, i.e., com-

bining vaccines and thus reducing the number of injections.

hiv/aids

In the last few years, our health care systems have also been taxed by the effects

of AIDS and the re-emergence of tuberculosis. HIV infection continues to be one of
the Nation's major public health problems with an estimated one million Americans
already infected. Each year, almost 60,000 new AIDS diagnoses are reported. The
HIV epidemic is particularlv devastating to young Americans. This budget requests
an additional $585 million for on-going HIV/AIDS services, prevention and research.
The President's Budget initiates a program to progressively fully fund the Ryan

White Act programs within HRSA. Activities in fiscal year 1994 include:—Emergency relief to approximately 10 additional cities and allow increased serv-
ice capacity in the 25 cities currently being funded;—
^Allowing states and territories to increase service capacity levels; provide home
and community-based care; continuing health insurance for people with HIV/
AIDS; and purchasing additional pharmaceuticals;—Providing early intervention service grants for an additional 22 grantees not

previously funded and fully fund 136 existing grantees to serve 15,000 more
people, as well as continue linkage initiatives which target substance abusers;
and—Provision of funding for Title IV pediatric AIDS demonstration grants that inte-

grate clinical research for underserved children, youth, pregnant women and
their families with a coordinated system of comprehensive care.

In total, for the Ryan White Comprehensive AIDS Resources Act of 1990, HRSA
will increase spending bv $310 million over the fiscal year 1993 appropriation.
NIH will expand the aevelopment of new therapeutics and potential vaccines; pro-

vide increased sum)ort for basic research* and increase knowledge of etiology and
pathogenesis of HIV. NIH is requesting a $227 million increase for these efforts.

The CDC request will expand the capability of state and local health departments
and other community-based organizations to provide targeted health education and
risk reduction activities will be enhanced to reach persons at increased risk of con-

tracting the HTV infection. CDC is requesting an increase of $45 million for HIV/
AIDS prevention activities.

TUBERCULOSIS

Since 1985, new TB cases have increased by 18 percent, from 22,201 new cases
to 26,283 new cases in 1991. CDC estimates that from 1985 through 1991, 39,000
excess cases of TB have occurred. Particularly alarming is the increase in the num-
ber of persons with multi-drug resistant TB (MDR-TB), caused by TB strains resist-

ant to two or more drugs. This epidemic e.^riously affects our minority populations—
with 71 percent of new TB cases occurring among racial and ethnic minorities. HIV/
AIDS patients have been particularly susceptible to multi-drug resistant TB.
CDC will work through state and major city

health departments to improve their
TB control and elimination programs, including assisting them to better identify

gersons
with TB and those at highest risk of acquiring TB so that programs can

e better targeted for treatment and prevention. CDC funding will increase by $50
milUon ($154 million in total), a 63 percent increase over fiscal year 1993, and more
than a five-fold increase over fiscal year 1992.
NIH will expand research into the treatment and diagnosis of TB including MDR

TB and to develop TB vaccines ($10 million increase).
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MINORITY HEALTH

The budget provides an additional $20 million for specific minority health pro-

gram increases, including $15 million (for a total of $56 million) for the second year
of funding for a minority health program that emphasizes expanded research, edu-
cation and intervention activities across the life span of minorities, and also sup-

ports additional minority research scientists.

The Office of Minority Health within OASH increases by $5 million, primarily to

fund: the Health/Science Enrichment program, which is a targeted effort to increase

the number of minority and disadvantaged students who select careers in health

and sciences; and to provide enhancement of health care delivery by organizations
and individuals practicing health care within racial and ethnic communities. Nutri-

tion and violence prevention initiatives will also be enhanced with this increase.

PRIMARY CARE

HRSA, as the predominant PHS primary care services organization, will provide
in fiscal year 1994:—90 additional community and migrant health sites that would serve an addi-

tional 585,000 medically underserved people, and to correct fire, life and safety
code violations as well as major renovations and construction at some centers

($65 million increase);—Recruitment and placement of an additional 28 scholarships (for a total of 416)
and an additional 105 federal loan repayment agreements (for a total of 600)

through the National Health Service Corps ($20 million increase);—Funding for health professions primary care programs to improve deficiencies

in providing primary health care, nursing and other health professionals ($48
million increase);—^An increase in the Maternal and Child Health Block Grant to provide $30 mil-

lion in additional state support, and $5 million each for special projects and
community integrated service set-asides;—^Additional funds to continue progress toward reducing infant mortality rates by
50 percent within the next few years in the 15 urban and rural communities
in the Healthy Start demonstration program ($21 million increase); and—In total, the HRSA primary care budget will increase by $194 million.

PREVENTION AND WOMEN'S HEALTH

Across the PHS, we have requested an additional $156 million that would focus

on prevention activities primarily for women's health, a particular priority of the
President and Secretary of HHS.
CDC's budget includes an additional $40 million specifically for women's health

activities including:—Expanding activities for state health departments, and private and non-profit
organizations to allow for additional capacity to provide women routine STD
testing in order to avoid STD related infertility ($14 million increase);—Breast and cervical cancer mortality prevention for additional state comprehen-
sive early detection and planning programs ($14 million increase);—Developing a national campaign to prevent violence against women—to prevent
some of the over 5,000 homicide deaths of women each year ($10 million in-

crease); and—^Augmenting programs to prevent adolescents fi-om smoking and to reduce the
number of adolescents who smoke cigarettes or use smokeless tobacco ($10 mil-

lion increase).
NIH will provide for the third year of a 14 year women's health initiative that

studies the major diseases affecting women ($20 million increase, $61 milUon in

total). NIH anticipates that it will spend $628 million over 15 years for the largest
prevention study ever conducted in the U.S. The study will concentrate on the three

major causes of death and disability among women—^heart disease, cancer, and
osteoporosis. Special emphasis will also focus on minorities and the medically under-
served, since these groups have traditionally received less attention and require
more focused efforts to acnieve preventive behaviors.
The Family Planning program must deal with the effect of increases in STD rates,

including the prevention of HIV infection. Providing screening and referrals for

breast and cervical cancer, TB and substance abuse have also increased the burden
on family planning clinics. The funding increase of $35 million will raise the level

of services that can be offered and the number of women who can be served.
SAMHSA's substance abuse prevention services would be expanded to include:
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—^The high risk youth program which includes initiatives to reduce the high rate

of drug-related violence, a new demonstration effort that addresses specific
needs of adolescent women and incorporates HIV/AIDS outreach and risk reduc-

tion measures ($13 million increase); and—The community prevention program designed to demonstrate the eflfective appli-
cation of comprenensive substance abuse prevention services in various types of

communities ($12 million increase).

BREAST CANCER RESEARCH

The fiscal year 1994 budget requests $216 million to increase breast cancer re-

search at NIH. This represents a transfer of a Department of Defense program that

was initiated in fiscal year 1993, but will not be continued in DOD in nscalvear
1994. NIH will use the funds to award new grants and contracts for research. These
awards will supplement on-going breast cancer research efforts which include pre-

vention, education, and treatment research in addition to basic cancer research.

SUBSTANCE ABUSE TREATMENT

PHS substance abuse treatment activities are provided by the newly created Sub-
stance Abuse and Mental Health Services Administration. The fiscal year 1994 re-

quested increases will provide for "challenge" grants to create substance abuse
treatment capacity where it is needed most, and for hard-to-treat populations. The

Capacity Expansion Program will increase by $67 million to expand treatment slots.

This is the first step in a multi-year strategy to improve the
quality

and availabUity
of substance abuse treatment services. In addition, $23 million will be used to con-

tinue the residential treatanent of pregnant and postpartum women to serve ap-

proximately 3,000 people. In total, SAMHSA will be able to provide a net increase

of 9,845 treatment slots over fiscal year 1993 with this total $90 million increase.

raOH PERFORMANCE COMPUTING AND ADVANCED MATERIALS

NIH's high performance computing initiative is intended to develop applications
of advanced technologies that are essential to biomedical research. This program
provides networks for linking health care providers to researchers, enabling them
to share medical data and imagery; technology for visualizing human anatomy and

analyzing imagery from x-rays and CAT scans; technology for simulating operations
and other memcal practices; and technology that allows isolated health care provid-
ers to consult immediately with colleagues and experts around the country ($24 mil-

lion increase).
We also intend to expand research efforts for a Federal Coordinating Council on

Science, Engineering and Technoloffir (FCCSET) initiative for advanced materials
that will support the development oi genetically enhanced cardiovascular implants
and blood substitutes, development of biomatenal for oral and facial soft tissue re-

pair, and programs of excellence in orthopedic biomaterial ($7 million).

HEALTH CARE REFORM

This request provides an additional $54 million for activities relating to the Ad-
ministration's health care reform activities. Of this amount, $30 million will be used

by AHCPR to increase research on costs and financing of health care and issues re-

lated to primary care; medical treatment eJBFectiveness programs relating to out-

comes research, investigator-initiated medical effectiveness research and clinical

guidelines' and fund the National Medical Expenditure Survey III.

CDC's National Center for Health Statistics will begin development of a statistical

monitoring system on health care reform activities uiat will provide national data
on the trends in health status, health insurance coverage, health care use and ac-

cess to health care ($8 million increase).
NIH will provide for patient care information systems to link physicians, hos-

pitals, and research institutions to improve the quality and treatment of clinical

care ($8 million increase).
In addition, data improvement and analytical efforts in support of health care re-

form will be supported within the OflQce of the Assistant Secretary for Health ($5
million increase). All of these increases are extremely vital if the President's health
care reform proposals are to be successfully carried out.

SAVINGS

This budget is
fully

reflective of the President's policy regarding reduced adminis-
trative costs. Federal staffing is being reduced by 1,935 fiill-trme equivalents (ceiling
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and non-ceiling) over the fiscal year 1993-94 time period, saving $52 million in the
fiscal year 1994 accounts considered by this sub-committee. In addition, there is a
three percent reduction in administrative costs which saves $47 million in fiscal

year 1994. Finally, because of the across-the-board pay freeze for employees, we will

save approximately $21 million in fiscal year 1994.

NON-DISCRETIONARY FUNDING

I would also note that in addition to the discretionary request, the PHS agency
budgets include $330 million for non-discretionary activities, including PHS Com-
missioned Corps retirement fiind, vaccine iniury compensation, credit reform fund-

ing and medical facilities loan guarantee funas.

Mr. Chairman, this concludes my remarks. Along with the Agency representa-
tives, I will be pleased to answer any questions you may have.

OASH BUDGET REQUEST

I appreciate the opportunity to discuss the fiscal vear 1994 budget request of

$87,258,000 for the Office of the Assistant Secretary for Health (OASH) appropria-
tion and the Retirement Pay and Medical Benefits for Commissioned Officers re-

quest of $153,060,000. The overall budget request maintains essentially the same
level of services as the fiscal year 1993 level, with several specific investment in-

creases targeted for high priority activities.

The Assistant Secretary for Health, who is the Head of the United States Public

Health Service (PHS), provides overall leadership, direction, and coordination of all

PHS activities. Most oi the funding in this appropriation is for selected high priority

grogram
efforts, while the remainder is for tne administrative management of the

ervice.

The fiscal year 1994 budget includes $26 million in investments for the futiu-e

that focus on special areas of concern. Specifically, these investments are $5 million

for the Office of Minority Health; $6 million for the National Vaccine Program; $6
million for the Office of Research Integrity; $1 million for the Office on Women's
Health; $3 million for the Office of Emergency Preparedness; and $5 million in sup-

port of the President's health care reform proposal.
For the Office of Minority Health (OMH) we are requesting $25.4 million, includ-

ing the $5 million investment increase for this high priority program. The increase
wul support the Health/Science Enrichment Program which sponsors minority and

disadvantaged students seeking health careers^ the establishment of a new program
to support the enhancement of health care delivery infi"astructure within racial and
ethnic communities; a new field-initiated grant program to address the needs of

high risk groups; a violence prevention program to address the causes and con-

sequences of violence and homicide among minority populations; and the initiation

of a nutrition information and education program. These funds will enable the OMH
to intensify its focus on the causes of higher incidence of premature death, chronic

disease, and injuries among African American, Hispanic, Native American and other

minority groups.
The National Vaccine Program (NVP) is another high priority program within

OASH. The fiscal year 1994 request of $8.7 million includes $6 million as part of
an overall PHS increase of $400 million for the President's multi-year childhood im-
munization initiative. These additional NVP funds will be used to address unantici-

pated problems and help assure maximum progress towards ensuring vaccinations
for all eligible children. Areas that will have special focus include pertussis, mea-
sles, tuberculosis vaccine development and safety. Because only about 40 to 60 per-
cent of children under age two are fully vaccinated, it is imperative that vaccines
be made available for all children. That is why, on February 12th of this year, the
President announced the Comprehensive Childjaood Immunization Initiative to pro-
tect our children fi-om infectious diseases. The NVP oversees the planning and im-

plementation of all PHS immunization activities.

Another important program is the Office of Research
Integrity (ORI), which was

established in 1992 to consolidate and strengthen Public Health Service efforts to

investigate and resolve allegations of research misconduct. ORI has developed policy
and procedures that are designed to assure fairness to all parties involved in mis-
conduct allegations. As part of the effort to establish this function in OASH, we did
a comprehensive analysis of resource needs given the existing workload. As a result,
we are requesting $6 million for this Office in fiscal year 1994.
For the Office on Women's Health (OWH), we are requesting $1 million as part

of overall PHS investment in women's health which totals approximately $1.6 billion

in fiscal year 1994. Given this large investment, it is necessary to spend a small
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amount for an office to coordinate PHS efforts to assure that the health needs of

women are a priority in resource planning and allocation. The Office has developed
the PHS Action Plan for Women's Health. This important plan serves as the vehicle

for monitoring the progress and implementation of women's health goals.

The fiscal year 1994 budget includes $3 million for the Office of Emergency Pre-

paredness (OEP), which is responsible for overseeing the planning, implementation,
and coordination of the Departmental responses to disasters. The principal compo-
nent of our response is the National Disaster Medical System, a vast network of

trained and equipped medical teams that are deployed to a disaster site to provide
direct medical, mental health, and human services to victims. Recent experiences
with Hurricanes Andrew and Iniki have demonstrated the need to substantially im-

prove the Department's efforts to respond effectively to emergencies. Thus, we are

requesting an investment of $3 million in fiscal year 1994 to operate our current

program and develop an emergency preparedness infi"astructure that will enable us

to respond more effectively to the needs of victims of hurricanes, earthquakes, and

other disasters.

Mr. Chairman, one of the most significant investments in America's future will

be to reform our health care system. In support of the President's health care reform

proposal, we are requesting $5 million in fiscal year 1994 for essential data gather-

ing and analysis to answer questions during the planning and implementation

phases of health care reform.

The fiscal year 1994 budget request includes $7.6 million for the Adolescent Fam-

ily Life (AFL) program, which is the only Federal program solely focused on the is-

sues of adolescent sexuality, pregnancy, and parenting. The incidence of unwanted

pregnancy, the spread of sexually-transmitted diseases, and other problems that re-

sult from adolescent sexual activity are alarmingly high. AFL activities bring direct

services, training, and education to over 100,000 pre-adolescents, adolescents, and

their families each year.
The Office of Disease Prevention and Health Promotion (ODPHP) pursues the

goals of Healthy People 2000: National Health Promotion and Disease Prevention

Objectives
—namely, to increase the span of healthy life for Americans, to reduce,

and finally to eliminate, disparities among Americans. The Office promotes preven-
tion education at all levels of schooling—^from medical school curricula to elementary
school health programs. In addition to our prevention education efforts, our efforts

to develop and promote worksite health promotion programs and grass-roots

Healthy People plans bring prevention activities directly to the public. The fiscal

year 1994 request of $4.8 million would allow the Office of Disease Prevention and

Health Promotion to maintain approximately the same level of services as in fiscal

year 1993.
The President's Council on Physical Fitness and Sports (PCPFS) has lead respon-

sibility for the physical activity and fitness objectives outlined in Healthy People
2000. Through the efforts of the PCPFS and its staff, a new level of awareness has

been generated of the correlation between fitness and overall good health. The fiscal

year 1994 request of $1.5 million is the same as the fiscal vear 1993 level.

The President has placed a high priority on providing additional resoxirces to com-

bat the AIDS epidemic. Our fiscal year 1994 PHS budget contains nearly $2.7 billion

for this purpose. While we have made significant advances in the development of

vaccine candidate and therapeutic drugs, and education and infonnation efforts to

maintain great public awareness, the number of AIDS cases continues to increase

at an alarming rate. An estimated 1 million Americans already infected, with ap-

proximately 35,000 to 40,000 new HIV infections occurring each year. The Assistant

Secretary for Health leads and directs the overall PHS effort against AIDS through
the staff of the National AIDS Program Office (NAPO). The fiscal year 1994 request
includes $2.9 million for NAPO to maintain approximately the same level of service

as in fiscal year 1993.
Mr. Chairman, consistent with the President's plan to streamline administrative

functions and to reduce Federal staffing levels, the Office of the Assistant Secretary
for Health will reduce its staffing fix)m a total of 1,106 FTE's in fiscal year 1993

to 1,083 FTE's in fiscal year 1994 for a savings of 23 FTE's.

RETIREMENT PAY AND MEDICAL BENEFITS FOR COMMISSIONED OFFICERS

The Retirement Pay and Medical Benefits for Commissioned Officers appropria-
tion provides retirement payments to retired Public Health Service Commissioned

Officers, payments to survivors of officers who elected to receive a reduced annuity,
and for the costs of medical care of active duty and retired officers, their depend-

ents, and survivors.
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Biographical Sketch of Audrey F. Manlky, M.D.

Audrey F. Manley, M.D., M.P.H., deputy assistant secretaiy for health was des-

ignated acting assistant secretaiy for health, Department of Health and Human
Services, on Jan. 22, 1993, by HHS Secretary Donna E. Shalala.

Dr. Manley has served as the deputy assistant secretary for health since 1989.

As the acting assistant secretary for health, Dr. Manlev has the responsibility of di-

recting the eight agencies of the U.S. Public Health Service (PHS), which includes

the Agency for Health Care Policy and Research (AHCPR); Agency for Toxic Sub-
stances and Disease

Registry (ATSDR); Substance Abuse and Mental Health Serv-

ices Administration (SAMHSA); Centers for Disease Control and F*revention (CDC);
Food and Drug Administration (FDA): Health Resources and Services Administra-
tion (HRSA); Indian Health Service (IHS); National Institutes of Health (NIH); and

ISprogram and staff offices including the National AIDS Program Office (NAPO);
Of&;e of Emergency Preparedness (OEP); Office of International Health (OIH); Of-

fice of Minority Health (OMH); Office of the Surgeon General (OSG); Office on Wom-
en's Health (OWH); and the 10 PHS Regional Offices.

As the deputy assistant secretary for health. Dr. Manley provided leadership and

support across the full spectrum of PHS policy and operational issues. Among her

many special initiatives, she coordinated the PHS Historically Black Colleges and
Universities Initiative; a member of the U.S. Delegation to UNICEF; a member of

the UNICEFAVHO Joint Committee on Health Policy; chair of the PHS Task Force
on the D.C. Initiative: chair of the PHS Task Force on Meharry Medical College Ini-

tiative; and the HHS representative to the Directorate of tne National Disaster
Medical System.

Dr. Manley is a former director of the National Health Service Corps, a HRSA
component that provides primary health care providers to medically underserved
communities throughout tne country. Prior to tnat, she was HRSA's chief medical
officer and deputy associate administrator for planning, evaluation and legislation.
Dr. Manley joined the Public Health Service in 1976.

Dr. Manley has held positions on the faculty of three medical schools: the Abra-
ham Lincoln School of Medicine of the University of Illinois, the Pritzker School of

Medicine of the University of Chicago and Emory University School of Medicine in

Atlanta. She held adjunct or associate positions at the UniversiW of California at

San Francisco, Howard University in Washington, D.C, and the Uniformed Services

University of Health Sciences in Bethesda, Md. She is a member of numerous pro-
fessional and community organizations, including the American Academy of Pediat-

rics, the American Public Health Association and the Institute of Medicine of the
National Academy of Sciences.

In 1962, Dr. Manley was the first Afiican-American woman to be named chief

resident of Cook County's 500-bed Children's Hospital and, in 1988, was the first

to achieve the rank of assistant surgeon general (Rear Admiral) in the U.S. Public
Health Service. She is the first woman to be named to the post she now holds and
the first woman or minority to be named Acting Assistant Secretary for Health of
the PHS. She is the recipient of numerous professional and community service

awards and recognitions including an Honorary Doctor of Humane Letters fi*om

Tougaloo College, Tougaloo, Miss • an honorary Doctor of Laws from Spelman Col-

lege, Atlanta, Ga.; an Honorary Doctor of Humane Letters fi-om Meharry Medical

College, Nashville, Tenn.; has been elected to honorary membership. Delta Sigma
Theta

Sorority, Inc., and was the 1991 recipient of the Dr. John P. McGovem An-
nual Lectureship Award of the American School Health Association.

Dr. Manley was bom March 25, 1934, in Jackson, Miss, and received her AB de-

gree from Spelman College in Atlanta and a medical degree from Meharry Medical

College in Nashville, Tenn. She took her residency in pediatrics at Cook County
Children's Hospital in Chicago and additional training in neonatology at the Abra-
ham Lincoln School of Medicine at the University of Illinois. She holds a Master
of Public Health degree fix)m the Johns Hopkins University, School of Public Health
and Hygiene.
She is married to Dr. Albert Manley, president emeritus of Spelman College. They

make their home in Washington, D.C.

Health Resources and Services Administration

statement of william a. robinson, mj)., m.p.h., acting adminis-
TRATOR

Senator Harkin. Next we will hear from Dr. Robinson, Adminis-
trator of the Health Resources and Services Administration.
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Dr. Robinson. Mr. Chairman, Senator Stevens, I am pleased to

appear here today to discuss the fiscal year 1994 budget for the
Health Resources and Services Administration. Our budget ex-

pands the agency's preeminent role in providing primary health
care and health professions education to better serve the under-
served and the disadvantaged.

INVESTMENT INITIATIVE

The principle focus of this year's budget is the President's invest-

ment initiative. This investment represents a $542 million increase
above the 1993 appropriation.
The elements of this proposal are a $310 million increase for the

programs authorized by the Ryan White Comprehensive AIDS Re-
sources Emergency Act of 1990; a $21 million addition to the

Healthy Start Program; a $65 million increase for community and
migrant health centers; a $20 million increase for the National
Health Service Corps; a $40 million increase for the maternal and
child health block grant; a $51 million increase for health profes-
sions training; and a $35 million increase for the Family Planning
Program.

HRSA BUDGET REQUEST

The HRSA budget of over $3 billion will meet our commitments
to improving the Nation's primary health care through community
and migrant health centers; maternal and child health block grant;
treatment programs for persons with black lung disease, Hansen's
disease and AIDS; support for health professions students in insti-

tutions; and a wide variety of other activities dealing with organ
transplantation; vaccine injury compensation; health care services

for the homeless; and program efforts designed to reduce infant

mortality.
The fiscal year 1994 budget proposes to fund HRSA AIDS pro-

grams at $695 million. The budget proposes
to expand HRSA's in-

volvement in fighting the AIDS epidemic through increased health

services, grants to States and cities with high incidence of infec-

tion, pediatric AIDS demonstration centers, education and training
centers, and grants to health centers for early treatment interven-

tion of HIV-infected persons.
Another important highlight of the HRSA budget is the contin-

ued support of several key health professions programs. The fiscal

year 1994 budget represents the first time in over a decade that

the administration joins with the Congress in strengthening and
reshaping the role of the Federal Government in addressing health

professions shortages and issues of critical need.

PREPARED STATEMENT

In 1994, the Health Resources and Services Administration will

address many opportunities and numerous challenges. And I be-

lieve that the budget we are presenting to you will enable us to

take advantage of these opportunities and to meet those challenges.
At this time, Mr. Chairman, and Senator Stevens, I will be

pleased to answer any questions that you might have.
Senator Harkin. Dr. Robinson, thank you very much.
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[The statement follows:]

Statement of William A. Robinson

Mr. Chairman and members of the committee, I am pleased to appear before you
today to discuss the fiscal year 1994 budget request for the Health Resources and
Services Administration (HRSA).
These are challenging times for this agency. America, the President and this Con-

gress are asking that more be done for the people HRSA serves. We are pleased to

be moving fast on many fronts.

In fiscsd year 1994, we are requesting over $3 billion and 1,819 full-time-equiva-
lent positions. Our partners in this effort are State and local health departments,

private non-profit organizations, universities, other Federal agencies, private insur-

ers, employers, and many other participants in our nation's public health system.
We work hard to coordinate and combine our efforts with our partners to most effec-

tively use the resources available to us.

The principle focus of this year's budget is the President's Investment Initiative.

For HRSA, this represents an increase of $342 million above the revised 1993 appro-

priation, offset by a $27 million decrease for a net increase of $315 million. The ele-

ments of this proposal are:—The fiscal year 1994 request includes an increase of $310 million above the 1993

appropriation and $110 million over the revised appropriation, for funding of

the programs authorized by the Ryan White Comprehensive AIDS Resources

Emergency Act of 1990. The HIV epidemic is a multifaceted national and inter-

national problem. The HRSA's role in this effort includes a broad range of serv-

ice, educational and training programs consistent with the Agency's functional

responsibilities;—The fiscal year 1994 request includes an investment increment of $65 million

above the 1993 appropriation for Community and Migrant Health Centers. This
increase will support services to an additional 585 ^ousand people at 90 new
sites;—The request for the National Health Service Corps is $20 million above the fis-

cal year 1993 appropriation. This will support 416 scholarships, 600 Federal
Loan RepajTnent agreements, and 325 State Loan Repayment agreements. This
is the principle Federal program attracting and placing health care personnel
in medically underserved areas;—^The Maternal and Child Health Block Grant has an increase of $40 million

above the fiscal year 1993 appropriation. This funding will enhance ongoing ef-

forts through formula and project grants to further the program's mission of

achieving healthy births, improving the health status of women, infants, adoles-

cents and children with special health care needs, and expanding capacity and
integrated services;—Two years ago, HRSA awarded Healthy Start grants to 15 communities with

high infant mortality rates to get them on the way to reducing infant mortality
by 50 percent over a five-year period. The fiscal year 1994 budget requests an
increase of $21 million to expand services through this broad-based initiative;
and—The Administration is proposing a $51 million increase for health professions
programs targeted primarily to increasing the number of primary care provid-
ers. For the first time in over a decade, the Administration joins with the Con-

gress in strengthening and reshaping the role of the Federal Government in ad-

dressing health professions shortages and issues of critical need. The budget re-

quest includes funding for health professions programs in the areas of Minority/
Disadvantaged, Primary Care Education, Service-linked Education Networks,
and Meeting Year 2000 Public Health Objectives.

In addition to these programs included in the President's investment initiative,
HRSA programs will continue over $2.5 billion in ongoing program activities.

Populations traditionally served by HRSA are diverse and often difficult to reach.

They include the culturally disadvantaged, the geographically underserved, racial

and ethnic minorities, poor mothers and babies, tihe homeless, migrant workers and
newly arrived immigrants. We assist health professions students, serve persons with
AIDS and HIV infection, promote organ transplants, and provide help for those who
are too sick to leave their homes. We also operate the Vaccine Iiyury Compensation
Program and maintain the National Practitioner Data Bank.



475

AIDS

This budget contains a major expansion of the programs authorized by the Ryan
White Comprehensive AIDS Resources Emergency Act of 1990. The request in-

cludes:—$336.5 million for HIV Emergency Relief Grants providing funds (an increase

of 25 percent over the fiscal year 1993 revised appropriation) to an estimated

34 to 35 metropolitan areas (an increase of about 10 over fiscal year 1993) with

very high numbers and/or rates of AIDS cases. These grants fiind coordinated

outpatient and ambulatory health and social support services;—$234 million for HIV Care Grants providing funds to States and territories for

the operation of HIV service delivery consortia in the localities most affected by
the epidemic, for the provision of home and community-based care, for continu-

ation of insurance coverage for infected people, and for HIV treatments that

Jrolong
life and prevent serious deterioration of health;

81.6 million for Early Intervention Services providing grants to federally quali-

fied health centers and nonprofit private entities that provide comprehensive

primary care services to populations at risk of HIV disease; and
—$6 million to initiate Part D (Title IV) which sponsors demonstration grants to

ensure that clinical research and outpatient health care are accessible and co-

ordinated for the target population of HIV infected children, pregnant women,
and their families.

In addition, HRSA is requesting categorical AIDS funds of: $16.4 million for Edu-

cation and Training Centers to continue 17 projects providing training of health care

personnel who care for AIDS patients; and $21 million to fiind approximately 43

projects for Pediatric AIDS Health Care Demonstration Grants which demonstrate

strategies and innovative models of intervention in pediatric AIDS.

COMMUNITY HEALTH CENTERS

The fiscal year 1994 request includes $617 million, an increase of $58.5 million,

to expand support to about 1,545 Community Health Center sites, an increase of

80 sites, providing primary health care services to approximately 6.5 million medi-

cally underserved communities. Residents of underserved communities may not

have access to care because they lack insurance, live in communities without suffi-

cient health delivery capacity, have health concerns not met by traditional medical

care, or face other barriers to care. The request includes funding for the case man-

agement approach to perinatal care designed to reduce infant mortality.

MIGRANT HEALTH CENTERS

Our fiscal year 1993 request of $63.8 million for Migrant Health Centers will ex-

pand primary care services to approximately 615,000 migrant and seasonal farm-

workers and their families, an increase of 60,000 clients. This, too, is a group which
finds access to health care difficult because of lifestyle, location, language, cvilture,

and economic barriers.

NATIONAL HEALTH SERVICE CORPS (NHSC)

The NHSC program is designed to improve the capacity to provide health services

in Health Professional Shortage Areas (HPSA) and improve access to health care

in these areas through the placement and support of health professionals. The

NHSC, and its related recruitment and retention efforts, play a critical role in the

attempt to reduce shortages of physicians and other primary care providers such as

nurse practitioners and midwives and physicians assistants in the most difficult to

staff areas throughout the country. The budget request of $44.7 million, an increase

of $2 million, will continue logistical and clinical support for the current and pro-

jected field strength levels.

NATIONAL HEALTH SERVICE CORPS RECRUITMENT

The fiscal year 1994 budget request of $91.4 million for NHSC recruitment, an
increase of $18 million above the fiscal year 1993 appropriation, will support 416

new scholarships, 600 Federal loan repayments to health professionals and health

professions students, and 325 State loan repayment agreements in exchange for

service in the neediest HPSA's.
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MATERNAL AND CHILD HEALTH

The fiscal year 1994 request of $704.5 million for the Maternal and Child Health
Block Grant Program, an increase of $40 million over 1993 levels, will enable States

to provide a wide range of health services to mothers, infants and children; particu-

larly those with low income or limited availability of health services, as well as pro-
vide community health activities and systems development through setaside pro-

grams. The request includes: $587,565 million for State Block grants; $103.7 million

for special projects of regional and national significance (SPRANS) in the categories
of research, training, hemophilia, genetic diseases, and maternal and child health

improvement; and $13.3 million for the Community Integrated Service Systems set-

aside which supports the development and expansion of primary care delivery strat-

egies for mothers and children.

HEALTHY START INITL\TIVE

The fiscal year 1994 request includes $100 million, an increase of $21 million over

fiscal year 1993 level, for the 15 Healthy Start projects. Reducing infant mortality
is a priority for the President and these grants will assist in the provision of com-

prehensive maternal and infant health care and social services in communities with

highest infant mortality rates in order to reduce rates by half. Healthy Start in-

cludes a national public education campaign to publicize simple, practical informa-

tion on pregnancy and infant health, with special emphasis on high-risk women of

childbearing age and prospective fathers. These projects should reach the full scope
and intensity of program interventions during this period.

HEALTH PROFESSIONS

As an integral part of the Administration's fiscal year 1994 investment strategy,
an increase of $51,000,000 over the fiscal year 1993 level for Health Professions pro-

grams focuses on addressing the ongoing deficiencies in primary care, nursing, pub-
lic health, representation of minorities in the health professions, and requisite data
and research support. The focus here includes expansions and new directions for ex-

isting programs, such as supporting for the first time predoctoral students in gen-
eral internal medicine/general pediatrics; implementing faculty development support
for physician assistant programs; markedly increasing support for programs focused
on family medicine, nurse practitioners, and certified nurse midwives; expanding at-

tention to programs aimed at remedying the underrepresentation of minorities and
the disadvantaged in the health professions; strengthening linkages between pro-

grams in public health and public health agencies at the State and local level; and

broadening the data and analytic base for health professions policy development.
Further, the investment strategy includes attention to the establishment of special
initiatives such as capitalization of the new Primary Care Student Loan program
recently authorized by Congress and the establishment of a new focus on school
nurses.

In order to meet the Administration's balance between investment strategy and
targeted deficit reduction savings, very difficult choices among priorities of Federal
funds must be made. To this end, the fiscal year 1994 budget also includes a de-

crease of $27,000,000 below the fiscal year 1993 level for selected health professions
programs. Budget authority for some categorical lower priority activities (e.g.
Podiatric Medicine Training, Rural Health Interdisciplinary Training, Pacific Basin
Medical Officer's Training, and Health Education Training Centers programs) is not

being requested in fiscal year 1994, while a reduction in budget authority for a num-
ber of other categorical programs is proposed.

VACCINE INJURY COMPENSATION PROGRAM

The National Childhood Vaccine Injury Act of 1986 established a program to pro-
vide compensation for vaccine-related injury or death. The Administration is re-

questing supplemental appropriations language which would enable the payment of
an additional $30 million in claims payments in fiscal year 1993, the full authoriza-
tion level, for a total of $110 million to pay pre- 1988 claims. The fiscal year 1994

request seeks $84 million for payment of post- 1988 claims and $2.5 million for ad-
ministrative costs to be paid from the trust fund. An appropriation of $80 million,
the fully authorized level, is requested in fiscal year 1994 for payment of pre-1988
claims.
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NATIONAL PRACTITIONER DATA BANK

The fiscal year 1994 Budget request proposes to expand the collection of user fees

through a surcharge for queries submitted on paper rather than by electric trans-
mission. The $7.5 million collected will cover the full cost of operations including
the receipt, storage and dissemination of information on medical malpractice sanc-
tions taken against physicians and dentists. As electronic queries increase, the cost

of each query is expected to go down.

CONCLUSION

We at HRSA see the coming year as one with numerous opportunities to move
the public's health agenda forward. With your assistance, HRSA will continue to do
more for the people who need our help.
Mr. Chairman and members of the Committee, my associates and I will be

E
leased to address any questions or comments you may have on the specifics of this

udget request.

Centers for Disease Control and Prevention

statement of william l. roper, m.d., m.pji., director
Senator Harkin, And now we will hear from Dr. William Roper,

Director of the Centers for Disease Control and Prevention. Wel-
come again. Dr. Roper.

Dr. Roper. It is a pleasure to be with you, sir, and to testify once

again on behalf of CDC and its budget. I begin by thanking you
personally, Mr. Chairman, for your support for prevention. As you
said in your opening statement, you have given us a new name, the
Centers for Disease Control and Prevention, recognizing your and
the Congress' interest in highlighting prevention as the central

part of what we do at CDC.
The other thing that you have given us over the last several

years are major increases in our budget. And I want to tell you,
without any apology, that the people down at CDC in Atlanta and
elsewhere around the country deeply appreciate your recognition
and the recognition of others here in Washington that prevention's
time has come.

It seems to me that hardly a speech goes by about health reform
without somebody talking about the importance of making a fun-
damental provision for prevention in health reform. And I surely
hope that that does translate through to reality.
We are delighted with the President's 1994 budget for CDC, $2.2

billion, with major increases for such important programs as immu-
nization, tuberculosis control, AIDS, breast and cervical cancer pre-
vention, smoking and health, domestic violence prevention, health

statistics, infertility prevention, occupational safety and health, a
variety of other areas.
Witnout going into detail, I would answer your one question, that

is, what would we have you remember from this hearing—and I

would say CDC's request of you is as you make those tough deci-
sions that you mentioned in your opening statement, bear in mind
that CDC has just recently come into its own through your help
and leadership, and we need your continued help and leadership.

prepared statement

As you look to find ways to make the budget fit in other areas,
please do keep the funding coming for the activities that we have
benefited from so much in the past.
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In closing, I would just say it has been a personal pleasure for

me to deal with you, sir, and we look forward to making prevention
even more a reality in the future.

Thank you.
Senator Harkin. Thank you very much. Dr. Roper. I do believe

it is going to be a big part of this health care reform package, at

least I hope so, anyway.
But I have every reason to believe it will be, and the information

I have received says that it will be.

[The statement follows:]

Statement of William L. Roper, M.D.

Mr. Chairman, I am pleased to meet once again with this subcommittee to pursue
our shared goals for a healthier America. I am especially pleased that, for the first

time, I am meeting with you as Director of the Centers for Disease Control and Pre-

vention (CDC). It is an honor and a testament to the dedication and achievements
of CDC's employees that Congress last year officially recognized CDC's role as the

nation's prevention agency by adding the word "Prevention" to the agency's name.
In all that we do, CDC strives toward our vision for the twenty-first century:

"Healthy People in a Healthy World." In order to make this vision a reality, the mis-

sion of CDC is to promote health and quality of life by preventing and controlling

disease, injury, and disability.
When I came to CDC in 1990, I established three priorities for the agency: (1)

improving the health of children; (2) making prevention a practical reality; and (3)

strengthening the nation's public health system. As I now prepare to complete my
service at CDC, I am pleased to report that the agency has made great progress
in each of these areas. Many challenges remain, however. The President's budget
addresses many of these challenges and offers an opportunity for further progress.

IMPROVING THE HEALTH OF CHILDREN

The health of our children, our nation's most precious resource, continues to be

a top priority at CDC. One of the greatest prospects for improvement is the oppor-

tunity to protect the nation's children from vaccine-preventable diseases. Although
great strides have been made in the prevention and control of infectious diseases

over the last century, immunization rates in young children remain very low in

many communities, and our children continue to be afQicted with preventable dis-

eases. A resurgence of measles in the years 1989-91 resulted in over 55,000 cases

of this preventable disease.

Childhood immunization is one of the most cost-effective means of disease preven-
tion. For example, it has been estimated that pertussis (or "whooping cough") vac-

cination saves $2 or more for every dollar spent.
The President's budget requests an increase of $326.5 million for CDC immuniza-

tion activities. These funds will be invested in all states and territories to, among
other things, ensure the immunization of preschool children in the United States.

Specifically, the new funding will be used to: purchase vaccines; provide information

and education; enhance infrastructure; develop a national immunization tracking

system; expand surveillance and response capabilities; assess emerging vaccine-pre-
ventable diseases; ensure vaccine safety; and eradicate polio worldwide. Together,
these activities will help assure healthier and happier lives for our children.

MAKING PREVENTION A PRACTICAL REALITY

To illustrate CDC's role in making prevention a practical reality, I would like to

highlight a few representative program areas: prevention of HIV infection and

AIDS; tuberculosis control; injury prevention and control; women's health; smoking
and health; and occupational safety and health. Prevention activities in these and
other areas must be based on sound science. Therefore, CDC has undertaken an ini-

tiative to evaluate the efficacy, effectiveness, and economic impact of its prevention

strategies, as well as their social, legal, and ethical implications. Findings from

these prevention effectiveness activities will enable CDC to recommend and deliver

the best possible public health programs in the context of a realistic expenditure of

resources.



479

PREVENTION OF HIV INFECTION AND AIDS

HIV infection continues to be one of the greatest threats to the nation's health.
More than 1 million Americans have already been infected with HIV, and we esti-

mate that an additional person becomes infected every thirteen minutes in the Unit-
ed States. There is no known vaccine or cure for HIV infection. Prevention, there-

fore, remains our best weapon in the fight against AIDS.
CDC's activities in prevention of HTV infection and AIDS have proven to be very

cost-effective. We estimate that the economic benefits of publicly mnded HTV coun-

seling, testing, referral, and partner notification exceed the costs of the program. If

one out of every five persons who learn that they are HIV-positive adjusts his or
her behavior to prevent another person from becoming infected, then as much as

$15-25 is saved for every dollar invested in the program.
The President's budget proposes an increase of $45 million for CDC's HTV/AIDS

prevention programs for fiscal year 1994. These funds will be invested to enhance
the ability of state and local health departments to respond to the HIV epidemic,
implement a program targeted to individuals to prevent the spread of HIV and
AIDS, and conduct a comprehensive prevention education program to increase the

understanding of prevention methods.

TUBERCULOSIS CONTROL

Although tuberculosis (TB) has been a curable and preventable disease for nearly
four decades, it continues to be a major health problem in the United States. The
number of TB cases steadily declined during the period 1953-84. The trend has re-

versed, however, and TB cases increased 18 percent between 1985 and 1991. The
problem has been compounded by recent outbreaks of multi-drug resistant TB. To
combat the growing TB problem, the President's budget requests an additional $50
million to continue efforts to eliminate tuberculosis in the United States. These re-

sources will be devoted to working through state and major city health departments
to improve their TB control and prevention programs. This will include assisting
them to better identify persons with TB or who are at highest risk of acquiring TB,
so that programs can be better targeted for treatment and prevention.

INJURY PREVENTION AND CONTROL

Injvuies take the lives of more than 150,000 Americans each year, and result in
lifetime costs of $180 billion for those persons injured. A substantial share of the
burden of injuries is borne by our nation's women. Unintentional injuries and vio-

lence, including homicide and suicide, are the most common causes of death for all

females between ages 1 and 34. In 1990, homicide took the lives of 5,316 women
in this country. Approximately 6 of 10 female homicide victims were murdered by
someone they knew, and homicide is the leading cause of death among Afiican-
American women ages 15 to 34.

Once considered primarily in the realm of criminal I'ustice, violence is now seen
as much as a public health problem as a criminal problem. The recent joint state-

ment by Secretary Shalala and Attorney General Janet Reno demonstrates that the

problem cannot be adequately addressed without collaboration. The Secretary and
the Attorney General have responsibility for two complementary approaches to com-
bating violence.

The President's budget for fiscal year 1994 includes an increase of $10 million to

develop a national program to prevent violence against women. The emphasis of this

program will be identifying effective measures to reduce the threat women face of

being physically abused or sexually assaulted by partners, acquaintances, and
strangers.

WOMEN'S HEALTH

In addition to the prevention of violence against women, the President's budget
calls for increased investments in other important areas of women's health, includ-

ing $14 million to reduce STD-related infertiUty and an additional $14 million for

prevention of breast and cervical cancer.
With your support for the President's budget, CDC will undertake an initiative

to reduce STD-related infertility. The agency's activities in this area will expand ac-
cess to care by using appropriate settings to provide testing and treatment to
women who seek non-STD health services; encourage community involvement in the

design, delivery, and sustained support of services; and provide information through
research into the prevention of STD-related infertility.
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An estimated 4,400 women will die from cervical cancer in the United States this

year, and about 13,500 new cases of cervical cancer are diagnosed annually. Cur-

rently, a third of all women with this disease die within five years of diagnosis.

Early detection, however, increases the five-year survival rate to nearly 90 percent.
More than 180,000 women will be diagnosed with breast cancer this year, and

46,000 women will die as a result. We do not now know how to prevent the occur-

rence of breast cancer, but early detection and appropriate timely follow-up can re-

duce breast cancer deaths by almost 14,000 per year. In addition, the cost of medical
care for a woman whose breast cancer is diagnosed early is only about one-third to

one-half the medical care costs for a woman whose cancer is detected at a later

stage.
The President's budget will fund new comprehensive breast and cervical cancer

programs in three states, bringing the totfd to 21 states with complete, comprehen-
sive programs and an additional 18 states which are building the capacity for such

programs.
CDC will also administer the National Program of Cancer Registries, as author-

ized by Congress in 1992. No appropriations were made in fiscal year 1993. The
completeness and quality of cancer case reporting varies significantly in the 50
states. With the $10 million requested by the President for this purpose, CDC will

support state activities to establish or enhance statewide cancer registries and to

produce cancer incidence reports that can be used to monitor cancer control activi-

ties.

The President's budget also calls for an investment of $2 million to study specific
women's health problems and new prevention strategies not currently being as-

sessed. Projects to be funded include epidemiologic studies and surveillance of wom-
en's health problems, demonstration projects in communities to test new or im-

proved prevention strategies, and development of public and professional edu-

cational materials to promote health and prevent disease among women.

SMOKING AND HEALTH

As a result of the U.S. anti-smoking campaign, an estimated 789,000 premature
deaths were prevented during the period 1964-85, and an additional 2.1 million pre-
mature deaths will have been prevented between 1986 and the year 2000. Much
work remains to be done, however. Smoking claims the lives of about 400,000 Amer-
icans each year, accounting for one-fifth of all deaths in the United States. Further-

more, smoking among high school seniors has remained unchanged over the past
decade, and lung cancer has surpassed breast cancer as the leading cause of death

among women in the United States.

The President's budget requests an increase of $10 million for CDC to fund to-

bacco control programs in up to 40 states, territories and the District of Columbia.
This will be of great value in preventing and controlling tobacco use, the most pre-
ventable cause of chronic disease and death in the United States.

OCCUPATIONAL SAFETY AND HEALTH

The National Institute for Occupational Safety and Health (NIOSH) has been a
vital component of CDC's prevention efforts. Occupational injuries occur at twice the
rate of injuries in the home or in public places. Each year, occupational ii\juries
alone cost almost $80 billion, temporarily disable more than 1.5 million workers,
and take the lives of at least 6,400 workers. In addition, more than 350,000 new
cases of occupational illnesses were reported in 1991.

NIOSH conducts a broad program of prevention research, demonstration, and

training to prevent workplace-related disease, injury, and disability caused by acute

trauma; exposure to toxic chemicals, dusts, and radiation; musculoskeletal stressors;

job stress; noise; and other occupational hazards.

Occupational safety and health programs use the same tools as other public
health programs: public health surveillance; applied epidemiology; behavioral

science; and environmental laboratory science.

The President's request of an additional $10 million for CDC activities in occupa-
tional safety and health will expand the agency's research programs for the preven-
tion of work-related health problems. This investment will support CDC's efforts in

such areas as evaluating the potential toxicity of new industrial materials before

they are broadly commercialized, developing and evaluating new technolo©^ to pro-
tect workers, and identifying early biological signs of overexposure to workplace haz-

ards to enable interventions tiiat prevent or reduce the severity of occupational dis-

eases and injuries.
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STRENGTHENING THE PUBLIC HEALTH SYSTEM: MONITORING HEALTH REFORM

We at CDC £ire committed to strengthening our nation's public health system.
CDC is actively working to achieve this goal by helping to define and articulate the

role of public health in a reformed health system. Reform of the medical care system
must be paralleled by comprehensive public health reform. The distinctive com-

petencies of the public health system include monitoring health, designing and im-

plementing prevention and health promotion programs for communities, collecting
and sjmthesizing information related to health and factors affecting health, address-

ing non-financi^ barriers to health services, and many other activities essential to

improving the nation's health.

The President's budget calls for an investment of $8 million for improving data

for health reform. Future policy decisions and evaluations must be based on sound

information, and it is essential that data systems are in place that are flexible,

broad-based, and sensitive enough to measure changes that will occur following
health reform. The investment requested by the President will enable the capabili-
ties of CDC's National Center for Health Statistics to be strengthened to allow for

continuous tracking, monitoring, and analysis of information related to health re-

form.
Mr. Chairman, with vour support for the President's budget request of

$2,161,788,000 for CDC, the agency will be able to put prevention into practice for

more American men, women, and children, who need our help more now than ever
before.

In just this past year, a number of new health challenges have emerged that are

best tackled by the public health community. The E. coli 0157:H7 outbreak in the

Northwest, antibiotic resistant pneumococcal infections, environmental tobacco
smoke exposure, disaster assessment and emergency response to Hurricane Andrew
are just a few. These challenges require well-trained, experienced public health

leadership.
We appreciate the support the Congress has given us in our past efforts, and we

look forward to your favorable response to the President's budget request again this

year. With your help, we can make meaningful investments that will help us work
toward the health objectives for the nation, laid out in Healthy People 2000. We at

CDC renew our pledge to use responsibly the resources you provide us to gain the
maximum benefits for those whose needs are our joint concern.

I will be happy to answer any questions you may have.

Substance Abuse and Mental Health Services Administration

statement of elaine m. johnson, phj)., acting administrator

Senator Harkin. Next is Dr. Johnson, Acting Administrator,
Substance Abuse and Mental Health Services Administration.

Dr. Johnson. Thank you, Mr. Chairman. I am very pleased to

present SAMHSA's fiscal year 1994 budget. SAMHSA is the newest

agency of the Public Health Service, just created last October 1,

and consists of three centers: The Center for Mental Health Serv-

ices; the Center for Substance Abuse Prevention; and the Center
for Substance Abuse Treatment.
We are requesting a total budget of $2.2 billion this year, and the

President's investment package includes an increase of $115 mil-

lion for SAMHSA, including $90 million to expand substance abuse
treatment capacity. That includes $23.2 million to continue the

Pregnant, Postpartum Women, and Infants Program, as well as

$66.8 million for our Capacity Expansion Program.

PREPARED STATEMENT

In addition, $25 million to increase prevention activities: $13 mil-
lion for high-risk youth; and $12 million for community prevention
programs. Thank you.
Senator Harkin. Thank you very much, Dr. Johnson.
[The statement follows:]
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Statement of Elaine M. Johnson

Mr. Chairman and members of the subcommittee, it is indeed an honor to appear
before you today. I am pleased to present the first budget request for the new Sub-
stance Abuse and Mental Health Services Administration (SAMHSA), which was es-

tablished on October 1, 1992, pursuant to the ADAMHA Reorganization Act.
I would like to express my appreciation to Congress for having had the vidsdom

to create, for the first time, an agency dedicated solely to the development and pro-
vision of treatment and prevention services in the field of addictive and mental dis-

orders.

Among other provisions, our reorganization mandates a vigorous Federal leader-

ship role in mental health services delivery and policy development through the new
Center for Mental Health Services. Although it is the youngest of SAMHSA's three

centers, CMHS is off to a strong and vital start, working with State and local pro-
viders to assure continuitv and integration of services and access to comprehensive
systems of care for individuals with mental disorders, their families and the commu-
nities in which they live.

In 1993, CMHS will provide funding for a new Children's Mental Health Services

Program, which will help communities develop a multidisciplinary approach to care
which involves both the public and private sectors. Through efforts such as this, the
Center is

expected
to have a significant impact on mental health service delivery

in the United States.

Similar leadership roles were mandated for the Center for Substance Abuse Pre-
vention and the Center for Substance Abuse Treatment. I am pleased to say that
these two Centers are continuing to build on the success of programs initiated under
the former ADAMHA and enhancing the ability of States and communities through-
out the Nation to solve the myriad problems associated with the abuse of alcohol
and other drugs.
SAMHSA is the Nation's primary source of support for the prevention and treat-

ment of addictive and mental disorders, conditions that affect approximately one in

five Americans and cost the country nearly $300 billion every year. Untreated,
abuse of alcohol and other drugs and mental disorders threaten public health, com-

promise public safety, and jeopardize the Nation's productivity and growth. It is

SAMHSA's mission to ameliorate the human suffering and the economic toll that
addictive and mental disorders exact by reducing the incidence and prevalence of

these disorders while improving the treatment outcomes for people who suffer with
them.
To exercise national leadership in the prevention and treatment of addictive and

mental disorders and to increase the accessibility of high quality services for all

Americans, SAMHSA requests $2.1 billion for fiscal year 1994. Included in the re-

quest is a 6 percent increase of $115 million to support an important component of
tne Administration's investment program

—the provision of effective prevention and
treatment services for alcohol and other drug abuse nationwide.

Nearly 80 percent of this additional investment, or $90 million, will expand drug
treatment capacity, enabling 30,000 persons to receive needed services through chal-

lenge grants to the States. This is the first step in a multi-year strategy to signifi-

cantly improve both the quality and the
availabiUty

of substance abuse treatment
services. An important focus of'^this investment, and of SAMHSA's treatment effort

overall, will be the provision of services for women, which will grow by over 27 per-
cent in 1994.
The remsdnder of the investment, $25 million, wUl support prevention efforts fo-

cused on drug-related violence among the Nation's youtii; the health needs of adoles-
cent women; the reduction of risk for HIV/AIDS among abusers of alcohol and other

drugs; the application of comprehensive substance abuse prevention services within
various types of communities; and the establishment of a workplace employee assist-

ance program to address the issue of alcohol and other drug use and abuse.
The President's fiscal year 1994 budget request maintains funding for most other

SAMHSA programs at the fiscal year 1993 level, including the Mental Health and
Substance Abuse Block Grants, the agency's two largest funding mechanisms for

treatment and prevention services. To substantially improve the States' ability to

conduct effective, comprehensive service programs, SAMHSA's authorizing legisla-
tion requires each State to conduct an annual needs assessment as part of their ap-
pUcation for Substance Abuse Block Grant funds. Adjustments have been made
within the total request level to provide additional funding for the CSAT State Sys-
tems Development Program (SSDP) to ejcpand this to 16 additional States and Ter-

ritories, thereby allowing for a total enrollment of 33 States by 1994 year-end. This
increase is included within our request for the Comprehensive Community Treat-
ment program.
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In addition to the above, SAMHSA takes very seriously its responsibility to serve
as a key data collection point for epidemiological information on alcohol and other

drug abuse and mental disorders. Our OfBce of Applied Studies, located within the
Office of the Administrator, generates incidence and prevalence information critical

to directing the Federal drug treatment effort through its various surveys. These in-

clude the Drug Abuse Warning Network, the National Household Survey on Drug
Abuse, and other data collections and analj^ical work. The request includes funding
to continue all data collection systems in 1994, with small increases in program
management for the Drug Abuse Warning Network and the Drug Abuse Services
Research Survey.

Individuals and families demonstrating great need for services and limited ability
to acquire them are of particular importance to SAMHSA. The 1994 request ex-

pands resources dedicated to serving some of America's most downtrodden and
disenfranchised citizens.

The Secretary of Health and Human Services has described children as "our most
important, and in recent years, our most neglected resource." SAMHSA is doing its

part to help ensure that children and the families in which they grow and are niu--

tiu-ed are the best that they can possibly be. Our 1994 request includes a total of

approximately $174 million dedicated to improving the health of children and ado-

lescents, a 20 percent increase. The budget request also includes approximately
$200 million for programs affecting women—especially pregnant women and women
with children already in or at risk of entering the Child Welfare System—with ad-
dictive disorders, a 15 percent increase; as well as $27 million dedicated to HIV/
AIDS programs, a 4 percent increase; and $75 million dedicated to programs for

those who are homeless.

Finally, Mr. Chairman, I would like to take one last moment to assure you that
this new agency created by the Congress less than one year ago has great potential
to prevent, treat and ultimately overcome these devastating disorders. We present
a budget today that supports comprehensive, effective and accessible services that
will help to free individuals, families and communities from the shackles of these
addictive and mental disorders.

I will be pleased to answer any questions you may have.

Agency for Health Care Policy and Research

statement of j. jarrett clinton, m.d., m.p.h., administrator
Senator Harkin. Now, we will hear testimony from Dr. J. Jarrett

Clinton, Agency for Health Care Policy and Research.
Dr. Clinton. Thank you, Mr. Chairman, Mr. Stevens. If you

would remember one thing, think of AHCPR and all that you have
done to create this agency and sustain it with budget growth in the
last 3 years, as the modest compass for the health care system.
Our staff expertise and data bases have provided a substantial

input into the health care reform debate. Our national medical ex-

penditure survey provided the data by which the people who are

leading that effort can examine the financial implications of var-
ious health care reform proposals. Our effectiveness research pro-
gram has brought new insights into day-to-day practice. We have
seen that it takes much more translation of the biomedical re-

search and the innovations that occur in America, to appropriately
translate that to the day-to-day needs of practitioners and patients.
Our clinical practice guideline program has made significant ad-

vances this year. We have established the standard by which
guideline developments occur across the United States, in medical
and nursing specialty societies. We have made new advancements
in the dissemination of this information to consumers and practi-
tioners. And now we see growing, voluntary use of these practice
guidelines, across the United States.
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Our research program on costs, quality, and access, and the sci-

entific basis for primary care are essential, irrespective of what
kind of health care reform might occur. In a new era of health care

systems in the United States, this information then will contribute

significantly to the way we run this huge ship, the health care sys-
tem.

So, if you remember one thing, AHCPR can serve as a modest
compass for the health care system. We can describe where we are,
and where we may go. And I think America needs that compass.
Thank you.
Senator Harkin. Thank you very much. Dr. Clinton.

[The statement follows:]

Statement of J. Jarrett Clinton, M.D.

Mr. Chairman and members of the committee, I am pleased to be here today to

discuss the budget request of the Agency for Health Care Policy and Research
(AHCPR) for fiscal year 1994.
These are exciting and demanding days for AHCPR. We are in the forefi"ont of

the health care reform effort, providing information and expertise to the policy-mak-
ers

proposing
a reshaping of the Nation's health care system. I have much to report

on tne progress and accomplishments of AHCPR over the past year and on the goals
we must meet with the fiscal year 1994 request.

RESEARCH ON HEALTH CARE COSTS, QUALITY AND ACCESS (CQA)

AHCPR is supporting research in virtually every area of health care reform now
under discussion. Investigator-initiated research funded through the Health Care
Costs, Quality, and Access progrsun focuses on such vital issues as: cost containment
and group health insurance; economics of hospital capital expenditures; managed
care; evaluation of health insurance for the low income; cost effectiveness in commu-
nity care for the elderly; variations in obstetric care for low risk pregnancies; and
rural hospital closures and rural emergency medical services.

In the area of rural health care, AHCPR is establishing three to six Rural Centers
to undertake policy relevant research focused primarily, but not exclusively, on the
outcomes and effectiveness of niral health care.

In the area of interactive videos, AHCPR is supporting a multi-site evaluation of
the- interactive video disc (IVD) on Benign Prostatic Hyperplasia produced by the
Foundation for Informed Medical Decision Making. We have under review

proposals
to evaluate other IVD's on the subjects of Surgery for Low Back Pain, Breast Cancer
Treatment, and Decisions for Ischemic Heart Disease. All of these projects are
aimed at improving health care decision making through developing a better in-

formed and snared decision process between patients and their physicians.
AHCPR's intramural research program has developed and is now improving an

innovative modeling project of health care utilization and costs using National Medi-
cal Expenditure Survey (NMES) data and other Federal data bases. This
microsimulation model is used extensively by the Department of Health and Human
Services, the Office of Management and Budget, and the Task Force for estimating
the financial consequences of health care reform proposals. In addition, the AIDS
Cost and Service Utilization Siirvey (ACSUS) is providing vital information on costs

and services, both clinical and social services such as housing needs, resulting from
health care delivery to HIV-infected individuals.
A separate intramural research program reviews new technologies under consider-

ation for reimbursement by Federal agencies. Ongoing assessments and reviews in-

clude combined liver-kidney transplants, the appropriate uses of ultrjisound, and se-

lection criteria for heart-lung transplantation.
AHCPR's dissemination activities include the User Liaison Program (ULP) which

plavs a key role in AHCPR's efforts to support capacity-building for public health
and health care

policy
at the state and local level through focused workshops and

technical assistance. The ULP works with state legislators and organizations such
as the Association of State and Territorial Health Offices (ASTHO), the National As-
sociation of County Health Officers (NACHO), and the National Association of Coun-

ty Officials (NACO) on educational programs. This program also is conducting a se-
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lies of expert meetings with states that are in the forefront of health reform, such
as Minnesota, Oregon, and Vermont.

MEDICAL TREATMENT EFFECTIVENESS PROGRAM (MEDTEP)

The purpose of the MEDTEP program is to increase the cost effectiveness and ap-

propriateness of clinical practice in a reformed health care system. The first Patient
Outcomes Research Teams (PORTs), begun in fiscal year 1989, will be completed
in late fiscal year 1994. PORT'S are 5-year research grants that include the ele-

ments of formal literatvire sjmthesis (meta-analysis), data acquisition and analysis,

development of clinical recommendations, dissemination of findings, and evaluation
of the effects of findings on change in clinical practice. The 14 ongoing PORT
projects are conducting research on: prostate disease, low back pain, myocardial in-

fraction, cataract treatment, total knee replacement, ischemic heart disease, schizo-

phrenia, biliary tract disease, pneumonia, diabetes, hip fracture and replacement,
Cesarean section, prevention of stroke, and low birth weight.
Another important initiative established MEDTEP Research Centers on Minority

Populations. During fiscal year 1992, six Centers were funded, and five more began
in fiscal year 1993. Through this program, AHCPR will investigate which climcal

strategies are best for conditions prevalent among African Americans, Latinos,
Asian and Pacific Islanders, American Indians, and^r Alaska Natives. In addition,
the Centers will train minority researchers in effectiveness research, provide tech-

nical assistance to practitioners in their communities, and disseminate information
to patients and providers. Examples of the conditions being studied are: high blood

pressure, kidney disease, tuberciilosis, low birthweight, substance abuse, HIV/AIDS,
and certain cancers.

Another initiative supports
research on the effectiveness of prescription drugs and

related pharmaceutical interventions and reflects consultation provided by rep-
resentatives of government, industry, and academic organizations. In fiscal year
1993, AHCPR funded 12 investigator-initiated research grants on the effect of pre-

scription drugs on patient outcomes. Illustrative examples of these research grants
include: pharmaceutical care for pediatric asthma (University of Washington);
antidepressant drug use in the elderly (University of Minnesota); the role of the pa-
tient in arthritis treatment (University of Wisconsin); and prospective drug utiliza-

tion review (Regenstrief Institute, Indiana University).
Clinical practice guidelines are developed by AHCPR's Office of the Forvun for

Quality and Effectiveness in Health Care. By the end of this fiscal year, 13 guide-
lines will be available to the public including: management of early HIV infection;
sickle cell disease; low back problems; ear infections in children; and management
of cancer related pain. Guidelines have been published on: acute pain management;
urinary incontinence in adults; pressure ulcers; cataracts; and a guideline on diag-
nosis and treatment of depressed patients in the primary care setting, released last

week.

FISCAL YEAR 1994 REQUEST

The appropriation request for AHCPR totals $158 million. This is $30 million over
fiscal year 1993, an increase of 23 percent, and provides for a significant investment
in the knowledge infrastructure of health care reform.
The $30 million investment includes $18,000,000 for the Health Care Costs, Qual-

ity
and Access program. Research on the underlying reasons for cost inflation, meth-

ods for financing health care as well as evaluations of state reforms. The potential
for primaiT care to reduce health care, will be emphasized. The AIDS Costs and
Services Utilization Survey (ACSUS II), or a survey similar in nature, will be en-
hanced and the early HIV guideline now under development will be updated and
additional guideline panels on acute care and comfort/quality of life issues for per-
sons with HIV/AIDS will be established.

In addition, developmental work for the next National Medical Expenditure Sur-

vey (NMES III), due to begin data collection in fiscal
year 1996 on person/family

specific costs and utilization for health care services, will be funded. NMES data is

the foundation on which most of the cost and utilization projections related to health
care reform have been built. Evaluations of any reform will depend on these data.
To accomplish this, AHCPR is making the initial and critical $10,000,000 invest-
ment in fiscal year 1994.
Our investment also includes $12,000,000 for the MEDTEP program. A new gen-

eration of MEDTEP research projects that will answer critical questions on the ef-

fectiveness of treatments for common clinical conditions will be initiated. The re-

search design of these "New PORTS" will be more varied to optimize the results on
outcomes and cost effectiveness studies produced to date. Compared with ongoing
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port's, the emphasis of these "New PORTS" will focus directly on specific clinical

questions that can be answered by carefully crafted research design and in a shorter

period of time (3 to 5 years).
Additional investigator-initiated medical effectiveness research projects also will

be supported. Such studies, along with clinical practice guidelines and their dissemi-

nation, will be a central part of improving the quality of health care in the new sys-
tem.

Accordingly, support for guidelines will increase with one new panel or contract

supported on a topic such as acute stroke management or osteoporosis, and two ex-

isting guidelines will be updated.
Development and utilization of information systems and electronic records capable

of supporting sophisticated quality improvement and cost management must be ac-

celerated to facilitate the implementation of many reform measures. An increased
investment is included in the fiscal year 1994 Estimate for these activities as well

as for dissemination activities to support distribution of additional PORT project
and consumer-oriented health decision materials.

SUMMARY

AHCPR plays a critical role in determining the most appropriate and effective use
of the nation's health care services. The information and expertise that we provide
are of paramount importance as the need for health care reform intensifies. An in-

vestment of $158 million in AHCPR will make a positive difference in terms of bet-

ter quality of life for milUons of Americans, and in terms of health system reform
for the nation.

Thank you for the opportunity to discuss our work at AHCPR. I will be pleased
to answer any questions you may have.

REMARKS OF SENATOR STEVENS

Senator Harkin. Senator Stevens, do you have an opening state-

ment that you would like to make?
Senator STEVENS. No, Mr. Chairman. I do appreciate your cour-

tesy, though; and I am here only briefly, I have another committee

meeting at 2.

Senator Harkin. Well, I will yield to you then, if you have any
questions.
Senator Stevens. I just want to submit my questions for the

record. But I did want to come by once again, and thank Dr. Roper
for his work with us, particularly in the recent days; and I am
sorry to hear that you are stepping down, but we do appreciate all

you have done to work with this committee. And we work with ev-

erybody else, too; but I know you are leaving us, I think probably
before we have another meeting, as I understand it, June 3d is my
information.

Dr. Roper. Yes, sir.

Senator Stevens. So I am here to wish you best wishes, and to

thank you for working with all of us.

I do have a series of questions. I would like to have you submit
them for the record, if I may.

Senator Harkin. Without objection.
Senator Stevens. We appreciate your help. Thank you very

much.
Senator Harkin. Thank you. Senator Stevens.

HEALTH CARE REFORM IMPACT ON PHS PROGRAMS

Dr. Manley, the fiscal year 1994 Public Health Service budget in-

cludes an increase of $54 million for health care reform. You have
an obvious role in formulating health care reform policies. I have
sort of two questions: What impact will health care reform have on
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Public Health Service programs; for example, health reform may,
I guess, provide

reimbursements to community health centers, or

migrant health centers, and will cover the costs of vaccines, et

cetera, things like that.

So, a two-pronged approach. What impact will the health care re-

form, as you see it developing now, have on Public Health Service

programs? And sort of as a corollary to that, what impact can the
Public Health Service programs have on the health care reform leg-
islation coming down? A broad question.

Dr. Manley. Yes, Senator Harkin, it is a broad question, and I

am not sure I have all of the answers for that right now. Certainly
it is an area in which the Public Health Service is very involved
at this time, in planning and anticipating what the impact of
health care reform might be, even though we don't know what deci-

sions are going to be made.
The agency that is most involved in that process is the Agency

for Health Care Policy and Research [AHCPR], as well as our Of-
fice of Disease Prevention and Health Promotion. First, we are very
much involved right now in looking at statistical analyses, cost is-

sues, financing issues; and second, looking at prevention issues and
how prevention might play a role. And I do underline—might—play
a role in health care reform.

I would like to ask Dr. Clinton to address the issue in more de-

tail, from the point of view of AHCPR.
Dr. Clinton. Mr. Chairman, $30 million of the $54 million would

be the increase requested from the Agency for Health Care Policy
and Research. Ten million dollars of that is for the national medi-
cal expenditure survey which we plan for 1996, to build on the data
base of who pays for what in health care. This information is essen-
tial in about 1996, to understand the reform issues, and then the
translation into a new era, irrespective of how the reform might
occur. The last survey was in 1987; $12 million of the $30 million

goes to the Medical Treatment Effectiveness Program, which you
know well and has been much of the issues that we have talked

about, in terms of day-to-day practice. Included in that would be
an expansion of the Clinical Practice Guideline Program.
And $8 million of the $30 million will go to expand the research

on quality and costs, two issues that will be fundamental to the
new era on health care reform, and primary care. Included in pri-

mary care is the underpinnings, what makes primary care work,
how can we expand primary care, and how do we deal with many
of the access issues, whether it is rural or urban, the access to

health care.

So, $30 million of the $54 million, in sum, is attributed to the
AHCPR request.

REPROGRAMMING GUIDELINES

Senator Harkin. Dr. Manlev, in the past there have been in-

stances where Congress has chosen not to fund certain new pro-
grams that have been requested by the Office of the Assistant Sec-

retary of Health; only to find that a tap has been placed on other
Public Health Service agencies to fund the program. Thus, cir-

cumventing the appropriations process. Consequently, the fiscal

year 1993 report included language reiterating its reprogramming
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guidelines and position with regard to the initiation of new pro-

grams.
I note that the budget requests funding for four new offices with-

in OASH, as well as increased funding for new programs. Should

Congress not fully fund the budget request, will the Department
abide by the funaing limits set by the Congress, and comply with
the guidelines of this subcommittee, and come forward with a spe-
cific reprogramming request if it wishes to pursue program expan-
sion?

Dr. Manley. Sir, I am going to ask Mr. Itteilag, our Deputy As-
sistant Secretary for Health Management Operations, to respond to

that question
Mr. Itteilag.
Mr. Itteilag. Mr. Chairman, we expect entirely to pay strict at-

tention to the subcommittee's guidelines. The incident last year
which precipitated your action had to do with the National AIDS
Program Ofnce, which received reduced funding last year, and we
were not able, in the time that was available, to comply entirely.
But we committed ourselves last year, when we interacted with

the subcommittee on this matter, that if the fiscal year 1993 appro-
priation was not increased, we would not use a similar device to

augment those funds; and we have not, and we will not. And the

1994 budget for NAPO is consistent with the 1993 appropriation.
Senator Harkin. How about some of the other offices that you

have asked for increased funding for?

Mr. Itteilag. If those increases materialize as a consequence of

the appropriation action that you take, we will use them well be-

cause we think they are important. But if they do not, we have no
intention of using any other funding device for the increases.

Senator Harkin. I appreciate that. That is all I was getting at.

Thank you very much.

PROGRAM duplication AND COORDINATION

One question I bring up a lot, not only with vou but with all the
other various entities under the jurisdiction or this subcommittee.
It has to do with program duplication and coordination. I have a

great deal of concern over the number of programs that appear to

be springing up in various departments, programs that offer the
same type of services to the same populations. I am even more con-

cerned about the proliferation of programs that fall within my ju-
risdiction.

Common sense tells us that the more administrative staff we
need, the less money that will be available for services. What steps
have been taken, and what more needs to be done to ensure that

there is no more duplication of programs within the Public Health
Service?

Dr. Manley. Senator, we share your concern in this area. And
we look forward to the GAO report and evaluation that we know
is coming. We assure you, if there are any findings of unnecessary
duplication, that we will take all necessary steps to correct the sit-

uation and assure that this does not happen.
However, we believe that there are some issues that the Public

Health Service has to address, which are of such a complex nature,

affecting a broad spectrum of society, that it requires a level of ex-
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pertise that cannot be found completely in one agency of the Public

Health Service. I think the AIDS area is a good example.
In the area of AIDS, we see where we have to bring the expertise

of CDC's approach to prevention; we must bring in state and local

health departments, as well as community-based organizations.
NIH has a role to play, in terms of scientific research and inquiry;
and certainly, our service-delivery programs, HRSA and SAMHSA,
approach the problem from the point of view of the transfer of tech-

nology to patients.
We find that duplication does not happen often, but it does hap-

pen. When we have problems such as where there is clearly a

crosscutting spectrum, we have a number of both formal and infor-

mal arrangements that we use in the Public Health Service to

bring these things together. We have coordinating offices in the

OASH, such as the Office of Minority Health and the Office on
Women's Health, which are responsible for coordinating and bring-

ing these various areas together. We also have working groups es-

tablished by the Assistant Secretary for Health, that bring the ap-

propriate individuals together from the various agencies.
We feel that this is a mechanism to assure that there is not only

comprehensive coordination and coverage of the problem, but also

to assure that we maximize the expertise available in the Public

Health Service with a minimum of duplication.
So the answer to your question is that it may appear, in some

instances, to be duplication; but indeed, it is not.

Senator Harkin. Well, you just mentioned one. And that was the
Office of Minority and Disadvantaged Representation. We provide
$94.9 million already, and then you want $1.8 million in your of-

fice. The same is true in—^we provide $10 million for the Center for

Disease Control and Prevention, to deal with the prevention of vio-

lence and homicide. Your budget seeks an increase of $315,000 to

support minigrants to community-based organizations and other
entities in minority communities, to support activities relating to

the prevention of violence and homicide among minority popu-
lations. What is going on here?

Dr. Manley. The Office of Minority Health, in the OASH, serves

largely as a coordinating office. There are minority programs and

minority activities throughout the Public Health Service, both at

NIH and at CDC, and at HRSA. What we have attempted to do is

to provide a mechanism to bring all of the expertise in the Public
Health Service to bear on certain kinds of problems.

In the area of violence and violence prevention, a small amount
of funds are requested in the 1994 OASH budget that would ad-
dress this issue. These activities would be done in coordination
with CDC, to leverage the resources at CDC and the research ef-

forts of NIH, to bring them together. The OASH Office of Minority
Health will bring those activities together.
That is what is envisioned, and I will allow either Dr. Roper, who

has responsibility as the lead agency in this area, or Dr. Baquet,
the Director of the Office of Minority Health, who would be respon-
sible for bringing about this coordination to elaborate further.

Senator Harkin. I understand the need for coordination and co-

operation. I just wonder why you are providing grants, and CDC
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is doing the same thing. I do not understand why there are two en-

tities doing that. I mean, $315,000 is not a lot of money.
Dr. Manley. Absolutely.
Senator Harkin. Why do you even need $315,000 for minigrants?

Why do you not just direct the Center for Disease Control and Pre-

vention to do that? Since they are already doing things like that?
I just do not understand why we are having these duplications—
because obviously, to administer $315,000 takes personnel to do
that:

Obviously there are requests for grants that come in, they have

got to be sorted through and decisions have to be made. That takes

personnel, takes administrative time, and it seems to me that the
Center for Disease Control and Prevention is already set up to do
that. So I just do not know why that $315,000 is in there.

I know it is a small item, but it points out what I keep talking
about, and that is possible duplication.

Dr. Manley. In this particular case. Senator, I would say that

it is a very small amount, and that the grants are envisioned as

small seed grants that would be used to help community-based or-

ganizations, and to assist them in facilitating their coordination
and working with the CDC. They would not duplicate what CDC
has done, but are for preparation and leveraging community-based
groups, who very often need that kind of help to work with the

CDC.
Senator Harkin. Then, how do you explain the difference be-

tween the $1.8 million that you want, to increase the number of

minority and disadvantaged students who go into careers in health,
the same thing that we already have $94.9 million for minority and

disadvantaged representation in health professions? We already
provide that. So why do we need another $1.8 million?

Dr. Manley. The program that you refer to, which is located ad-

ministratively in HRSA, the HCOP Program in the Bureau of

Health Professions primarily addresses minority and disadvan-

taged students at the undergraduate level. Increasingly, the Public
Health Service sees the benefit of working with younger age
groups. The small program that is being proposed in the Office of

Minority Health would intervene earlier in the pipeline, and would
be addressing students at the 10th grade, which is really the high
school level. So again, it is not a duplication; it is an earlier start,
so to speak, on the same problem.
Senator Harkin. And I do not have any problems with that. I do

not have any problems with trjdng to get someone at a younger
level, a younger age, and get them interested in going in that direc-

tion. I guess I am just wondering again, why can it not be done
in HRSA, because that is where the administrative personnel is?

All these things take administrative personnel, and I am just,

again, please do not take this wrong, but I mean, I understand
what administration is like. And sometimes these things could be
better done where there already is administrative personnel set up.
And perhaps personnel that would otherwise be working on this

could be doing something else.

I will recognize Senator Kohl, for any statement or questions
that he has.
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Senator Kohl, what we have done, we have gone through the

panel. They have made their statements already; and I have fin-

ished my questions with Dr. Manley and I was just going to go
right on down the panel. But I yield to you now.

CHILDHOOD IMMUNIZATION

Senator Kohl. That is fine, thank you. Well, I am glad to be

here. Senator Harkin. I have a couple of questions I would like to

ask, and I appreciate having the opportunity.
First, I have just a comment to Dr. Manley. I know that you are

fighting the good fight on seeing that we get fiill immunization for

our kids. I understand that both from a financial and a political

point of view, there are some things that cannot yet be done.

But I do want you to know that I am very much on your side

in this effort that you are putting forth to see to it that our kids
at 2 years of age get fully vaccinated instead of what is now almost

fully vaccinated at 5 years of age.
If there is any help I can give you in your fight and in your ef-

fort, you can count on my full support, because I think it is terribly

important.
Dr. Manley. Thank you very much, Senator.

RYAN WHITE CARE ACT

Senator Kohl. Thank you very much. Dr. Manley. Dr. Robinson,
a couple of questions for you. Dr. Robinson, the AIDS resource peo-

ple in Milwaukee are very concerned with the imbalance between
title I and title II of the Ryan White Act.

In the southeast Milwaukee area, for example, they are serving
900 people with case management, and yet get a very relatively
minute $230,000 in Federal support. So I want to express apprecia-
tion to you for the budget request to increase title II money. It was
warmly received and deeply appreciated.

Dr. Robinson. Thank you.

community/migrant health centers

Senator Kohl. And, Dr. Robinson, one of the priorities in the ad-
ministration's request is the community and migrant health care
centers expansion. In Wisconsin we have two communities, Beloit
and Wausau, WI, that have been trying to get Federal support for

the new community health centers, but you apparently have some
definition of medically underserved populations that makes them
ineligible at this time.
But I need to tell you that they still have considerable needs that

are unmet and access problems also, which are not being handled

effectively, whether or not they have primary care doctors in the
ratio that are called for. And they need these two clinics.

Now, the Bureau of Primary Health Care has a waiver request
from the Governor of Wisconsin. Could you possibly look into that

request and see if we cannot get some of the CHC money to Beloit

and Wausau for their clinics, which are very much in need.
Dr. Robinson. I definitely will look into that. One of the things

that we have been attempting to do through our state primary care

associations, as well as through the offices back here in Washing-
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ton, is to see how we can work more collaboratively with the people
who are involved in problems. The technical assistance efforts that

we try to give are designed to try to help people get resources,
whether they are through our programs or related to our programs.

I will look specifically into the issues that you are raising,

though.
[The information follows:]

Medically Underserved Areas/Populations in Wisconsin

Following are letters to the Governor of Wisconsin establishing the inner city area
of Beloit in Rock County as a medically underserved area and to the Director of

Government Relations, Wausau Hospital Center establishing the Southeast Asia

Re^gee Population as a medically underserved population:

Department of Health and Human Services,
Health Resources and Services Administration,

Rockville, MD, May 28, 1993.

Hon. Tommy G. Thompson,
Governor of Wisconsin,
Madison, Wl.

Dear Governor Thompson: Our Division of Shortage Designation (DSD) has re-

viewed your request and that of the Wisconsin Primary Health Care Association for

designation of an area or population group within the City of Beloit as medically
underserved. As part of this review, we provided copies to the State health depart-
ment for review and possible comment.
Based on your request and the information available, we are designating the

inner city of Beloit as a medically underserved area (MUA) under the authority of

section 330(bX3) of the Public Health Service Act. The designated area is defined

to include:

Medically underserved area: Inner City of Beloit.

County: Rock.
Parts: C.T.'s 15-19.
This designation is based in part on a calculated Index of Medical Underservice

of 55.6 for the area, together with the documented access barriers and your rec-

ommendation.
We appreciate your efforts to assist us in identifying MUP's. If you have any ques-

tions, please contact Mr. Fred Williams of DSD at 301-443-6932.

Sincerely yours,
Marilyn H. Gaston, M.D.,

Assistant Surgeon General,
Director.

Department of Health and Human Services,
Health Resources and Services Administration,

Rockville, MD, May 28, 1993.

Ms. Ann T. Bolz,
Director of Government Relations, Wausau Hospital Center, Wausau, WI.

Dear Ms. Bolz: Our Division of Shortage Designation (DSD) has reviewed your
request for designation of the Southeast Asian refugee population of Wausau as a

medically underserved population (MUP). As part of this review, we provided copies
to the Governor's office and the State primary care association for review and pos-
sible comment. A letter in support of the designation was received fixim Governor

Thompson.
Based on the information

provided,
we have determined that the requested popu-

lation meets the establishea criteria for such designation. Therefore, we are des-

ignating the requested population as an MUP under the authority of section

330(bX3) of the Public Health Service Act. The designated population is defined as

follows:

Medically underserved population: Southeast Asian Refugee Population.

County of residence: Marathon.
Parts of County: C.T.'s 1, 2, 4, 5, 6.01-.02 and 7.
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This designation is based in part on a calculated Index of Medical Underservice
of 60.7 for this population.
We appreciate your efforts to assist us in identifying MUA's. If you have any ques-

tions, please contact Mr. Fred Williams of DSD at 301-443-6932.

Sincerely yours,
Marilyn H. Gaston, M.D.,

Assistant Surgeon General,
Director.

Senator Kohl. Thank you. Are you aware of the fact that the
Governor has a waiver request in on those two communities?

Maybe you are not fully aware of it.

Dr. Robinson. No, sir; this is my first day on the job, so I have
not had a lot of experience there. [Laughter.]
Senator KOHL. My goodness! What time is it? [Laughter.]
Dr. Robinson. But I can assure you the Deputy Bureau Director

is behind me and I will ask him and his supervisor to look into this

and we will get a response to you.
Senator Kohl. I appreciate that. I was in Wausau last night for

another reason and one of the people who knows the community
very well was explaining to me that they have had an enormous
influx of Hmong population, and as a result they have needs that
are not being met, one of which is this need that we are talking
about here, so I would appreciate your taking a look at it.

Dr. Robinson. Yes, sir.

PRIMARY CARE PROVIDERS

Senator Kohl. Thank you very much. Dr. Robinson. Dr. Robin-

son, there was an article today on the front page of the New York
Times with respect to the whole discussion on health care reform
centers and our need to recruit and graduate more primary care

providers.
The question is, what can we do? What should we be doing to

get that ratio up to what is considered to be desirable of at least

50 percent of primary health care providers in the medical profes-
sion?

Right now we are down to about 12 or 14 percent of current

graduates are primary health care providers. And that ratio, of

course, is dropping and dropping. It is now at about, I guess, 28
percent overall, but going down at the moment.
What are we going to do about? What do you think we ought to

do about it?

Dr. Robinson. We are making some progress, but it has been
only very recently, in terms of trying to enlist a number of people
on the outside to engage with us in this whole problem.
One thing that we are attempting to do is to look broadly at the

primary care providers as not just physicians, but at providers to

include people who are involved in family medicine, general inter-

nal medicine, general pediatrics. Also looking across the other pro-
viders, nurse practitioners, nurse midwives, physician assistants,
to see that comprehensively we have a whole cadre of people to do
this work.
The budget that we have presented to you today is one in which

we are looking for greater investment in the areas of training of
these individuals so we would have a lot more primary care physi-
cians being trained, and then subsequent to that, working with the
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National Health Service Corps and some of the other programs to

see that they are actually going to be hopefully providing services
in the underserved areas where we need them.
So we are trying to work on two different fronts.

Senator Kohl. Do you accept roughly that percentage, that we
should be at least 50 percent of our total number, that are primary
care providers?

Dr. Robinson. Definitely. We think that is a goal that we should
be attempting to reach.

Senator Kohl. And you expect to be espousing and advocating
policies to get there?

Dr. Robinson. Definitelv.

Senator KOHL. What aoout if you had the opportunity to have
some influence on the amount of money that these various special-
ties versus primary care providers make? Do you think that can be
and should be one of the things that we take a careful look at?

Dr. Robinson. Yes, again, definitely. We have every reason to be-

lieve, based on some studies that have been conducted, we can pro-
vide some information that this has been an influencing factor for

a number of students as they have come out of school. Money is

also a factor to others who, regardless of how they handle their
educational expenses, in terms of looking down the road career-

wise, and anticipate how much they can expect to make.
Senator Kohl. Well, I would like to just stay on that for a sec-

ond, because I do not think there is any question that as long as
the specialists make considerably more money than the primary
care providers, which is currently the case, we can ever expect to

get that 50-50 ratio.

Dr. Robinson. Well, yes.
Senator Kohl. How is that going to happen?
Dr. Robinson. We do not want to look at this as though all of

the individuals who are involved in the practice of medicine do it

from a financial standpoint.
Senator Kohl. Not all. No, not all.

Dr. Robinson. We do think, though, that as we continue to look
at the types of individuals who are being recruited into the profes-
sion, and as we look broadly at where we most need their services,
we do see a need for a broader mix of people. We need people with
different sensitivities toward the populations that they are serving.

I think that as we get more and more individuals who have that
kind of a mindset, we are going to do better in recruiting more pri-

mary care specialists.

specialists vs. primary care providers

Senator Kohl. Well, I do not disagree. I think that no question,
your point is correct. But I will offer the opinion that as long as
there is the current significant imbalance in terms of the amount
of money that the specialists make versus the primary care provid-
ers, we are swimming upstream.

Dr. Robinson. I would agree with that.

Senator Kohl. We are trying to fight something against the basic

logic of how things work in our society. And this is not to cast any
negative aspersions on people who decide to become specialists in-

stead of primary care providers, among other reasons because they
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will get paid a lot more money. I mean, that is the way we all are
as human beings. Is that not true?

Dr. Robinson. Yes; but what I was suggesting was that although
the financial incentive is one major incentive, we are also trying to

look at the other incentives through some of the other programs
which we are proposing as well.

Senator Kohl. Are you also suggesting that to the extent that we
can, we need to reduce, if not eliminate the imbalance in salaries?

Dr. Robinson. As a strong proponent of primary care, I would
say we would like to see that, yes.

TEENS and HIV

Senator Kohl. OK. I thank you very much. Dr. Roper, just a

question about teens and HIV. Many, many teens, as we know, are

sexually active and increasing numbers of them are HIV infected.

Given the role that CDC plans in HIV prevention. Dr. Roper, and
given that the new Surgeon General appears to be committed to

raising the issues of teenage sexuality and pregnancy prevention,
how do you plan to coordinate these two differing strategies?

Dr. Roper. Speaking on behalf of CDC, what we plan to do is

continue what we have done, and that is have an aggressive pro-

gram directed at young people and other risk groups to try to get
across to them the hazards of irresponsible sexual behavior and the

ways to act responsibly sexually.
We are working on how to do that even more aggressively in the

future, and look forward to doing that, as you say, with the new
Surgeon General.

PRIMARY CARE SPECIALTY—ECONOMIC INCENTIVES

If I could offer one little segue back to my colleague's point.
Senator Kohl. What point?
Dr. Roper. You were right on target. You are not going to change

primary care specialty decisions until the Finance Committee, the
folks in another committee room somewhere else, change the eco-

nomic incentives. I think I know a little bit about that from an-
other job I used to have. And you are right on target, sir.

Senator Kohl. Well, I do appreciate that comment. You know,
being as important as it is that we get an adequate number of pri-

mary care people out there, and if we are going to have, among
other things, health care reform that works in our country, we un-
derstand we have to do that.

And it is useless to look for a solution that does not really have
an accurate diagnosis of the problem. Different people can have dif-

ferent ideas and they all maybe make some sense, but I think the

way you think. If we want to change it and change it quick, and
change it actively

—you know, just get the job done—then we need
to bring the salaries into line and people will follow normal human
impulses.

Dr. Roper. The Congress spends immense amounts of time and
effort bewailing the fact that there are too few practitioners in

rural areas. There is a real quick solution to that. Pay people more
to practice in rural areas. That is essentially, again, a Finance
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Committee decision, but it is not rocket science. People make those
decisions based on economic incentives.

TEENS, CONFIDENTIALITY, AND HIV

Senator Kohl. Thank you. Dr. Roper, I have been told by school-

based clinic nurses that their hands are tied. On the one hand,
they have HIV-positive infected teens, who despite knowledge of

their problem, still continue to engage in unprotected sex.

On the other hand, they are unable under many, many State
laws to contact the parents of these teens or to compel early treat-

ment or abstinence or whatever.
So the public health professionals are suggesting that we rethink

when it comes to teens and denial—the confidentiality protections
that we do grant adults. The State laws apparently vary quite a
bit. Can you comment a bit on whether you see this as a public
health problem and whether we need to address it at the Federal
level?

Dr. Roper. It is a good question. Senator. I do not have a care-

fully formed reply to you. But I think as we get further into the
second decade of the AIDS epidemic, a number of the things that
were decided in the first decade, like the strict adherence to con-

fidentiality under all circumstances, need to be rethought, and the
issue for teenagers is clearly one of those examples.
So I think it is an area that deserves attention, and creative at-

tention.

Senator Kohl. You think we need to address it at the Federal
level?

Dr. Roper. Well, I am not sure what would be done at the Fed-
eral level. Perhaps it would be Federal statutes overriding States'

abilities to pass confidentiality laws. And just at a philosophical
level, I guess I have a problem with the Feaeral Grovemment doing
that in general, wholly apart from AIDS and HIV. I tend to believe

that our country benefits from having States being able to do

things differently.
But again, my best answer to you is that is something that de-

serves careful attention.

Senator Kohl. All right. I thank you very much. Dr. Roper.

DRUG ABUSE TREATMENT

Dr. Johnson, can you give us a sense of how effective drug treat-

ment is today in our country? Outpatient, inpatient, et cetera.

What do we know about how well various kinds of drag treatments

work, and what is an appropriate balance between interdiction,

prevention, treatment, and law enforcement in our society? Do you
have some opinions on that? General opinions?

Dr. Johnson. In terms of drug abuse treatment, we certainly
have enough documentation. Studies have been carried out that
show that treatment is effective. It is most effective when it is com-

prehensive. And our concern is that we need to establish programs
that are very comprehensive and that provide a full array of serv-

ices to those clients who are experiencing addiction. We have
learned that those who remain in treatment for longer periods of

time, experience more positive outcomes.
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In terms of the balance between supply and demand reduction,
clearly there has to be strong efforts in both areas. We would hope
that there would be a shift of funding from supply and demand to

improve the balance between supply reduction and demand reduc-
tion activities.

I believe President Clinton has indicated that he too supports a
more balanced approach and that this position is shared by the At-

torney General. So I hope that in the months to come we can see
a greater balance between supply and demand reduction activities.

Senator Kohl. Just a comment and I ask your response to it. I

saw somewhere—I think it was in the Washington Post this morn-
ing—or one of the papers over the weekend, there was an article

about what may happen as a result of NAFTA. The article specu-
lated that the free flow of drugs between Mexico and the United
States, will become enhanced considerably as a result, if we do
have a NAFTA agreement. People will just set up business in Mex-
ico, and without any problem send the drugs over the border. Does
that cause you great concern?

Dr. Johnson. It always causes us great concern when there is

an increase of availability of drugs. We have seen from our studies

that, even where you have a large amount of drugs available, if you
can do something to prevent substance abuse from occurring

—^for

example, what we have seen is that as young people have a higher
level of perception of the harmfulness of drugs, in spite of availabil-

ity, they will not use drugs.
Especially for those who are more vulnerable, it is our respon-

sibility to establish early prevention and intervention services that
will stop them from using before they become addicted.
So I think that we clearly have to use a balanced approach in

terms of certainly doing something to halt the drugs from coming
into the country.
Again, I think if you listen to many of the drug enforcement

agencies, they will say that even if you increase resources for inter-

diction, if you do not increase efforts toward reducing demand, the
cause goes for naught.

Senator Kohl. Thank you. Thank you. Dr. Johnson,
Well, I want to thank you. Senator Harkin. You may have per-

haps thought that I would just talk to Dr. Manley.
Senator Harkin. You have asked some very good questions and

I am happy.
Senator Kohl. Well, I am sorry if I took too long.

COMMUNITY HEALTH CENTERS

Senator Harkin, No; that is fine. Do you have anything else?
This is a very relaxed atmosphere here today. If not, thank you
very much. Those were very good questions.

I want to get back to what Senator Kohl raised with you. Dr.

Robinson, about the new centers, the 80 new centers, $57 million.
What assurances do we have that appropriate staffing can be main-
tained in these centers? What has the staffing recruitment and re-

tention experience been with the expansions that happened in fis-

cal year 1992?
Dr. Robinson. I will try to answer the second question first, and

then I will
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Senator Harkin. What has the experience been with the 1992 ex-

pansion?
Dr. Robinson. So far we have been trying to work directly with

the centers. We have been attempting to stay not only in good com-
munication with, but working directly with the individual centers
and with the National Association of Community Health Centers to

see how we can keep the items that are a problem on the front.

We know that we have not been able to give the centers all of

the resources that they have wanted to be able to hire of all of the
individuals that they have wanted to provide all of the services

that they have wanted.
But again, we provide only approximately 38 percent of the sup-

port through this program that actually goes to the community and
migrant centers. They do rely pretty heavily on Medicare, Medic-

aid, and other third party reimbursements. They rely on other
State and local funds as other measures of trying to get them the

support that they need.
So we try to see how we can work with them and discuss with

them what some of their options are. We are trying to work with
the people in the Health Care Financing Administration in terms
of some discussions to see what we can do about reimbursement in

the long run.
But in terms of some of the specifics, I am going to have to turn

back and try to see if I can get some help from one of the bureau
directors, or I can try to provide that information for the record,
whichever you would prefer.
Senator Harkin. Why don't you just give it to us for the record.

We would like to be able to take a look at it later on. Unless you
have it right at your fingertips right now, we will just do it for the
record.

Dr. Robinson. We will do it for the record. Definitely.
[The information follows:]

Recruitment of Health Care Providers In C/MHC's

Newly funded and expanded community and migrant health centers have not ex-

perienced unusual problems with recruitment of health care providers in recent

years.
Typically, community and migrant health centers recruit their providers using the

resources of the National Health Service Corps program, Primary Care Associations,
State activities funded under Cooperative agreements, and local service providers.
Primary care providers include physicians, nurse practitioners, nurse midwives,
physician assistants, and appropriate mid-level providers.

In fiscal year 1992, a total of 62 organizations were awarded community and mi-

grant new start or expansion funds. Of these 62 awards, 30 were for the establish-
ment of a new center and 32 were for the expansions of an existing center into a
new geographic area. The majority of new centers may experience more delays or
difficulties in recruiting primary care providers than currently operational centers
because a newly established center must establish a management and board struc-

ture, develop a clinical plan to address the health care needs of the community, ac-

quire a facility in which to operate and, ultimately, recruit providers. Therefore, the

operation of the 30 new centers was examined regarding the recruitment of primary
care providers and it was determined that there have been no problems with regard
to the recruitment of necessary providers.

COORDINATION OF IMMUNIZATION PROGRAM

Senator Harkin. Back to my old issue. Dr. Robinson, of coordina-
tion again. You received a $40 million increase for the maternal
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and child health block grant, and which I wish it was even more
than that.

But again, how do CDC and the MCH programs, schools and
child care providers work together to assess the needs to get chil-

dren immunized and to determine the success of their efforts? Are
you in charge of the coordination effort?

Dr. Robinson. In charge of immunization efforts? Basically the
answer to that is no, but we are an active participant. Most of the
immunization activity is coordinated through the Centers for Dis-
ease Control and Prevention with some major coordinating func-
tions happening out of the Office of the Assistant Secretary for

Health.
What we try to do is engage all of our different partners, for ex-

ample, the Maternal and Child Health Bureau, obviously, with its

block grants, its SPRANS grants, as well as its Healthy Start Pro-

gram and others.

We also engage the Bureau of Primary Health Care, which has
its authority through the community and migrant health centers
and through the health care for homeless projects and others.
We have lots of different players within our agency and without.

And to that degree, I will be attempting to try to coordinate better
at my level between the OASH offices, the Centers for Disease Con-
trol and Prevention, et cetera. But we already have ongoing discus-

sions at the staff level between the division directors who actually
run those individual programs.
Senator Harkin. OK. Dr. Manley?
Dr. Manley. Yes, Senator. The immunization effort in the Public

Health Service, again, is one of those major crosscutting activities

in which we are involved. With the President's priority set for the

Department and the increase in the 1994 budget, we are attempt-
ing to improve our mechanism for dealing with the immunization
initiative.

The major lead responsibility for overall coordination resides in
the Office of the Assistant Secretary for Health. CDC is the lead

agency for immunization, but the service delivery system, as Dr.
Robinson has just indicated, would be a part of the working group
that would assure that there is comprehensive coordination across
the Public Health Service.

I will ask Dr. Roper to say a few words about CDC in terms of
the major activities that are going to be laid out in 1994 in the con-
text of the comprehensive plan.

Dr. Roper. Thank you, ma'am. I would just begin, sir, by noting
that we are reorganizing CDC as it relates to immunization activi-

ties, creating a new unit, the National Immunization Program, re-

porting directly to the Director. This elevates the former Division
of Immunization in our National Center for Prevention Services, to

a freestanding unit within the agency, focusing attention and re-

sources on the problem of childhood immunization.
We do a number of things in concert with our sister agencies, as

Dr. Robinson has mentioned. We also have activities underway in

concert with FDA and NIH. I would say the immunization area is

one area where things are not at all broken. We are pleased with
the level of cooperation and coordination we get across the Public
Health Service agencies.
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PRIMARY CARE TRAINING

Senator Harkin. Very good. Dr. Robinson, one other thing. Gret-

ting back to this primary care training. You received an increment
of $51 million emphasizing the development of expanded primary
care training.

Again, if the objective is to provide more primary care services,
which I wholeheartedly support, why were funding levels for pro-

grams identified as service linked education networks? That is, the
area health education center program, geriatric training education

centers, et cetera. Why were they reduced by $10 million if that is

the case?
Dr. Robinson. Those reductions were part of a difficult cir-

cumstance that the agency found itself in, in terms of trying to

make some decisions about how we not only support the invest-

ment, but also in terms of the savings reductions that were re-

quired. We tried to look at how we could support primary care

training, make sure we had a strong emphasis to support the Presi-

dent's investment initiative, and again, that is what you will see
in terms of those lines that are being built.

And the results that you see were basically what fell out when
there were no other alternatives, in several areas. It was not as

though these were failed programs by any means. It was strictly

trying to look at and do some balances between where we had to

make some savings versus where we could afford, and where we
were asked to make significant investments.

Senator Harkin. Again, I just thought of this, but the graying of

the population, with people getting older, then why would we have

any kind of reduction in any kind of training for geriatric primary
care? It would seem like we ought to be increasing that.

Dr. Robinson. One of the problems that we have had in the past
is whether or not we could train our primary care providers broad-

ly enough. We train generalists, for example, in internal medicine
as well as family physicians and felt comfortable that they had a
broad enough training that they could take care of an elderly popu-
lation, and still take care of the broader population at large.

In terms of trving to do this balancing, this was the best that we
could do. We dia try to hold fast to our ideas of training people who
had very broad training, who could deal with a large population
base, as opposed to the specifics of only an elderly population. Dif-

ficult decisions, but it was not as though we think anything less

in terms of the abilities of those other programs to contribute. It

was basically a fiscal decision.

PUBLIC HEALTH CLINICS OPERATIONS

Senator Harkin. Dr. Roper, a lot of times we hear families com-

plain that the hours that a public health clinic is open is not very
convenient. It is a deterrent sometimes. A lot of times for many of

the families that utilize public health clinics transportation is a
real problem, or long waits.

What do you think about requiring that clinics in receipt of Fed-
eral funds have weekend or evening hours? Would that be some-

thing we might want to take a look at? Add that to the low pay
and we would really drive them out.
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Dr. Roper. Sure. [Laughter.]
The sentiment behind your question is a good one, sir, and put-

ting some impetus there for grant recipients to have services avail-

able to their client is absolutely the right way to go.
But in your more lighthearted answer to your own question, I

think you got my answer. You are talking about people who are

working in very difficult circumstances already, and you just have
to think that through carefully.
Senator Harkin, Well, I am wondering if these facilities could

have some kind of staggered service hours.
Dr. Roper. Oh, sure.

Senator Harkin. I do not know.

AVAILABILITY OF CHILDHOOD IMMUNIZATIONS

Dr. Roper. We are going to spend a whole lot of money as a na-
tion if the President's requests for childhood immunization are

agreed to, and I hope they are. Part of that has to be putting into

place the availability of those immunizations. It makes no sense to

have a shot clinic on Thursday morning or Friday afternoon, or

whatever, if it is not at a time and a place that is convenient for

parents.
Senator HARKIN. This has been one of your major concerns, I

think both publicly and privately, this whole idea of childhood im-
munizations. We have been wrestling with this for a long time.

One of my colleagues. Senator Bumpers, chaired a hearing last

Thursday, on childhood immunization. Of course, he has been a

very strong proponent of this, and we looked at the administra-
tion's proposal about buying up the vaccines.

Another one of my colleagues. Senator Moynihan, has stated pub-
licly that we have been trying to do this for years. And vaccines
are not the problem. The problem is how do you get to these kids?
Because we know that once they get in school, we got 'em. And the
immunization rates, the vaccination rates in schools is 90 percent-
plus.
But it is that 2-year-old, 3-year-old. That is where we have the

problem. Have you got any ideas on how we reach out? How we get
to them? And I have got some things I am going to bounce off you
in a second.
Let me hear your side first.

NATIONAL IMMUNIZATION POLICY

Dr. Roper. Yes, sir. I do have some ideas, and would be happy
to elaborate at whatever length you will allow me.

I think the major problem we face is that we have not yet said
it is national policy in the United States of America for all children
to be immunized. We have said—this is my assertion, of course—
we have said we want them to be immunized and we will take

steps, public and private steps, to help them be immunized.
But we have not said, straightforwardly, it is national policy that

they be immunized. In your question, you mentioned our experi-
ence with school children, and I would assert that we have said in

that area, that it is the policy of the States that children who at-

tend school—public school and private
—^will be immunized, period.
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And I think, again, this is not rocket science. If we were to take
similar steps with younger children, they would be immunized. We
who represent public agencies need to do our part and I go back
to your earlier question. Our part in making transportation avail-

able, clinic hours that are convenient, and on and on.

But I would not shrink back from saying that it is national or
at least State policy to say that children will be immunized. And
there are a variety of ways of accomplishing that.

One of them is to say that children whose families participate in

other Federal programs must be immunized in order to continue to

participate in those programs. That is not a new idea. Some have
criticized that as unfairly penalizing those at greatest risk, the

poor, and I am sensitive to that concern. I would assert that there
are some more widespread things we could do, for example, saying
that an adult may not have a drivers license unless their children
are immunized, or they may not get a Federal tax refund unless

they are immunized.
There are creative people, given about one-half a day who could

figure this out. But I just think we need to put the force of Govern-
ment behind this if we truly are committed to saying it is national

policy.

Otherwise, I think we have to confess that our policy is we want
children to be immunized, not that it is policy that they be immu-
nized.

Senator Harkin. One thing I have always liked about you. Dr.

Roper, you are very straightforward. And I appreciate that. And
you are right. I think we have tried for too long the carrot ap-
proach. I think maybe now you will look at the stick.

And I am sensitive to those arguments also, to penalize people,
take them off of other programs they are on. But it seems to me
if we have a greater good that we are trying to accomplish here,
and that is to get their kids immunized.

BALTIMORE PROGRAM

Are you familiar with that Baltimore program?
Dr. Roper. Yes, sir. I am.
Senator Harkin. Talk about that just a second. What do they do

in Baltimore? I think it is creative.

Dr. Roper. What they have done in Baltimore is reduce Aid-to-

Families-with-Dependent-Children checks for children that are not

fully immunized. I have not visited the Baltimore program myself,
but what my staff tell me is all very positive about its implementa-
tion.

Again—^you are going to have to cut me off, because I will go on
all afternoon—^but it seems to me this is an idea that is just ripe
for action, because it has concepts embedded in it that are appeal-
ing to people all across the political spectrum.
For people who say the reason children are not immunized is be-

cause we do not offer enough public services, or we do not offer

clinics that are open and available and convenient and so on, my
answer is, you are right. And we need to fully fund the CDC budg-
et so that we can do that, or that our partners can do that.

For those who say that the burden—at least part of the burden—
should fall on the shoulders of parents, my answer is, you are also
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right. And we need to take steps to put some positive incentives
there for parents to get their children immunized.

It seems to me that this is something that would be appealing
to people across the spectrum, but you need to join the two hsJves.

Otherwise, I just do not think we are going to accomplish the goal
of complete childhood immunization.
Senator Harkin. I like that. Did you know about the Baltimore

program. Senator Kohl?
[Senator Kohl indicates negatively.]
Senator Harkin. Well, they just basically said if you are on

AFDC and obviously you have children by definition, since you are
on AFDC, that if you do not come in and get the certification proc-
ess that your kids are immunized, your next AFDC check is cut.

I think it went over 90 percent. Ninety percent of the kids are now
immunized.

PARTNERSHIP WITH WIC PROGRAM

Dr. Roper. A demonstration that I am more familiar with goes
in the same direction. It is one that we have done in partnership
with the WIC Program in the Agriculture Department.

In several cities we have put in place a program where parents
are routinely asked for children's immunization records as they
come in for recertification for the WIC program. It is the practice
across the country nowadays, to give mothers, and it is usually
mothers, a 3-month supply of vouchers for the WIC Program.

In these demonstration projects, if a child is not fully immunized,
they are only given 1 month's supply, and an appointment to go get
the child immunized in the meanwhile. That denies no one nutri-
tion. They still get the food during that month, but they have a

very pronounced incentive to go get the child immunized during
that month so that when they next come back, they can go back
to getting 3 months.
The same kind of thing can be done in other programs.
Senator Kohl. It would probably be a good idea. I would guess,

Senator Harkin, that a large percentage of those kids who are not
immunized are kids of parents who are getting support payments
of one sort or another from the Government. So that is a great way
to reach them.
Senator Harkin. Sure. It may not be the highest percentage of

kids, but there is some data to show that there is a significant per-
centage, ranging somewhere in the neighborhood, maybe it was as

high as 50 percent, in the suburbs of kids who are not getting im-
munized.

Dr. Roper. I do not think this is a problem of one particular part
of society.

I just use my own case as an example. We have a 4-year-old, and
Will does not particularly like to sit in his car seat, but I tell him
that it is the law in the State of Georgia that he has to sit in it.

And I have to believe that there are a lot of people like that
about childhood immunization. Unless we were to say under force
of law you have to immunize your child, with appropriate religious
exemptions, of course.
We are just not going to get the job done. We are going to be

back here, or somebody is going to be back here, 10 years from
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now, talking about the fact that 2 year olds in America are not im-
munized.

Senator Harkin. And you have to tailor this, of course, to the dif-

ferent areas. I mean, AFDC is one, and you mentioned the WIC
Program. But you mentioned another one, and that is the tax re-

fund. I mean, if you are going to file your Federal taxes, when you
do so, you file a certificate that you have gotten from your doctor
that your kids have been immunized.
Not so much a tax refund. I misspoke. If you are putting in for

a deduction for kids on your standard tax deduction, then you have
to have accompanied with that a certification that they are immu-
nized in order to get the deduction for your dependents. That is an-
other kind of stick we use on a different population.
But these are all things to consider. We have just got to do these

things. But you are right. And you have to increase the hours and
make them convenient. I understand putting the two together. But
I think we have put a lot of emphasis on the carrot side, and that
kind of thing, but I think now we have got to start thinking about
how we put out a little bit of a stick here.

DUPLICATION

Duplication again. Dr. Roper, I just keep raising this because I

am seeing more and more of this. I am concerned about it, and the
coordination between Human Services and Education, for example.
Different layers of administrative personnel.
Two specific programs that were discussed recently, when I had

the Secretaries up here, were comprehensive school health at the

Department of Education and the Centers for Disease Control and
Prevention.
And the second one was the violence prevention programs, which

you have, and now there is another one, the proposed safe schools

program, which if authorized would be administered by the Depart-
ment of Education. Two clear cases where you have some and De-

partment of Education has some.

Again, I really wonder whether we need those two different pro-
grams in two different departments, or should we leave it where
it has been all the time, and where I think appropriate. I think it

ought to be the Centers for Disease Control and Prevention and I

just wonder if you have any thoughts on that.

Dr. Roper. I will try to be dispassionate, since I am headed to

the door, but of course, we believe our programs work well, and I

wish Secretary Riley all the best.

But on the violence one, for example, I think programs that are

designed to assist schools to put in metal detectors and make their

grounds more secure, logically belong in the education funding
stream, but programs designed to be public health based, commu-
nity intervention, violence prevention activities, belong in a public
health agency.

Senator Harkin. Well, I am going to continue on this, because
I am concerned about more and more of these popping up all the
time. And we might have to go back and take a look at the violence

program and the other one and see if we might not want to—just
do away with that one in Education.
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I think it is very duplicative. And I think it takes a lot of admin-
istrative personnel to do that.

Dr. Roper. If I could just add a followup, as you are saying what
you might have to do. Please, we need much more funding in this

country for violence prevention activities. And if the question is

shall these two programs be funded versus only one of them persist
at its separate level, I would have you fund both of them. There
is another mechanism available to you, and that is to move funding
that was formerly proposed for one agency and fund another agen-
cy with it.

And I would urge you not to forgo that as a possibility.
Senator PIARKIN. Say that again? [Laughter.]
Dr. Roper. I am trying to be too polite. Let me say it more blunt-

ly. You are talking about whether these, or any of the other exam-
ples you have raised—^you are saying there is something going on
in a specific program in one agency and similar in another agency.
And you are sa5dng you might have to just defund one of them.

Senator Harkin. Yes.
Dr. Roper. I am sajdng you could move the money over there,

and fund the one of them with both pots of money and don't forget
about that as a possibility.
Senator Harkin. I see. I see what you are saying. OK.
Dr. Roper. I mean, if we are doing some things, for example, in

partnership with our colleagues at the National Cancer Institute,
and if that is the only way for those things to get done, then by
all means keep funding those. On the other hand
Senator Harkin. I got you. I understand. Thank you.
Dr. Roper. OK.

ALCOHOL ABUSE AND TREATMENT

Senator Harkin. Dr. Johnson. Oh, yes. I know one to cover here.
SAMHSA. When people think of SAMHSA or think of substance
abuse—^when they think of substance abuse, they think of drugs,
hard drugs, illegal drugs.
But alcohol addiction is 30 times more prevalent than heroin or

cocaine addiction in our Nation; 30 times. A recent study indicates
that drug problems account for only one-third of treatment admis-
sions—that is, illegal drug problems—while alcohol problems ac-
count for two-thirds of treatment admissions.
Crime is associated with cocaine and the streets. But according

to the Department of Justice, alcohol consumption is associated
with almost 27 percent of all murders and 33 percent of all prop-
erty offenses.

What is SAMHSA doing to ensure that more Americans have ac-
cess to—are able to get their alcoholism treated?

Dr. Johnson. Let me say, Mr. Chairman, first of all, it is very
difficult to find an individual today who abuses only one of the sub-
stances. Usually you have people who abuse multiple substances.
Senator Harkin. Well, where does it start?
Dr. Johnson. Excuse me?
Senator Harkin. What starts it? I know it's frequently multiple.
Dr. Johnson. It depends. I think when you are talking about

young children, clearly alcohol, cigarettes and marijuana have been
looked upon as gateway drugs, and it is why we have provided sub-
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stantial attention to underage drinking. And our major concern in

that area, if you look at our prevention programs, have a major
focus in terms of alcohol. Also, our treatment programs clearly
focus not only on the illicit drugs, but on alcohol as well.

You are quite right that alcohol is our most abused drug in this

country. And clearly we have to give major attention to it. And we
do.

But all of the programs that we support in the substance abuse
area clearly give major attention to alcohol as well, both the treat-

ment as well as the prevention programs.

TEENS AND ALCOHOL ABUSE

Senator Harkin. I think it really is getting to be a national scan-
dal. There is a recent article in the Christian Science Monitor, ac-

tually it is an older article by the Surgeon Greneral. Studies show
that junior and senior high school students drink 35 percent of all

wine coolers sold in the United States. Interesting, huh?
Dr. Johnson. That is correct. And that is why you see in our pre-

vention programs many strategies directed at young people in

terms of alcohol prevention, whether it is our communications pro-

gram, or through the media, whether it is our high risk youth pro-

gram or our community partnership program. We have many strat-

egies that are community wide in nature as well as those strategies
that focus on young people and their families.

STATUTORY REQUIREMENTS FOR SALE OF TOBACCO

Senator Harkin. Well, let us turn to my other foil here, tobacco.

Let us try tobacco for awhile here. Dr. Roper knows about my long-
time concern on tobacco and smoking.

Legislation reorganizing ADAMHA, Public Law 102-321, re-

quires States to enforce laws prohibiting the sale of tobacco to any-
one under the age of 18. States that fail to meet the requirements
could lose up to 40 percent of their Federal alcohol and drug abuse
treatment funds.

How are you implementing these new statutory requirements?
Dr. Johnson. At the present time, we are developing regulations

in order to implement the requirements of that law. The Public
Health Service and the Department are currently reviewing propos-
als that we have developed. We are in the process of drafting regu-
lations and sending them out for comment.

Senator Harkin. How soon will you have the proposed regs? You
say you are working on the proposed regs now?

Dr. Johnson. Right.
Senator Harkin. You will have those out for a comment period?
Dr. Johnson. Fairly soon. Yes; I would say within the next few

weeks.
Senator Harkin. I am anxious to see how you are going to treat

vending machines.
Dr. Johnson. That is an interesting particular item. This is an

area that has created a great deal of discussion within the Depart-
ment, as well as with the Office of Management and Budget.
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Senator Harkin, Well, I would hope that any State that would
allow cigarette vending machines in any place accessible by kids
under 18 would be sort of presumed to have not enforced the law.

Dr. Johnson. Many states on their own have taken some action
in that regard. For example, they do place the vending machines
in a location where they are under the observation of staff in the

particular stores. They also use a device that makes a noise when
the vending machine is used to cadi attention to the staff within the

particular stores.

So some States are making some progress.
Senator Harkin. But I say legally a presumption. They can over-

come the presumption by these things you are doing, but there
would be a presumption that they are not enforcing the law. I look
forward to seeing those proposed regs.

MEDICAL TREATMENT EFFECTIVENESS

Dr. Clinton, the press recently recited the example that the anes-
thetic Lidocaine for heart attacks continues to be used despite
studies by your agency suggesting that death rates increase from
its use. What action do you suggest be taken when it becomes clear
that medical professionals are ignoring your findings?

Dr. Clinton. That is just an example of the entire range of find-

ings that come out day after day from the medical treatment effec-

tiveness program. It highlights that textbooks do not do a very
good job of bringing in new information and that experts do not do
a very good job of bringing this new information into their own
teaching programs.

First of all, we have identified this issue. Second, we found that
the approach called metanalysis or extensive literature review, that

is, statistical gathering together of all the literature, helps high-
light things that do work and do not work.
Our next job is to disseminate that information. It has received

extensive public attention. Public attention not just in any journal-
ism, but in the newspaper article you cited. I think getting it in the

newspapers is one thing. We are eager to get this information in

Family Circle and other common publication places so that patients
and consumers know about this information.

Physicians for the most part use these drugs like lidocaine be-
cause they are perplexed. They do not have the information right
at their fingertips. That is the purpose of guidelines, to synthesize
information and get it to practitioners.
Our job is to disseminate it. We do not regulate. We work with

specialty societies and with the Health Care Financing Administra-
tion. We work with other payors around the country to try to draw
attention to these things that do not work. And there is a long list.

You have just picked out one that was highlighted in that news-
paper article.

It is a real challenge. It is new information that needs to move
fast. And in toda5r's computer world, we can move that information
much faster, and we keep looking for better ways to do it. There
ought to be a reminder on every computer screen by a physician
who uses computers to remind them that Lidocaine is not the drug
of choice.



508

Senator Harkin. What have you done with Medicare and Medic-
aid to get HCFA to change its reimbursement poUcy when you find

these kinds of things?
Dr. Clinton. Well, reimbursement

policy
is clearly their author-

ity. I have tried to take, and we have triea to take the information
and say, folks, we have this new information that this works or
this does not work. I think they then have in place a mechanism
to discuss it with the medical community and make reimbursement
policies.

My capacity is jawboning. That process has worked much, much
better in the last year than in prior years. I think we have seen
a greater receptivity on the part of not just the leadership of

HCFA, but the staff working day to day, working within Health
Standards and Quality Bureau, for example, to look at these guide-
lines, to look at this new information, and to translate it into their

practices.
At the same time, recognizing that HCFA needs to keep an eye

on what is the community standard, not just what the Feds might
want to do. We see increasing interest on the part of private sector

payors. One that I was talking to recently is the Medicare super-
visor, if you will, for the program in several States. They are look-

ing at our technology assessments, and looking at information that
comes out of the medical treatment effectiveness program, to make
changes that are within their jurisdiction, right at the State level,
or at the broader regional level.

So we are not restricting our voice to just Health Care Financing
Administration, but rather all the payor in America, and all the

consumers, and all the
practicing groups, in trying to simply con-

vey new information and get them all to take their own responsible
steps.

OFFICE OF ADOLESCENT HEALTH

Senator Harkin. One last thing. Senator Inouye could not be

present today. But he was very instrumental in helping establish
the Office of Adolescent Health. HHS promised it would be func-

tioning last year. Money was provided 2 years ago. It has been au-
thorized. What is the status of the Office of Adolescent Health?

Dr. Manley. Senator, we have been in the process of trying to

comply with the legislation. I am not aware that any additional

funding was provided for that office. However, we have had several

meetings and we have established two committees: a steering com-
mittee, and a PHS-wide task force to come forward with rec-

ommendations to the Assistant Secretary for Health on how we
could go about establishing such an office.

The current status is that with a new Surgeon General coming,
Surgeon Greneral-Designate Elders, we have deferred taking the
next steps of action until Dr. Elders is on board. We hope that we
will be able to report to you soon that we have indeed established
such an office.

But at this point, we are in the planning process, and we have
not actually established the office.

Mr. Itteilag. I can assure you. Senator, that no additional

money was provided to OASH for this office. Our big problem in

this account is tr3dng to do more things with less money because
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there were a number of cuts that did take place. But if money had
been provided we would be using it for that purpose.

Senator Harkin. So you are saying my information is not right?
Mr. Itteilag. From everything I know, your information is not

correct. I will check and provide additional information, if appro-

priate.
Senator Harkin. OK Fine. Well, thank you all very much.

Again, before you leave, I will be seeing some of you again, I am
sure, in your capacities, in your respective capacities.

[Pause.]
Senator Harkin. Staff has just provided me with information

about the Office of Adolescent Health. In fiscal year 1992, we put
in $2 million. The conference report, fiscal year 1992. Take a look

at that, will you? We have to get this worked out. I am sorry. I am
trying to remember here myself I will just read it. It says—on
page 21 of the conference report:

The Conferees have deleted without prejudice bill language regarding an OfiBce

of Adolescent Health. The conferees intend $2 million to be used to establish such
an office. The oflBce shall coordinate departmental efforts to improve adolescent

health, including increasing the number of health providers such as nurse practi-
tioners and physician assistants trained in adolescent health.

Well, look that up and get back to me on it, will you.
[The information follows:]

Adolescent Health AcnvmES

Although the establishment of the Office of Adolescent Health has not been ac-

complished, the Health Resources and Services Administration through the Mater-
nal and Child Health (MCH) Bvu*eau has expanded its adolescent health activities

through the following efforts:

The MCH Bureau has created an Adolescent Health Branch to provide national

leadership in promoting access to
prevention

and primary health care services.

Utilizing the resources in the MCH Block Grant to States, over 39 States, includ-

ing Hawaii and Iowa, have State Adolescent Health Care Coordinators. Preventive
services in local communities have been greatly enhanced, often through school-

based programs. Discretionary grants have been utilized to provide attention to low-
income minority youth and to engage health care systems' responses to their needs.
The MCH Bureau has established seven Adolescent Health Training Centers.

Each of these has a research component that focuses on the various aspects of devel-

opment and health problems of the adolescent. On Jvme 25, 1993, a new book, Pro-

moting the Health of Adolescents: New Directions of the Twenty-First Century will

be released by the Carnegie Council on Adolescent Health. The editor of this new

{>ublication

is a faculty member of the University of Cedifomia, San Francisco's Ado-
escent Health Training Program, which is one of the seven centers supported by
the MCH Bureau.
The MCH Bureau is in the process of establishing a national center to aggregate

and disseminate information, research findings and resource materials on adoles-
cent health status, adolescent health care related information, to serve as a central

point of contact for this information and to coordinate and collaborate with multiple
national organizations on research, program development and implementation.
The Preventive Health Amendments of 1992 directed the establishment of an Of-

fice of Adolescent Health in the Office of the Assistant Secretary for Health. This
Office has not been established because no funds were provided to support it. None-
theless, after the new Surgeon General assumes her office, we plan to attempt to

find a means, within existing resources, to establish this Office.

Senator Harkin. Dr. Roper, I just want you to know how much
I appreciate our working together, now I guess going back almost
8 years. I have followed your career very closely and every step of
the way you have been what I consider to be the ideal public serv-
ant. You have kept above the political fray to work in the best in-

68-620 O—93 17
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terests of the people of this country to be a careful guardian of the

taxpayer's dollar.

And to use the offices and the various positions you have had to

make sure that the health and well being of the people of this

country is increased, and to make sure that those that perhaps do
not have ready access to health care get that access.

So again, I thank you for your many years of public service, and
especially for your last one in heading the Centers for Disease Con-
trol and Prevention, which you were so helpful in getting the name
changed. You always give me that credit, but I give it right back
to you. You were the one always prodding us to do things like that.

I hope that we will be doing things together in whatever capacity
you are going to be working in the future. Certainly my office is

always open to you, and I look forward to your consultation and I

hope that regardless of the fact that you may not be at CDC, I

might call upon you for your judgment, and your input, your advice
and suggestions from time to time.

So again I wish you the best and congratulations on a job well
done.

Dr. Roper. Thank you, sir. It has been a delight working with

you. And my only regret today is that my wife is not here to hear

your comment. [Laughter.]
Senator Harkin. But we have a recorder taking it down. [Laugh-

ter.]

Dr. Manley. Thank you very much, Mr. Chairman.

QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Senator Harkin. Thank you very much.
There will be some additional questions which will be submitted

for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-

ing:]
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QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

OFFICE OF THE ASSISTANT SECRETARY OF HEALTH

WOMEN'S HEALTH

Question. How does the Department coordinate its various
program activities designed to focus on women's health issues?

Answer. The Office on Women's Health (OWH). Office of the
Assistant Secretary for Health (ASH), Public Health Service (PHS),
is the principal advisor to the ASH on women's health policy and
coordinates women's health issues and initiatives across PHS

agencies, offices, and regions. To fulfill its mission, the Office
on Women's Health:

• Monitors the implementation of the PHS Action Plan for Women's
Health, a comprehensive framework for addressing priority in
women's health. The monitoring process involves ongoing
evaluation and dialogue on the status of goals and action
steps outlined in the plan, with emphasis on accomplishments,
ongoing activities, barriers, and modifications to women's
health initiatives.

• Establishes and supports liaison relationships with PHS

agencies, offices, and regions as well as with other Federal,
state, and community-based groups in the interest of promoting
women's health and programs.

• Supports and facilitates activities of the PHS Coordinating
Committee on Women's Health Issues and its Subcommittees, with
representatives from each of the PHS agencies, offices,
regions, and DHHS Operating Divisions. They provide an avenue
for advice, dialogue and shared decision making.

Question. How do you assure that there is no duplication in

programs?

Answer. The Office on Women's Health coordinates the

development, implementation, and evaluation of women's health
priorities, objectives, and activities across PHS agencies, offices,
and regions. Special attention is given to consistency with overall
Departmental positions and goals. Coordination is achieved through
the Action Plan monitoring process, constant communication through
liaison relationships within and outside of the Department, and
activities of the PHS Coordinating Committee on Women's Health
Issues . and its Subcommittees. These interactions guard against
duplication in programs and provide a mechanism for collaborative
efforts among programs within the Department.

HEALTH /SCIENCE ENRICHMENT PROGRAM

Question. The Office of the Assistant Secretary for Health
has requested an increase of $1.8 million for the Office of Minority
Health to increase the number of minority and disadvantaged students
who select careers in health. Inasmuch as we currently provide
$9A.9 million for Minority/Disadvantaged representation in the
health professions within HRSA, why do we need another program in
the Office of the Assistant Secretary for Health?
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Answer. As stated in the Disadvantaged Minority Health
Improvement Act of 1990, the need exists for a cadre of innovative
approaches that will encourage and facilitate the interests of

minority and disadvantaged students seeking health-related careers.
The Office of Minority Health has established a long-range goal of

decreasing the gap in the underrepresentation of minorities which
currently exists within the health fields--i.e. health professions,
science, and biomedical research. Therefore, this request should be
viewed as an initiative that would assist and complement existing
programs within PHS that range from scholarships /loans to

professional school retention. The approach of this program will
increase the number of minority students who select careers in the
health professions, sciences, biomedical research and mathematics.

By the year 2000, the total projected U.S. population is
275 million, of which approximately 81 million, or 29 percent, will
be minority populations. Vfhen the Disadvantaged Minority Health

Improvement Act of 1990 was enacted. Blacks, Hispanics, and Native
Americans constituted approximately 31, 4Z, and less than O.OIZ

respectively of physicians; 2.72, 1.7Z, and less than O.OIZ

respectively of dentists; and 4.5Z, 1 . 6Z , and less than O.OIZ

respectively of nurses. In accordance with the legislative mandate,
the number of individuals from disadvantaged backgrounds in health
professions should be increased for the purpose of improving the
access of such individuals to health services.

The availability of minority health professionals (Black,
Hispanic, American Indian/Alaska Native, Native Hawaiian) to serve
in minority communities is a critical factor in efforts to improve
the health of minority and disadvantaged populations. To adequately
provide an environment where minority and disadvantaged populations
are encouraged to obtain routine health care and/or participate in
beneficial research activities, a sensitive environment should be

part of the total health care equation.

In conjunction with other PHS programs, the ultimate
achievement will be an increase in our scientific and health care

pool with appropriate minority representation to serve their

respective multicultural communities.

PHS HIV/AIDS ACTIVITIES

Question. What kind of coordination exists among all of the

programs within the Department receiving funding for HIV/AIDS
activities?

Answer. The FY 1994 budget request for HIV/AIDS activities
within the Department of Health and Human Services totals
$5.3 billion. Of this, $2.7 billion is requested by the Public
Health Service agencies and $2.6 billion is requested by entitlement

programs, including Medicaid and Medicare. The National AIDS

Program Office (NAPO), within the Office of the Assistant Secretary
for Health (OASH), serves as the senior policy office to the
Assistant Secretary for Health and the focal point for the

coordination and integration of the Public Health Service (PHS)

agencies' efforts and resources to prevent and control the
occurrence and spread of HIV infection and AIDS.
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NAPO, through its analytic and informational roles, assists
the ASH in responding to critical and fast breaking HIV infection
and AIDS-related policy Issues. NAPO provides the only overview of
PHS HIV and AIDS programs and identifies essential areas in which
increased collaboration will generate greater efficiency and more

rapid progress.

NAPO provides national leadership coordination and serves as a

forum for sharing and exchanging information and concerns with the

public and private sectors on DHHS/PHS HIV and AIDS activities and

programs through the PHS Executive Task Force on AIDS and the
Federal Coordinating Committee on AIDS. NAPO works in concert with
the PHS Agency AIDS Coordinators and AIDS Coordinators in the

Department's Operating and Staff Divisions in the development of PHS

responses on cross-cutting issues, such as; the legislatively
required comprehensive report on AIDS expenditures (Health Omnibus

Programs Extension Act of 1988); a report to Congress on HIV in
adolescents (Decade of Denial: Teens and AIDS in America); HIV
vaccine development; testing of organ transplant recipients for HIV
infection; dissemination of information; and consultation on
international collaborative HIV research ethics.

In collaboration with the PHS agencies and OASH staff offices,
NAPO prepared and finalized The Strategic Plan to Combat HIV and
AIDS in the United States . This plan outlines the PHS agencies'
collaborative efforts for the next three years to combat the AIDS

epidemic while providing guideline principals which focus and direct
PHS HIV and AIDS activities.

Question. Who sets the priorities?

Answer. Departmental funding priorities are established by
the Secretary and her management team. Once delegated to the
Assistant Secretary for Health, with the assistance of the HIV

Leadership Group (Agency Heads and Agency HIV Coordinators), the
Public Health Service agencies implement these priorities.

HEALTH CARE REFORM

Question. The FY 1994 Public Health Service budget includes
$54 million in increases for health care reform. How will these
funds be used?

Answer. The Public Health Service (PHS) plans to spend
$54 million for data collection, analysis, information systems,
research and modeling related to health care reform. Funds for
health care reform are included in the budget requests of the PHS

agencies as follows;

Agency for Health Care Policy and Research - The budget
requests $30 million to increase intramural and extramural research
about the interaction of cost, quality, and access of health care;
begin development of the third National Medical Expenditure Survey;
and expand research into the effectiveness of specific medical

procedures .
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Centers for Disease Control and Prevention, National Center
for Health Statistics - An Increase of $8 million Is requested to

continue, expand, and Improve existing surveys to better respond to
health care reform policy makers. This Includes the National Health
Interview Survey, the National Health Care Survey, the National
Vital Statistics System, and the National Health and Nutrition
Examination Survey. A major survey of the Disabled (focusing on
cost of care and implementation of the Americans with Disabilities
Act) will also be undertaken.

National Institutes of Health, National Library of Medicine -

The budget Includes $8 million to develop and enhance patient care
Information systems. These systems will electronically link

physicians, hospitals, and research institutions, to speed the
distribution of research findings.

Office of the Assistant Secretary for Health - An increase of

$5 million is requested for information on employer-provided health
insurance and the relative efficacy of cost containment approaches.
Data will be obtained by augmenting existing Bureau of Labor
Statistics surveys and/or the development of new PHS surveys.

Health Resources and Services Administration, Bureau of Health
Professions - The budget requests $3 million to improve Bureau and
States' estimates of the number and distribution of the various

types of health professionals In the Nation.

DUPLICATION OF EFFORTS WITHIN PHS

Question. While there is no question but that the OASH needs
to coordinate and provide policy guidance, there are a number of

programs for which OASH seeks increases which duplicate or parallel
existing programs within other PHS agencies. Should it not be the

responsibility of the agency with primary responsibility for

administering specific programs to provide recommendations to the

OASH rather than to establish separate offices?

Answer. We disagree with the basic premise in the question,
i.e. that "OASH seeks increases which duplicate or parallel existing

programs within other PHS agencies." First, OASH is not an "other"

PHS agency--it is the headquarters of the Public Health Service and

the line manager of the agencies.

Second, the program offices in OASH are either legislatively
established, with specific mandates, or have been created by

previous Administrations, often with the urgency of the Congress, to

carry out a responsibility of such importance that it requires
PHS-wide policy setting and direction. In the areas set forth

below, there is no agency with primary responsibility--rather there

is a need for a PHS-wide effort.

The FY 1994 budget increases for OASH fall into five areas, as

follows, none of which duplicates or parallels existing programs:

• Minority Health (legislatively established) - Minority
health status is an embarrassment to the country; the

PHS agencies, with the exception of the Indian Health
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Service, have not and cannot by themselves substantially
affect current trends. Secretarial and PHS-wide leadership
and direction are needed if necessary change is to occur;

• Research Integrity (legislatively established in the NIH
Revitalization Act) - The previous system of investigating
"scientific misconduct" "failed" because, among other things,
the required independence from those being investigated did
not exist. All research misconduct activities have been
removed from the agencies and placed in OASH;

• Women's Health (administratively established in return for

being dropped from the pending legislation) - As with
minority health, Secretarial and PHS-wide leadership and
direction are needed if necessary change is to occur;
Senator Mikulski was instrumental in the creation of this
office;

• Emergency Preparedness (administratively established based
on general legislative direction) - PHS has been delegated
the total responsibility for this function in DHHS. Other
Departments--FEMA, DOD, VA--need to be able to work with a

single entity in HHS for efficiency's sake, especially in

emergencies. Recent events, most notably Hurricane Andrew,
have pointed out the necessity for PHS headquarters (i.e.,
OASH) leadership including an on-site presence for many
months in South Florida; and

• Health Care Reform - These funds support the President's
most important domestic initiative and are vitally needed
to support the HHS leadership role; without these funds the

analytical and statistical basis for supporting the
Administration's proposal will be severely lacking.

ANTI-VIOLENCE ACTIVITIES

Question. Your budget seeks an increase of $315,000 to

support mini-grants to community-based organizations and other
entities in minority communities to support activities relating to
the prevention of violence and homicide among minority populations.
Inasmuch as PHS seeks an increase of $10 million with the Centers
for Disease Control to deal with prevention of violence and
homicide, which will include minority populations, why do you need
still another program within 0ASH7

Answer. Although the Centers for Disease Control and
Prevention (CDC) and the Office of Minority Health (OMH) both
conduct activities in the area of violence, there is a marked
difference in how CDC and OMH manage their activities in order to

complement each other. OMH activities in violence prevention are

geared to ensuring that other PHS agencies maintain a focus on

problems of violence in minority communities, and to initiate
information transfer and public awareness activities that are

specifically targeted to these communities. This includes
collaborative efforts with PHS and other DHHS agencies focused on

technology transfer, such as the development and delivery of health
promotion messages to targeted minority communities.
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Under OMH's existing grant programs, specifically community
coalition health demonstration grants and/or minority male grants,
priority will be given to fund projects that emphasize prevention of
violence in minority communities. Awards under these programs are

typically made to community-based organizations.

Under CDC grants to academic institutions, awards require that
state and local health departments and community-based organizations
be partners in an existing consortium. This same requirement for

community-based organizations to be part of a consortium is a

condition of award under CDC's cooperative agreements /grants to

state and local health departments. CDC's violence prevention
awards are not niade directly to community-based organizations.

OFFICE OF RESEARCH INTEGRITY

Question. It is noted that a request of $6 million and
57 FTEs has been requested for the Office of Research Integrity to

"provide full-year cost and full-year FTE usage for the expanded
staff hired during FY 1993.* Inasmuch as funding was not

specifically provided to OASH for this office in FY 1993, where did
GASH obtain funding and FTEs for this office?

Answer. The Office of Research Integrity (ORI) was
established in June 1992 to strengthen the Department's research

integrity program policies and procedures. The Office was formed by
a functional transfer of the former Office of Scientific Integrity
at NIH and the Office of Scientific Integrity Review in the Office
of the Assistant Secretary for Health. Since their establishment in

FY 1989 and through FY 1992, the ORI predecessor offices were funded

by a combination of directly appropriated funds for the NIH Office
of Scientific Integrity and the Office of Scientific Integrity
Review, OASH, was funded jointly by NIH and the former Alcohol, Drug
Abuse and Mental Health Administration, the two PHS agencies with

primary responsibility for research programs.

In FY 1993, the new Office of Research Integrity in OASH has
been funded largely by NIH through the functional transfer

mechanism, an appropriate technique for funding this office prior to

the time when we were able to request a direct appropriation.
FY 199A is the first opportunity to request such a direct

appropriation for ORI, and thus it is included in our request.

We believe that research integrity activities are important and

should be funded at a level that will allow ORI to be impeccably
objective, to respond to the increasing caseload, to manage a

demanding hearing process, and to meet a high level of public and

Congressional expectation for an effective and professional office
whose efforts in many cases may be subject to further actions by the

legal system outside HHS. It should be noted that the NIH

Revitalization Act of 1993 establishes this office legislatively as

a separate entity (outside NIH), and thus, a funding mechanism must

be found to sustain it. We believe that a separate line item in

OASH is the most appropriate mechanism.

OFFICE ON WOMEN'S HEALTH

Question. The FY 1994 budget for OASH requests $1 million and

7 FTEs for an Office on Women's Health. Your FY 1994 budget
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justification indicates that A FTEs were utilized for this purpose
in FY 1992 and 5 in FY 1993. Where was this function located in

FY 1992 and FY 1993, and what are the dollar amounts associated with
FY 1992 and FY 19937

Answer. The Office on Women's Health (OWH) was established in

1991 in the Office of the Assistant Secretary for Health to advise
the Assistant Secretary for Health on scientific, legal, ethical,
and policy issues relating to women's health. The OWH provides
leadership, sets priorities, develops policy and guidance, and

reviews and monitors PHS activities regarding issues on women's
health. This office is also available to the Secretary who has set

improved women's health as one of her top priorities. As noted

earlier, there was considerable Congressional interest in

establishing this office, and PHS has been responsive to that

interest. The PHS agencies provided funding of $600,000 in each

fiscal year, FY 1992 and FY 1993, for the Office on Women's Health.

HEALTH RESOURCES AND SERVICES ADMINISTRATION

National Hoal th Service Corps

Question. Of the National HealLli Service Corps (NIISC)

Scholarships awarded since 1988, what percentage of recipients have

successfully fulfilled tlieir service obligation?

Answer. Over the life of tlie program whicli began in FY 197/i,

approximately 93 percent of NUSC ol)ligors have fulfilled their

obligation either through service or financial payback or are

currently in service or training. Approximately 7 percent are in

default.

Question. Wliat are the primary reasons why those who have not

completed their obligations have not done so?

Answer. Defaults occur when obligors select an inappropriate
non-primary care specialty tluit is not required by the National
Health Service Corps; the obligor chooses to not select a site from
the high priority vacancy list; and when an obligor refuses to begin
or complete service. The root causes for these actions are numerous
but many are related to a lack of commitment to primary care and
service to underserved populations; a lack of understanding of the

obligation incurred through the scliolarship acceptance and the
nature of assignments; and, in some cases, a cl>ange in pei"sonal
circumstances which would cause a real or perceived liardsliip for the
individual or their family if the intlividual were to accept
assignment in an underserved area.

Question. What actions are being taken to address these
reasons?

Answer. The program will interview eligible applicants to
ensure that they understand the commitment and obligation to

primary care for underserved populations that is required as a part
of the program. Following acceptance in the program, all

scholarship awardees will receive an orientation on the benefits and

obligations of the program.
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Prior to entei'ing service, .ill profess i oiia 1 s will he given n

"Professional Trnining nnd Interest Quest i onnn i le" to identify Uheir
needs and int:erest:s. By obr.nining siirli infoniint ioTi it is intended
thnt the NUSC program staff will ho hetter able to assist ol)ligors
in achieving a successful site match. Once service has begnn,
providers will be monitored and the program will atte-mpL to resolve

any issues/problems that arise in their pract ice settings during
their time of obligated service.

Lastly, prosecution of defaulters and subsequent collection
efforts will be intensified, pai t i evil ar 1 v with regard to the seizure
of assets.

It is expected that through these efforts, the number of

defaulters can be further reduced.

State Loan Repayment Program

Question. List the States receiving Inderal fund.s undci the

NIISC State Loan Repayment Program in FY 1^)93 and the amounts

received .

Answer. Awards from FY 1^93 funds have not been made at this

point in the fiscal year. Awards were made late in FY 1992 and are

used by the States during FY 1993.

Question. How is this list expected to change in FY 1996, and

why^

Answer. It is not known at tliis time which of the current

States will continue to receive funding or il there will be new

States in FY 1906. The list o( States receiving lY 1''')? funding
follows :

California
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medicine, optometry, ph.nrmncv nnd podintry. While students must be

disadvantaged to participate in LDS
,

tlirre is no subsoquent service

obligation under the LDS program. In contrast, the Primary Care
Loan (PCL) program provides low interest rate loans to students in

allopathic medicine and osteopathic medicine only, and the loan

recipient must agree to complete a residency training program in

primary care and to practice in primary care until tlie loan is paid
in full. Should tlie PCL borrower fail to fulfill this agreement,
the balance due on the loan will Ije recoinputeci from tlie date of

issuance at an annually compounded rate of twelve percent, with the

balance to be paid within a three year period.

Besides the conditions imposed on lior rov%re rs , schools liave

requirements under both the LDS and PCL programs that must be met .

To participate in the LDS program, a school must he cairying out

programs for recruiting and retaining students from disadvantaged
backgrounds and for recruiting and retaining minority faculty. In

addition, schools must ensure that: 1) adequate instruction

regarding minority health issues is provided in tlie curriculum;
2) students have significant clinical exposure in the treatment of

individuals from disadvantaged backgrounds; 3) linkages are

developed with undergraduate schools for tlie purpose of carrying out

programs to prepare disadvantaged students for entry into the tioalth

professions; and A) a mentor program is est al)l i sliod to assist

disadvantaged students in the successful completion of a health

professions school curriculum.

Effective June 30, 1<?97, schools in tlie PCL program must meet
one of three conditions related to primarv care: 1) not less than
50 percent of the graduates of the school whose elate of graduation
occurred approximately three years before (post-graduate year three,
or PGY3), are in a residency training program in primary care or are

practicing primary care; 2) not less than 2S percent of the PGY3

graduates are in primary care residencies or practicing primary
care, and that percentage is at least S percentage points higher
than in the previous year; or 3) the school is in the top 25 percent
of all school producing primarv care providers as moasuieii by the

status of the school's PGY3 graduates. Should a school fail to meet
one of these three criteria, the school will he requiied to retvirn a

percentage of its prior year revolving fund iiicomo for distribution
to schools which do meet one of the criteiia.

Rationale for Discont iniiing Ileal I h I'rof ess i ons Irograms

Question. Wiat is the rationale for discontinuing the

following programs:

o health education and training centers (
- $2 ,

8/^f-) , 000)
o Pacific Basin Medical officers training (

- $ 1 .
C-Sl

, 000)
o podia trie medicine training (-$615,00(1)
o rural health interdisciplinary t ra i neesh i ps (

-
$''i , 01 7 . 000)

Answer. In order to meet the Administration's h.i 1 ance between
investment strategy and targeted deficit reduction savings, verv
difficult choices among priorities of Federal funds must be made.
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GAO Report on Management of the Data Bank

Question. GAO recently issued a report in which they continue
to be critical of the management of the National Practitioner Data

Bank .

What steps are being taken to correct these management
deficiencies?

Answer. HRSA has announced a two-level fee structure with the

basic rate of $6 remaining unchanged for queries submitted

electronically while adding a surcharge of $4 for queries submitted
on paper. This structure recognizes the growing differential in

costs between the two types of queries and, at the same time, should

provide an incentive for more extensive use of the electronic

querying alternatives. The effective date of the surcharge is July
1, 1993. In the more distant future with a new fully electronic

system with on-line communication capability (see discussion below)
it may be possible to actually reduce the fee for a paperless
transaction.

HRSA's response to the GAO report enumerated a number of steps
which are being taken to reduce the likelihood that responses to

queries are mismailed: 1) implementation of a long-range strategy
to minimize the use of hardcopy paper documents through the use of

electronic on-line transmission of queries, responses to queries,
adverse action and malpractice payment reports via a secure data

network. A Request for Contract (RFC) to develop and operate a new

system has been submitted and should be published for bids by the

end of June 1993. In the meantime, system changes which will allow

the Data Bank to respond electronically to queries now being
submitted via PC based telecommunications are proceeding with a

October 1993, target for implementation; 2) modifying the printing
software to print additional identification information on every

page of query responses, and instructing mailing personnel to

visually verify that all pages belong to the same query response;
and 3) asking entities to submit a single complete official address

to which all query responses will be mailed and verifying this

official mailing address annually. System software has been
modified to use only this official mailing address rather than using
the address on individual queries when mailing query responses.

Additionally, as of February 8, 1993, the Data Bank's effort to

reorganize its information file on entities eligible to query and

submit reports was completed. Eligibility certifications, as well

as all identifying data, are up-to-date on more than ten thousand

entities. More than two thousand entities which failed to respond
have been deactivated; 6) placing responses in envelopes with

transparent windows thereby completely eliminating the possible
human error of placing a query response in the wrong envelope; and,

5) making a software change which will print a very large (i.e., 5

or 6 inch) bold sequence number on the pink page which separates
query responses and requiring personnel who remove these separator

pages and place the query responses into envelopes for mailing to

verify that the separator page sequence numbers are contiguous.

The Department's response to tlie GAO report discussed a number
of steps which were taken in 1992 to improve oversight of the

contractor's operation: 1) expanded use of performance measurement

through weekly management reports; 2) several site visits by staff
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and consultants; 3) use of a weekly Change Control Board process to

track systems changes; and, U) regular meetings with contractor

management to discuss all aspects of Data Bank operations.

In FY 1993, with the easing of travel restrictions, more

frequent site visits (three in the first four months) have taken

place and are planned. These visits are being supplemented with
contractor support through GSA on an as needed basis to monitor the

design, testing, and implementation of new software releases.

Status of Study on Establishing a "Floor"

Question. We (the Committee) requested a study to determine
the desirability of establishing a "floor" below which small medical

malpractice payments would not be reported to the Data Bank. The

study was also to review the need to report all open claims to the
Data Bank.

What is the status of this study?

Answer. The Department has not taken a position on

establishing a threshold for reporting malpractice payments to the
databank. Once the new Administration has had the opportunity to
review the information on this subject, we will submit a report on
this issue to Congress.

Maternal and Child Health Block Grant

Question. How much of the budget request for Maternal and

Child Health Block Grants (MCHBG) would require new authorizing

legislation?

Answer. The MCH Block Grant FY 1994 budget request is

$18,534,000 above the existing authorizing legislation of

$686,000,000. Legislation is required to increase the amounts

authorized for appropriation to the budget request level in FY 1994.

Question. How will MCHBG services be coordinated with services

provided through Community and Migrant Health Centers?

Answer. The Maternal and Child Health Bureau-Bureau of Primary
Health Care Inter-Bureau linkage Work Group has been established to

exchange information on areas of programmatic interest. The Work

Group's purpose is to maintain a viable relationship with respect to

each agency's responsibilities. At this time, for example, one of

the issues before the Work Group is the question of how to meet the

health needs of the adolescent migrant.

Maternal and Child Health

Question. Wliat steps are being taken by t lie Maternal and Child

Health Bureau (MCHB) to increase provider participation for

inadequately served communities?

Answer. A multipronged approach is underway:

o Competitive grants will support demonstration projects
aimed at increasing the availability and accessibility
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of obstetric service providers offering comprehensive
services.

o A Maternal and Child llealtbi Providers Partnership for

Obstetric and Gynecologic Services, formed between the

American College of Obstetricians and Gynecologists
(ACOG) and the MCIIB establishes an ongoing mechanism to

discuss problems in physician/provider availability and

develop strategies for solving these problems, with

special attention given to facilitating communication
and problem solving at State and local levels.

o Prepare and disseminate, in conjunction witli the Health
Care Financing Administration and the ACOG, a strategy
document to simplify the Medicaid program for

physicians .

University Affiliated Programs

Question. How many University Affiliated Programs (UAP)

projects does the MCHB currently fund?

Answer. In FY 1992 the MCHB funded a total of 2'* UAP's for

$15.7 million. Two of these were new projects: Children's Seashore
House Philadelphia, PA and University of Kentucky Research
Foundation .

Question. Please describe all new projects begun in FY 1993 or

planned for FY 1994?

Answer. Competition for two new UAP's has been announced for
FY 1993, one in New England and one in the rural midwest. The
Bureau is working with the American Association of University
Affiliated Programs for Persons with Developmental Disabilities to

plan for future expansion of the MCHB UAP programs.

Women's Health

Question. Wliat activities are being sponsored by the MCHB to

reflect the new empliasis on women's health?

Answer. The MCHB is currently building a profile of women's
health status and relevant health services in the United States. In

particular, the MCHB will be working with State Title V programs to

determine the extent of their programmatic focus on women's health

beyond the scope of reproductive health. In addition, the MCHB and

Agency for Health Care Policy and Research are jointly sponsoring an

invitational meeting called Women's Health and Primary Care: A

Workshop to Build a Research and Policy Agenda on June 2-'i, 1993.

Recommendations from this meeting will be used to focus future
initiatives .

Healthy Start

Question. What is the status of the Healthy Start projects?
Will this budget maintain funding for all 15 piojects?

Answer. The Healthy Start projects are currently developing
strong maternal and child health systems which link critical
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Interventions to at-risk women and their families. Strengthening
the perinatal care system began by pulling together liealth

department, community health centers, State maternal and child
health programs, and community residents to coordinate and focus
their resources on reducing infant mortality.

Developing the "right" system as proposed by these communities
includes deploying outreach and home visiting services to get all
pregnant women into care early; case management facilitating entry
and follow-up at-risk women into appropriate programs; and smoking
cessation programs, substance abuse treatment services, together and
face the problems of today and plan for the future.

Healthy Start consortia have moved beyond the bounds of
traditional health services programs to address wider issues which
impact the health of their communities. Healthy Start programs are
currently deploying a wide array of innovative services to meet the
broader community needs, including, but not limited to: teen
mentoring, education and job training programs; employment and
housing referral services; transportation; and child care services.

The budget request of $100,325,000 should provide adequate
support to fund all 15 projects, supporting their efforts on

resolving problems that contribute to infant death in their
communities .

Question. how many of these sites are Community Health Centers
participating in?

Answer. There are 30 Community Health Centers (CHCs) in 13 of
the 15 Healthy Start project areas (2 Healthy Start communities do
not have any federally funded CHCs). Ten of the 13 Healthy Start
projects have entered into contractual/management arrangements with
23 of the 30 CHCs. One additional }lealthy Start project is

currently in the discussion phase with a CHC concerning possible
collaboration.

Special Projects of Regional and National Significance

Question. How will Special Projects of Regional and National
Significance (SPRANS) activities funded in fiscal year 1993 and FY
1996 address infant mortality reduction?

Answer. SPRANS fiscal 1993 and 1994 activities encompass
numerous efforts aimed at infant mortality reduction. Particular
initiatives include:

o Promotion and implementation of Fetal and Infant

Mortality Review as a strategy for communities to
collect and interpret data about fetal and infant deaths
to identify their problems and develop community based
solutions. Emphasis will be on expanding technical
assistance capacity to communities, integrating with
Maternal and Child Healtli Block Grant planning, and
linking with sucli relevant efforts as SIDS and Cliild

Fatality Reviews; and

o Improving capacity and fvmctioning of the perinatal
service system through support of One-Stop Shopping
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activities, projects to increase the availability and
accessibility of obstetric service providers, and grants
to design perinatal care outreach programs in
underserved communities.

Organ Transplantation

Question. GAO recently released a report on organ
transplantation that focused on organ allocation and the performance
of organ procurement organizations.

What steps are being taken to address the issues raised in
this report?

Answer. HRSA is proposing to direct more of its energies
toward working with Organ Procurement Organizations (OPOs) and
more closely with HCFA, which has responsibilities related to OPO
performance. We will be monitoring closely the variances to the
organ allocation rules and ensuring that they are justified, fair,
and equitable.

Program Management

Question. On page 8 of the HRSA justification, an
"administrative reduction" of $3,135,000 and a "streamlining"
reduction of $64,156,000 are shown in the Summary of Changes as
built-in decreases.

What is meant by "administrative reduction" and
"streamlining," and what is the difference between them? How were
these amounts calculated?

Answer. The administrative costs are part of the
Administration's plan to reduce Federal administrative costs by 14

percent by 1997. For the HRSA, this amount is $3.1 million. This
reduction is taken from object classes 21 through 26, less 23.1
which is rent costs. While the result of streamlining was
basically to straightline the FY 1993 appropriation except for
those programs that are included in the President's investment
proposals, its intent is to challenge each agency to define its

program and policies to avoid unnecessary or duplicate functions
or activities.

Question. Similarly, on page 9 of the justification, a

program decrease of $6,480,000 is shown as "absorption of built-in
increases .

"

How was this amount calculated?

Answer. The built-in increases included on page 8 on the

Congressional Justification relate to the National Hansen's
Disease Center, the National Health Service Corps, and Program
Management. This amount totals $7.5 million which includes $4.2
million for within-grades and annualizat ion of tlie 1993 pay raise,
$1.5 million for increases to the standard level user charges,
$1.5 million for increases to the service and supply fund, and $.3
million for increases to the working capital fund. The budget
estimates included in the President's request assumes most of
these costs will be absorbed from other areas.

Question. Also in the Summary of Changes, a built-in
increase of $1,471,000 (21%) is shown for Rental Payments to GSA.

Yet, on the Budget Authority by Object table (page 17), no
increase at all is reflected for this line item.

Why this discrepancy? Aren't increases in Rental Payments to
GSA mandatory costs that must be reflected? Yet isn't a 21%
increase also unrealistic (unless the amount of square footage
occupied by the agency has increased)?
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Answer. As stated above, the President's request did not
specifically fully fund mandatory items. These costs will be
absorbed from other object classes.

The increase of $1.5 million for SLUG includes $.3 million
for increases to charges in the Parklawn Building and $1.2 million
for increased rent costs as a result of charges to be incurred by
the Bureau of Primary Health Care in their move to Bethesda.

Rural Health State Funding

Question. Provide a breakout of total Rural Health funding
by State for FYs 1992 and 1993, and projected for FY 1994.

Answer. The attached charts show the funds awarded to States
in FY 1992 for the Rural Health Outreach Demonstration program and
State Offices of Rural Health.

Funding data is not available for FY 1993 because the
decisions on grant awards for both programs will not be made until
later this fiscal year.

We are unable to project funding by State in FY 1994. The
competition for outreach grants will be announced in February and
we will make approximately 90 new awards in August and September
of 1994. Similarly, the new awards to State Offices of Rural
Health will be made in the fourth quarter of FY 1994.

FY 1992 OUTREACH GRANTS

STATE
Alaska
Alabama
Arkansas
Arizona
California
Colorado
Florida

Georgia
Hawaii
Iowa
Idaho
Illinois
Indiana
Kansas

Kentucky
Louisiana
Massachusetts

Maryland
Maine

Michigan
Minnesota
Missouri

Mississippi
Montana
N. Carolina
N. Dakota
Nebraska
New Hampshire
New Mexico
Nevada
New York

NO
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FY 1992 OUTREACH GRANTS

STATE
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projected to be awarded in Fy 199/i -- especinlly since no increase
over the FY 1993 funding level has been reqiipstcd?

Answer. FY 1993 will be die last year of ruiidinf, for 95 rural
health outreach demonstration grants that were awarded in FY 199].
These grants were awarded with a project period of 3 years. Tlie

termination of these projects after 3 years will allow us to fund
almost the same number (90) of new grant a^-'ards in FY 199A. This

policy will provide an opportunity for more rural communities to

participate in the program.

State Offices of Rural Health

Question. Similarly, liov; can the numiier of j'.raiU s made to

State Offices of Rural Health increase from '\2 in FY 1993 to 50 in

FY 1994, when no increase over the FY 1993 funding level has been

requested? Is additional funding obtained for this purpose from a

NHSC tap?

Answer. New states that qualify for the grants in FY 1993 will
be funded by reducing the amounts awarded to the 42 existing State
Offices of Rural Health. Additional funds will not be obtained from
a tap on the National Health Service Corps.

Ryan White CARE Act

Question. Wliat types of problems (other than funding) have
cities encountered in making emergency as.qistance services available
to AIDS patients under Title I of the Ryan White CARF. Act?

Answer. Among the problems encountered have been availability
of resources, service delivery infrastructure, difficulties in

awarding contracts rapidly, managing conflicts of interest in

planning councils, and issues of selecting the most appropriate
providers for each community.

Revised Definition of AIDS

Question. Given the increased number of cases resulting from
the CDC's recent revised definition of AIDS, plus continuing funding
limitation pressures, bow do cities plan to address these problems?

Answer. It Is too early to assess the impact or effect of the
CDC's revised AIDS case definition on the Ryan White Title I

metropolitan areas. The caseloads of the areas already include

persons who are HIV positive and who will now, under the revised
definition, be considered as persons with AIDS. B.ised on increased
numbers of persons with an AIDS diagnosis, the areas may have to

plan ways to address Increasing service needs such as case
management and mental health. In addition, service providers who
give priority access to clients with an AIDS diagnosis will

experience Increased demand for services. The increasing number of

persons with HIV Infection and AIDS, Increasing length of survival,
new drugs, Increasitig dependency on public systems, and the

increasing costs of treatment will, however, challenge the capacity
of the system to meet tlie costs of care and will result in higher
costs .
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Pediatric AIDS

Question. Have the existing Pediatric AIDS Demonstration
Projects been expanded to serve adolescents, as recommended by the
Committee last year?

Answers. The Pediatric/Family AIDS Demonstration Program has

expanded its efforts in 1992-1993 to address what it views as one of
the most critical and unaddressed issues of the AIDS epidemic. 9A6
adolescents with AIDS aged 13-19 and 9,582 young adults with AIDS

aged 20- 2A have been reported to the CDC through Dccc'iiil>er 31, 1992
however this is just the tip of the iceberg. Since 1 in 5 of all

reported AIDS cases is diagnosed in the 20-29 year old age group and
the median incubation period between IlIV infection and AIDS is

nearly 10 years, most of those people in their 20's who are

diagnosed with AIDS were adolescents when they became infected.
Some have estimated that as many as 40,000 adolescents are infected.
Silently and unknowingly our young people continue to spread HIV
infection among their peerj. primarily through lieterosexual contact.
Since many adolescents fall outside routine care and financing
systems, they are not adequately being reached through prevention
and intervention strategies.

Since the Pediatric/Family AIDS DemonsLrat ion program was

initially funded in 1988, it has supported a number of adolescent

projects that currently comprise a network of leading providers and
researches on adolescent HIV in the U.S. A study of the 8

Pediatric/Family projects that had specific focus on HIV and
adolescents was conducted last year by the Pediatric/Family HIV

Program with a final report published in February, 1993. On March
17, 1993 the National Pediatric HIV Resource Center, with

sponsorship from the Pediatric/Family HIV Program convened a group
of fifty experts from across the United States with extensive

experience witli HIV-infected adolescents, to examine the critical

practice, research and policy issues affecting tlie care of youth
infected with HIV. Specific follow up strategies were identified,
however, the consensus was tliat HIV-infected adolescents are grossly
underserved by the U.S. health care system and the grovip urged
strong and immediate action on tlie federal, state, and local level
to implement and fund the recommendations.

To respond to the critical need, all existing Pediatric AIDS
Demonstration Projects have received program guidance that stresses
the need to integrate and coordinate services for youth into their

programs and technical assistance is being provided to assist them

organize HIV adolescent care. Many projects have planned expanded
services to specifically focus on adolescents within the limits of

the funding available to the program. The amount of total funding
appropriated however, does not permit expansion of services to

adolescents sufficient to meet the documented growing need in this

population group.

Question. Have any new Demonstration Projects been established
to address the needs of Native Americans and native Hawaiian
children?

Answer. The Maternal and Child Health Bureau (MCHB) decided
that with limited funding available, a new demonstration project
would not be the most effective means of reaching substantial
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numbers of Native Hawaiinn and Native American children at risk.
Instead, MCHB initiated an intra-agency agreement transferring
$150,000 in Pediatric AIDS funds to The Bureau of Health Resource
Development, to be added to a Special Projects of National
Significance (SPNS) grant to the National Native American AIDS
Prevention Center (NNAAPC) . Both MCHB and BIIRD agreed tliat by
supplementing the existing SPNS grant to NNAAPC, the existing
outreach, education, and service efforts of NNAAPC could be

significantly strengthened to include a specific focus on reacfiing
and serving a greater number of Native Hawaiian and Native American
children, youth, women, and families than would be possible through
a new Demonstration Project.

Hemopiiilia Treatmenr Centers

Question. Wliat is the status of the two Hemophilia Treatment
Center projects planned for FY 1993?

Answer. In 1992 the Pediatric/Family AIDS Demonstration
program set aside $400,000 for a new initiative to provide funding
to the hemophilia treatment center network to expand efforts to

develop systems of care for unserved or underserved HIV-infected
children and youth. The intent of the demonstration projects was to
enhance existing programs or develop new approaches which can serve
as models for other providers of HIV services. Four projects were
funded and follow up consultation has been provided to support this
initiative .

Additional funds have been set aside to support two new special
initiatives expanding the capability of Hemophilia Treatment Centers
to provide pediatric HIV services are planned for FY 1993.

Competitive applications for these initiatives will he reviewed by
June 30, 1993. Tiie h special initiatives funded in FY 1992 will be
continued for FY 1993. Limited funding precludes the MCHB from being
able to fund more than 2 projects in FY 1993.

Status of Study on Small Malpractice Payments being
Excluded from Reporting l^equirements

Question. Could you please tell this Committee the status of a

Departmental study of whether small malpractice payments should be
excluded from the reporting requirements of the national
practitioner data bank? The Committee lu-ged the Department to
release the study in May, 1992.

When can the Committee expect to get this report?

Answer. The Department has not taken a position oti

establishing a threshold for reporting malpractice payments to the
databank. Once the new Administration has had tiie opportunity to
review the information on this subject, we will submit a report on
this issue to Congress.
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QUESTIONS SUBMITTED BY SENATOR SLADE GORTON

Rural Ilonlch Cnre Providors

Question. Many rm"<-jl health care pioviclers arr concerned rliar

this Administration is unaware of their unique needs. Proposed in
tlie Allied Health Program, Area Healtli Education Centers, Rural

Interdisciplinary Training, the state offices of rural liealth, and
the state trauma system assistance further undermine their
confidence. VHiat exactly are the Administrations priorities for
rural health care and how do you explain the cuts in those programs?

Answer. For FY 199''i, the total request for Departmonr
discretionary rural health programs is $6/12 million, a net increase
of -f$58 million (»10%) over FY 1993.

The request for the Put^lir Health .Service expands access to

services in riiral Coininuni ty and Migrant Health Centers (t$35
million); provides greater access to rural substance aljuse and
mental health services ($25 million); supports placement of
additional National Health Service Corps providers in rural
communities (i$l million); and expands rural liealtli research
efforts (^$1 mil lion) .

Wliile there is no net increase related to rural liealrh for the
Health Care Financing Administration, 2 programs are

significantly increased, wliile another is reduced by the same
amount. The request inclu<les increases to continue the
Essential Access Community/Rural Primary Care Hospital program
EACM/RPCH (+$11 million); and to initiate a new rural health

grants program (t$2 million).

o These program increases are offset by reducing the rural
health transition grants program to $10 million in FY

I99I4 (-$13 million) .

o This redirection of funds reflects our belief that the

EACH/RPCH program is working for rural providers, and
also provides grant funds to explore other opt ions for

coping with the health care crisis in rural America.

EACH/RPC:H was not funded by Congress in FY 1993

and the FY 1996 rec|uest reflects a 1 *) 1 % increa.se

over the FY 1992 enacted level.

In addition to these discretionary increases, a i$'JO million
rural health investment is being proposed for Medicare in FY

199't , including:

o +$20 million for extension of Regional Referral Centers

(RRCs) -- based on case-mix and number of discharges,
rural hospitals may cpialify to receive tiie current uiban
re imbvirsement rate, rather than waiting for p.arity in FY

1995.

o +$30 million for Small, Medi care - Dependant Rural

Hospitals -- where hospitals receive preferential
payment treatment to help maintain financial solvency.
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As you noted in yovir question, we hnve proposed reductions in a

number of health professions traininp, progrnins. Our goal is to
refocus our nationnl trnining efforts on programs directly
associated witli promoting primary care. To that end we liave

proposed an increase of $51 million for programs tliat suppoit tlic

training of primary care provieters. We Itelieve that increasing the
number of primary care providers will have a posit:ive impact on
access to health care. To help finance these increases, some
decreases are being proposed in other healtli professions training
programs -- and these include some reductions in allied health

training and Area Health Education Centers and Rural

Interdiscipl inary Training.

Telecommunications

Question. Is the Administration considering the innovative
uses of telecommunications in long-distance learning to improve
health care i r) rural and undeiserved areas?

Answer. The Healtli Rosoiu'ce.s and Services Atliiii ni s t la t ion

(URSA) supports several innovative programs that use
telecommunications to educate health professionals in rural and
underserved areas. Two major projects have been funded through the
Office of Rural Health Policy (ORHT) . The recently completed Texas
Tech MEDNET project included a distance learning component using
satellite technology that provided live continuiTig education

programs from Texas Tech University to 68 rural hospitals. A

telecommunications project with the West Virginia University Health
Sciences Center, in its first year of funding, also includes a

distance learning component that will link the univi.>rsity with four
rural sites. Their goal is to use telecommunications to enhance the

training of health care professionals in rural sites.

As part of the Rural Health Outreach Grant program, ORIIP funds
a rural mental health telecominun icat ioiis project (RodeoNet) that
includes distance training of mental health piofess iona 1 s and

paraprofessionals .

A Division of Nursing special projects grant program funded a

distance learning program at the University of Texas - Arlington to

train nurses in rural areas. The Division of Associated Dental antl

Public Health Professions, under its Rural 1 n t e rtl i sc i p I i nary
Training program, funded sever.il projet-ts that used distance
education technologies to teach students in riual areas.

In addition to these projects, URSA has a role in providing
information about distance learning and telemedicine technologies.
ORllP will release a publication in ,1uly that provides an overview of
distance learning and telemedicine technologies. It will provide
examples of distai\ce learning projects for health professions
education. ORHP and the Learning Center at the National Library of
Medicine will cosponsoi' a workshop this August for rural nurses.
Interactive technologies and e'ectronic communicating Vvt i 1 1 he
demonstrated. In the fall. ORIIP also will sponsor a rural
telemedicine workshop that will explore many of the policy issues
associated with the use of telecommvinlcat ions to provide medical
services. The workshop will include an examination of the lessons
learned from distance learning projects and their application to
rural telemedicine.
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Our experience to date indicates that telecommunications is an
effective means to train health professionals for rural practice and

help them maintain their skills once in rural practice. We will
continue to support these types of projects as our budget allows.

Community Health Centers

Question. There is consensus that community health centers

play a major role in providing primary health care to medically
underserved populations in this country. However, the funding
guidance seems to skew funding allocation to large urban centers
with more than 25 percent minority populations. Everyone would

agree that minority need access to health care to address the higher
infant mortality, and other poor health indicators. However,
minorities and other medically underserved members of other
communities have a hard time getting access to the community/migrant
health funds if there is not at least a 15 percent of 25 percent
minority population in the community. It appears that the DHHS

funding guidance does not encourage channeling of funds to areas of
the country (such as the state of Washington and the Pacific

Northwest) , where minority percentages may not be as high but are

present, and where tremendous layoffs have occurred; homeless
families have increased substantially; and poor, non-English
speaking refugee populations have settled in large numbers. Do you
plan to change the guidance for community/migrant health center

funding to address the growing needs of communities with tremendous
health care needs for unemployed, homeless, and refugee populations
as well as growing minority populations?

Answer. Guidance for C/MHC funding decisions is reviewed each

year to ensure that the communities of highest need are given every
opportunity to obtain funding. Consistent with statutory
requirements, awards in FY 1993 will be made in a manner that

provides for an appropriate distribution of resources throughout the

country in both urban and rural areas. At least "^0 percent and up
to 60 percent of the new people served through these grants must be
in rural areas. We do not believe that the current guidance is

biased against communities that do not contain more than a 15 to 25

percent minority population.

For FY 1993, the review criteria include:

1) Separate Criteria for Urban and Rural Applicants

Policies, program guidance and grant awarding mechanisms

recognize the importance of differentiating the health needs

and the services required for rural Americans as compared to

urban populations.

For FY 1993, approximately $18 million will be awarded to

support new C/MHCs ,
to expand the capacity of existing C/MHCs

and to support a limited number of planning grants for new

CHCs. To assure that the health care needs of all Americans
continue to be met, separate review criteria will continue to

be used for both urban and rural projects to ensure that rural

projects will only be competing against other rural projects,
not against urban projects.
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The minority population factor is applicable to only
organizations proposing to serve an urban area. For

applicants proposing to serve a rural area, geographic
barriers based on average travel time/distance to the next
nearest source of primary care that is accessible to Medicaid
recipients and/or uninsured low income people in need of a

sliding scale fee schedule is used instead of the minority
population factor. Rural applicants may, however, identify an

emerging minority populations in the "Community Issues
Factor".

2) Increased Points for Community Health Issues.

To better reflect the unique health issues in each community,
the point total for the Community Health Issues factor was

expanded for FY 1993. As a result, communities will be able
to more fully describe the health care needs in their proposed
service areas.

A total of fifteen points is available for a community to
document its unique health issvies. Cited examples include:

high unemployment rates; high uninsured rates; high growth
rate of minority/special populations (i. e., refugee
populations); high morbidity rates due to specific diseases;
late entry into prenatal care; high percentage of low

birthweight; cultural/language barriers; etc. Also to be
Included are any other documented community health issues

(e.g., large homeless population; high percentage HIV
infected; etc . ) .

3) Awards will be made in such a manner as to achieve a wide
distribution of resources throughout the country.

Contingent upon the outcome of the review p\ocess, grant
awards for FY 1993 will be made in such a manner as to achieve
a wide distribution of resources throughovit the country.

Aggregate awards to serve rural communities and aggregate
awards 3€rving urban areas will be made to assure that no more
than 60 percent and no fewer than ^^0 percent of the new people
served come from either rural or urban areas.

In addition, with the funds available FY 1993, limits have
been placed on the number of awards a State may receive.

Specifically, a State is limited to no more than two Section
330 New Start/Expansion awards that establish new service
delivery sites in new service areas. Other types of expansion
awards, planning grants and Section 329 awards do not count
against this limit.

CENTERS FOR DISEASE CONTROL AND PREVENTION

CDC FTE EMPLOYMENT

Questions Employment within the Centers for Disease Control
and Prevention is different from other agencies because you detail
several hundred people to states and local health agencies because

many times these organizations are unable to recruit the employees



534

they need to effectively carry out the programs for which they
receive funding from CDC. Does Executive Order 12839 affect these

people?

Answer: These experienced p'tblic health professionals are

assigned to state and local health agencies at the request of the
states and local areas. In the past, your subcommittee has
included language in the appropriations law exempting these
individuals from FTE ceilings because of their critical role in
state and local health departments. Executive Order 12839 reduces
all compensable FTEs or all the employees on our payroll. Our field
staff falls into this category.

Question: CDC's Epidemiologic Intelligence Service (EIS)
trains epidemiologists through practical experience investigating
disease outbreaks. Are these EIS officers exempt from this
reduction?

Answer: Again CDC's EIS officers are not exempt from the

Executive Order. As you are aware, CDC Epidemiologic Intelligence
Service has been in place for over AO years. Every two years we

bring in a new group of M.D.'s, Ph.D.'s and some other health

disciplines and train them in disease outbreaks ranging from
foodborne diseases to violence. CDC has increased the incoming
class by 20 additional officers for a total of approximately 70

each year. In accordance with the Executive Order, we now face the

prospect of downsizing this effort.

Question: The increase includes a 301 increase in funding
for CDC and a AZ decrease in FTEs. This does not seem logical. In

your professional judgement, can you effectively manage your
requested programs 7

Answer: It will be very difficult. While we are we facing a

t*Z decrease in staff, the President's Investment package of almost
a half a billion dollars for CDC includes no FTEs to manage these

increases. It is hard for me to imagine a 300 plus million dollar
increase in Immunization without additional staff to provide
technical assistance to states and localities and to monitor the

appropriate and efficient use of taxpayers dollars. That is why it

will be our challenge as managers at CDC to evaluate ongoing
programs and redirect staff as needed to manage these high priority
initiatives .

STD FUNDING

Question: The FY 1993 budget requestsan increase of $14

million for sexually transmitted diseases. Approximately 1.5

million cases of gonorrhea and 4 million cases of chlamydia occur
each year. Will this increase provide funding for a program in all
states? If not, what would be required to do so?

Answer: CDC's plan for expanding its infertility initiative
is to use the lessons learned from successful chlamydia
demonstration projects which have been conducted since 1985. The
most notable of these is the Region X collaborative testing program
in 165 Family planning and STD clinics within the States of

Washington, Oregon, Idaho, and Alaska. This program was funded

through an interagency agreement with the Office of Population
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Affairs to study the feasibility of developing and maintaining
screening, diagnostic, treatment and follow-up services for

chlamydia. With the $14 million requested in the 1995 President's
budget, CDC would support: (1) the replication of the Region X
model STD screening program in family planning clinics in Regions
III, VII and VIII; (2) the initiation of screening in primary care,
migrant health care, and other clinics serving high-risk women
within Region X; and (3) the development of programs to provide
routine follow-up activities for chlamydia and gonorrhea in all
four regions.

In order to establish an infertility prevention program for all
states that would be similar to the one described above for Regions
III, VII, VIII and X, approximately $76 million in additional funds
would be required in FY 1994.

TOBACCO USE

Question: Tobacco use is the single most preventable cause
of death and disease in our society. This one behavior results in
more than 434,000 American deaths every year. The costs associated
with tobacco are more than $65 billion annually. Despite these

statistics, one fourth of all adults continue to smoke, and it is

estimated that every day more than 3,000 young Americans take up
smoking.

How do you propose to use the $10 million increase proposed in the
investment package?

Answer: The additional funding will be used to:

strengthen states' capability to reduce tobacco use. CDC
will provide direct support to 20 additional states for

planning and/or implementing comprehensive, coordinated state

plans to reduce tobacco use and exposure to environmental
tobacco smoke, especially among youth.

This support, provided to a total of 10 state health

agencies, will foster effective, ongoing statewide approaches
to the prevention of tobacco use among youth, and also
stimulate the states' involvement in tobacco use prevention
efforts regionally and nationwide.

develop targeted community-based interventions, through
partnerships with key national organizations positioned to
reach high-risk youth and other target populations. This

approach will initiate involvement of prominent groups not

previously included in important tobacco use prevention
efforts .

expand existing public health education efforts. The
additional funds will expand the scope of health education
and public information programs nationwide directed toward

youth.
DIABETES

Question: About 14 million Americans have diabetes. In

1988, diabetes ranked seventh among leading causes of death in the
United States. Persons with diabetes face not only a shortened
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life span, but also the strong likelihood of severe disabilities,
including end-stage renal disease, blindness, and amputations.
Yet, no increases are sought for the diabetes program. In your
professional judgement, what funding is needed to address this

problem Have you developed a plan to put diabetes control

programs in each state, and what would be the cost of implementing
such a plan?

Answer: The National Diabetes Advisory Board (NDAB), which

provides broad policy oversight to all diabetes activities of

federal agencies, is recommending that Congress provide funds to

CDC to carry out a national diabetes control program. With
additional resources of about $60 million, CDC could initiate its

plan for diabetes control programs nationwide: (1) national and

state-level diabetes surveillance; (2) support for diabetes control

programs in every state and territory; (3) identification and

testing of new approaches for reducing the burden of diabetes; and

(^) coordinating the diabetes translation activities of federal
health agencies and others in the diabetes community.

TUBERCULOSIS

Question: How are the Centers for Disease Control and

Prevention, the Office of Minority Health, the Substance Abuse and

Mental Health Administration, and projects including health centers
for the homeless coordinating efforts to find, track, and treat

cases of tuberculosis?

Answer: The Director, CDC has appointed a lead center to

coordinate TB activities among federal agencies, including the

Office of Minority Health, the Health Resources and Services

Administration, and the Substance Abuse and Mental Health
Administration. In addition, in November 1991, a TB Task Force was

formed which included representatives from these federal agencies.
Members of this task force meet regularly to coordinate efforts and

to address priority needs.

LEAD POISONING

Question: Lead poisoning is the most common environmental

diseases of young children. Since there is no increase requested
in 1994, is this no longer a problem?

Answer; In 1991, the Department of Health and Human Services

published a Strategic Plan for the Elimination of Chi ldhood Lead

Poisoning , which outlines the first 5 years of a 20-year society-

wide effort to eliminate childhood lead poisoning as a public
health problem. At that time, it was estimated that CDC would need

$40 million per year to implement its part of the action agenda
described in the plan. In FY 1993, the CDC appropriation for

childhood lead poisoning prevention was $29.7 million.

It was with the view of tight economic times and other

competing health priorities, that the Administration did not

request additional funding for childhood lead poisoning prevention
in FY 1994. With level funding, CDC's funds will continue to

support well-balanced state and local childhood lead poisoning

prevention efforts, prevention activities and state infrastructure;

public and professional education; efforts to reduce other
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widespread sources and pathways of lead exposure; national
surveillance for elevated lead levels; research; and increased lead
hazard reduction activities. These accomplishments, however, are
not intended to minimize the need for additional funding. Only a

small fraction of the estimated 3 million children with elevated
blood lead levels are screened and identified each year, and
demands for assistance to state and local childhood lead poisoning
prevention programs has far exceeded expectations.

CDC also plans to use its resources as leverage in an effort
to improve the effectiveness of other, larger expenditures on
childhood lead poisoning prevention. CDC recently placed a full-
time staff person at HUD, and is working to improve HUD
effectiveness through emphasis on collaboration between HUD

grantees and CDC grantees, and through focusing HUD's attention on

community-wide activities to support primary prevention of
childhood lead poisoning.

SMOKING ACTIVITIES

Question: The Office on Smoking and Health is working with
State Health Departments to develop smoking prevention,
information, and education programs. The National Cancer Institute
also has a program aimed at prevention of smoking, known as ASSIST.

Do you have an interagency agreement with NCI or have you
been asked to participate in an interagency agreement to interface
with State Health Departments?

Answer: CDC '

s Office on Smoking and Health has an

interagency agreement with NCI and the National Heart, Lung, and
Blood Institute (NHLBI) to provide funding to the Association of
State and Territorial Health Officials (ASTHO). Through a CDC
cooperative agreement, funding is provided to ASTHO to facilitate
their efforts in developing a tobacco control network betv/een state
health officials and CDC, NCI, and NHLBI.

In regard to the American Stop Smoking Intervention Study for
Cancer Prevention (ASSIST), CDC does not have an interagency
agreement specific to ASSIST; however, the ASTHO cooperative
agreement provides for interchange of information and activities
with that program. ASSIST, a research program of limited duration,
is conducted in 17 states; whereas, CDC activities with states are

ongoing, will promote the development of state-based tobacco
control infrastructures, and will eventually include all states and
territories .

QUESTIONS SUBMITTED BY SENATOR TED STEVENS

EFFECTS OF RADIATION

Question: Some years ago, the Atomic Energy Commission
buried some radioactive waste in the tundra of Alaska. It appears
to have had little effect until a writer unearthed published
reports pursuant to a Freedom of Information Act request. Some of

our Native villages located relatively near this site have been
concerned that their families' health could have been affected by
this radiation.
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I usually hear about the effects of low-dose radiation on human
health with respect to cancer rates. What other effects are there
on human health, and what is the magnitude of that danger?

Answer: According to Health Effect/; of Exposure to Low
Levels of Ionizing Radiation, the 1990 report of the National
Research Council's Committee on the Biologic Effects of Ionizing
Radiation (BEIR V), of the various types of biomedical effects that

may result from irradiation at low doses and low dose rates,
molecular changes in genes and chromosomes remain the best
documented. However, the relationship between low doses and
adverse health outcomes is not well understood.

Question: What types of cancer are usually related to

exposure to low-level radiation?

Answer: According to the BEIR V report, populations
chronically exposed to low-level radiation, such as those residing
in regions of elevated natural background radiation, have not shown
consistent or conclusive evidence of an associated increase in the

risk of cancer.

EFFECTS OF VOLCANIC ASH

Question: Dr. Roper knows of my interest in the effects of

volcanic ash, particularly those with the composition found in

Alaska, on human health. I am particularly concerned because I

understand that studies in Hawaii have unearthed potential prenatal
effects. Wiat do we know about tliese effects, and to what extent
do they depend on the particular composition of an area's volcanic
ash?

Answer: We are not aware of any studies from Hawaii that
examine the relationship between volcanic emissions and prenatal
health effects. The Hawaiian volcanoes predominantly emit gases,
such as sulfur dioxide, with very little ash emission. Studies of

the Mount St. Helens eruption in 1980 did not look at potential
prenatal health effects. The predominant health effects of the

Mount St. Helens ashfall involved the eyes and lungs.

FETAL ALCOHOL SYNDROME

Question: This Subcommittee has heard me speak on the

subject of my concern for children affected by fetal alcohol

syndrome. I have been intrigued by the information we have on

implementation of a program in Michigan to offer to teen mothers,

addicts and prostitutes the longer-term contraceptive Norplant.
What would it cost to implement such a program in Alaska generally,
and if limited to mothers who have already had one child with fetal

alcohol syndrome or fetal alcohol effect, what would be the cost?

Answer: A recent study in Alaska (MMWR April 30, 1993)

reported an Incidence rate of 2.1 per 1000 live births among
Alaskan Native women. The rate among non-Native women has not yet
been established, but the commonly accepted rate nationally is

believed to be 1-2 per thousand. Using a rate of 1 per 1000 for

non-Native women and 2.1 per 1000 for Native women for a fifteen

year cohort (1978-1993), we estimate that a minimum of 225 Alaskan

women would have had a child with FAS and would still be in their
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childbearing years. Norplant can be provided for approximately
$350 per client (implant provides 5 years contraception) for a cost

of $78,750. Additional costs of personnel time, outreach and

follow-up are not included in this figure.

Another recent study found that approximately one in twenty Alaskan

women of childbearing age (18-44) were heavy drinkers (22,000).
This represents an important group who should receive education and

access to family planning services (including Norplant and Depo-

Provera) and treatment services for alcohol dependency.

Question: Could CDC assist the State of Alaska or the

Indian Health Service in implementing such a plan?

Answer: At this time, CDC has no additional funds for new

projects of this type for FAS prevention. Should funds become

available, we would consider supporting demonstration projects of

this type.

Question: Wliat do we know about the most effective

approaches for prevention and education on fetal alcohol syndrome
and effects both for Alaska Native populations and the non-Native

population?

Answer: The three main goals of FAS prevention are the

identification of high-risk women, education of these women to the

risks associated with drinking during pregnancy, and the provision
of assistance in modifying their high risk behaviors. Another

important goal for CDC is to evaluate the effectiveness of the

various strategies implemented. CDC is actively involved in

conducting prevention effectiveness studies of existing
interventions which address these three goals, and has entered into

cooperative agreements with three universities and five state

health departments to assess which interventions are the most

effective with different populations. Examples of interventions
that are being analyzed include education programs for physicians
and other health professionals to increase ascertainment of high-
risk pregnant women, a variety of treatment programs and case

management methods for pregnant women who are drinking,

incorporation of reproductive health decision making into alcohol

treatment programs, and community education to increase awareness

of the dangers of drinking during pregnancy. As the results of

these studies become available, CDC will disseminate this

information broadly to both the public and private sectors.

ALASKA EFFORTS

Question: Dr. Roper, we have enjoyed working with you, and

have been most appreciative of your interest in Alaska's people and
its health concerns. What do you think are the greatest
accomplishments of CDC in Alaska during your tenure, and where do

you think the challenges with the most promise are for this new
administration to bring focus?

Answer; CDC has been actively involved in a collaborative
effort with the Indian Health Service (IHS) and the State of Alaska

Department of Health and Social Services directed at the prevention
of fetal alcohol syndrome (FAS). This effort is being coordinated

by the Alaska FAS Prevention Steering Committee. A case file has
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been developed which will enable us to estimate the prevalence of
FAS In Alaska. A preliminary report revealed a rate of 2.1 per
1000 live births among Native Alaskans. CDC assisted in the design
and analysis of a community survey which polled Alaskan households
on knowledge, attitudes and beliefs about drinking during
pregnancy. FAS diagnostic clinics were established at four sites
in the state, and an on-going clinic will be established in

Anchorage. A March 1993 town meeting held in Anchorage reviewed
the progress made in FAS to date, and outlined some of the

challenges ahead. Efforts are currently being focused on the
identification of high risk women, so that prevention can become a

reality. This state program can serve as a model for other states
in the coordination of all FAS activities.

The National Center for Environmental Health has assisted in
several important environmental investigations in Alaska: 1) the
use of methyl tertiary butyl ether (MTBE) as an additive in

gasoline and its relationship to a variety of respiratory and other

symptoms in exposed individuals, 2) an episode of fluoride

poisoning in Hooper Bay due to faulty fluoridation equipment, and
3) potential public health impact of oil spills.

The National Institute for Occupational Safety and Health has
established an Alaskan field site in Anchorage to develop program
activities focusing on occupational injury research and prevention
in the nation's geographic area of highest risk. This program is

being conducted in collaboration with the Alaska State Department
of Health and Social Services and the Alaska Department of Labor,
the Indian Health Service, other federal agencies, industry and

labor, communications media, health-care providers, universities
and community colleges, and other individuals and organizations in
the private sector that are interested in public health.

Question: The Chairman was kind enough to hold a hearing
recently on our issues of oxyfuels and cold climates in Alaska.
Does CDC have any further information to report on this issue since
the hearing?

Answer: To help clarify the relationship of oxyfuels and
health effects, two additional studies were undertaken. These
studies were done in New York and Connecticut. The data collection
phases of the studies have been completed and analyses of the data
is in progress. As soon as we have any further information to

report, we will notify your office.

INJURY PREVENTION

Question: I have long been interested in CDC's work in both
occupational and nonoccupationl injury prevention. To what extent
is alcohol implicated in these injuries nationwide?

Answer; The National Institute for Occupational Safety and
Health (NIOSH) has no national information regarding alcohol's role
in occupational injuries. Limited information exists concerning
blood alcohol and drug toxicity among a small number of victims of
fatal traumatic occupational injuries. During investigations
conducted under the Fatality Assessment and Control Evaluation
(FACE) program, NIOSH obtains medical examiners' reports when they
are available, and collects data on blood toxicity information when
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It Is included in these reports. However, the FACE program is

intended to evaluate circumstances and recommend interventions for

preventing worker traumatic fatalities, and is not a tool for

surveillance of substance abuse in the workplace. Furthermore, the

FACE program is not conducted nationwide; currently, only 20 states

participate, and only selected types of fatalities are investigated
(electrocutions, falls, struck-by-object incidents, confined space-
related incidents). Therefore, the extent to which alcohol is

implicated in these fatalities is still largely unknown.

Understanding the limitations of these data, the following
statistics concern alcohol and drug use among victims of fatal work

injuries: From 1982-1988, toxicity information for victims was not

routinely available. From 1988-1992, NIOSH conducted 200 FACE

investigations involving 228 victims. Medical examiners had tested
victims' blood alcohol for 120 cases. Of these 120 cases, alcohol

was detected for 6 of the victims, and only one of these had a

blood alcohol level of .10 or greater, the level considered

"legally intoxicated."

Medical examiners had tested victims' blood for prescription non-

prescription, and illegal drugs in 86 of the cases. Of the 86

victims tested, 11 victims had ingested legal drugs (such as

acetaminophen, caffeine, prescription drugs, or miscellaneous

substances). Blood tests for 7 victims showed presence for either

marijuana (4) or cocaine (3). The level of these substances was
not measured, therefore, its potential influence on the victims'
behavior could not be assessed.

Alcohol has been widely implicated in nonoccupational injuries in

the United States. For example, alcohol use has been established
as risk factor for injuries associated with motor vehicle crashes.
In 1990, over 22,000 persons were killed in alcohol-related
crashes. In addition, alcohol use has been identified as a

potential risk factor for injuries occurring during water
recreation activities, deaths due to residential housefires,

general aviation crashes, and falls.

Also, alcohol consumption is associated with an increased risk of

both being a victim of violence and of committing violent acts.

One study found consistent evidence between alcohol consumption and

child abuse and domestic violence. Alcoholism is the most commonly

reported mental disorder associated with suicide. Chronic

alcoholics are at 60 to 120 times higher risk of suicide than the

general population.

QUESTIONS SUBMITTED BY SENATOR SLADE GORTON

INJURY CONTROL

Question: I was delighted with the elevation of the

Division for Injury Control to center status, but I have been

disappointed with the appointment process. What is the

Administration doing to fill the position of Director of the new

Injury Prevention Center?

Answer: We agree it is important to fill this key CDC

leadership position as expeditiously as possible. CDC has formed a
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search committee to identify candidates for the position of

Director, National Center for Injury Prevention and Control. A

list of candidates is currently being prepared, and the position
announcement has been posted.

TRAUMA PREVENTION

Question: Trauma victims are the greatest and most

expensive users of general hospital beds, and yet, we invest so

little in preventing them from coming to the hospital in the first

place. Do you agree that in the grand and expensive schemes to

reform our health care system and focus on preventive medicine, we

should focus specifically on trauma prevention?

Answer: We agree that preventing trauma is one of the best

ways to reduce the number of hospital visits and the resulting
financial burden placed on the health care system. The American

College of Surgeons' guidelines on Optimal Care of the Injured
Patient state explicitly that prevention of traumatic injury is the

most cost-effective component of a trauma system.

Question: Harborview in Seattle, Washington, is among the

nation's premier trauma research centers and serves the entire

Northwestern part of the United States. While the new Center for

Injury prevention represents a commitment to injury control

research, how will funding increases for trauma prevention at CDC

help the university-based research centers?

Answer: The 199A President's budget requests an increase of

$10 million for CDC's injury prevention and control program. The

priority we have chosen for these additional funds is to focus on

preventing domestic violence against women. CDC has proposed to

use part of its funds for this initiative to build our knowledge
base through data collection, research, and evaluation of

intervention strategies about how to prevent violence against
women. University-based research centers should be eligible to

compete for the award of such funds.

E. coli

Question: Earlier this year, in response to an E. coli

epidemic in the state of Washington, the Senate Agriculture
subcommittee on Agricultural Research, Conservation, Forestry and

General Legislation held a hearing on the subject of food safety
reform. At that hearing, I submitted several questions for

response by the Centers for Disease Control (CDC) and it is from
this response that I base the following questions.

In response to one question, CDC cited a 1991 study in which
researchers reached several important conclusions. Of particular
interest to me was the CDC recommendation of the need for

regulations which require that "cooked hamburger patties and other
meats be sufficiently precooked to kill pathogens."

Could you elaborate upon and clarify why CDC researchers
recommended that cooked hamburger patties and other meats be

sufficiently precooked to kill pathogens?

Answer: In 1988, an outbreak of E. coli 0157:H7 infections
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occurred at a junior high school in Minnesota. Thirty-two children
became ill and A were hospitalized. Their illnesses were caused by

precooked ground beef/soy patties eaten in their school cafeteria.

The patties had been heat processed at a manufacturing plant under

USDA inspection, frozen, then distributed to schools in the area to

be warmed. Because they had been cooked, the schools only had to

warm them before serving.

USDA has standard regulations governing the cooking of roast

beef in USDA supervised facilities. These were enacted in 1977

after CDC investigated a series of Salmonella outbreaks caused by

precooked roast beef. However, no such regulations exist for

precooked hamburger patties. CDC researchers recommended that

patties that are heat-processed before distribution be sufficiently
cooked to kill pathogens because these products are purchased with
the assumption that they are safe for human consumption without
additional cooking. This recommendation is for all precooked meat

patties .

Question: What food products is this CDC recommendation
based upon?

Answer: To our knowledge, no regulatory standards exist
to ensure that heat-processed meat patties are free of pathogens.
In response to this outbreak, the USDA proposed specific
requirements for the manufacture of heat-processed uncured meat

patties. However, as of February 1993, no requirements had been

enacted. The manufacture of heat-processed meat patties is

regulated by USDA.

Question: Is the FDA "model food code for states," which

gives the states suggested cooking and temperature guidelines,
insufficient -- in this instance -- to assure food safety?

Answer: The FDA food code covers the handling of meat

patties after they reach the retail/food service/institutional
establishments. USDA would regulate the manufacture of heat-

processed meats which do not require cooking preparation by the

consumer .

Question: Finally CDC research concluded that consumers and

food servers needed to "be aware" that anything but a completely
cooked hamburger may have traces of the E. coli bacteria present.
Does CDC research support the need for safe food handling labels on

meat products to better educate consumers on the need for thorough

cooking of hamburger?

Answer: CDC has recommended that consideration be given to

labeling all ground beef products to indicate that disease risks

exist if the products are not properly handled and cooked, and to

provide information on proper storage, handling, and cooking. We

believe that such informational labels on foods of animal origin,

accompanied by an educational campaign on foodborne hazards and

good food-handling practices, could reduce the occurrence of

foodborne disease in the United States.

Question: I realize that you may not be able to answer this

question at this time, however, what would CDC recommend such safe

food handling labels include in order to educate consumers?
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Answer: CDC researchers would like to determine the impact
of labeling meat by conducting active foodborne disease
surveillance in sentinel sites before and after the introduction of
labeled products. Targeted epidemiologic investigations in these
areas can help to determine the proportion of illnesses caused by
different foods, and the impact of labeling on knowledge,
practices, and prevention of illnesses.

Question: A recent article in the Washington Post discussed
an E. coli outbreak in Massachusetts related to apple juice.
Within this article Dr. Besser, a CDC researcher, stated that he
had made the recommendation that states be required to report E.

coli bacteria infections to public health departments. Currently
only 11 states -- of which one is Washington state -- report cases
of E. coli bacteria infection. CDC stated that mandatory reporting
of E. coli infections would enable a better understanding of some
basic questions associated with the bacteria -- in particular how

many people are sickened by the bacteria each year and is this
number rising? As stated by CDC "national data is not available
because few clinical laboratories look for (the E. coli) organism
routinely, and few state health departments requires laboratories
that identify it in patient specimens to report it to the public
health department."

My question to you is this, how can we help out in getting
states to report E. coli infections?

Answer: Each state has the authority and responsibility
to decide which diseases must be reported to public health
authorities within that state. Recommendations on reportable
diseases are generally made by state epidemiologists through the
Council of State and Territorial Epidemiologists with input from
CDC. The final decision process varies among states, and may
require approval by the state legislature. State epidemiologists
and laboratory directors have a yearly meeting at which reportable
diseases and other issues of mutual interest are discussed. This

year's meeting will occur in June, and a proposal to urge all
states to make infections with E. coli 0157 :H7 and cases of

hemolytic uremic syndrome (HUS) reportable will be discussed. CDC
will participate in these discussions and will urge that all cases
of E. coli 0157 :H7 infection and HUS be reported by state health

departments to CDC, as are other reportable diseases.

A reporting requirement is an important step, but changing clinical
laboratories' procedures so that they culture stools for E. coli
0157:H7 is also critical. If laboratories do not look for the

organism, cases and outbreaks will not be detected. An active
surveillance program for E. coli 0157 ;H7 infections would provide
excellent information on the actual number of infections, the

sources of infections that are not associated with outbreaks, and
the effectiveness of preventive measures.

Question: Does Congress need to legislate this or can it be

done administratively?

Answer; A long standing system is in place whereby states
determine through the Council of State and Territorial

Epidemiologists diseases that merit being reportable to CDC. This

system works very well and no federal legislation is needed.
?
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Question: In response to my questions, CDC stated that the
issue of the E. coli bacteria spreading in child care centers is

"particularly challenging" and that "more research on how to stop
transmission in that setting would prevent future illness and
deaths." I am certain you know that during the E. coli epidemic in

Washington state many children were infected at day care centers,
so this finding, in particular, sparked both my concern and
interest.

What can we do now to stop the spread of this bacteria at day care
centers where children can be especially susceptible to this type
of infection?

Answer; The methods for stopping the spread of E. coli
0157 :H7 in child day care centers are the same as those which apply
to many other infectious diseases that are easily spread in this

setting. These methods are well accepted and are found in several

nationally recognized publications on child care health and safety.
Washing the hands of both children and staff after changing
diapers, before handling food, and after contact with body fluids
or excretions (such as feces) which may contain infectious

microorganisms is key to preventing spread.

Question: Is it simply a matter of improving education and

public awareness of parents and child care center operators?

Answer: More research is needed to find the best means of

delivering hygiene training and ensuring that it is effective in

changing behavior. State and local governments need assistance in

developing appropriate, scientifically based licensing standards
and regulations, and compliance with these regulations needs to be
monitored. For example, inspections should include assessment of
factors such as placement of sinks for handwashing and the use of
disinfectants to clean toddlers' toys.

Surveillance for Illness is not routinely done in child care

settings. Better surveillance would improve understanding of the

dynamics of transmission and provide early warning of possible
outbreaks. Better surveillance could also help to identify
facilities with hygiene problems and permit assessment of whether
new prevention programs are effective in reducing illness. Even
one case of bloody diarrhea in a child or staff member at a child
care center should prompt review of hygiene and increased emphasis
on handwashing.

Question: Are you doing research now on this subject?

Answer: CDC research has documented the importance of

fecal-oral spread in transmitting disease in day care centers and
has shown that a program of aggressive monitoring of handwashing
can arrest outbreaks of diarrhea. CDC has produced a video

describing how one community, with assistance from CDC, halted the
transmission of shigellosis, another diarrheal disease that spreads
easily in child care centers by the fecal-oral route. Copies of
this video are being distributed to all state health departments.

\

CDC is working with the Seattle-King County (WA) and San

Diego County (CA) Health Departments in collaborative research and
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demonstration projects to assess the effectiveness of surveillance
and other health department activities in preventing the spread of
infectious organisms like E. coll 0157:H7 in child care settings.

However, fecal-oral transmission can occur in settings where
hygiene is relatively good. Decreasing the contamination of the
food supply and improving the handling and cooking of meat are
critical in preventing the initial case that brings E. coli 0157:H7
into the day care center.

Question: CDC stated that research being done on the E.

coli bacteria at Washington State University was "critical to

answering the many questions we have about the ecology of E. coli
on farms," And a further reading of CDC's responses to my
questions leads one to the conclusion that simply not enough
research has been done on the E. coli bacteria. Is it true that
research being done on E. coli at Washington State University is
critical to answering the many questions we have about the ecology
of E. coli on farms?

Answer: Research of the type being done on E. coli at

Washington State University and other sites is critical to

answering the many questions we have about the ecology of E. coli
0157 :H7 on farms.

Question: In your opinion, are we doing enough research on
E. coli that cause diarrhea?

Answer: Illness due to infection by E. coli 0157:H7 is

virtually unmonitored in the United States, and most of what we
know has been gained at the expense of hundreds of ill people.
Although outbreak investigations provide important information
about this bacterium, more research is needed. Carefully designed
studies of sporadic cases of E. coli 0157 :H7 infection and other
foodborne diseases are needed to determine the major modes of

transmission, the populations at risk, the risks and benefits of

therapy, and the best ways to prevent more illnesses. Although E.

coli 0157:H7 is by far the most common of the diarrhea-causing E.
coli in the United States, other E. coli types also cause diarrhea
and HUS . Very little work is being done to determine how important
these E. coli types are as a cause of diarrhea and HUS.

SUBSTANCE ABUSE AND MENTAL HEALTH SERVICES
ADMINISTRATION

SUBSTANCE ABUSE BLOCK GRANT

Question. There is a compelling need for drug abuse

treatment in rural and urban areas alike. Last year, I spent a

lot of time and effort revising the Substance Abuse Block Grant

formula to make it fair to rural states. The new block grant
formula focuses on pregnant women, IV drug users, and prevention
and assures the equitable national distribution of limited Federal

funds to expand treatment capacity. For the foregoing reasons, 1

am disappointed that the President's budget level funds the

Substance Abuse Block Grant and, instead, focuses investment
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funding in the Capacity Expansion Program. Why didn't you
increase funding for the Substance Abuse Block Grant?

Answer. The 1994 President's Budget includes an additional

$90 million for challenge grants to expand treatment services to

an additional 30,000 persons. The Capacity Expansion Program
(CEP), rather than the Substance Abuse Block Grant, was used to

fulfill the Presidents's goals since it is the most efficient

mechanism for increasing drug treatment capacity. CEP is

specifically targeted to areas of greatest need and each dollar

must be used to expand drug treatment. The Block Grant, in

contrast, is distributed to all states based on a general formula.

Given the various set-asides for data collection, technical

assistance, evaluations, administrative costs, primary prevention,
and alcohol, only about one-third of each dollars would be

available for drug treatment activities.

Question. How many persons will receive substance abuse

treatment services with funds from the Substance Abuse Block Grant

under the President's FY 1994 budget?

Answer. We estimate that almost 180,200 persons will be

provided treatment for drug abuse in 1994 in State programs

supported by the Substance Abuse Block Grant.

Question. How does this compare with FY 1993?

Answer. This is a reduction of approximately 8,500 persons

resulting primarily from the increase in the average cost per
treatment slot.

CHILDREN'S MENTAL HEALTH SERVICES

Question. Approximately 7.5 million American children have

a diagnosable mental or emotional disorder of whom nearly half are

severely disordered. Only one-fifth of these 3-4 million children

are estimated to be receiving appropriate services. Children in

need of mental health services often do not receive it or they
receive inappropriate care. What steps does the Federal

government need to take to improve mental health services for

children?

Answer. The Center for Mental Health Services (CMHS) is

leading Federal government efforts in a coordinated multi-

dimensional effort to address problems. One dimension is a

leadership and technical assistance role to communicate the nature

of the problem and the broad range of service system improvements
which are possible. Another dimension is support of rigorously
evaluated research demonstrations of system infrastructure
innovations and family support development. Finally, we need

fully functioning mental health service systems for children.

Federal support can leverage State and local resources and inspire
needed changes in service systems and family support
organizations .

Question. Why doesn't the President's budget increase

funding for children's mental health services?

Answer. This year the President identified increases for

drug abuse treatment funding in SAMHSA as a priority. Overall,
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children's services continue to be a part of the President's
investment package and will be addressed in other parts of the

Agency's programs.

Question. Describe the four grants funded in FY 1993.

Answer. No grants have yet been awarded in FY 1993, but we

expect to make all awards by September. Funding for this new

program was uncertain until late last fiscal year when the

authorization was enacted. The Center has requested applications
with a receipt date of July 16, 1993. The review process will be

completed by the end of August, 1993 and the grants funded in

September .

CAPACITY EXPANSION PROGRAM

Question. How will the $90,000,000 for treatment expansion
in the President's investment package be used?

Answer. Approximately $66,800,000 of this funding will be

used to provide Capacity Expansion Program (CEP) grants to

community-based providers to expand and enhance treatment capacity
and reduce the numbers of patients waiting for drug abuse
treatment services. The remaining $23,200,000 will be used to

continue grants for residential programs to treat Pregnant and

Postpartum Women and their Children, programs begun in 1993 with

(one-time) earmarked funding from the Substance Abuse Block Grant

(SABG) set-aside.

Question. Hasn't experience shown that existing programs
are better than new programs for getting funds to States quickly?

Answer. The difficulties we have seen are not the result of

delays in getting funds to the States, but delays in the States

providing funds to treatment service providers. States vary
considerably in how quickly they obligate federal funds. States
have had problems getting Block Grant funds to service providers
in a reasonable amount of time. Much of this problem was related
to State funding cycles. The Block Grant legislation has been
amended to provide up to two years of State obligation of Block

Grant funds. We have no reason to assume that on average, these

Block grant funds will reach service providers more quickly than

categorical grants; moreover, all CSAT announcements for 1993

require State grantees to obligate categorical funds to projects
within 90 days of award, and thus we anticipate no delays.

Question. Is the $90,000,000 proposed for the Capacity

Expansion Program to be directed to alcohol, drugs, or both?

Answer. From the $90,000,000, the $66,800,000 allocated to

CEP is for treatment of primary drug abuse. The remaining
$23,200,000 that will be used to continue the residential Pregnant
and Postpartum Women (PPW) program which likewise focuses on drug
abuse treatment.

Question. Capacity expansion grants require a State match,
which progresses from $1 for each $9 of Federal funds to $1 State

dollar for every $3 Federal dollars. Is it realistic to expect
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States to meet this match in light of the tough fiscal climate
that currently exists?

Answer. States and localities have responsibility to share

equitably, with the Federal government, in the provision of
addiction treatment services at the community level. The State
match has been previously utilized in capacity expansion efforts,
with States successfully making such funds available. An

important point regarding the match is that local commitment is

essential to the long-term viability of responsible community
treatment service programs, as the state then has an investment in
a project's continued success.

Question. If the Committee consents to provide these funds,
how would the Department assure an equitable distribution of funds
between urban and rural areas, where alcohol remains the primary
drug of choice?

Answer. The Capacity Expansion Program announcements will

emphasize the need to solicit applications from non-urban (rural)
locations in States. Previous CEP efforts resulted in award of

approximately 1 rural grant for each 2 urban grantees.

CENTER FOR MENTAL HEALTH SERVICES

Question. Why does the President's budget provide level-

funding for the Center for Mental }lealth Services?

Answer. The President's budget included investment
increases primarily for drug abuse prevention and treatment,
immunization, AIDS, tuberculosis, and women's health. Although no
additional funding was requested for CMHS, some additional funding
for the mental health related activities will be supported by some
of SAMHSA's other programs. For example, in looking at the

prevention services for SAMHSA
,
we included children as one of our

target populations. In addition, we can say that the Health Care
Reform Task Force is reviewing the role of mental health benefits
in the context of health care reform.

ADAMHA REORGANIZATION

Question. Uhat is the current status of the agency's
reorganization?

Answer. The ADAMHA Reorganization was approved by the

Secretary, HHS
,
with an effective date of October 1, 1992. This

reorganization resulted in the research grant and contract- related
functions transferring to the National Institutes of Health, wliile

the research demonstrations and formula grant programs that were
services-oriented transferred to the newly established agency,
Substance Abuse and Mental Health Services Administration
(SAMHSA). Also, data collection and evaluation activities related
to services transferred to SAMHSA, including the drug testing
programs and drug- free workplace program. The ADAMHA Block Grant
was split between Mental Health and Substance Abuse and
transferred to SAMHSA. Within SAMHSA three centers and four
offices were created. The three Centers are the Center for Mental
Health Services, the Cf^nter for Substance Abuse Prevention, and
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the Center for Substance Abuse Treatment. The four offices are
the Office of Applied Studies, the Office for Women's Services,
the Office on AIDS, and the Office of the Associate Administrator
for Alcohol Prevention and Treatment Policy.

When the Secretary approved the establishment of SAMHSA last fall,
he also approved a study to examine the most efficient and
effective way that support functions can be provided to SAMHSA

programs. The Assistant Secretary for Management and Budget
(ASMB) and the Assistant Secretary for Health (ASH) disagreed
about how to best organize program support functions accounting
for 38 percent of the full-time equivalents (FTEs) in SAMHSA. The

study was commissioned by ASMB for the purpose of providing advice
to the Secretary, ASH, and the Acting Administrator, SAMHSA,

concerning the organization of these functions and whether the

level of personnel resources devoted to them is consistejit with
the objective of optimizing available resources for programmatic
activities. The study group, which was composed of senior HHS

staff, was organized and began its work on November 23, 1992. The
seven major program support functions examined were: 1) budget; 2)

personnel management; 3) grants management and contracts

management; 4) information systems; 5) management policy and

operations; and 6) planning, policy, and legislative analysis; and

7) communications.

The study group completed its review in April and developed a

report including findings and recommendations. Selected key
highlights of the report included:

o The proportion of staff devoted to program support
functions in SAMHSA is relatively high when compared
to other PHS and HHS components. The ."itudy group
recommended that 30 to 35 positions be gradually
shifted from program support functions to direct

program functions.

o The study group concluded that the SAf-IHSA program
support functions currently located witliin an Office
of Management, Planning, and Communications, should be

redistributed within the agency, with certain
functions being centralized, others decentralized, and
some shared. This means that a formal reorganization
plan will need to be developed for the Secretary's
approval .

After the stvidy was completed, a SAMHSA Team was established by
the Acting Administrator, SAMHSA, to implement the recommendations
of the study group. The team has now completed its work. The
team recommended that 31 FTEs be transferred from the seven

program support areas to direct program operations over the next
2-3 years. We have already begun to implement the shifts in

affected program activities using current vacancies or new ones as

they occur in these areas. The Agency is developing a revised

reorganization proposal which will be submitted to the Secretary
for approval and which will incorporate the recommendations from
tlie HHS study group.

f
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CAMPUS PROGRAM

Question. What have you learned from the Campus project and

why do you plan to phase out the program?

Answer. These projects were initially intended as a three-

year effort, and the agreements signed with the States of Texas
and New Jersey required these States to assure the continuation of

funding after Federal support was terminated. The Federal

government has provided 80 percent of the costs for the past
years, or $54 million total, with the States matching the other 20

percent.

At the outset, the Campus project demonstration had three major
goals: 1) to expand residential treatment; 2) to provide a

setting for research in residential treatment; and 3) to determine
whether this general approach to expansion of residential
treatment services was more rapid or more cost-effective than the

use of discretionary grants or block grant funds.

We have learned much from these projects, but, unfortunately, not
as much as earlier expected. First, we learned that even when we

began with existing facilities, which had previously been in use
for treatment, we could not expand residential capacity as quickly
as intended. Even where the proposed function was ostensibly
supported by the community, the facility renovations were still

subject to requirements for approval by multiple State and local
boards charged with various aspects of facility approval and

licensing. Although a large number of patients have been

receiving treatment, it is now projected that these facilities
will not be able to function at full capacity until the summer of
1993.

Secondly, the hope of conducting research on residential treatment
has been frustrated by the delays in capacity expansion. While we
believe that one of the Campus projects will eventually yield
useful data, some changes are needed in the other Campus project
before treatment data of any value can be expected.

Finally, in terms of achieving economies of scale, the experience
is mixed. The cost for services on one campus is actually higher
than if the funds had been awarded directly to individual
providers. On the other Campus, we believe that there will be
some economies of scale and that a population that has in the past
utilized high cost and acute medical facilities will have its
medical needs met at far lower costs in the Campus setting.

FETAL ALCOHOL SYNDROME (FAS) AND FETAL ALCOHOL EFFECT (FAE)

Question. Wliat is SAMHSA doing to prevent and treat Fetal
Alcohol Syndrome and Fetal Alcohol Effect?

Answer. The Center for Substance Abuse Prevention (CSAP)
has six Native American Pregnant and Postpartum Women and Their
Infants (PPWI) Demonstration grants that primarily focus on

FAS/FAE. These comprehensive programs incorporate prevention and
treatment components for women and their children, and place a

strong emphasis on breaking the cycle of alcohol abuse during
pregnancy. Additionally, CSAP has major public outreach efforts.
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including distribution of agency materials, such as Alcohol .

Tobacco, and Other Drugs May Harm the Unborn , through the National
Clearinghouse for Alcohol and Drug Information and the National

^

Perinatal Addiction Prevention Resource Center. CSAP also has I

communication cooperative agreements through which new products ,'

are being developed to promote alcohol, tobacco, and other drug \^

prevention messages to girls and women of childbearing age about '

the dangers of these substances before, during, and after

pregnancy.

SAMHSA's Center for Substance Abuse Treatment (CSAT) has two new

grant programs for residential treatment relevant to pregnant and

postpartum women who abuse drugs alone or in combination with
alcohol. One program is a residential program for Pregnant and

Postpartum Women (PPW) and the other program is a residential

program for addicted women with dependent children. The FY 199^
President's Budget requests $A9.2 million for these two programs.

Finally, the Associate Administrator for Alcohol Prevention and
Treatment Policy serves as the focal point for coordination of
these many FAS/FAE efforts and initiatives through a SAMHSA
alcohol policy work group as well as an interagency alcohol policy
group.

Question. What kinds of coordination exists among the

research, training, prevention, and services aspects of this
effort?

Answer. The Associate Administrator for Alcohol Prevention
and Treatment Policy has established an internal alcohol policy
committee to coordinate all alcohol programs across the three
SAMHSA Centers. One representative from each of the Centers
serves on this committee along with one person from the National
Institute on Alcohol Abuse and Alcoholism (NIAAA) policy office.
The committee identifies issues and gaps in existing programs and
makes recommendations for program enhancement or expansion to the

Center Directors.

The Office of the Associate Administrator for Alcohol Policy is

also developing a state-of-the-art paper on FAS issues which will
include research, prevention, treatment, surveillance, diagnosis,
and public education issues.

In regard to the PPWI program, CSAP works collaboratively with the
Health Resources and Services Administration through the Maternal
and Child Health Bureau on a number of projects; and with the
Administration for Children and Families through the Head Start
Substance Abuse Workgroup.

PREGNANT WOMEN IN NEED OF TREATMENT

Question. How many pregnant women are in need of treatment?

Answer. Btised on data from the Center for Healtli Policy
Research, The George Washington University, "approximately 105,000
pregnant women need drug treatment on an annual basis (Institute
of Medicine, 1991)." The number of pregnant women actually
seeking drug treatment is not known.
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Question. What portion actually receive care?

Answer. Again, based on the data from the Center for Health

Policy Research, The George Washington University, "only 30,000
receive at least miniinal drug counseling. A fraction of these

women receive comprehensive care (Institute of Medicine, 1991)."

Question. How does the President's budget expand treatment

services for pregnant women?

Answer. Expanding the Nation's drug abuse treatment and

prevention capacity for pregnant women and children is a priority
of the President's investment increases in 199/4. Of the $90
million in proposed investment increases for SAMHSA, $23.2 million

will be used to continue existing residential treatment programs
for substance abusing pregnant and postpartum women that were

funded in 1993 from the Substance Abuse Block Grant set-aside.

Including these funds, SAMHSA expects to spend about $95 million

in total in 199'i for programs directly providing drug abuse

treatment and prevention services to pregnant and postpartvim women

and infants.

In addition, indirect funding expected to benefit women within

other drug abuse treatment and prevention programs where women are

a major target population is expected to rise to $112 million in

1994, a $35 million, or 46 percent, increase. Included in this

increase is at least $22.1 million of additional Capacity
Expansion Program funds projected to be used for pregnant women.

These funds are part of the other $66.8 million component of the

President's $90 million investment increase for drug abuse

treatment .

DATA COLLECTION

Question. SAMHSA has been cliarged with significant

authority for data collection. What is your total FY 1994 data

collection budget from all sources?

Answer. Data collection is conducted primarily through
projects funded by the SAMHSA set-asides from both the Substance
Abuse Prevention and Treatment Block Grant and the Community
Mental Health Block Grant. The total estimated 1994 budget for
this activity is $33,530,000, including $3,500,000 from direct

funding. This is an increase of $15.6 million over 1993; however,
it should be noted that 1993 data collection funding from the set-
aside was much lower because of the requirement to fvind a $22.6
million residential treatment program for Pregnant and Postpartum
Women.

TREATMENT SLOTS

Question. How many treatment slots are currently funded by
the Federal government and how many more will be provided under
the request?

Answer. In 1993, there are 100,360 Federal ly- funded
treatment slots. The 1994 President's Budget proposes an increase
of 9,547 slots, for a total of 109,907.
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drug use reduction is an increasing awareness that use of illicit

drugs is dangerous. For example, 34.0 percent of high school
seniors in 1985 reported that there was "great risk" in trying
cocaine, whereas in 1991, 59. 4 percent believed this.

These decreases in current illicit drug use do not toll the whole

story, however. A more detailed analysis of the available data
shows that decreases in use have not been uniform across different

population groups and types of users. For example, the estimated
number of frequent cocaine visers (defined as those wlio used on a

weekly basis during the past year) has changed little since 1985

(647,000 in 1985 and 625,000 in 1991). A comparison of frequent
cocaine users in 1985 to those in 1991 also suggests that the

users in 1991 are older and more likely to be using heroin.

Decreases in prevalence rates have also been greater in some

demographic groups than in others. For example, as the younger
drug using cohorts of the 1970s become older adults in the 1990s,

they have increasing impact on the prevalence rates for the older
adult age group, so that no decreases in current drug use have
occurred in this age group. Decreases iii cocaine vise since 1985
have been more substantial among whites than among blacks or

Hispanics. The number of new visers of cocaine per year began to

decrease in the early 1980s among whites, bvit continued to rise

among blacks and Hispanics throvigliovit the 1980s.

Recently released data from the Monitoring tlie Fvitvire (MTF) study
have indicated that rates of cocaine and marijuana use may have
been higher among eighth graders in 1992 than among eighth graders
in 1991. These increases were small, bvit they raise concern that
the declines in vise among yovith since the late 1970s may be

revers i ng .

Results from the 1992 National llovisehold Survey on Drvig Abuse were

recently released and showed a continuing overall declining
pattern of drug abuse in the U. S. population. The nvimber of
Americans aged 12 and older currently vising illegal drugs
decreased 11 percent, from the 12.8 million to 11.4 million in
1992. The survey also showed that, contrary to broader trends,
the use of drugs among those aged 35 and older is at the same
level as in 1979. This level trend among older adults is believed
to be related to the aging of the heavy drug vising groups of the
1970s.

COORDINATION OF ACTIVITIES

Question. Wliat kinds of communication and coordination
exist between the Center for Mental Health Services and the
National Institute of Mental Health?

Answer. A Memorandvim of Understanding is being cleared
within SAMHSA that will formal i?;e services reseaich collaboration
between SAMHSA and the throe Institvites that transferred to NIH.
This collaboration will be geared toward (1) focusing on the
services research activities of the Institvites and (2)

disseminating the research resvilts to health professionals and the

general public.
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Among CMHS and NIMH, there continues to be frequent communication
between these components on a range of mental health issues. CMllS

and NIMH are planning to cofund a mental health services research
conference organized by the National Association of State Mental
Health Program Directors, and are developing a joint conference on

'bridging the gap between services and research' in FY 1994. The
two agencies have been coordinating on the analysis of CMHS and
NIMH data bases that are necessary for National Health Care
Reform. Staff members of the two agencies frequently collaborate
on program development; for example, a CMHS staff member served as

reviewer on an NIMH prevention research training report and NIMH
staff participated in CMHS prevention workgroups. CMHS consulted
with NIMH in the process of developing definitions of "serious
mental illness" in adults and "serious emotional disturbance" in

children and adults as mandated under P.L. 102-321, and NIMH staff
will also participate in two upcoming meetings to develop
estimation methodologies. In addition, CMHS has and continues to

share information such as Requests for Applications (RFAs) and

Program Announcements (PAs) as well as notifying the NIMH of

upcoming meetings/workshops and conferences.

Question. What kinds of communication and coordination
exist among the Centers for Substance Abuse Treatment and
Prevention and the National Institute on Alcoholism and Alcohol
Abuse and the National Institute on Drug Abuse?

Answer. The Memorandum of Understanding on services
research also includes the collaboration of efforts between SAMHSA
and NIAAA and NIDA.

The Center for Substance Abuse Prevention (CSAP) has and continues
to maintain extensive communication and coordination with CSAT,
NIDA, and NIAAA. These agencies share the responsibility for
review of all Program Announcements. In addition, meetings and

workgroups are held between the staff of the different agencies to

coordinate programs in similar cities; collaborate on programmatic
issues; and co-sponsor related conferences. CSAP also coordinates
the clearinghouse services for CSAT, NIDA, and NIAAA.

The Center for Substance Abuse Treatment (CSAT) and NIDA have

established an agreement to meet on a monthly basis as needed, to

discuss issues of common concern and interest. Initially, these

meetings have focused on a sharing of information on discretionary

grantee portfolios of the respective agencies. This includes

information on who the grantees are, what they are doing, and what

populations they are serving. CSAT also collaborates on an

ongoing basis with NIDA and NIAAA to promote the study,
dissemination, and implementation of research findings that will

improve the delivery and effectiveness of treatment services. An

ad hoc training committee meets quarterly and includes CSAT, CSAP,
NIDA and NIAAA representatives who will develop programs to meet

identified needs.

BLOCK GRANT SET -AS IDE

Question. Provide detail on the allocation of the five

percent set-aside from the Substance Abuse Block Grant.
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Answer. By law, the Substance Abuse Block Grant set-aside
can only be used for data collection, technical assistance, and

for program evaluation. From the total 1993 set-aside of

$56,525,000, a one-time allocation of $22,610,000 was directed to

be used to support residential Pregnant and Postpartum Women's

programs. In 1996, these funds will be used primarily for data

collection continuation costs and technical assistance through the

State Systems Development Program.

The break out of the estimates for the block grant set-aside are

as follows:

1994
1993 Est. Pres. Budget

Proposed Activities:
Data Collection $12,307,000 $26,120,000
Technical Assistance 10,123,000 19,100,000
State System Evaluation. . . . 180.000 ^^^

Subtotal 22,610,000 45,220,000
P.L. 102-321 Earmarks:

Prevention 11,305,000 11,305,000

Pregnant and Postpartum Women. 22 .610 .000

Subtotal, Earmarks 33.915.000 11.305.000

Total, SABG Set-aside. . . . $56,525,000 $56,525,000

ALCOHOL ABUSE TREATMENT AND PREVENTION

Question. Most experts agree that alcohol is the number one

drug problem in the country. Break out the President's budget

request for SAMHSA's efforts on alcohol abuse treatment and

prevention.

Answer. SAMHSA has established an internal alcohol policy
committee to coordinate all alcohol programs across the three

SAMHSA Centers. The committee identifies issues and gaps in

existing programs and makes recommendations for program
enhancement or expansion to the Center Directors. However, at

this time we have not developed a specific budget for these

activities since they are an integral part of other ongoing
activities supported by the Centers.

INTRAVENOUS DRUG USERS

Question. There is no indigenous, well-financed, organized
constituency for IV drug users. What is SAMHSA doing to assist

nascent forces in developing such an organized constituency?

Answer. Within the broad health care arena, organized
groups of patients have exerted considerable influence over the

thrust and substance of public health policy. However, in the

field of substance abuse, the evolution of constituent

organizations has not occurred as it has in acute or primary care.

Although Alcoholics Anonymous, Narcotics Anonymous and Cocaine

Anonymous promote services and offer support for individuals and

families with alcohol and other drug problems, their primary
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function Is not to serve as an organized constl^uency . In part,
this is attributable to the stigma and considerable societal
disdain and often, illegality, that has been associated with the
substance abuser. Also, addicted individuals with active drug
using behaviors (as opposed to those in recovery) are not

generally oriented to developing constituent organizations.

CSAT, in conjunction with the Centers for Disease Control and

Prevention, is planning as part of its HIV/AIDS Outreach program
to hold a national conference on outreach. Since many of the
outreach workers are former drug users in recovery, there is some
likelihood that they may choose to create a constituent

organization of former users who are engaged in providing outreach
services. However, beyond supporting this conference, neither
CSAT nor SAMHSA have the authority to provide assistance in

setting up such constituent organizations.

SUBSTANCE ABUSE PREVENTION IN RURAL AREAS

Question. What innovative and successful approaches to

substance abuse prevention in rural areas has the Center for
Substance Abuse Prevention supported?

Answer. Initially, we expect to spend at least $29 million
on substance abuse prevention activities related to rural areas.
CSAP's Pregnant and Postpartum Women and Their Infants (PPWI) and

High Risk Youth (HRY) demonstration grant programs support
innovative client-oriented prevention efforts in rural areas. The
effective PPWI programs utilize case management as a primary
strategy. These programs employ a comprehensive approach to the

prevention needs of the client. Among the HRY grantees, many of

the rural grants are targeted specifically to Native American
communities. These projects demonstrate promising models by using
cultural approaches which emphasize the strengths of traditional
values .

Community empowerment is another critically important strategy in

rural areas. The community mobilization model recognizes the

interconnection of health and social problems within a group or

locale, and involves members of the group in the solution of their

self - identified AOD and related problems. Through the Community
Partnership Program, CSAP supports the formation of public/private
partnerships in individual communities across the nation. These

successful projects utilize multiple agencies in a coordinated
services approach to the prevention of Alcohol and other Drugs
(AOD) .

The Communication Cooperative Agreement Program implements
innovative and successful prevention approaches in rural areas.

Successful program provide coordinated multi-media (video, radio,

print) approaches which address the prevention needs of the target

population. These multi-media campaigns emphasizes the importance
of community involvement, and empower many individuals to serve as

catalysts for change.

In addition, CSAP supports the National Rural Institute on Alcohol
and Drug Abuse, a Regional Alcohol and Drug Awareness Resource

(RADAR) Network Specialty Center. This Center offers various
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services directed at the prevention needs of rural populations.
The services available through the Center include library,
information and referral, outreach, and promotional/marketing
services .

CSAT TRAINING PROGRAM

Question. Do we have an adequate supply of well-trained
substance abuse treatment counselors in the area of drug abuse?

Answer. We believe there are not enough well trained
substance abuse treatment counselors. The need for more
well-trained addiction counselors is critical to improving
outcome of treatment and this need continues to increase. There
are currently 35,000 certified counselors in the U.S. as reported
in the National Drug and Alcoholism Treatment Unit Survey
(NDATUS) , and approximately 18,000 more counselors who are

partially trained but not certified. The National Association of
Alcoholism and Drug Abuse Counselors estimates that in order to

meet the increased demand for treatment, over 30,000 newly
credentialed counselors would have to be added to the treatment
workforce. Counselors make up 50% of the clinical staff providing
treatment services.

Many States lack a formal system for counselor training. Further,
low salaries, high levels of burnout, and the frustrations of

working with difficult clients all contribute to a high turnover
in counseling staff. The 1994 request includes approximately $8.2
million for training needs related to substance abuse treatment.

Question. Break out the components of the CSAT Training
Program.

Answer. Currently, CSAT is implementing the training
programs transferred from the National Institute on Drug Abuse
under the 1992 reorganization of the Alcohol, Drug Abuse and
Mental Health Services Administration as well as the training
programs from the Center for Substance Abuse Prevention's National

Training System.

Components of the training program include:

• Counselor Certification. The Project for Addiction
Counselor Training (PACT) was developed to provide career

development opportunities to increase the number of
credentialed alcohol and drug abuse counselors nationwide
and to help make the treatment force more reflective of

persons who are seeking treatment.

• Special Population Programs. This component includes

training designed for special ethnic groups, women and
adolescents. The training programs are specifically
designed for addiction specialists and other treatment staff
who work with members of these populations considered to be
at high risk for HIV/AIDS as a result of their substance
abuse .

• Training System Development. Assistance is provided to

States on an individual basis to help them develop and
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sustain State alcohol and drug a1>use agency training

systems .

• Evaluation. This component is designed to provide national

level outcome and follow-up evaluation of targeted CSAT

training programs. In addition, it is designed to increase

the ability of State and local treatment programs to analyze
their needs and the effectiveness of their programs.

• Ancillary Services. These services are provided in tandem

with components cited above and include:

Provider training and Training of Trainers.

Technical Assistance (TA) . TA is on-going and

provides support across all training programs.

While recognizing that the components cited above are key

ingredients for any ongoing training system, the Center for

Substance Abuse Treatment is currently undertaking two additional

initiatives which will serve to strengthen the national pool of

addiction workers in general and that of substance abuse

counselors in specific. These initiatives include:

1) Establishment of 5 - 7 Addiction Training Centers

(ATCs). CSAT has recently published an RFA for the

creation and/or enhancement of Addiction Training
Centers. The primary goal of this program is to

develop and maintain a network of ATCs responsible for

cultivating a cadre of health and allied health

practitioners devoted full-time to the practice of

addiction treatment and recovery in publicly- funded

programs .

2) CSAT is conducting a two phase national level manpower
needs analysis. First, it is intended to provide a

quick assessment of the status of current substance

abuse training activities in this country. Second, it

is intended to design a broader, state of the art

substance abuse training needs analysis study to

identify the direction CSAT substance abuse training
should go in the next five to fifteen years.

Since the beginning of FY 1993, CSAT has provided training and

technical assistance for over 2 thousand addiction workers (most
of whom are counselors). Further through its Project for

Addiction Counselor Training (PACT), over 169 courses have been

conducted across the country for ^,821 individuals who have either

recently entered the counseling field or are training to enter the

field.
BLOCK GRANTS

Question. What does the Federal government know about how
States are using the funds Congress has appropriated for the
Substance Abuse and Mental Health Services Block Grants?

Answer. The new Mental Health Services Block Grant requires
States to provide a report of how the funds from the previous
fiscal year were expended and a plan for intended use of the funds
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for the current fiscal year. CMHS plans to compile information

currently available in block grant applications on how States

expend mental health block grant funds, and include that

information as part of a report to Congress due in January 1994.

In FY 1991, the Center for Substance Abuse Treatment embarked on a

comprehensive effort to enhance the monitoring and accountability
of States through the development of the State Systems Development

Program. This program includes a standardized State application
and annual plan for the delivery of services, the conduct of 60

State and Territory technical reviews to ensure compliance with

the Federal regulations, and the provision of technical assistance

to States to enhance the service delivery system. Information
from these efforts is an integral part of CSAT's ongoing
information database, revealing a diversity of State responses to

the requirements of the Federal legislation. CSAT is compiling
these data for use in a report due to Congress in January 1994.

Question. Can you explain the delays in making State awards

from both block grants?

Answer. In the case of the Substance Abuse Block Grant, the

new legislation required the development and publication of

regulations to govern State activities prior to making awards
after January 1, 1993. The complexity of the legislation and

resultant regulations delayed award of the Substance Abuse Block
Grant funds until their approval and publication in the Federal

Register on March 31, 1993. CSAT has awarded funds through the

third quarter of FY 1993 to all States with approved applications.

The Mental Health Block Grant application receipt date was

December 31, 1992. Twenty-one of the fifty-nine jurisdictions
submitted applications prior to the deadline; however, eighteen of

those were submitted on December 30. Accordingly, the major part
of the review process could not begin until mid-January. Thirty-
seven jurisdictions submitted applications after the receipt date,
one Territory has yet to submit its application. All applications
were reviewed within a reasonable timeframe; for example, the

Texas application was received on April 1 and reviewed on April
13. As of May 31st, 39 grants had been awarded. Another nineteen

applications have been reviewed and their results are pending or

waiting receipt/review of additional programmatic or business

management material.

HEALTH CARE REFORM

Question. A major problem facing policy makers is how best
to finance treatment and care for persons with severe mental
illnesses. How do you perceive SAMHSA's programs fitting into a

national health care reform plan?

Answer. The final shape of the new health care system can
not be forecast until the Administration submits its reform

package and Congress has taken action on it. Mental health and
substance abuse services are likely to be integrated into a

reformed national health care system, but the scope of benefits
and phasing schedule can not be forecast at this time. Transition
to a reformed mental health/substance abuse (Mll/SA) service system
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will require SAMHSA to integrate its services and programs with
the national health care reform program. For some time SAMHSA has
been involved in the PUS transition planning process to identify
issues which will have to be resolved to make healtli care reform
work smoothly.

QUESTIONS SUBMITTED BY SENATOR TED STEVENS

NATIVE AMERICANS AND ALASKAN NATIVES

Question. To what extent does the FY 199^4 SAMHSA budget
reflect prevention initiatives which are culturally relevant to

Native Americans generally, and to Alaskan natives specifically?

Answer. The FY 1996 Center for Substance Abuse Prevention
(CSAP) budget includes an estimated $12.0 million to support on-

going and expected new prevention demonstration grants which

target the Native American and Alaskan Native populations.
Approximately $1.0 million (of the $12.0 million in F^' 1994) is

expected for grants which address the specific prevention needs
of Alaskan Natives.

Question. A few weeks ago, I learned of yet another Alaska
native youth's death due to inhalant abuse. Wliat are the

specific physical, emotional and mental effects of inhalant

abuse, and what can we do to promote a healthy lifestyle in

remote, largely unemployed communities?

Answer. The Center for Mental Healtli Services reports that
the specific physical, emotional, and mental effects of inhalant
abuse include acute and chronic aspects. The acute pliase has
been described as a "quick drunk" and may resemble alcohol
intoxication - lightheadedness, disinhibi tion, early excitation
followed by sedation. Heavy exposure may result in dizziness,
confusion, hallucinations, and staggering gait. Death, while

rare, is generally secondary to heart arrhythmia or respiratory
depression. Not surprisingly, alcoliol is frequently a secondary
drug of abuse.

Chronic use is associated willi weight loss, lack of

concentration, lack of coordination, and multiple neurologic
syndromes as a result of brain damage. As with other drug
dependencies, the inhalant user may have poor social skills and

involvement with the criminal justice system. It has been

suggested that these individuals have a higher degree of self-

destructive behavior then other drug abusers. This in part has

been cited to explain an apparent resistant to treatment
interventions among inhalant abusers. They may require longer
periods of treatment, particularly if cognitive deficits are

present as a result of brain injury.

CSAP seeks to promote a healthy lifestyle through its efforts at

preventing alcohol, tobacco, and other drug use and/or abuse.

CSAP's programs provide a national focus for a comprehensive and

long-term approach to substance abuse prevention.

In particular, CSAP's High Risk Youth (HRY) demonstration grant
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program supports projects which address the many factors that

place a child at risk for using alcohol, tobacco and other drug
use. The HRY grantees, targeted specifically to Native

American/Alaskan Native communities, demonstrate promising
alcohol, tobacco and other drug use prevention models by using
cultural approaches which emphasize the strengths of traditional
values. Community empowerment is another critically important
strategy in rural areas and is central to prevention of alcohol,
tobacco and other drug use with Native Americans. The community
model recognizes the interconnection of health and social

problems within a group or locale, and involves members of the

group in addressing their community's problems.

Question. What information does SAMHSA have about what
works in preventing and intervening in inhalant abuse? I am

informed that there are only a very few facilities in the country
which have the ability to work with this particular type of
addiction .

Answer. CSAP demonstration grants have identified many
promising prevention strategies which combat inhalant abuse among
adolescents. Successful strategies include individual and family
life skills programs, positive peer-group approaches, and school
and community -based cooperative learning prevention programs.

Based upon the evaluation results of the first cohort of High
Risk Youth grants, CSAP developed the Signs of Effectiveness
which identifies groups of risk factors and presents examples and

findings from successful HRY prevention strategies. A copy of

the report will be submitted under separate cover.

The Center for Substance Abu,«;e Treatment currently funds two

programs that specialize in treatment of inhalant abuse. One of

those programs, located in Huron, South Dakota, focuses on

treatment of American Indians and was funded in Fi' 1992 at a

level in excess of $500,000. The other program, located in

Mandan, North Dakota, focuses on treatment of adolescents. While
these are the only treatment programs CSAT funds that specialize
in treatment of inhalant abuse, many substance abuse programs
treat inhalant abusers as one population among many.

We do not know enough about what types of treatment are effective
for different populations of inhalant abusers in the United

States. Data from local evaluations of both of these projects is

currently being analyzed by staff of the Evaluation Branch in

CSAT. Tlie analyses focus on program administration, program
effectiveness and outcomes.

In FY 1993, CSAT is initiating a new program for rural, remote,
and cultvirally distinct populations. Tliis program is designed to

improve the availability, accessibility and effectiveness of

substance abuse treatment services for individuals with

culturally distinct characteristics, including Alaskan Natives,
who reside in areas that are rural, remote or geographically
isolated. CSAT plans to fund 4 such projects.

Question. Could SANUSA develop a prevention proposal which

would specifically target Eskimo youth? I understand that among
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our Alaska population, It Is Eskimo youth who seem to be most at
risk.

Answer. Alaskan prevention programs which target Eskimo

youth at risk for alcohol, tobacco, and other drug use may apply
under CSAP's current High Risk Youth (HRY) Program. The HRY

program addresses behavioral as well as community and
environmental factors which place youths at risk for substance
abuse use irregardless of racial/ethnic background.

SUBCOMMITTEE RECESS

Senator Harkin. Thank you very much. The subcommittee will

stand in recess to reconvene at 9:30 a.m., Wednesday, May 26,
when we will meet in room SD-116 to hear from the Director of

the National Institutes of Health and heads of the various NIH de-

partments.
[Whereupon, at 3:07 p.m., Monday, May 24, the subcommittee

was recessed, to reconvene at 9:30 a.m., Wednesday May 26.]
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OPENING STATEMENT OF SENATOR TOM HARKIN

Senator Harkin. Good morning, everyone. The Appropriations
Subcommittee on Labor, Health and Human Services, and Edu-
cation, and Related Agencies will come to order.

Today the subcommittee will examine the fiscal year 1994 budget
for the National Institutes of Health. Appearing before our sub-

committee will be the Director of NIH, Dr. Bemadine Healy. Dr.

Healy will be followed by a panel of the directors of all of the Insti-

tutes and Centers at NIH.
It is indeed a pleasure to welcome Dr. Healy before our sub-

committee today. In her 3 years as Director, Dr. Healy has been
a strong advocate on behalf of medical research, committing herself

(565)



566

to developing a strategic plan to guide the NIH into the next cen-

tury.

THE FISCAL YEAR 1994 PRESIDENT'S BUDGET

Before beginning your testimony, I will offer some of my views

on the administration's budget for fiscal year 1994. When Secretary
Shalala came before our subcommittee on Mav 14, I stated that

this is the worst budget for medical research I nave received in all

my years in Congress, and I have not changed my view since then.

The targeted and investment increases in this budget for AIDS,
$227 million, the special initiative for breast cancer of $216 million,

plus increases for human genome and the high performance com-

puters exceed the overall increase for the entire NIH for next year.
To accommodate these increases, the budget imposes what I call

a stealth cut in the rest of the NIH budget. If you remove from the

President's budget funding for all targeted and investment pro-

grams, the underlying NIH budget suffers a 2.3-percent reduction

from the 1993 appropriated level, or a cut of $236 million.

The result is an unprecedented decrease in the nine Institutes

that do not benefit from these targeted and investment credits.

That is right over here. I am going to read these charts off from

your left to right. These are the ones that all get a cut from last

year—unprecedented, since at least I have been here, and I think

even before I came here.

With this budget, NIH will award fewer research project grants
from the previous year. Also, the number of

peer-reviewed
medical

research projects deemed worthy of funding by NIH would decline

to 21.6 percent. That is down from 22.6 percent last year and 29.7

percent in fiscal year 1992. That is the path we are on right there.

That is the path that we are on in awarding research grants, and
I do not like that path.

COMPARISON OF INVESTMENTS WITH NASA AND NSF

Equally disturbing is the fact that this administration fails to ac-

cept that medical research is an investment program. Strangely

enough, the budget recognizes that the National Science Founda-

tion, with its 7.3-percent increase, is an investment. I believe that

NASA, with its 8.2-percent increase is an investment. You can see

NASA's increase, and the National Science Foundation. For some

reason, NIH is not looked upon as an investment, and I find that

unacceptable. I can speak for myself, and I hope other members of

this subcommittee. We are going to work to reverse this as we pre-

pare our bill for next year.

MEDICAL RESEARCH

What is needed for NIH is a long-term solution and a long-term
investment strategy

for medical research. I think if you look at

some of the other charts here, if you look at NIH funding compared
to health care expenditures in billions of dollars, it is an interesting
chart. I wondered where the second line was when I looked at it.

[Laughter.]
As you see, health care expenditures are going up. I said, well,

where is the NIH funding. It is clear down at the bottom. You can
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barely see the line. It sort of hugs the bottom down there. That is

it.

Senator Hatfield. I thought that was the frame line.

Senator Harkin. That is what I thought, too. That is the NIH
funding compared to health care spending, NIH funding as a per-
cent of health expenditures.
The next chart over there is even more disturbing, as it contin-

ues to go down, again on that downward slope in terms of total

health expenditures. On the far right over there, that chart I found

interesting. It gives a good graphic demonstration of the categories
of health expenditures. The blue line, of course, is hospital care. We
see that going up all the time. Physicians services, a steady in-

crease. Nursing home care increases. But the health R&D, clear

down at the bottom, hardly any increase at all. And that is both

private and public. That takes into account all of the research done

by pharmaceuticals and everyone else.

I believe medical research should be a major investment program
of this nation. Furthermore, I believe that medical research should
be a major component of any major health care plan. It is the key,
medical research is the key to eliminating diseases and making the
health care system less costly and more effective. To do this re-

quires a major boost in our investment in medical research, a boost
that we cannot find just through our normal appropriations proc-
ess.

MEDICAL RESEARCH TRUST FUND

My good friend and the distinguished ranking member of this

full committee, the former chairman of the Appropriations Commit-
tee, someone who has had a much longer history of support for

medical research than I have had. Senator Hatfield and I will be

holding a press conference tomorrow to talk about a proposal, a bill

that we are introducing to establish a medical research trust fund.
I am sure maybe all of you read about it. I do not mean to go
through all of the details of it now. I am just proud to have Senator
Hatfield join me in this effort, and I look forward to working with
him to make this a truly nonpartisan approach, just like we did
with the Americans With Disabilities Act. But we have got to make
this investment in research, medical research.

Dr. Healy, I just want to say I intend to solicit your views on this

proposal following your statement. Again, I want to welcome you
to the subcommittee. I know this will be your last appearance. You
will be missed when you leave the NIH at the end of June. But I

am certain you will continue your work as a forceful advocate for

medical research. That has been your whole life's history, and I

know you will continue that.

I can say it has been a pleasure to work with you over these last

couple of years, and I look forward to hearing your testimony today
and, of course, working with you in whatever capacity in the fu-

ture.

At this time I again want to leave the record open for any open-
ing statements by the ranking member, Senator Specter, and I am
delighted to yield again to my good friend and the ranking Repub-
lican of the entire Appropriations Committee, Senator Hatfield.
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OPENING STATEMENT OF SENATOR MARK HATFIELD

Senator Hatfield. Thank you, Mr. Chairman. I appreciate your
comments, and I too treasure the relationship that you and I have
been able to develop over the years on this matter so vital to all

of us, medical research.

Dr. Healy, I have no formal opening statement. I just want to

take this occasion to thank you for your extraordinary service to

NIH and to the people of this country and wish you well in your
future career and say that you have indeed established a very envi-

able record. It is farewell to you, but not goodbye, because, as the
chairman has said, it is people like you who are going to have to

play a continuing role on the matter of addressing the inadequacy
of mnding for medical research.

So you may be leaving this post, but your role will still be very

important in the future.

Senator Harkin. Thank you very much. Senator.
Senator Grorton.

Senator Gorton. I do not have a formal opening statement ei-

ther, Mr, Chairman. I would like to join in Senator Hatfield's

praise for Dr. Healy and say that I greatly appreciate your analysis
of the budget and I join you in your critique of the sense of prior-
ities which are implicit in it.

Senator Harkin. Thank you very much.
Senator Mack?
Senator Mack. I do not really have an opening statement. I have

made a number of comments at the previous meeting on the sub-

ject, and I just look forward to the opportunity to have some discus-

sion.

Senator Harkin. Senator Cochran?

opening statement of senator THAD COCHRAN

Senator Cochran. Mr. Chairman, thank you very much. I want
to commend our witness. Dr. Healy, for the work she has done at

NIH and to encourage continued efforts to develop and implement
the IDeA program, which we discussed at last year hearings, which
would make grants available to some small States that are not able

to compete with larger and more sophisticated research programs
for research dollars.

The EPSCoR program, which NIH calls the IDeA program, is

something that we authorized, and Dr. Healy developed this new
program. We provided only $1 million, as I remember, from the dis-

cretionary funds of the Director, which I do not think were spent
last year. But whatever could be done to help make sure that we
do have a diversified reservoir of research capability throughout
the country I think would be a good thing to work on.

Other than that, Mr. Chairman, I simply want to say that I

think we need to do what we can in our Appropriations Committee
to help ensure that the preeminent biomedical research capability
that we have in this country is maintained. People talk about
health care reform and trying to do some massive and dramatic

changing of our health care system. I think our research capability
is something that has distinguished our country and has made our
medical practice and our health care system the best in the world.
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I think there are more Nobel Prize winners in the fields of physi-

ology and medicine from the United States over the past 20 years
than from all of the other countries in the world combined. We do
not want to lose that edge, and I think our work here can help sup-

port continued excellence in biomedical research.

Senator Harkin. Thank you very much, Senator Cochran.
Senator Kohl?
Senator Kohl. Thank you very much, Mr. Chairman. I wanted

to ask Dr. Healy a question. I do not have an opening statement.

SUMMARY STATEMENT OF DR. HEALY

Senator Harkin. I would like to briefly discuss the structure of

the hearing today. Following the opening statement—^we have
heard from the members and now Dr. Healy will present her open-
ing statement—Dr. Healy will then be prepared to field questions
from the subcommittee. And following her presentation and ques-
tions for this panel, I will then call to the table the various Insti-

tute and Center directors for their statements and for questions.

Again, Dr. Healy, we welcome you again to the subcommittee. As

you can tell, you have a great deal of affection and support from
this subcommittee for the work you have done at NIH, and we wel-

come you and look forward to your testimony. Please proceed as

you so desire.

Dr. Healy. Thank you, Chairman Harkin, and members of the

subcommittee, and thank vou. Senator Harkin, for your comments.
I think you said it better than I ever could with regard to the budg-
et we are facing this year.
Senator Harkin. That is all right. Go ahead and say it again.

[Laughter.]

MEDICAL ADVANCES FROM BIOMEDICAL RESEARCH INVESTMENTS

Dr. Healy. Today Americans do enjoy the best health care in the

world, and we are concerned that this fact is often left out of the
health care debate. Americans enjoy the best health care in the
world largely because of our Nation's wise investment over the past
40 years in biomedical research. Indeed, as the health care discus-

sions abound and will continue to increase over the next several

months, one is hearing a nostalgic yearning for the good old days,
when costs were low, a mere 4 percent of the GNP, and the family
doctor made house calls.

But I think that we should not lose sight of the fact that the
medicine of yesterday was also a medicine in which we had no kid-

ney dialysis, no organ transplantation, no open heart surgery, no

angioplasty. There were no coronary care units, there were no med-
ical intensive care units. Doctors conducted exploratory abdominal

surgery instead of MRI or CAT scans, which are noninvasive and
women endured radical deforming mastectomies for breast cancer,
instead of lumpectomies for local disease.

Hodgkin's disease in my time in medical school was uniformly
fatal, and malignant hypertension, which often led to brain dam-
age, was a very common emergency room problem. As late as the

1950's, widespread panic abounded about polio. It caused health of-

ficials to close public swimming pools, as some of us remember. But
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now the iron lung has gone the way of the iron curtain. And I think
our investment in medical research is responsible for that. It

changed the domestic scene.

I do not think anyone would willingly return to those past days.
Yet today I believe that we, as a society, are in danger of forgetting
both the sorrows and successes of yesterday.

THE FUTURE OF HEALTH CAKE

Tomorrow's medicine will fail to come to fruition if we do not

fully recognize biomedical research as among our highest national

priorities. In this context, may I read an excerpt from a 1993 Con-

gressional Budget Office [CBO] report. The CBO wrote just 3
months ago:

A reduction in funding for NIH research could be justified by its rapid growth in

recent years. If funds for NIH research were reduced by 10 percent, the 1994-98

savings in outlays would be about $4.9 billion. The NIH could respond by encovirag-

ing researchers to find alternative sources of support. Alternatively, the NIH covild

cut the number of grants awarded.

This recommendation was given additional credence when it was
picked up by Fortune magazine and NIH appeared on the infamous
list of the top 10 areas where our Nation could have substantial

savings as part of the budget reduction package.
With such an approach, I think that we better study the con-

sequences. Could we unwittingly deny our children, our posterity,
the promises of better health that we ourselves have rather suc-

cessfully enjoyed?
Although, as an American, I certainly recognize the national im-

perative to cut the deficit, at a deeply personal level I am troubled
that the NIH faces a budget for 1994 which represents a contrac-
tion in funding for almost all areas of biomedical research.
This will mean that fewer and fewer creative people will be pur-

suing medical research: medical research that is critical to the con-
tinued expansion of knowledge for the betterment of the health of
the American people. Every research institution in every State will

feel the impact of this situation in the short term. But our Nation,
as a whole, will feel the impact in the long term.

THE NIH STRATEGIC PLAN

The NIH strategic plan, which I think you all have received—and
we have additional copies today—^we have entitled appropriately,
"Investment for Humanity." NIH is more than an investment in

size, it is an investment for humanity.
In this plan we have tried to identify priorities and perspectives

the NIH must take for tomorrow's medicine to be as successful as

yesterdays medicine.
I would like to ask you to spend a little time reviewing the stra-

tegic plan. It does commit us to improving the health of the Na-
tion's people, and it also focuses on the additional dimension NIH
brings to the American people, which is a favorable impact on our

economy and potentially a favorable impact on the cost of health
care. This is a plan that articulates NIH's strategic importance to

the Nation, and the strategic issues that must be successfully em-
braced if NIH is to thrive, not just survive.
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In closing, let me note that the modem-day NIH was launched

in 1940 during a period of great national hardship. Yet in the

midst of domestic uncertainty over the economy and international

unrest, the Nation set its sights on the future, on America's poster-

ity. Today I hope we do the same. Research is medicine's field of

dreams, dreams that have produced tangible benefits for every

man, woman, and child in this country since the founding of mod-

em-day NIH.

PREPARED STATEMENT

The only way to ensure that we will be practicing 21st century
medicine in the years to come is by securing the future of NIH
today.
Mr. Chairman and members of the committee, this is my last ap-

pearance before you as Director, and I want to tell you how privi-

leged I have been to serve in this capacity and to work with each

of you and I thank you.
[The statement follows:]

Statement of Bernadine Healy, M.D.

The National Institutes of Health (NIH) is the nation's prime investor in bio-

medical science and technology, and the chief model for the nation and the world

in dealing with human disease and disabiUty. The NIH supports the work of 50,000

scientists throughout the country where our investments fund research, create high-
tech employment, and enrich the medical care of patients in their own communities.

The directors of the individual institutes that comprise the National Institutes of

Health have given you absorbing detail about our remarkable progress in research.

I woiild now like to give you tiiehroad, corporate context for our work.

CRITICAL science AND TECHNOLOGY

The connection between biomedical research and improved health is stronger than

ever because of our increased understanding of the molecular basis of disease.

Knowing more about human cells, genes, and molecular structures, we are better

able to probe them for both tiie causes and the cures for human disease and disabil-

ity. Our work in molecular medicine offers the greatest promise for curing and pre-

venting disease.

For example, recent advances in structural biology have rationalized design of

therapeutics by combining our insights on life structiires with sophisticated com-

puter techniques. Thus "designer" pharmaceuticals
—for cancer, AIDS, pain, and ul-

cers, among others—are being developed without the traditional and slow trial-and-

error approach. Rational drug design can bring a new drug to market in half the

time and at half the cost, reducing both human suffering and the cost of health care.

Most significant in the last decade is our new understanding of the information

encoded in the human genome, through which we can identify the exact DNA se-

auence
of each hviman gene. NIH-supported research has already helped identify

iseases caused by a mutation in a single gene—like sickle-cell anemia, cystic fibro-

sis, and Huntington's disease—and has revealed the more complex pattern of inher-

itance in hypertension and cardiovascular disease. Understanding the human ge-
nome more nilly will enable us to tailor drug therapies specifically for individuals,

tiius improving health and saving time and money.
Gene therapy is perhaps the most exciting and ambitious goal of molecular medi-

cine, promising the correction of defective genes. NIH pioneered the first gene trans-

fer in 1990 on a 4-year-old girl with an irmerited and incurable immune deficiency.

The child, who once was kept at home, isolated fi-om companions for fear of deadly

infection, is now—after treatment—attending school and involved in the activities

of normal children. Today, gene therapy is aimed at treating cancer, AIDS, athero-

sclerosis, and cystic fibrosis.

Advances in gene transfer, recombinant DNA research, and monoclonal antibody

production are now providing a new basis and new hope for immunology—namely,
to develop vaccines for diseases, including pediatric respiratory and diarrheal dis-
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ease, which have eluded us, and to pvu^ue vaccines for the prevention of certain
cancers and autoimmune diseases like diabetes and multiple sclerosis.

Biotechnology involves using living organisms or parts of organisms to make or

modify products, to improve other living organisms, or to develop microorganisms
for specific uses. For NIH, it is the means for deUvering the benefits of molecular
medicine: it makes detection of disease easier; makes it possible to treat previously
incurable genetic disease; and provides new drugs and gene therapy techniques. Re-
search in biotechnoloc^ also is likely to give us additional clinical applications, like

improving wound heaung and hastening recovery frova chemotherapy.

ADDRESSING CRITICAL HEALTH NEEDS

Advances in biomedical and behavioral research are improving our qviality of life

by addressing the nation's critical health needs with new treatments and prevention
techniques:
Cancer vaccines.—^Tremendous advances in our knowledge of cancer and its mech-

anisms have turned the dream of a cancer vaccine into a
possibility.

We are focusing
on vaccines to prevent infection by viruses associated with cancer, like cervical tu-

mors, and on immunizing B-cell lymphoma patients against their own tumors.
Alzheimer's disease.—In the last year, research from epidemiology to molecular bi-

ology has identified the specific protein for brain abnormalities in Alzheimer's and
discerned the Unk between Alzheimer's and chromosome 21, a finding that could
lead to the genes impUcated in the disease and thus to discovery of drugs to defeat
or delay the onset of Alzheimer's. If effective interventions can be found to delay
the clinical signs and symptoms of Alzheimer's disease by five years, its prevalence
could be cut substantially, thus saving immense suffering and billions of aollars an-

nually.
Mental illness, drug and alcohol abuse.—^Finding and characterizing the genes

that cause genetic—not environmental—^vulnerabihty to alcoholism and drug abuse
would help us identify early those who are at risk, and aid in the development of
new treatments. For example, recent animal studies strongly suggest that

buprenorphine may reduce craving for crack, alcohol, and PCP. Meanwhfle, medical
researchers are beginning to understand how molecular dysfunction in the human
brain contributes to mental illness and how this dysfunction can be corrected, most
likely through molecular genetics.
Women's health.—Oxir landmark prevention study on cardiovascular disease, can-

cer, and osteoporosis in menopausal women began this year with awards made to
16 centers around the country that will begin recruiting study participants this
summer. Ultimately, this 15-year study will involve 45 centers studying 160,000
women. Other studies are aimed at treating cancers in women. Phase I clinical

trials in breast and ovarian cancer patients indicate that taxol, a natural but scarce

product, is the most promising einticancer drug of the last decade. Phase II and III

trials for these malignancies and others are underway. Researchers are working to

develop taxotere, the semi-synthetic analogue of taxol, under environmentally sound
conditions: taxotere is more easily available and is two-and-one-half times more ef-

fective than taxol in inhibiting cell replication in some human cells. Phase I trials

of taxotere with ovarian, breast, and lung cancer have shown it to be effective, and
Phase II trials are beginning.
Cardiovascular disease.-Currently, about 30 percent of balloon angioplasties

must be repeated or the patient must imdergo bypass surgery. Recently, scientists

have tried a novel genetic therapy to prevent reocclusion by selectively blocking the

activity of the genes required for smooth muscle cells to divide, the process that
causes new arterial blockage to form. Early results of this local

therapy,
which de-

livers gene products directly to the endothelial cells, indicate it is hi^y effective

even at low doses, with a short treatment time and a low cost.

IMPACT ON THE COST OF HEALTH CARE

Biomedical research offers not just the hope but the Ukelihood of containing and
reducing health-care costs. Chrome debilitation, as in stroke and osteoporosis, is too

costly
in human and economic terms. Greater life expectancies will exacerbate these

{>roblems
within our health-care system unless we develop ways to keep our popu-

ation fit and fi-ee of chronic and debilitating disease. "The prospect of doing tnis is

within reach. Let me give you an idea of what NIH is doing.
Immunization.—^The development of the comugate H. influenza type b (Hib) vac-

cine means direct and indirect savings of $400 million a year once every baby is

immunized. Substantial savings can result from use of vaccines to prevent hepatitis
B, pneumococcal pnevunonia, and influenza.
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Stroke.—The cost to the nation of stroke is about $25 billion a vear—^yet we have
learned that aspirin and a drug called warfarin can lower the risk of stroke in peo-

ple with atrial fibrillation by 50 to 80 percent. We estimate this simple, inexpensive

therapy alone (and there are others) could prevent 100 to 150 strokes a day, saving
incalculable human misery—and $200 million annually.
Diabetes mellitus.—The total economic burden of non-insulin-dependent diabetes

mellitus was estimated to be $20 billion seven years ago. Recently, NIH-funded re-

search has discovered a mutation in a gene involved in glucose metabolism. This

causal information can be used to identify individuals at risk in order to provide
them with prevention before onset of the disease's manifestations.

AIDS therapeutics.
—The drug trimethoprim/sulfamethoxazole (TMP/SMX), if

given as secondary prophylaxis to all AIDS patients with recurrent Pneumocystis
carinii pneumonia wno can tolerate it, could reduce treatment costs by as much as

$76 miflion a year. And a new HIV test can now provide results in an hour for 50

cents, instead of in two days for about $100.

Osteoporosis.
—25 million Americans, 80 percent of them women, have

osteoporosis and because of it suffer 1.3 million fractxires a vear, mainly of the hip,

spine, and wrist. Fundamental research into how and why bones demineralize and
how mineralization can be restored has the potential for saving a portion of the esti-

mated $10 billion a year osteoporosis now costs the nation.

STRENGTHENING THE NATION'S ECONOMIC WELL-BEING

The investments of the NIH also promote the economic health of America. NIH-

sponsored research also confers a competitive advantage on American industry

through the transfer of technology, for example in pharmaceutical, medical devices,

therapeutics, and especially
in the growing biotecnnology industry. Many grovmd-

breaking advances in the laboratory, developed through NIH support, have found
immediate application in industry.
The NIH contributes to biotechnology by fostering research through fellowships

and training programs which provide the biotech industry with trained manpower,
and though the Small Business Innovation Research (SBIR) program, enabUng
small companies to test new ideas and develop prototype products.
With the potential to surpass the computer mdustiy in size and importance, the

biotechnology industry's economic vitality illustrates its growing importance to the

Nation's economic strength. Relevant economic indicators include the growing size

of the industry, its annual revenues, the nvunber of products in development and

approved by the FDA, patent holdings, and the industry's effect on the balance of

trade.
While the biotechnology industry mav be the most dramatic example of the broad-

er economic implications of biomedical research, manufacturers of pharmaceutical,
medical devices, and therapeutics also benefit fi-om the scientific underpinning pro-

vided by NIH-sponsored research. America's share of total pharmaceutical produc-
tion increased from 40 percent in 1980 to 43.5 percent in 1989. In contrast, tJie U.S.

share of production in otiier industries, such as computers and telecommunications

equipment, declined substantially over the same period.

Finally, biomedical and behavioral research enhances the economy by improving
the health of the nation's work force. With improved health, fewer days of work are

lost, less personal income is spent on health care services, and the productivity and

competitiveness of American industries is increased.

BUDGET REQUEST FOR 1994

The fiscal year 1994 budget request for the NIH totals $10,667,984,000, a 3.2 per-

cent increase over the fiscS year 1993 current estimate. Included in this budget is

$216 million for multi-year fiinding of a breast cancer research initiative, which
more appropriately allocates fiinding for breast cancer research to NIH rather than

to the Department of Defense.
Consistent with the Administration's concept of streamlining, the average costs of

research project grants will be held to the fiscal year 1993 Current Estimate. The
fiscal year 1994 budget includes $213.9 million: priority areas of minority and wom-
en's health, AIDS and tuberculosis research, childhood vaccine development, hirii

performance computing and networking initiatives essential to biomedical research,

nealth care reform, activities, and advanced materials. NIH distributed the fiscal

year 1994 budget request according to m^jor categories of the NIH Strategic Plan,

applying differential growth factors to two categories described earlier: critical

science and technology, which was increased by 3.5 percent, and critical health

needs, which was increased by 2.9 percent. A third category, intellectual capital,

which relates to the renewal of the scientific talent base, was increased by 1.6 per-
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cent over the fiscal year 1993 current estimate. Consistent with ovtr Strategic Plan,
funds are provided to double the Nationtd Institute of Environmental Health
Sciences investment in competing research project grants over the next three

years.We are also providing increases for the new Human Cell Initiative, a trans-NIH ef-

fort to move advances in cell biology into the disease treatment arena, and for the

development of an intramural component for the National Center for Human Ge-
nome Research. Savings realized fit)m maintaining the average cost of noncompet-
ing and competing research project grants at fiscal year 1993 levels will permit
funding of an adcfitional 988 competing awards, and enable NIH to maintain ap-
proximately the same number of competing grants as in 1993.

CONCLUSION

The examples I have given in this testimony—^vaccines, biotechnology, structural

biology, prevention, the health of women and the aging—are simply some of the par-
ticulars of NIH's activities under the Strategic Plan. It is important to remember
that the NIH's mandate and objectives are inclusive and comprehensive, seeking to

promote and share the benefits of health with all Americans.
As a result of the federal investment in biomedical and behavioral research,

Americans have benefited fix)m an explosion of knowledge—fix)m molecular biology
to clinical application—and stand to benefit further from improved diagnostic me^-
ods, better care, and prevention of illness. As the principal source of fiinding for this

enterprise, the NIH is advancing research in the public interest and points proudly
to lower morbidity and mortality, and to greater health and miality of life as the
true returns on our investments. Investment in the National Institutes of Health
has produced tangible benefits and holds out the hope for more to come.

I would be pleased to answer any questions you have at this time.

BioGRAPracAL Sketch of Bernadine Healy, M.D.

Dr. Bernadine P. Healy was confirmed as Director of the National Institutes of
Health (NIH) by the Umted States Senate on March 14, 1991. As Director of the

NIH, she leads a Federal agency that employs approximately 19,000 employees,
with an annual budget of approximately $10.3 billion. In addition to supporting the
work of 4,000 scientists located on the NIH campus in Bethesda, Maryland, the

agency is the mcgor fiinder of biomedical research at universities and hospitals na-
tionwide.

Shortly aft«r her appointment, Dr. Healy launched the NIH Women's Health Ini-

tiative, a $625 mUlion effort to study the causes, prevention, and cures of diseases
that affect women. She also established the Shannon Award, grants designed to fos-

ter creative, innovative approaches in biomedical research and keep talented sci-

entists in a competitive system. Under Dr. Heal/s leadership, the NIH is formulat-

ing its first Strategic Plan to guide its research efforts into the 21st century.
Prior to her appointment at NIH, Dr. Healy was Chairman of the Research Insti-

tute of The Cleveland Clinic Foundation, where she directed the research programs
of nine departments, including efforts in cardiovascular disease, neurobiology, im-

munology, cancer, artificial organs, and molecular
biology. From the time of her ap-

pointment in November 1985, she also served as a staff member of the Clinic's de-

partment of cardiology.
In February 1984, Dr. Healy became Deputy Director of the Office of Science and

Technology Policy at the White House. Her appointment, made by President Reagan
and confinned by the Senate in June 1984. involved her in life science and regu-

latory
issues at the Federal level. She served as Chairman of the White House Cabi-

net Working Group on
Biotechnology,

was Executive Secretary of the White House
Science Council's Panel on the Health of Universities, and served as a member of
several advisory groups, including the Councils of the National Heart, Lung and
Blood Institute, as well as the Wmte House Working Group on Health Policy and
Economics.
From June 1976 until February 1984, Dr. Healy was Professor of Medicine at The

Johns Hopkins University School of Medicine and Hospital, where she also had clin-

ical responsibiUties, directed a program in cardiovascular research, and was Direc-
tor of tne Coronary Care Unit. In addition to serving on the medical school faculty,
Dr. Healy assumed the role of Assistant Dean for Post Doctoral Programs and Fac-
ultv Development.
Among her other professional affiliations. Dr. Healy has served on the Board of

Governors of the American College of Cardiology, served as President of the Amer-
ican Federation of Clinical Research from 1983-84, and was President of the Amer-
ican Heart Association in 1988-89—serving as a member of its Board of Directors
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since 1983. As President of the Heart Association, she initiated a Women and Mi-

norities Leadership Task Force and Women and Heart Disease Program that took

hold in affiliates nationwide. She is also a member of the Institute of Medicine, Na-
tional Academy of Sciences. In 1989, she was elected to a six-year term as a member
of tiie Board of Overseers of Harvard College and has served on the Board of Trust-

ees of Vassar College. Dr. Healy is a member of the Board of Governors of the Amer-
ican Red Cross and was former Chairman of ihe Ohio Council on Research and Eco-

nomic Development and has served on several other advisory boards, including the

Ohio Board oi Regents.
Dr. Healy has been active in several Federal advisory groups. Until her NIH ap-

pointment, she was a member of the Advisory Committee to me Director of the Na-

tional Institutes of Health. She has been a member of the White House Science

Council and Chairman of the Advisory Panel for New Developments in Bio-

technology of the Office of Technology Assessment of the U.S. Congress, as well as

a member of the NASA Life Sciences Strategic Planning Study Committee. In 1990,

she was appointed to the F*re8ident's Council of Advisors on Science and Technology
(PCAST) and also served as its Vice Chairman. She also chaired the Advisory Panel

for Basic Research for the 1990's of the Office of Technology Assessment, and served

on the Special Medical Advisory Committee of the Department of Veteran Affairs.

In recognition of her numerous accomplishments in 1992, Dr. Healy received sev-

eral distinguished awards for outstanding contributions in several areas of exper-
tise. She received the Charles A. Dana Foundation Award for exceptional leadership
in the strategic direction of the NIH, the Glamour Woman of the Year Award for

her commitment in placing women's health as a top national priority, and the Sara

Lee Corporations Frontrunner Award for unprecedented dedication, vision, and com-

mitment to government.
A native of New York City, Bemadine Healy graduated from The Hunter College

High School. She received her bachelors degree, summa cum laude, from Vassar

College in 1965 and her M.D., cum laude, from Harvard Medical School in Jvme
1970. She completed postgraduate training in internal medicine and cardiology at

The Johns Hopkins &;hool of Medicine. Dr. Healy has written extensively in tiie

areas of cardiovascular research and medicine, and has served on the editorial

boards of numerous scientific journals.

Senator Harkin. Dr. Healy, thank you very much for a very suc-

cinct and profound statement. I appreciate it very much.
As I said, Dr. Shalala appeared before the committee to present

the President's budget. Again, it is no secret how we feel about

that. I just want to go over a few questions with you about the

overall budget.

UNFUNDED RESEARCH PROJECT GRANTS

On research, what percent of approved grants will go unfunded
under this project?

Dr. Healy. The funding rate is about 21 percent. Close to 80 per-
cent of the grants that are approved will go unfunded.

Senator Harkin. These are the ones that are approved, that have

gone through the peer review process.
Dr. Healy. Yes; and this will be our lowest funding rate of ap-

proved grants in history. It will be a low-water mark in our fund-

ing of grants.

CLINICAL trials

Senator Harkin. How about clinical trials? How many clinical

trials will be funded under this budget, and how many clinical

trials will go unfunded? And do you have any examples?
Dr. Healy. Well, I think that what we would see is basically a

reduction in the number of clinical trials. Clinical trials tend to be

expensive. What we are seeing now is some imbalance in clinical

trials, because the clinical triaJs in the areas of AIDS and breast
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cancer have certainly increased. If you examine the NIH contract
line you will see that the incresise is skewed in the direction of
breast cancer and AIDS.
But I think that we are looking at total investment in clinical

trials in the range of about $1 billion at the present time, and we
are estimating about a 1-percent increase in clinical trials, which
we do not believe is adequate, considering the breadth of diseases
that we need to have continued application of knowledge.

Senator Harkin. How does that compare to last year and the

year before that?
Dr. Healy. In 1992 the actual figure was $1 billion. The 1993 es-

timate is again in a holding pattern, at about $1 billion. And tak-

ing into account AIDS, it is about $1.1 billion in 1994, but if you
look at the non-AIDS budget it is $760 million, which is just a triv-

ial increase over the past 3 years—essentially no growth.

TRAINING STIPENDS

Senator Harkin. I just want to cover training. There has been
no real increase in the number of trainees in several years. Again,
do you have any idea how many you can fund under this budget?

Dr. Healy. The problem is that we have maintained the funding
level and we have maintained the numbers of trainees at the time-
less level of about 14,000 trsdnees. That has not substantially in-

creased. It was 14,309 in 1992. It is going to be 14,337 in 1994
under the present budget.
But what is troublesome is that we have not seen an increase in

the
stipend.

Our stipends are about 30
percent

lower than the NSF
stipends for trainees. We have been able to maintain the numbers
in this holding pattern of about 14,000 by holding down on the ac-

tual stipends.
We have persistently requested, in submitting our budget, that

we address the stipend issue because it really is a negative. It is

a deterrent to bringing young people
into careers and training in

biomedical research, particularly wnen they can go over to the NSF
and get a stipend several thousand dollars higher.
Senator Harkin. So you are 30 percent lower than NSF.
Dr. Healy. We are, on average, 30 percent lower than the sti-

pend levels recommended by the American Association of Medical

Colleges.
Senator Harkin. Can you give me an idea of the average stipend

that a researcher with 11 years of academic training would receive
under a postdoctoral fellowship?

Dr. Healy. Somewhere in the range of a little above $18,600 and
below $32,300. That is the general range. But on the average, if

you compare the M.D. in a training track and the M.D. in a train-

ing track doing research, there is a differential of several thousand
dollars a year. If you look at that cumulatively, M.D.'s who do the

training track at the end of their training are probably in the hole

by some $20,000 as opposed to M.D.'s who go the strict clinical

track.

So the system is definitely skewed to discourage young people
who are physicians from pursuing a career in medical research. In

addition, these are students who also typically graduate from medi-
cal school with debts in the range of $50,000 to $100,000. So that
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cumulative deficit in terms of their training stipend is added on top
of the major debt that most of them carry from medical school.

Senator Harkin. Dr. Healy, let me get into an area here that I

think we have to get into, and that is the origin of the budget. How
did this come about, this position where we are today? I read with

great interest the remarks of Deputy 0MB Director Alice Rivlin be-

fore the American Association for the Advancement of Science in

April.

SEQUENCE OF FISCAL YEAR 1994 BUDGET PREPARATION

At the time, Miss Rivlin said the fiscal year 1994 NIH budget
does not reflect the President's view of NIH. But then I can tell you
firsthand from my own conversations with the President that that

observation is correct.

My question is, whose view of NIH is reflected in this budget?
Where does it come from? In the hopes of getting the answer to

that. Dr. Healy, could you provide the subcommittee sort of a brief

chronology of how NIH's budget for next year came about? What
level of spending did you request from 0MB in your budget delib-

erations for fisc^ year 1994?
Dr. Healy. Actually, the tale of the budget over this past year

has really been bittersweet. It started out sweet, and it has ended

up bitter.

Back in May 1992, when we developed our 1994 budget for the

Bush administration and submitted it to the Department, we used
the strategic plan and the broad priorities in the strategic plan. A
budget was developed that took into account the individual Insti-

tute wishes. We put some reality into it, and came up with what
we called the professional judgment budget that we submitted and
defended to the Department.
And, counting the ADAMHA Institutes, the budget was $12.2 bil-

lion. That represented an 18-percent increase across the board in

most Institutes. If you counted in some infrastructure improve-
ments for the clinical center, it was 20 percent. But in a sub-

stantive way, in terms of research expenditure, it was in the range
of 18 percent.
We also presented to the Department at that time some modeling

that we had been doing on how we needed to stabilize the NIH
budget, stabilize the grant situation, particularly the ROl grants.
We proposed at that time, under the umbrella of the strategic plan,
that if NIH saw 2 years of 18 percent increases, the next year 14

percent, and in the next several years it could fall to 6 percent, we
could basically rachet up our grant portfolio, which is our brain

trust. Growth of grants has been literally in stall, it has been calci-

fied around 21,000 to 23,000 grants.
We wanted to rachet it up in a measured way over a period of

a few years to roughly about 32,000 grants. That would occur by
about the year 1997.

So we made a strong pitch for 18 percent. We said we do not

need 18 percent forever. We understand that might be too much.
But we need 2 years at 18 percent, then 14, and then the next 2

years of 6 percent. In a 5-year budget projection we could really

deal with the explosion that has been occurring in biomedical re-

search, to fulfill the unmet needs, and be fiscally sound.
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We presented a model of how we could fund grants on a sliding
scale funding of grants, so that we would not be in a boom or bust

phenomenon.
Senator Harken. So when you submitted this to the Department,

HHS, you had this 5-year direction.

Dr. Healy. We had this 5-year proposal, and we had actually a
model of exactly what we would propose, which was this ratcheting

up of the overall grant portfolio, basically bringing more people,

10,000 more scientists, into the system over a period of time, and

doing it by giving, as I said, sliding scale funding, so that some
grants might only be funded for 1 or 2 years, others for 5 years,
so that we would not have a year of suddenly 40 percent funding
and then a year of 20 percent funding, which is very destructive

to the scientific community.
To our utter delight, after presenting this repeatedly both to the

Assistant Secretary of Health and then to the Secretary, the De-

partment agreed to allow us to present this budget to the 0MB.
And this is the first time in the history of HHS that the HHS ever

presented actually a 20-percent increase for the NIH to the 0MB.
Then we changed administrations and no professional judgment
budget was done for the new administration.

Senator Harkin. What is the timeframe on this? When was that
done?

Dr. Healy. We started our deliberations back in May. The De-

partment finally submitted its budget at the end of the summer.
Senator Harkin. Last summer.
Dr. Healy. Yes; and then it was in 0MB during the fall period,

and then, of course, when the election came around everything
went into a holding pattern, and there was really no action taken

by the 0MB on the budget. So we never got the budget back.
But what we did have—and I credit in some ways the strategic

plan and the 5-year projections that we put in the budget—we had
for the first time HHS standing behind an 18- to 20-percent in-

crease in our budget.
Now what happened after it went into the holding pattern is that

nothing came back to us. We were told that the budget would be

developed after January. We do not know exactly who was making
the decisions but initially we basically got a statement that we
would just develop a budget with a 4-percent inflationary increase.

Then the inflation was taken away.
Then we were told that we had to cut indirect costs by $223 mil-

lion. And then there was considerable concern in the scientific com-
munity and in the administration of universities that $223 million
cut in indirect cost would be very difficult.

So we had to reduce direct costs and distribute it across NIH. Fi-

nally we got a list of the administration's priorities that consumed
the proposed 3.2-percent increase, including high performance com-
puting at $24 million; advanced materials at $8 million, $2 million
for health care reform, and $25 million for the National Library of
Medicine.
Senator Harkin. Who came up with the $10.6 billion?

Dr. Healy. That came from the Department back to us.

Senator Harkin. Did it come from 0MB?

I
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Dr. Healy. We think it did, but we were not in the loop, so it

was hard to know exactly the path it took.

Senator Harkin. When did you get this back? When did you fi-

nally get this? When did you first see this $10.6 billion?

Dr. Healy. In Februaiy-March. What was changing was where
the money would be distributed. We were told very late in the proc-
ess there might be another few million dollars here or there. It was
really at the last minute. We were uncertain about our budget lit-

erally until the day it went to the printer.
Senator Harkin. Did you make any representations to HHS at

the time?
Dr. Healy. As much as we could. We were not at the table. We

did not have the opportunity to formally appeal and defend our

budget.
Senator Harkin. Well, I guess I am just wondering where it

came from. You were not told it came from 0MB? This just came
from the Department?

Dr. Healy. It was transmitted through the Deputy Assistant

Secretary who deals with our budget, and when we would ask who
was making the decisions, we were told they did not know.

development of investme>jt categories

Senator Harkin. When you received it back, were the targets al-

ready there?
Dr. Healy. Yes; we were told what the targets would be, and we

were told how much money to put in them. We were told $92 mil-
lion for AIDS. We were told $24 million for high performance com-
puting. We were told $8 million for advanced materials.
Senator Harkin. This was none of your doing? I mean, this did

not come out of NIH?
Dr. Healy. No; the only thing that was our doing was the tuber-

culosis initiative for $10 million, which was an important priority.
The women's health initiative and the minority health initiative

were ongoing. We had identified those as priorities.

But, high performance computing, health care reform, advanced
materials, and investments specifically directed into AIDS and
breast cancer were set as priorities by the Department.

Senator Harkin. I will have some followup questions on this,

plus, I want to get into the fund that I mentioned in my opening
statement after I recognize the Senators for their questions.
Senator Hatfield.

advisers to the president on science policy

Senator Hatfield. Thank you, Mr. Chairman. Dr. Healy, as we
indicated earlier in the chairman's formal statement, which I asso-
ciate myself with, and my comments about raising your voice and
continuing to focus on this need for medical research, again under-

scoring one of the chairman's comments, I am constantly amazed
in the debates and discussions over a comprehensive national
health care—whether it be in a Republican task force discussion or
whether I listen to Mrs. Clinton and others representing the ad-
ministration concerning this—I have been struck by the fact that
there has seemingly been an absence of focus on medical research
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as really a central mechanism for future medical care costs and
control of those costs.

As the chairman indicated, that is the ultimate solution—to be
able to develop better treatment. Looking around for those voices
and to elevate those voices, I would like to ask you this question.
The President has a national science adviser. He is the point per-

son for the President of the United States. As has been the practice
over the years, I understand that there is a group of counselors or
advisers—whatever the official term may be. Do you know whether
or not there are any life scientists in that focal point for the Presi-

dent of the United States for his counsel?
Dr. Healy. It is my understanding there are not.

Senator Hatfield. No life scientists.

Senator Harkin. That is interesting.
Senator Hatfield. Mr. Chairman, that is something you and I

need to follow up on.

Again, looking at the strategy, we have to, it seems to me, get
the kind of focus even at the President's elbow, as I call it, of the
life scientists. Because to have the whole array of scientists is fun-
damental.
Let me talk a little bit with you, if I could, on a special concern

of mine. I had a number of questions about the strategic plan
which you are answering as we go along, and I do not want to

delay. You outlined to us just a moment ago about how it guided
you in the budget preparation.

EARMARKING

Also, as you know, we have had this earmarking process in the

Congress for medical research. I have done it. i\nd yet at the same
time I do not believe it is the correct system. Will this strategic

f)lan

be able to help us in this committee and in the Congress fol-

ow a carefully prioritized system whereby it does not depend on
the serendipity of some knowing an afflicted individual that can

3deld a research earmark because of our concern and compassion?
Dr. Healy. Senator Hatfield, I think that historically it is com-

mon for those in the scientific community to bash the Congress for

earmarking, and I do believe that if you want to take that position
you had better propose something as an alternative. I think that

part of the earmarking that Congress has done has been close to

the only priority-setting that NIH has ever had. The scientific com-
munity has not come forward and said these are the priorities that
we think are of great importance to the success of this enterprise.
As I tell my colleagues in the scientific community, the Congress,

which ultimately gives us our bills and gives us our money and
represents the public interest and public will, is going to tell us
which directions we should go. But we have not been able to par-
ticipate in a dialog, and I think that there has been a certain pas-
sivity in our not being willing to stand up, except in a negative
way, saying do not tell us what to do, but we are not going to tell

you what we are going to do.

I think when you are talking about $10 billion or $11 billion or

$12 billion we have an obligation, both to the Congress and to the
American public, to articulate why we think this agency is worthy
of this very substantial investment. No. 1, is it in the public inter-
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est? No. 2, what are the strategic priorities from the scientific and
medical perspective that must be investigated?

PURPOSE OF STRATEGIC PLAN

The strategic plan outlines clear, trans-NIH objectives that em-
brace all of our institutes, centers, and divisions. It identifies fun-

damental science, critical sciences, molecular immunology, cell biol-

ogy, molecular biology, and structural biology as the core that un-

derpins all of our work, but it also identifies very clearly the criti-

cal health needs of the public, particularly in those areas that often

fall between the cracks—like nutrition and prevention.
It also stresses the importance of our brain trust, which is often

forgotten, particularly in a budget crunch. We are only as good as

the scientists who practice science and do science, and we must see

that the development of the new talent base, tomorrow's talent

base, is of critical importance.
Senator Hatfield. So this should help bridge that gap that you

have already identified.

Dr. Healy. I hope so. Some members of the scientific community
do not like the concept of science ever doing this kind of planning,
but I think as this document has gotten out and people look at it

critically, it is hard for them to take issue with it. And I hope it

is something that can cause the community to respond as adults

to the issue of justifying ourselves to the public and to you.
Senator Hatfield. Will it also meet the fears that have been ex-

pressed by minorities and women and disease groups, this kind of

plan?
Dr. Healy. We have very prominently featured in the critical

health needs of the country issues surrounding the health needs of

women and underserved members of the population, chronic debili-

tating diseases, which are so often the organisms that cause ne-

glect.

NIH response to RARE DISEASES

Senator Hatfield. Let me take on that subject, because that is

a very special area of my interest. I had a letter just yesterday that

I received from someone that I only know because of the fact that

she is the daughter of a classmate of mine from many years ago
while at the University in Salem, OR, where she also attended.

She went on to the University of Vermont, to Brown University,
became a faculty member of the University of Illinois and consult-

ant to MIT—an amazing distinguished career.

She said: So what is the problem? I have fibromyalgia. She out-

lines how it has affected her. First of all, she said it took her 2

years and $13,000 to find a diagnosis. She went through bone

scans, MRI's, CAT scans, blood tests, and finally it was identified.

On the professional level, she cannot now sit to t3^e for more
than 1 hour. She had to put her book aside. She had written a
dozen articles per year. She is now down to two. Her personal life,

she jogged 3 to 5 miles a day; now she is doing well if she can take

a slow walk twice a week. Her medical bills have forced her to sell

her dream home, that she had worked for 20 years to obtain and
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lived in for only 3 years. Her husband divorced her because he
could not live with a woman with chronic illness.

And on and on. It is really one of the most dramatic letters. I

would like to give you a copy of Molly Mack's story. I am sure that

you realize there are 10 million to 20 million Americans who might
be classified as having some degree of this hopelessness, this lack

of medical research or an advocate group and all the other areas
of support that some people who suffer from disease have.
So I want to get to the point here. In 1991, I believe October, I

am told that the National Organization of Rare Diseases [NORD],
had written you a letter about establishing an office of rare dis-

eases and orphan products within the National Institutes of

Health, and that there was some understanding or agreement. But
I understand that there has not yet been publicly announced the
creation of an office.

I understand also that Abby Meyers of NORD, the executive di-

rector, had had discussions with the NIH and I have had discus-

sions with her and have indicated an interest in introducing a piece
of legislation establishing a center, not an institute but a center,
similar to what we did with sleep disorders, for rare diseases.

Could you give me an update on where we might be? Again, I

want to underscore the fact that your strategy here does include

some strategy for developing a registry or some projects which
could be moved into research status.

Dr. Healy. First, I think that that letter, that very moving letter

really does underscore the fact that NIH responds to the suffering
and the needs of every person in this country, and that although
we often do pull out certain diseases and often the diseases that
have been most prominently featured, like AIDS and breast can-
cer—the fact is, if you are sick and you are suffering, it almost does
not matter what disease you have: whether it be a chronic debili-

tating illness or death.
That is why it is so important to look at NIH as an integrated

whole which serves the needs of everybody, even the people who
have the rare diseases in which there are 200 or 300 or 2,000 or

3,000 people. We have an obligation to those people, as well as the

obligation to people who have a disease which affects millions.

With regard to NORD, we did include Abby Meyer in the strate-

gic planning process. She participated and in fact we have a section
on chronic debilitating diseases and we do address the issue of a

registry, for example.
We have also created the office. It is a small office; it has two

people in it. We initially had a proposal to establish it 1 year ago,
and the proposal, as often is the case, took about 1 year to get ap-
proved downtown, and it was finally approved as part of a reorga-
nization package.
Senator Hatfield. Is this the clinical research data base and

monitoring office?

Dr. Healy. That would be part of it. But the office is in the office

of the Director.

Senator Hatfield. So that you would foresee, then, developing a

greater focus even in your administrative organization and budget
than you have thus far done?
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Dr. Healy. Yes; I think so. You know, I also might mention that
I think a lot of rare diseases. Rare chronic diseases affect the brain
and nervous system, they are ones that will be vastly advanced by
our enhanced knowledge of molecular biology and molecular genet-
ics through the Human Grenome Program.

In some ways, the Human Genome Program and understanding
the mapping and sequencing of genes will be one of the greatest
boons to rare diseases, because so many of these rare diseases are

genetic abnormalities. I know the Human Grenome Program is

something that this committee has particularly supported in the

past, and I believe that that science base will help these kinds of

individuals in particular.
Senator Hatfield. I have gone over my time, but I do have other

questions that, Mr. Chairman, I would like to submit to Dr. Healy
for the record. I will now have to go to another appropriations sub-
committee meeting.
Thank you, Mr. Chairman, and I want to thank all of your asso-

ciates as well. We are awfully proud of all of our great treasure,
of which you are part.
Senator Harkin. Senator Mack.

CONGRESSIONAL BUDGET OFFICE REPORT PROPOSING REDUCTIONS AT
NIH

Senator MACK. Thank you, Mr. Chairman.
I am new to this committee, and this is really my first oppor-

tunity to become more active on the issue of the dollars that are

available for research.
I picked up on the point that you made in your opening com-

ment. I cannot remember now whether it was 0MB or CBO that

you quoted. I think one of the things that CBO said was if we
make these reductions and save this $4 billion—researchers could
look for other sources.

I wonder if their intent was to force research organizations and
scientists around our country to look to other countries for research
assistance and grants and in essence put us in a condition of giving

away proprietary rights or interests. Is that a real concern?
Dr. Healy. I do not think that we could ever find an alternative

source to the NIH. I think there would be less research being done,
because no country in the world invests in basic science the way
we do. And we invest based on investigator-initiated ideas.

Other countries that invest substantially in medical research al-

most do so in an almost proprietary way, through their industries,

particularly countries like Japan. They just do not have freely
available resources like we have at NIH, where if a scientist thinks
it is a good idea, and if the money is there, they get funded.

I think the issue is that those alternative sources the CBO men-
tioned simply do not exist. The alternative is not to pursue as
much science, but to basically downgrade the effort.

Senator Mack. Let me ask you this. It sounds like what could

happen, though, is, if you draw down on the resources of NIH,
which I absolutely oppose. There has been so much discussion

about investing in America's future over the last several months,
I am shocked, frankly, to find that the area which I would consider
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the greatest potential for investment, the NIH and the research
that is being done, is an area which in fact we are cutting.

INTERNATIONAL COLLABORATION AND PROPRIETARY RIGHTS

Are not those who make those kinds of comments, like CBO, are

they not really sajdng what will actually happen is that we will be

forcing research away from the NIH out into some other alter-

native, and that alternative, again, it seems to me, is that we are

really putting ourselves in a position where we are selling off, if

you will, this research expertise to other countries, Japan in par-
ticular, where we in fact will give away proprietary rights in an
area where our country has the ability to be on the cutting edge,
and one of the areas where we can improve our exports, if you will,

is in fact going to be destroyed.
Is that a fair concern?

SCRIPPS-SANDOZ

Dr. Healy. I think that is, and in fact I can see us getting into

a destructive downward spiral. The example that NIH has just
lived through has been the Scripps-Sandoz arrangement, where a

foreign pharmaceutical company was willing to invest $30 million

a year for 10 years in a research institution out on the west coast

that was supported about 80 percent by NIH money. It had an NIH
portfolio of close to $100 million a year, and this foreign firm was
willing to put $30 million in.

Now, in exchange for that $30 million they got proprietary rights
on virtually the entire portfolio, including NIH research.

Senator Mack. Let me ask this question. How can that organiza-
tion give away proprietary rights which basically we are funding?

Dr. Healy. Well, they should not. Obviously we are having some
discussions on that right now, and we agree that that is a dubious
move on their part, and actually we will be taking steps to see that
that kind of restrictive access to research funded mostly by tax-

payers does not occur.

However, one has to understand the sentiments and the fear that

may have inspired that deal: namely, here suddenly was a pot of

$30 million at a time when we in this country are contracting the
NIH investment in these great research institutions. And if thev
are on the decline in terms of NIH funding, they are going to look
for alternative sources.

Right now our universities are hot picks for foreign pharma-
ceutical industries and device industries. They are just sitting
there. They are very enticing, very inviting, and they can leverage
taxpayer dollars with their own money and actually be very suc-
cessful. Instead of having, in some cases, in-house research, they
can leverage American research.

I think that it puts tremendous pressures on our universities and
research institutions across the country. In their mind, these kinds
of arrangements become, in some cases, almost lifesaving. And if

we see our academic institutions moving more and more in that di-

rection, and we see more deals like Scripps-Sandoz, what is going
to happen is the American public is going to say wait a minute. We
do not want to invest in these places. I see a downward spiral in

i
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which NIH would lose the public trust and, in fact, not have the

basis for even a $10 million budget.
Senator MACK. I can see stories on the news about money we in-

vest underwriting research firms and then selling our interest to

a foreign for-profit institution, and this continues to undermine

support for funding of NIH.

ECONOMIC BENEFITS TO INVESTMENTS IN NIH

Dr. Healy. Well, I am an American chauvinist when it comes to

why we invest in NIH, and I think one thing that is featured in

the strategic plan and was the subject of a little bit of controversy

among some in the scientific community is that NIH is of incredible

economic benefit to this country.
It is not our primary reason for being there, but it is a new value

that we are bringing to this country—economic value in terms of

jobs, in terms of this whole magnificent biotechnology industry, the

pharmaceutical industry, the device industry. These industries

would not be what they are today if it were not for NIH. These in-

dustries will be a great resource in the future for this country, for

good jobs, not $4-an-hour jobs. They will create high-paying jobs
that involve high technology and that produce great return to the

American public, not just in terms of their health but also in terms
of the economy.
So I think that we have an obligation as an institution, as a pub-

licly supported institution, to m^e sure that the research we do

does bring a return to the American public. We hold very dear the

principles outlined in the Bayh-Dole Act, which states specifically
that when we transfer technology from the Federal laboratory or

Federal research facility, and that extends to our grantees, that

there must be preference given to the American economy and to

American industry and to small businesses.

DISEASE AFFECTING THE AGING POPULATION

Second, I think that we have the opportunity now, as never be-

fore, to have a favorable impact on the health care debate, in which
NIH has been totally left out.

With respect to Alzheimer's disease, which is something of great
interest to the chairman, we now have several million people in

this country with Alzheimer's disease. This is a disease which is

very unusual in the sense that there is almost no terrible disease

that you can tell a patient they have where you do not at least offer

them something. We cannot explain to them why they got it. We
cannot explain to them how we can treat it, how we can delay it,

how we can make them feel better, how we can palliate it. We have

nothing to offer people with Alzheimer's disease, except a tragic,

debilitating life, which ends up being basically no life for many
years.
Now, what is the hope for those who suffer from Alzheimer's?

The only hope for Alzheimer's patients is NIH medical research.

And it is not just the pain and suffering of those 16 million Ameri-
cans that will probably have AlzheimePs in the next century but,

just as important is the fact that Alzheimer's poses an extraor-

dinary economic burden to our society. These people have to be
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cared for, often, in chronic care facilities. They constitute a major
part of the nursing home populations.

I think that we have an obligation to do something about this.

The return would be wonderful from a humanitarian perspective,
but it will also bring economic return to this country. I am not sure

how any system of health care is going to be able to deal with 16

million Americans with Alzheimer's.

Senator Harkin. If I might interrupt, last night I was sitting at

home and read every one of the testimonies of every one of the di-

rectors. I did not mean to bring this up here, but I wanted to quote
from Dr. Cohen at the National Institute of Aging. Let me read
what he wrote here.

Without substantial advances in the prevention and treatment of those diseases

and conditions which lead to disability, this growth in the size of our oldest age
groups will have a devastating impact on future health care costs, with the migor
impact on Medicare. These increased costs will more than offset potential gains from

any cost containment strategies.

Dr. Healy. That is right.
Senator Harkin. Yes; if we do not pay attention to Alzheimer's

and put the research into it, I do not care what kind of cost con-

tainment strategy you have, the increase in the over 85 age group
is just going to wipe out any cost containment.

Senator Mack. I will just make one quick comment. It does seem
to me that one of the things that we collectively have got to find

a way to do is to communicate better with the American people
about what it is we are doing. We have a tendency to talk about
it in technical terms, in research terms, when what we are really

talking about are human lives.

You talk about Alzheimer's. My father-in-law has been suffering
with the disease. I know what it is like. I certainly do not know
to the degree that his wife knows about the disease, but I have a

pretty good understanding.
Somehow or another we have got to find a way of communicating

what it means to cure a disease. A lot of what we have done, I

think, in the past in research has actually driven up the cost of

health care. The polio vaccine is one of those that just dramatically
drove down the cost of health care. And we have got to find ways
to communicate that message about where we are in this fight. I

am convinced if we could get the message out to the American peo-

ple they are going to be saying we ought to be putting more money
into research.
But I will stop there.

Dr. Healy. If I could follow with one quick comment,
osteoporosis is another example about which people are not con-
cerned. It does not sound so bad. The fact is it is a major reason

why women end up spending their last years in nursing homes
with broken hips and broken backs and chronic debilitating pain.

Hip fractures in this country are largely due to osteoporosis in

women, and the cost of hip fractures is about equal to the entire

NIH budget. All we have to do is find a way to reverse the process
and recalcify those bones and build up matrix in bones. It is not
an impossible situation. We have the tools to do it over the next
several years. If we focus on it, we can do it. That would bring
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great economic return and also give quality of life to people as they
age.
We have an obligation to make sure that we deal with some of

these issues now—for tomorrow.
Senator Harkin. Senator Kohl.

PRIORITIZING DISEASE AREAS FOR FUNDING

Senator Kohl. Thank you very much, Senator Harkin.
In this general area, Dr. Healy, increasingly there are specialty

research groups who come in suggesting that we should spend
more money on one disease rather than another. They use mortal-

ity figures or prevalence figures or cost to society figures to justify
the argument for more research funding for their particular dis-

ease.

My concern is this, my disease versus your disease mentality.
Could you tell us, to the extent that you can, what criteria are used
for allocating funds within the Institutes for various specific dis-

eases, and, second, is there a way to break down spending by dis-

ease? And, finally, would you share with us how you respond to ar-

guments that the appropriate way to allocate research funds is to

say that x number of people die from this disease compared to that

disease, and that spending should reflect that?

HEALTH AND PREVENTION

Dr. Healy. Well, first, the genius of NIH when it was first

formed 50 years ago was to identify the fact that people were dying
from terrible diseases, and institute structures were built around
diseases. So our obligation to apply the powers of science to fight
human disease is an important part of NIH's history.
One thing that is sometimes left out, as one recognizes the obli-

gation to respond to fight the whole range of human diseases, is

that we £dso have to focus on health. We have to focus on preven-
tion. When you are focusing on health and prevention, you are real-

ly talking about understanding living organisms. You are talking
about understanding really fundamental mechanisms involved in

what maintains health, not just what leads to disease.

It also means that certain things fall through the cracks—like

prevention, like nutrition—^that focus more on maintenance of

health rather than fighting disease.

NIH AS A totality

With regard to the specific breakdown by disease and how do you
say one disease is more important than the other, I would just say
to you that I think that it is dangerous to put too much priority
on budgeting by disease. Is it quantity of life? Is it quality of life?

Whose life? I think that all human suffering is equal, and I think
that as we approach NIH we have to see it as a totality, where the

aggregate effort is to focus on the health and well-being of every
man, woman, and child in this country, not just one or two subsets
that happen to have a disease which is in vogue this year.

Now, that does not take anything away from anybody, but what
it does say is that there is a certain unity in the scientific base that

we are developing, particularly more and more as science moves
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ahead—molecular biology, cell biology, the human genome, molecu-
lar medicine. The fundamental concepts that we are exploring re-

late often to many, many diseases.

So I think that we do not have to engage in a battle of your dis-

ease versus my disease, because our purpose is the National Insti-

tutes of Health. It is for everyone's health; it is not your disease
versus my disease.

Senator Kohl. No question in an ideal world that is what it is,

but in fact we do make allocations for one disease research versus
another. The question I was asking is, to the extent that you can,
is it based on the number of people that suffer from one disease

or are expected to suffer from one disease or not?
Dr. Healy. If you were to be very scientific about it, and you

were to analyze precisely how those priorities were made in terms
of numerical justification, I think you would find it is impossible
to justify it. I was rather appalled a few years ago when I read an

analysis of why certain diseases were priorities, and the analysis
looked at diabetes and heart disease and cancer and AIDS and fig-

ured out how many people died per year. But that did not work,
because the big killer was heart disease, and heart disease was
lower, and some of the other diseases were much higher.
So the body count did not work. So then they started an analysis

in which they discounted human life as you got older, so what
mattered was if you died of a disease younger, then you got higher
value than if you died of the disease later, and they actually dis-

counted to zero life beyond 65, which I thought was a preposterous
analysis.
So that did not work either.

Senator Mack. Most of the people in my State would agree with
that. [Laughter.]

Dr. Healy. And as a doctor I agree with it. But then they tried

to look at quality of life. The quality of life is left out of everything.
Most people do not die of osteoporosis, but they suffer. They take
a long time to die with Alzheimer's disease, sometimes 20 years.
But it is the most inhumane kind of suffering that anyone could
be subjected to—a healthy body and no brain. Can you imagine?
So I think the way to look at NIH is as a totality. That is what

we tried to do here.

You know, an interesting thing that fell out of this is that, by
looking at NIH in the aggregate, we at the NIH have an obligation
to every person. Now there are going to be certain disease-driven

priorities based on horrible epidemics, like AIDS, or the horrible

epidemic of breast cancer and prostate cancer, which, by the way,
is being left out. We do have to focus on these diseases, but we can-
not lose sight of the fact that the entire NIH has to be elevated as
a unit. In the strategic plan, what we did is we looked at trans-
NIH objectives, and among these were the broad fields of molecular
and cell biology. They were the broad critical health needs like nu-

trition, like women's health, like minority health, chronic debilitat-

ing diseases.

Every Institute has a stake in chronic debilitating diseases, even
if we do not know the names of those diseases. Every Institute has
to focus on them. Every Institute has to focus on nutrition, on be-

havior and health, on the relationship of the organism to the envi-
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ronment and how the environment affects one's health or one's dis-

ease.

And if you do that kind of budget development, and this is how
we developed the 18-percent budget last year, virtually all of our
Institutes got just about the same increase in their budget and not
because of some sense of equity. It was somewhere between a 16-

and 18-percent increase.

And what it basically meant was that within NIH we really be-

lieved that human suffering is equal. It does not matter what your
disease is. We have an obligation to apply science, to apply our tal-

ent base, and to apply our resources across the board. And of

course that does not mean we are going to fail to respond to AIDS
or breast cancer, but it does mean we are not going to forget other

people.
And we can do it all if you think of us as an entity. I am con-

cerned that if you create grotesque distortions and imbalances in

our budget, where we have a 100-percent increase in breast cancer
and a 20-percent decrease in something else, that ultimately that

will destabilize the entire enterprise, and breast cancer and AIDS
will suffer in the long run.

INDIRECT COSTS

Senator Kohl. All right. In connection with these allocations and
the tough times we are living in, Dr. Healy, I have a question
about NIH reimbursement for indirect costs.

Last week one researcher sent me a letter to follow up on a meet-

ing he had had with one of my aides in my office, but he did not

just drop a single letter in the mail. He sent it Federal Express pri-

ority, overnight. And he did not just send me a letter; he also sent
a similar kind of letter of thank you to my aide, also Federal Ex-

press priority, overnight. Each one cost $13, so that is $26 to say
thank you.

Needless to say, this $26 that was spent on research notes made
me less than sympathetic in terms of his complaint that a 1-per-
cent cut would devastate an entire generation of research.

The question is, is this common and prevalent? Is this something
that does get charged to the NIH budget—$26 for thank you notes

overnight? Is there some way in which you can exercise or do exer-

cise oversight with respect to these kinds of expenses?
Dr. Healy. Of course we do not exercise that level of detailed

oversight over institutions that we support. We hope that those in-

stitutions are exerting that kind of oversight with regard to both
direct and indirect cost of research. It certainly sounds excessive.

With regard to indirect costs, though, I do not think we have ap-

propriately engaged the indirect cost issue. I think there has been
a lot of rhetoric, a lot of fancy talk, lots of hearings. A university

president falls over the whole issue of indirect costs. But if you ask
me what has happened to indirect costs over the past 2 years, I do
not think we have advanced a whit.

I do not think we have come to a solution. I do not think we have
addressed the issue properly. I do not think that we have in any
way really dealt with the broad range of variance among indirect

costs institution by institution, or in fact the looming problem of in-
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direct cost in years ahead, which is going to be a ballooning infra-

structure cost.

So I think that despite lots of talk and rhetoric about indirect

cost, I do not think anybody really has done anj^hing to fix the

problem.
Senator Kohl. It exists?

Dr. Healy. Oh, yes; it is getting worse.
Senator Harkin. Where is that from? I am interested.

Senator KoHL. Well, if you want, I will pass it on to you.
Senator Harkin. I would like to take a good, hard look at that.

Senator Kohl. Federal Express priority, overnight—thank you
notes, one to me and one to my aide—$26 from some fellow who
had come in to ask for more funding, paid for by NIH.

Dr. Healy. But I must say. Senator Kohl, the audit function is

not at NIH. It should be, but it is not.

Senator KOHL. I know. I am sure that you did not authorize it,

nor would you permit it if you were in a position to do something
about it. The question is what kind of controls should we have, not

only at NIH but everywhere. What kind of control should we have.
I would like to hope, and I am sure you would, that this is an

isolated incident, but we know it is not.

Thank you, Mr. Chairman.

HEALTH CARE REFORM

Senator Harkin. Doctor, I have two follow-up questions. As I

mentioned, Senator Hatfield, and I am advancing a proposal to in-

corporate medical research into the upcoming healtn care reform

package. I outlined that proposal in a New York Times article.

Without asking about details—I do not want to get into the
mechanism—I want to elicit from you your thoughts on what it

would mean and how we should look at this. If it were to come
about, what would NIH do if you received an additional $5 billion

a year as a result of health care reform? If that addition were sus-

tained, I guess the series of questions would be, will the funds be
well spent, what are your impressions of this, and how could they
best be utilized?

I guess you mentioned earlier that we may have a big one-time

bump-up and then it comes down again. We discussed this in my
office a long time ago, about getting some kind of sustained growth,
as you had in your strategic plan that would allow NIH to look
ahead 5, 7, 8 years so that researchers and research projects would
know that they were going to have the sustained funding over a

longer period of time.

So, if we were able to get this additional $5 billion, what dif-

ference would it make and how could it best be utilized?

Dr. Healy. I think if we wisely handled the money it could be

phenomenally important to NIH, both in terms of NIH's operations
but also in terms of the spirit, in terms of the overall invigoration
of the enterprise.
We have spent a lot of time discussing this, both among members

of the Office of the Director and among the Institute Directors, and
what we would do with this money. If we really had $5 billion

above the base, we would ask for it in no-year money to be spent
over 3 years, so that we could be assured of roughly $1.5 billion

i
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above the base, spent over 3 years. And we figured out, somewhat
to our surprise and pleasure, that that would basically deliver on
what we had proposed last year.

It would basically enable us to bring up, rachet up the grant
portfolio by roughly 10,000 grants, to work into it over a period of
2 years, and then to stabilize at that level, which would be basi-

cally a 50-percent increase in our overall portfolio. And, most im-

portant of all, it would be a signal to the scientific community that
at least for the next 3 years we can count on this kind of stability
at this higher level.

If, in the next year we could also get another $5 billion, and each

year, of course, is uncertain from one budget to the next if we could

get another $5 billion bonus on top of it as part of a sustained ef-

fort, then I think we might be able to project out further and would
also think about addressing some concerns that have been woefully
neglected, such as training, really engaging the training issue—and
by that I mean career training. I do not just mean young people
coming in, but I mean creating grants, junior ROl's. We would ad-

dress also the infrastructure issue, which is a ticking time bomb
and cannot be borne by indirect cost of grants.
So I think that we could wisely plan ahead if we knew we would

have that kind of investment. But if we knew we were going to get
it this year, I think the wisest thing to do at this point in time,
when the community is so destabilized, would be this 3-year, no-

year funding over 3 years and achieve this goal that we had pro-

jected based upon the strategic plan 1 year ago.
Senator Harkin. I like that. I hope that we could get it every

year.

SUSTAINED GROWTH IN NIH FUNDING

Dr. Healy. We gave you a projection of two ways to spend the

money. If we spent the whole $5 billion in 1 year, what would hap-
pen is you suddenly would be funding grants at a 50-percent rate,
and we think we would probably not be getting good quality.
You know, we would love to have a stable 33-percent rate rough-

ly. So by doing the $1.5 billion a year, we would be able to stabilize

it over several years at about a 33-percent funding level, which
would be great, and we would prevent the problem of funding 50

percent 1 year and then falling back to 25 percent the next year,
which is very destabilizing, even though it sounds great to get all

that money.
Senator Harkin. That would not be my intention, and I do not

think this subcommittee's intention either. It would be a sustained

growth every year.

Maybe Dr. Collins would be the one to ask this to, but I used to

always kind of bug Dr. Watson about hurrying up the human ge-
nome project. He used to always tell me, no, you cannot hurry it

up. I happened to see Dr. Watson here in the parking lot a couple
of months ago. We just crossed paths in the parking lot, and he

stopped me and said, you know, you were always beating me up
about hurrying up the human genome project, and he said now we
can. [Laughter.]

Dr. Healy. Because he is no longer there.
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Senator Harkin. Because he is no longer there, right. Evidently
some breakthroughs have been made, and he was trying to tell me,
but we were sort of hurrying to our respective planes and things.

Maybe I will cover that with Dr. Collins.

But again, with this type of funding I guess I am wondering
could we collapse the timeframe on the human genome project?

Dr. Healy. 1 would just like to say, Senator Harkin, that I think
that Francis Collins will be appearing for the first time before you,
and I think that he has been a substantial recruitment for NIH.
I think that we can in fact realize the dreams of the human ge-
nome program faster and even more broadly than was anticipated.
I see this as one of our highest priority programs.
Senator Harkin. Grood. I am glad to hear you say that. If you

want to jump in, just jump in.

Senator Mack. I do have a couple points I would like to pursue.
Senator Harkin. I will vield to you. I have one more question.
Senator Mack. You finish up, then. I am patient.
Senator Harkin. I hate to bring up an
Senator Mack. Maybe I should go ahead, then. [Laughter.]

ASSIST PROGRAM CONTRACT AND CDC MISSION

Senator Harkin [continuing]. A topic that is going to be a little

contentious. It is like Senator Kohl: there is sometning going on
here I do not understand and it bothers me.
As you know, I am very strong advocate of prevention. I have

worked very hard on this to make sure we get it into the health
care reform bill. We also have jurisdiction over the Centers for Dis-

ease Control and Prevention, which is what it is now called.

Because of CDC's mission, I was surprised to learn that NIH,
through the National Cancer Institute's ASSIST Program—^that is,

the American stop smoking intervention studv—has entered into a
contract with a private company at a cost of between $16 million

and $18 million to communicate and coordinate with State public
health departments involved in ASSIST to provide the States with
technical assistance, support, and training, to develop training ma-
terials, and perform studies and analysis of projects.
The question is, why did NCI purchase the services of a private

contractor here in Washington, DC, for coordination of State public
health departments instead of establishing an interagency agree-
ment with the Centers for Disease Control and Prevention, which
already has those State relationships?

Dr. Healy. I think the role of the NIH across all of its Institutes
has always been to transfer its knowledge into the clinical setting
through clinical trials. Some of those clinical trials are community
intervention programs. In the women's health initiative, for exam-
ple, we are going to have a major community intervention program.
That is research. We are trying to see how in fact knowledge can

impact on a given community, with all of its regional and cultural
differences. The fact remains that NIH, in its entire history, has
been a leader in studying the adverse effects of smoking on the

lung, on the heart, with regard to cancer, and has always, and the
NCI in particular has always, had an aggressive program of dis-

ease prevention and control—and control means, often, community
intervention.
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So I believe that this is very compatible with the mission of NIH,
and I might mention to you, Senator Harkin that with respect to

communicable diseases, CDC is the agency that appears to have
changed its mission, not NIH. The CDC used to focus on infectious
diseases. It was disease surveillance. It focused on epidemics. Le-

gionnaire's disease, AIDS, and it goes out into the community, does

surveillance, is the group on the site if there is a major epidemic—
hepatitis, polio.
Senator Harkin. Dr. Healy, let me interrupt you. Let us get to

the point here. Why did we not contract with the Center for Dis-

ease Control and Prevention to do this rather than a private com-

pany. Let me read to you the statement that came out. This is from
HHS News that came out Friday, October 1, 1991, announcing the

program.
I quote from Dr. Greenwald, Director of the Division of Cancer

Prevention and Control of NCI. He said:

From more than 60 large intervention studies we have learned which strategies
and approaches are most effective in controlling tobacco use. It is time to apply
these techniques as broadly as possible to prevent smoking-related lung cancers and
other diseases.

Again, I submit to you that the Centers for Disease Control and
Prevention have those connections with public health agencies all

over this country. Why are we spending $16 million to $18 mil-

lion—it is over a 5-year period of time; I understand that—^with

what euphemistically might be called a beltway bandit?
Dr. Healy. Well, I think Dr. Broder will be able to explain to you

the specific detail of how that contractor was chosen. But I think
the bigger issue that I am concerned about is that, first, NIH often

does work with CDC, but it does not necessarily need to work with
CDC when it is doing community intervention programs, even with
State health departments or city health departments, because it is

within our responsibility to do intervention research in commu-
nities. This is research that we are focusing on.

Once research is totally done and the answers are there, the
CDC's role is to really implement that knowledge. But NIH is still

working in a research mode.
But the point I was trying to make. Senator Harkin, is that the

CDC has changed its mission. The CDC did not use to deal with
chronic diseases and with chronic disease prevention. This is a new
mission for them, only over the past several years. They used to be
the Center for Communicable Diseases. They used to focus on com-
municable diseases, which is not smoking.
Senator Harkin. But this started in 1991, did it not?
Dr. Healy. Right. But what I am saying is that NIH has a 40-

year history of working in research involving interventions to pre-
vent disease. Smoking has been under the aegis of NIH and an
area where we have done research for years and years and years.
The fact that the CDC is also working now on disease prevention

and focusing on applying various programs in communities is fine,
but I think the question should be reversed. The question is the ex-

tent to which smoking prevention should be done at NIH versus
CDC.
Senator Harkin. I have some real problems with this. Was this

a competitive bid?
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Dr. Healy. You will have to ask Dr. Broder.
Dr. Broder. May I respond to several of the points you raised?

Senator Harkin. Perhaps when you get up here.

Let me put it this way. What I would like to have is a copy of

the RFP that went out on this. I would like to have copies of all

of the bids that came in on this. And I would like to have all of

the documentation surrounding this RFP, including the basis of de-

cision for the RFP, why it was sent out in the first place. I want
a copy of the RFP. I want a list of the proposals submitted and the

amounts of those proposals. And I want the documentation to in-

clude the amount of each bid for administrative costs.

Can you provide that to me?
Dr. Healy. We certainly will.

Senator Harkin. I appreciate that very much. I would like to

look at that.

THE AGING OF THE RESEARCH COMMUNITY

Senator Mack. I just wanted to kind of follow on with the discus-

sion we were having earlier. You may have been discussing this

point earlier when you were talking about stipends and other is-

sues. Again, those who have raised this whole question about the

impact of reduced funding, if you will, for research is the impact
on the scientists—^that is, the message that it sends to the people
who might be interested in a career in scientific research with re-

spect to health.

Are we already seeing problems out there with respect to people
who are beginning to refocus their careers, choosing new directions

because they are concerned about whether funding is going to be
there for their particular area of interest?

Dr. Healy. Well, we certainly know that the NIH brain trust—
the core brain trust, the 21,000 principal investigators

—that core

brain trust has not increased over the past 5, 6, 7 years. It has ba-

sically been stable, despite the fact that research has been under-

going phenomenal expansion and exposure.
And what we also know is that that brain trust has been relent-

lessly aging. It is gra5dng. And that certainly suggests to us that

younger people are not coming into the system. Now, when we look

by age, younger people compete just as well as older people do if

you look at them in 5-year allotments.
So what that means to us is that younger scientists are not try-

ing to get into the system at the same rate that they used to 10
or so years ago. This is worrisome to us. If this continues, we will

erode the brain trust, and it will not matter how many billions of
dollars NIH has to spend if we do not have the talent to spend the

money wisely. We will just be wasting money.
Science in particular is highly dependent on youth and it is high-

ly dependent on people who are challenging, who make bold leaps
of imagination, who are not in a rut, and who are willing to do
riskier things, which is, I think, often more t3T)ical of the younger
scientist.

So we are losing more than just young people. We are losing an

important part of scientific methodology if we lose these young peo-
ple. So we are worried. There is no doubt that it is not just occur-
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ring among M.D., scientists, but also Ph.D., scientists. People are

getting the signal that scientific research is a pretty risky career.

You might go to school for 10 or 12 years and be 30 or over when
you are finally ready to establish yourself and embark on your ca-

reer after training, and you face an 80-percent failure rate. That
is

pretty high considering the personal investment and the finan-

cial investment made in that person up to that point. So I think
that we do have to worry about this, and we have to develop inno-
vative programs to address it.

SUPPORT FOR SCIENTIFIC RESEARCH: NIH VERSUS NASA AND NSF

Senator Mack. I maybe should know the answer to this question,
but I am going to ask it anyway. Why has this kind of research
fallen out of favor, or is that an inaccurate statement?

Dr. Healy. Why has NIH in general fallen?

Senator Mack. Or medical research in general?
Dr. Healy. I think we ask ourselves tnat question all the time.

Mr. Harkin showed what has happened to NSF and NASA, and I

think there is a story to be told tnere. The President relentlessly
identified NSF as a priority

—^the entire agency—in the previous
administration's justification for science. And then when they
looked at NIH, it was NIH and AIDS research, and NIH and the
Human Genome Program. But it was not NIH, the intact organism,
the intact effort.

So the chopping up of bits and pieces of NIH means you can say
this is my priority and let the rest of NIH kind of fall to the way-
side for a while.

I think the NASA story is another example. All of NASA was
deemed a priority. NASA captured the imagination of the American
public. When people see things up in space, they automatically
think NASA, whereas at NIH, where 80 percent of our resources
are spent outside of NIH, when we hear about a great discovery,
it is Stanford's discovery or Michigan's discovery or Harvard's dis-

covery; it is not NIH's
discovery.

So I think, as you perhaps alluded to earlier, Senator Mack, NIH
has not always done a good job in articulating NIH, the intact Fed-
eral enterprise doing medical research to the public, as the entity
that is responsible for those magnificent discoveries that are com-

ing out of Stanford and Harvard and the University of Michigan
and University of Florida.

So I think we as a community have to do better to let the public
understand that NIH is a priority as a medical research enterprise.
Within the Government, both the executive branch and the legisla-
tive branch, I would like to see NIH sit at the table with the other
science agencies. We are locked into a system where we are com-

peting against Head Start or School Lunch Programs. I would like

to see us compete against NASA and NSF as a priority for this

country, and I think NIH would come out very well.

Senator Mack. Thank you.
Senator Harkin. Dr. Healy, thank you. Just to follow up on the

project ASSIST, on the documentation I asked for, how soon can

you get that to us?
Dr. Healy. We will get that to you—^how soon do you want it,

tomorrow?
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Senator Harkin. If you could get it to me by next week.
Dr. Healy. Certainly. I would be glad to.

Senator Harkin. And, again, the proposals that came in, I would
like to see copies of those.

Dr. Healy, again thank you. You have been most kind and pa-
tient and responsive to questions. At this time I would like to call

to the table all of the Institute and Center Directors at the NIH.
I would like to ask each of the Directors—and I have a list—I

will just call you, I guess, as we go down it—for a brief couple of

minutes. You may submit your longer written statements for the
record. They will be included. I read over your statements last

night.
Following the completion of the statements, we will have the op-

portunity to ask questions. Dr. Healy, again I am glad you could

stay. I do not know what your timing is. I am always concerned
about your timeframe. But I would like to go through these.

Again, I appreciate you all, and I just echo what Senator Hatfield

said earlier. There is no one who appreciates more than I do the
kind of work you do under sometimes very trying circumstsinces.

Your stock is high here in the Congress and with the subcommit-
tee—all of the Institutes. I believe your stock is very high with the
American people. Everywhere I go, when I talk about NIH Insti-

tutes, I think there is just a sense among the American people that

this is something that is one of the good things that we have in

this country and something that should be supported.
Hopefully the word will get around the country about the prob-

lems with the budget this year. I am doing my best to try to get
it out, and hopefully we can turn this thing around and get the
kind of resources needed to make it easier for you to do your jobs
better at the different Institutes. So I appreciate your being here.

I look forward to your testimony. We will start with Dr. Sam
Broder of the National Cancer Institute.

Let me apologize. I did not mean to cut you off, but I just wanted
to get us moving along here. We can talk about it when we get into

the questions. Thank you very much, Doctor.



National Cancer Institute

statement of samuel broder, mj)., director

budget request

Dr. Broder. Thank you, Mr. Chairman.
In 1993 there will be almost 1.2 million new cases of cancer and

approximately 500,000 deaths from cancer in the United States.

Ilie mission of the National Cancer Institute is to reduce suffering
and death from cancer, with the ultimate goal being prevention
and cure of this disease.

Today we are grateful to report some important advances. A new
drug, Taxol, has been approved by the FDA for the treatment of

ovarian cancer. And Taxol, while not a cure, has been found effec-

tive in treating certain forms of breast and other tumors.
We have a new breast cancer prevention clinical trial with more

than 7,000 women already enrolled, and a prostate cancer preven-
tion trial, which we expect will be underway in September.
New gene therapy protocols are underway, including an innova-

tive approach for brain tumors. A new cancer vaccine against cer-

tain breast and gastrointestinal cancers has been initiated in indi-

viduals at the clinical center.

We have a new drug in clinical trials to see if we can stop metas-

tasis, the process by which tumor cells spread to other parts of the

body. We have new insights into how certain viruses and environ-

mental carcinogens start cancer, and these insights will speed the

development of therapies, vaccines, and related preventions. We
are exploring the role of environmental contaminants such as

organochlorine residues for breast cancer risk and in other tumors.
NCI has a comprehensive research program in basic cancer biol-

ogy, etiology, prevention, diagnosis, treatment, and rehabilitation.

This includes community outreach conducted through community
clinical oncology programs, cooperative groups, and cancer centers,
all of which speed access to state-of-the-art prevention and care for

cancer patients.
The specialized program of research excellence [SPORE], grant,

fosters interdisciplinary research in breast, prostate, lung, and
other cancers and to move research advances efficiently from the

laboratory into the clinical setting.
NCI collaborates with Federal and international agencies to pro-

tect biodiversity. Recently, NCI created a letter of intent to collabo-

rate with developing countries in which natural products are

sought for drug discovery.
Women's health is a special priority. Cancer is the second leading

cause of death for American women. In 1993, about 250,000 women
will die of all cancers combined, with breast and lung cancers as

the leading causes of cancer deaths. NCI also supports research on

(597)
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ovarian, endometrial, cervical cancer, and, of course, lung cancer,
the leading cause of cancer death in women.

Studies on the effects of DES on women and their children con-
tinue. NCI participates in the NIH Women's Health Initiative and
began a trans-NIH working group to help coordinate breast cancer
research.
NCI supports research on AIDS, opportunistic infections and

AIDS-related cancers and has strong programs in clinical and pre-
clinical development of new drugs, drug combinations, and vaccines
for this important disease. In addition to an intramural experi-
mental treatment program for adults with HIV or AIDS, NCI has
established the world's leading pediatric AIDS treatment center.

PREPARED STATEMENT

We reaffirm our commitment to reduce death and suffering from
cancer and this commitment is made with a full awareness of its

awesome challenge. We have no illusions that this is an easy task.

Mr. Chairman, the fiscal year 1994 budget request for NCI is

$2,142,122,000. I would be pleased to answer any questions.
Senator Harkin. Thank you very much. Dr. Broder.

[The statement follows:]

Statement of Samuel Broder, M.D.

In 1993, almost 1.2 million Americans are expected to be diagnosed with cancer,
and approximately 526,000 deaths are anticipated. The mission of the National Can-
cer Institute is to reduce suffering and death from cancer with the ultimate goal
being prevention and cure of this disease.

Mr. Chairman, each vear you ask us what we can teU you that we couldn't tell

you the year before. We are grateful for this question, and are pleased to report
some important advances. We nave a new drug, taxol, approved by the FDA for the
treatment of ovarian cancer. But we are now tdso finding that taxol can alleviate

the suffering from breast cancer and certain other cancers as well. We have new
prevention clinical trials in breast cancer and in prostate cancer. More than 7,000
women have enrolled in the breast cancer chemoprevention trial and we will recruit
for the major prostate cancer trial beginning in September. New gene therapy proto-
cols are underway, including an innovative new approach for brain tiunors. A new
cancer vaccine against breast and certain gastrointestinal cancers will be tested in

people for the first time. Deaths from many cancers are directly traceable to metas-
tasis (the process of spread from the original tumor site) and now we have a new
drug in cUnical trials to see if we can stop metastasis. We have new insights into
how certain viruses and environmental carcinogens start cancer and these insights
will speed the development of therapies and vaccines.
Mr. Chairman, these are a few of the tangible results of the investment that the

Congress and the American people have generously made in NCI's research pro-
gram.
Cancer research at the basic cellular level is contributing to specific, often

noninvasive, diagnostic tests and new individualized treatments for cancer. 'The
death rate has fallen in certain common cancers, especially for individuals under 65.
In other cancers and especially for individuals over 65 and for certain minority
groups, we certainly have not, by any definition, made adequate progress.

In recent years, scientists at NCI and other Institutes of the NIH have pioneered
gene therapy for cancer and for ADA deficiency, a rare childhood immune disorder.
Now the story of gene therapy continues with a new experimented approach to the
treatment of brain tumors. Indeed, investigators across the country are now apply-
ing gene therapy techniques to a wide range of lung, blood, and vascular diseases,
such as cystic fibrosis, thalassemia, and sickle cell anemia. Gene therapy ap-
proaches are leading to new vaccines, and will likely be used experimentally to treat
AIDS. Much of this work is directly traceable to earlier research fostered after the

Congress created the National Cancer Program.
NCI has a well established comprehensive research program in basic cancer biol-

ogy, etiology, prevention, diagnosis, treatment and rehaoilitation. This includes com-
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munity outreach programs through community clinical oncology programs, coopera-
tive groups, and cancer centers, ail of which speed access to state-of-the-art preven-
tion and care for cancer patients.
NCI and the Congress have designated breast, prostate, and lung cancers as high

research priorities. A new grant mechanism, the Specialized Programs of Research
Excellence (SPORE), has been created to foster interdisciplinary research in breast,

{)rostate,
lung, and other cancers and to move research advances efficiently from the

aboratory into the clinical setting.

Today there are more than 8 million cancer survivors in this country. As cancer
treatments are developed, we must pay attention to their effects on the quality of
life of a patient during and after treatment. Therapy that spares limbs, preserves
speech and swallowing, conserves breast tissue, preserves continence, controls pain,
and maintains independence in patients are all important advances.
NCI allocates about one-half of its funds for basic cancer research out of the con-

viction that the best answers to the prevention and treatment of cancer lie in a
more effective understanding of the cancer cell and the process of carcinogenesis.
The identification of genes associated with specific cancers is of vital importance.
Studies of families with high rates of cancer are allowing scientists to pinpoint spe-
cific genetic patterns and environmental triggers that may lead to cancer. NCI-sup-
ported scientists are closing in on a gene for one type of early onset familial breast
cancer. Studies of oncogenes, tumor suppressor genes, and cell cycle regulators are
crucial to the eventual control of all types of cancer.
Genomic imprinting, a new field of study, is introducing revolutionary concepts in

human heredity, psirticularly the regulation of gene expression depending on wheth-
er a given gene is inherited fi-om the mother or the father. Various patterns of

genomic imprinting have been
experimentally linked to certain rare inherited can-

cers and to some more common cancers as well.

NCI monitors the interaction between the environment and health and cooperates
with the National Institute of Environmental Health Sciences and the Environ-
mental Protection Agency. Recently, NCI reported on the effects of nuclesir power
plants on cancer mortality rates in surrounding areas, as well as the effects of

chemicals and other substances in the environment and in the food-chain, and the

occupational hazards encountered by factory workers and farmers. We are looking
at substances such as DES and continuing to monitor afifected families. NCI contin-

ues to study the effects of pesticides with particular attention to the risk of various
cancers. F*revious studies have shown that farmers who used herbicides have dem-
onstrated an elevated risk of non-Hodgkin's lymphoma. NCI has initiated a study
on the use of cellular telephones and the potential for elevated cancer risk.

Throughout its programs, NCI recognizes and protects the concept of biodiversity
in the environment. NCI works with Federal and international agencies to assure

respectful management of natural resources, and recently, NCI created a Letter of
Intent to collaborate with developing countries in which natural products are being
harvested for drug discovery. Such a Letter has been signed with Madagascar.
Vinblastine and vincristine, two cancer drugs, are derived from the rosy periwinkle
that grows in Madagascar. The agreement signals an effort to arrive at equitable
economic arrangements if a valumile natural product is found and to arrange for

visiting scientists to participate in NCI's drug development program. Discovery of
new agents and drugs is an important NCI activity. In 1991, NCI sponsored a work-

shop on biodiversity and continues to provide leadership in this area.
A special word on women's health is in order. Cancer is the second leading cause

of death among women in the United States. In 1993, about 250,000 women will

die of £ill cancers combined, with breast and lung cancers ais the leading causes of
cancer deaths. NCI also supports research on ovarian, endometrial, cervical cancer,
and, of course, lung cancer which unfortunately is the leading cause of cancer death
in women. NCI is a strong participant in the NIH Women's Health Initiative and
has established a trans-NlH working group to help coordinate breast cancer re-

search throughout NIH.
Special attention to breast cancer is important. An estimated 182,000 new cases

and 46,000 deaths from breast cancer are expected in 1993. NCI's coordinated ap-
proach to breast cancer research includes basic cancer research, prevention, treat-

ment, rehabilitation, and community outreach. We are exploring the role of environ-
mental contaminants such as oreanochlorine residues in breast cancer risk. Impor-
tant advances include more involvement of women in making decisions about their

clinical care, better chemotherapy, a broader use of lumpectomy, often combined
with radiation, instead of mastectomy where appropriate, hormone manipulation,
new adjuvant therapies, and new prevention strategies. A major breast cancer pre-
vention trial to study tamoxifen has begun and wul enroll 16,000 women at high
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risk for breast cancer. And we expect shortly to begin testing a new vaccine for

breast cancer.

Indeed, vaccines against viral and non-viral cancers are being developed. For such
non-viral cancers as breast cancer and colon cancer, manipulation of certain tumor

antigens such as carcinoembyonic antigen (CEA) is being studied. CEA is a common
but weak tumor cell surface antigen. Scientists have learned how to evoke an im-

mune response to this molecule by combining it with a portion of a highly antigenic
recombinant vaccinia virus vector, which is the basis of the widely used smallpox
vaccine. Recombinant vaccines are being studied to elicit specific active immune re-

sponses to melanoma and to gastrointestinal, lung, ovarian, and breast cancers.

To reduce the toll of cancer, we must address the use of tobacco. NCI has several

major smoking cessation projects, including ASSIST.

Conducting science in an ivory tower is not enough. Therefore, NCI reaches out
to the public and to the health care community to provide the best information on
cancer and cancer treatment. The Cancer Information Service (CIS) is available

through a toll-free 1-800—4-CaNCER telephone number which responds to about

500,000 calls per year. The CIS also provides information about clinical trials and
state-of-the-art treatment through PDQ. NCI develops and distributes publications
and conducts national educational campaigns about reducing cancer risk.

NCI plays a vital role in AIDS research with strong programs in clinical and pre-
clinical development of new drugs, drug combinations, and vaccines. In addition to

an intramural experimental treatment program for adults with HIV or AIDS, NCI
has established the world's leading pediatric AIDS treatment center.

Historically, cancer research on various tumor viruses, including retroviruses,
made an essential contribution in allowing the nation to mount a speedy response
to the AIDS crisis. Now, in turn, AIDS research is yielding insights into basic immu-
nology and the etiology of certain cancers, especially lymphomas, Kaposi's sarcoma,
and anogenital cancers.

There is another important priority. This Institute has special responsibilities for

overseeing many different types of cancer research training across the nation. For
the ftiture benefit of the nation, training and education for biomedical careers must
be open to all qualified individuals. NCl is very proud that its model high school

Science Enrichment Program, a program especially tailored to young people whose
families live in poverty or lack traditional opportunities, has now become a national

program sponsored by NIH.
Mr. Chairman, we reaffirm our commitment to reduce death and suffering fi"om

cancer and this commitment is made with a full awareness of its awesome chal-

lenge. We have no illusions that this is an easy task. But with our three foundation
stones—basic research, clinical trials in both prevention and treatment, and cancer
centers—we believe we have made progress and will continue to make progress. Mr.

Chairman, the fiscal year 1994 Budget request for NCI is $2,142,122,000. I would
be pleased to answer any questions.
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National Heart, Lung, and Blood Institute

statement of claude lenfant, mj>., director

budget request

Senator Harkin. Now Dr. Claude Lenfant, the National Heart,

Lung, and Blood Institute.

Dr. Lenfant. Thank you, Mr. Chairman. As you know, the man-
date of the Institute is very broad, and therefore, I cannot address
all of the things which we are doing, but I would like to discuss

for you the status of three chronic* conditions—hypertension, asth-

ma, and sickle cell disease—which all have very significant public
health consequences as well as acute manifestations, such as coro-

nary heart disease and stroke.

In each case we are on the eve of very important breakthroughs,
which in our opinion are going to lead to new diagnostic methods,
treatments, and preventive strategies. We think that the next

years will show further progress on these conditions.

I would like to conclude my very brief statement by pointing out
to you that we have been tremendously encouraged by the result

of a national survey which was not undertaken by the Institute. It

indicates that the prevalence of hypertension in America has de-

clined from approximately 58 million to 50 million in about 10

years.

PREPARED STATEMENT

When you look at the impact on public health, on the quality of

life that Dr. Healy was talking about earlier, and the cost of medi-
cal care, there is no doubt that that is a tremendous achievement.

Yet, what we see ahead of us is the opportunity to do much better
than that.

Thank you, Mr. Chairman.
Senator Harkin. Thank you very much, Dr. Lenfant.

[The statement follows:]

Statement of Claude Lenfant, M.D.

I am pleased to address this committee once again on behalf of the National

Heart, Lung, and Blood Institute (NHLBI). During the ten years that have passed
since I first testified in this capacity, we have made considerable progress in under-

standing the fiindamental nature of cardiovascular, lung, and blood diseases and in

uncovering new strategies for their diagnosis, treatment, and prevention. Nonethe-

less, these diseases continue to have a major impact on society in terms of deaths,

illness, hospitalization, lost productivity, and health care costs. The Institute is ad-

dressing these issues through a comprehensive research program that includes basic

and clinical investigations, population-based studies, and demonstration and edu-
cation activities to move new research findings quickly into practice. We now have
in hand a remarkable variety of new research approaches—ranging from molecular

biology to behavioral science—that hold much promise for enhancing both longevity
and health quality of life for the American pubhc.
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The past year has brought forth noteworthy progress in the area of hypertension,

progress that illustrates the value of a multifaceted approach to research. Although
it has long been known that hypertension is, to some extent, inherited, the genetic
basis for tnis disease has been elusive. Thus, the recent discovery of a link between
a human gene and hvpertension constitutes a significant breakthrough. The gene
is responsible for production of angiotensinogen, a protein that regulates blood vol-
ume and other factors that determine blood pressure. This finding could lead even-

tually to new diagnostic tests, treatments, and preventive strategies for hyper-
tension.

The NHLBI-supported Treatment of Mild Hjrpertension Study has provided a sci-

entific basis for recommendations concerning management of patients with mildly
elevated blood pressure. The study found that while lifestyle cnanges (reduction of

weight, sodium intake, and alcohol use and increase in physical activity) signifi-

cantly lowered blood pressure, the addition of drug treatment reduced pressure fur-

ther and was associated with lower rates of major cardiovascular illness and heart

enlargement, and with improvement in patients' health
quality

of life. These out-
comes were observed regardless of the tjT)e of antihypertensive drug used. The Insti-

tute is initiating a large-scale clinical trial to determine the benefits and risks of
diuretic drugs, long a mainstay of hypertension treatment, as compared with newer,
more expensive drugs. The results are expected to have important implications for

cost-effective management of
hypertension.

The twentieth anniversary of the National High Blood Pressure Education Pro-

gram (NHBPEP) was accompanied by good news from the third National Healtii
and Nutrition Examination Survey (NHANES III): substantial improvements have
been made in awareness and control of hypertension in the United States. These

improvements occurred among men and women of all races, but the most striking
gains occurred among blacks. In addition, NHANES III data indicate that the preva-
lence of hypertension in Americans has declined from 58 million a decade ago to

about 50 million today. While the reasons for this decrease remain to be elucidated,
one strong suggestion is that the disease is being prevented. These findings high-
light the importance and timeliness of a new NHBPEP report that identifies pri-

mary prevention of h)T)ertension as an important national goal for the next decade.
The

feasibility
of this approach was demonstrated by the NHLBI-supported Trials

of Hjrpertension Prevention, which found that interventions to reduce weight and
sodium use

successfully
lowered blood pressure in persons with high-normal levels.

The NHBPEP will lead a nationwide campaign to foster adoption of both population-
based and targeted intervention strategies to achieve this objective.
While primary prevention among healthy people is the ultimate goal, the Institute

also devotes considerable attention to secondary prevention in
people who already

have disease. This is a cost-effective approach, because we are able to target special
efiforts to subgroups of the population in which the payoff is

likely
to be largest.

Atrial fibrillation (AF), a condition in which chaotic beating of tne upper heart
chambers increases risk of stroke, is one such area of interest. We have found that

warfarin, a drug to
prevent

blood clotting, is highly efiFective in preventing stroke
in afifected patients, but much more research is needed to improve our understand-
ing of the prevalence and determinants of AF, to identify high-risk groups, and to
determine optimal preventive and treatment regimens.
Another subgroup of patients prone to stroke are children with sickle cell disease.

Stroke prevention has been impeded by the absence of a noninvasive method for de-

tecting intracranial arterial narrowing before symptoms develop. NHLBI-supported
investigators are now exploring use ofa new technology, transcranial Doppler imag-
ing, to detect arterial abnormalities. With further refinement and application, this

technology may prove to be an efficient means of identifying children at increased
risk of stroke so that early preventive measures can be instituted.

Angiotensin-converting-enzyme (ACE) inhibitors, originally developed as a treat-
ment for hjrpertension, recentiy also proved their wor&i in preventing hospitaliza-
tions and deaths fi-om heart failure in patients with poor ventrin2ar function.
Newer studies are finding that ACE inhibitors may have a beneficial effect on dia-
betic disease of the kidney and may reduce the ejctent of atherosclerotic plaque in
arteries. Better understanding of the mechanisms by which these drugs sufect car-
diovascular function is expected to lead to new applications for prevention and treat-
ment.
The Institute has initiated a multicenter study in women to determine the extent

to which various cholesterol-lowering strategies may be effective in secondary pre-
vention of coronary heart disease. Tlu-ee approaches will be tested: hormone replace-
ment therapy in postmenopausal women, a cholesterol-lowering diet plus anti-
oxidant treatinent, and cholesterol-lowering drugs. This trial will use angiographic
studies—that is, visualization of the coronary arteries to determine whe^er athero-
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sclerotic plaque has regressed or ceased to progress—to measure outcome. This is

an efficient and cost-effective research approach that has potential to yield results
within a short time, and to provide clear direction for preventive strategies in

women.
Investigators in the NHLBI intramural program have made considerable progress

toward prevention of sudden death in patients with hypertrophic cardiomyopathy
(HCM), the most common inherited heart disease and a major cause of sudden
death among athletes. Extensive evaluation of such patients has enabled the re-

searchers to categorize them as having low, medium, or high risk for serious com-

plications.
Low-risk patients can reasonably be allowed to engage in strenuous phys-

ical activity, such as competitive sports. Among medium- and high-risk patients,

pacemaker therapy has been found to relieve sjonptoms and improve the prognosis;
the low cost and lesser rate of complications render this treatment an attractive al-

ternative to the traditional approacn, cardiac surgery. The study also has found con-
clusive evidence that mutations of at least two genes are

responsible
for HCM, a

finding that paves the way for preclinical identification of children who have inher-
ited tms disorder.

Turning to the subject of lung diseases, let me mention some new directions we
have taken in the study of asthma, a disease that affects about 10 million Ameri-
cans. At the basic science level, the Institute has initiated collaborative molecular

genetic studies of asthmatics and their families in an effort to identify the major
genes that lead to bronchial hyperresponsiveness, allergic sensitivity, and clinical

asthma. These studies are expected to provide important new information about the

origins of asthma and, thereby, lead to improved strategies for its prevention. A new
program is being established to develop and implement, at the state and local levels,
educational strategies and interventions for controlling asthma in inner-city and
high-risk populations. The Institute has also initiated an Asthma Academic Award
to stimulate development and improvement of medical education, research pro-

Eams,
and clinical practice in asthma, with special emphasis on minority popu-

tions. In addition, during the past year the National Asthma Education Program
issued a working group report. Management of Asthma in Pregnancy, and convened
a new working group to develop recommendations for asthma management in the

elderly.

NHLBI-supported researchers have found that nitric oxide (NO), a naturally oc-

curring compound, may be tremendously useful in reversing pulmonary hyper-
tension when administered to infants suffering from persistent pulmonary hyper-
tension of the newborn (PPHN). NO effectively caused pulmonary vessel dilation

and eliminated the requirement for extracorporeal membrane oxygenation in the

majority
of infants who were scheduled to undergo this procedure. In a second

study, NO inhalation by patients with severe adult respiratory distress syndrome
(ARDS) improved pulmonary function. This is the first agent that has been used
successfully in ARDS patients to improve blood flow in the lungs without causing
unacceptable side effects in the rest of the body. PPHN and AJRDS affect several
thousand patients annually and entail medical care that is prolonged, costly, and
often futile. If the effectiveness and safety of NO inhalation are confirmed in larger
studies, this inexpensive, noninvasive treatment would represent a breakthrough in
our ability to manage these life-threatening disorders.
The resurgence of tuberculosis (TB) in uie United States, particularly among mi-

nority population groups and HIV-infected persons, constitutes a major public
healtii problem to which the NHLBI has responded with several initiatives. A Tu-
berculosis Academic Award has been established to encourage development of high-
quality medical school curricula related to TB control; enhance awareness of health-
care providers of ethnic, cultural, socioeconomic, and medical dimensions of TB; and
foster collaborations with community organizations to control TB in high incidence
localities. Two new research programs have also been launched: Expression of Tu-
berculosis in the Lung, and Nonimmune Defense Against Tuberculosis in the Lung.
These basic and clinical research efforts are expected to lead to new directions for

prevention and control of TB infection.

In the area of blood diseases, we are now on the horizon of a new era in sickle
cell disease (SCD) therapeutics that takes advantage of a normal, albeit dormant,
mechanism: the production of fetal hemoglobin. Although it is well known that in-

creasing fetal hemoglobin levels in SCD patients can reduce the frequency of painful
crises, Qie agents capable of accomplishing this have been too toxic for clinical use.

We are now finding that certain drugs can be combined to achieve the desired effect

at much lower dosages. For example, a new study found that low doses of

hydroxyurea, administered in combination witli the growth factor erythropoietin, ef-

fectively stimulated fetal hemoglobin production. Another study reported that butjT-
ate, a common food additive, ^so was effective in activating fetal hemoglobin pro-
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duction. Evidence exists that this therapeutic approach may also benefit patients
with Coole/s anemia, for whom a rise in fetal hemoglobin levels could decrease the
risk and expense of frequent blood transfusions.

The National Marrow Donor Program (NMDP) continues to provide a vital re-

source for many patients in need of a bone marrow transplant. Its registry now lists

about 700,000 volunteer marrow donors, an increase of 270,000 over a year ago. Mi-

nority donors, the subject of intensive recruitment efforts, now total 100,000, more
tiian double the number listed last year, and there has been a corresponding in-

crease in the number of transplants involving minority patients. Meanwhile, the

NHLBI is pursuing a number of approaches to improve the safety, efficacy, and
availability of bone marrow transplantation, as well as to develop cost-efiFective al-

ternatives. These include an initiative to improve tissue-typing methodology and to

determine the closeness of match necessary for successful transplantation; research

on alternative sources of blood stem cells, such as umbilical cord blood; and studies

of in utero stem cell transplantation to treat genetic diseases that can be diagnosed
before birth. The NHLBI bone marrow transplantation unit in the NIH Clinical

Center will be operational this year and is expected to facilitate research to improve
the outcome of transplants, as well as pioneering studies of gene therapy targeted
to the bone marrow.

Several landmark studies in human gene therapy are now under way. During the

past year, five protocols for treatment of cystic fibrosis (CF) were approved, eacn in-

volving use of a common cold vims to deliver normal genes to the airways of CF

Eatients.

A protocol for treatment of familial hypercholesterolemia by intat)ducing
ver cells capable of making receptors for low-density lipoprotein

cholesterol was
also initiated. Investigators in the NHLBI Programs of Excellence in Molecular Biol-

ogy successfiilly used an innovative form of genetic therapy to block the renarrowing
oreirteries that often follows angioplasty

—an approach that could significantly im-

prove tiie cost-effectiveness of this widely-usea revascvilarization
procedvu-e.

An
NHLBI-initiated program of basic research is laying the groundwork for eventual
human studies to treat Coolers anemia by gene therapy. Finally, we have every
confidence that a cure for hemophilia through gene therapy is within reach, and
have developed a comprehensive plan to move this research forward.

Mr. Chairman, the fiscal year 1994 budget request for the NHLBI is

$1,198,402,000. I would be pleased to answer any questions the committee may
have.
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Senator Harkin. Dr. Harald Loe, the National Institute of Dental
Research.

Dr. Loe. Thank you, Mr. Chairman.
The mission of the NIDR is to improve the oral health of the

American people, and we are. Our research on prevention is paying
off in declines in disease and is changing the practice of dentistry.
We are saving Americans $4 billion a year in oral health care costs.

But still millions of Americans suffer poor oral health because of

systemic disease and systemic disease treatments, or because of

other risk factors, such as lack of resources or access to care.

Let me briefly outline five initiatives that are underway. The
first is to capitalize on the use of saliva as a diagnostic aid for as-

sessing high risk for tooth decay and periodontal disease in ad-
vance of tne actual development of disease. Also, we are moving
quickly to develop oral biomarkers for HIV, hepatitis B, oral and
stomach cancer, and Sjogren's syndrome.
Second is the development of genetically engineered vaccines for

dental caries, periodontal diseases, and oral herpes, as they may be
the ideal approach for individuals at high risk.

The third initiative relates to the need to find alternatives to

dental amalgam. In spite of declines in tooth decay, there will con-
tinue to be a need for dental restoration, especially among the el-

derly.

prepared STATEMENT

Our fourth and fifth initiatives concern mapping dental, oral, and
craniofacial genes. Already 120 disease genes have been mapped,
as well as gene products that can be used to enhance oral and
craniofacial wound healing and bone repair.
Mr. Chairman, the fiscal year 1994 budget request for the Na-

tional Institute of Dental Research is $163,009,000. I would be

pleased to answer any questions that you may have.
Senator Harkin. Thank you very much.
[The statement follows:]

Statement of Harald Loe, M.D.

The National Institute of Dental Research (NIDR) was established in 1948 with
the broad mission of improving the oral health of the American

people.
NIDR serves

the needs of the entire population since each of us remains at risk for oral health

problems over our lifetimes. The early years concentrated on dental caries and the

periodontal diseases—the conditions tiiat were responsible for widespread pain, ex-

pense, and tooth loss—often by an early age. As research revealed the causes of
these diseases and how to prevent them, the Institute expanded its research efforts

to other oral health problems. Today we study the normal development and aging
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of the tissues that form the teeth, mouth, face, and jaws, and the many diseases

and disorders that affect those tissues. These include common birth defects such as
cleft lip and cleft palate; oral cancers and other soft tissue diseases; conditions of

acute and chronic pain; and disorders of taste, smell, chewing, and swallowing. Re-
search on biomaterials for use to repair or replace oral soft and hard tissues has
been and remains a mfgor area of emphasis.
Because the mouth mirrors the overall health of an individual, ovu* mission in-

cludes research on systemic diseases—and disease treatments—that affect the oral

and craniofacial tissues, as well as the effects of oral disease and health on the rest

of the body. Thus, our investigators study diseases like AIDS and diabetes, which
have oral signs and complications. We also study diseases more common in women,
such as ost^porosis and Sjogren's syndrome—a condition in which the salivary and
tear glands are destroyed. In general, our goals for the nineties include research

aimed at improving the oral health of all individuals at high risk because of medi-

cally compromising or handicapping conditions or because of limited ability or access

to care—groups that include the elderly and members of racial and ethnic minori-

ties.

In this regard, in fiscal year 1992 we awarded six planning grants to develop Re-

gional Research Centers in Minority Oral Health. These 3-year awards were made
to collaborating institutions that paired a traditional minority school or a dental

school serving a large minority population
with an institution with a strong re-

search focus. The grants will enable the awardees to develop the core resources,

pilot studies, and faculty enhancement programs to apply for regular research cen-

ter grants at a later date.

In the course of our 45-year history, NIDR research has broadened in scope to ad-

dress the full range of dental, oral, and craniofacial conditions and their impact on

general health. In parallel, we have built research training programs and science

transfer activities to assure an adequate pool of researchers and the timely transfer

of findings for public and professional use.

From the earliest days when NIDR investigators conducted trials of community
water fluoridation, we have emphasized the importance of prevention research. The
use of fluoride remains a key element in prevention to which we have added behav-
ioral research efforts inducing studies of ways to lower risk factors for disease—
such as tobacco use—and to enhance adoption of heedth-promoting behaviors. Most
recently, economic studies conducted by NIDR staff showed that from 1979 to 1989
Americans saved close to $40 billion in the Nation's dental bill as a result of wide-

spread adoption of oral disease prevention methods and a corresponding decline in

the number of repairs and restorations by dentists.

The early years of NIDR also supported ground-breaking research on connective
tissues that established NIDR investigators as leaders in the studv of the biology
of bone, cartilage, and the hard tissues of teeth: enamel, dentin, and cementum. Ef-

forts were made at this time to attract investigators from other areas of biomedical
science to dental research. Toward that end, NIDR established broad-based dental
research centers in the 1960's and 70's where investigators from many fields could

apply their expertise to the study of oral tissues. NIDR has consistently found the
center mechanism effective and efficient in bringing diverse scientists together to

focus on a common issue.

Intramurally, the Institute recruited investigators to build strength in such areas
as the developmental biology of the craniofacial tissues, oral microbiology, immunol-
ogy, neurobiology, salivary gland studies, and epidemiology. NIDR also maintains a
Dental Clinic and a Pain Research Clinic in the NIH Clinical Center.
We are pursuing five major initiatives, all strongly tied to our goals and mission.

The first initiative relates to biomaterials; in particvilar, the need to find alter-

natives to dental amalgams for dental restorations. In spite of the declines in dental

caries, we know that there will always be a need for dental restorations, especially
among the elderly and other groups at high risk. This need has been heightened
by concerns raised about the safety of merciiry-containing dental amalgcuns. An ex-

tensive review by the Public Health Service Committee to Coordinate Environ-
mental Health and Related Programs led to a report published in January 1993.
The report concludes that there is no indication that amalgams pose

a risk to the

public, except in rare cases of allergy. In tiun, NIDR was asked to develop a re-

search agenda to assess more fully questions of safety and efficacy of all existing
materials and to develop improved, economical, and biocompatible alternatives. We
are pleased to report that a prototype mercury-free dental

filling
material has al-

ready been developed. We intend to pursue further testing of this and other alter-

native materials, along with techniques for applying these materials that preserve
as much sound tooth structure as possible.
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Our second initiative capitalizes on the use of oral fluids to diagnose oral and sys-
temic disease and provide other useful information. Saliva is easily sampled, with-
out the ejroense or risk involved in collecting blood. With todays molecular tech-

nology we believe we can move far and fast to develop oral biomarkers that will tell

us whether an individual is infected with HIV, at risk for peptic ulcer or cancer,
or has Sjogren's syndrome. Samples of oral fluids can also indicate whether an indi-

vidual is compljdng with
prescription drug regimens. Compliance with a low-fat diet

could be measured if we develop a good marker for lipids in saliva. Other uses relate
to testing for levels of alcohol or ctugs of abuse. In short, we see oral biomarkers
as an ideal means of detection that can facilitate intervention for prevention and
cure.

Ovu" third initiative deals with the development of genetically engineered oral vac-
cines for a variety of infectious diseases such as dental caries, periodontal diseases,
and oral herpes. We believe the vaccine approach may be ideal for individuals at

high risk. Several candidate vaccines have been prepared, as well as methods of

passive immunity in which monoclonal antibodies against dental caries can be pro-
vided in cow's milk or else directly applied to the oral tissues.

Our fourth and fifth initiatives are related. NIDR is contributing to the Human
Genome Program h\ mapping and sequencing the genes important in the develop-
ment of the craniofacial tissues, teeth, and bones. Included are a number of genes
and gene products that could be developed for orthopedic use to enhance wound
healing and bone regeneration. These studies have also led to the identification of
the genes affected in hereditary disease of bones and teeth, including osteogenesis
and amelogenesis imperfecta and Turner's sjTidrome. We believe the time is right
to expand these laboratory efforts to an inter-Institute Bone Research Clinic in the
NIH Clinical Center where patients with diseases of connective tissue and bone
could be studied, including osteoporosis, osteo- and rheumatoid arthritis,

temporomandibular (jaw) joint disorders, and other acquired or hereditary diseases,

many of which affect women.
In summary, we believe these five initiatives exemplify the maturity of oral

health science and its ability to move into the application of research results that
not only enhance oral health but go far beyond to improve the general health and
well-being of the American people.
Mr. Chairman, the fiscal year 1994 budget for the National Institute of Dental

Research is $163,009,000. I would be pleased to answer any questions.
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budget request

Senator Harkin. Dr. Phillip Grorden, at the National Institute of
Diabetes and Digestive and Kidney Diseases.

Dr. GrORDEN. Thank you, Mr. Chairman.
I am pleased to highlight the NIDDK's research efforts to combat

many or the Nation's most serious health problems—diabetes, obe-

sity, cystic fibrosis, digestive diseases, kidney, and blood diseases,
as well as urologic disorders.

Uniting our diverse research portfolio are fundamental programs,
such as those in endocrinology, genetics, and nutrition. The founda-
tion of our clinical science is even more basic research programs.
This year, we honor former NIDDK intramural scientist. Dr. Chris-
tian Anfinsen, on his winning the Nobel Prize for providing infor-

mation on fundamental aspects of protein structure and function.
We also take pride in NIDDK grantees. Dr. Edwin Krebs and Ed-
mond Fisher, who received the current Nobel Prize for illuminating
a class of enzjrmes basic to a wide range of diseases, including dia-

betes, cancer, and immunity, and a whole variety of other diseases
that really transcend all of the Institute.

NIDDKT's strong commitment to basic research is our stepping
stone to clinical advances in disease prevention. Our support of bio-

technology has produced insulin, growth hormone, and human
erythropoietin, an agent remarkably effective in treating the ane-
mia of kidney failure and likely useful in treating AIDS and sickle
cell disease. Another example is alpha interferon, the first FDA-ap-
proved antiviral drug for the treatment of hepatitis B and hepatitis
C.

Another hallmark of the NIDDK is its research leadership in ge-
netics in the area underlying diabetes, polycystic kidnev disease,
and blood diseases such as sickle cell disease and Cooley s anemia.
Our search for the diabetes gene is vigorous and promising. We

are also rapidly exploiting our discovery of the cystic fibrosis gene
through gene and drug therapy approaches, and will soon fund two
of the first NIH extramural gene therapy centers.
The health of women and minorities is of great concern to the

NIDDK We are pursuing women's health research related to
breast cancer, osteoporosis, thyroid disease, gestational diabetes,
gallstones, and a number of other problems. Our minority health
efforts feature research on adult-onset diabetes and end-stage renal
disease.
A major new initiative focuses on prevention and treatment of

obesity, which disproportionately affects minority populations, es-

pecially minority women.

(613)
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We are focusing our basic and clinical research studies on disease

prevention. We are now completing two clinical trials assessing
whether specific treatments can prevent or delay the complications
of juvenile diabetes and the progression of kidney disease. We are

phasing in a prevention trial of adult-onset diabetes, with emphasis
on minority populations, and a trial aimed at preventing progres-
sion of kidney aisease in African-Americans with h3rpertension.

PREPARED STATEMENT

Prostate growth is also a major area of interest, and in a cooper-
ative venture with the National Cancer Institute, we will fund two
new Greorge M. O'Brien kidney and urologic diseases centers with
an emphasis on prostate disease in this fiscal year.

Inflammatory bowel disease, ulcer disease, interstitial cystitis
and many others are also important areas on our agenda.
Mr. Chairman, the fiscal vear 1994 budget request for our Insti-

tute is $677,135,000. I would be pleased to answer any questions.
[The statement follows:]

Statement of Phillip Gorden, M.D.

I am pleased to highlight NIDDICs efforts to conduct and support research on

many of the Nation's most serious health problems: diabetes and metabolic diseases,
such as cystic fibrosis; digestive diseases; kidney and blood disorders; and urologic
disorders, such as prostate disease. Uniting our diverse research portfolio is a soud
foundation of basic research, including cross-cutting fundamental programs in endo-

crinology, metabolism and nutrition. Founded in 1950, the NIDDK has a long and
impressive record of improving the Nation's health. The NIDDK pursues its broad
research mandate through extramural and intramural programs, which mobilize the
talents of superb basic and clinical researchers. To ensure a continuous supply of
research talent, the NIDDK also strongly supports research training efforts. 'The ex-

cellence and productivity of the NIDDK's programs are reflected in the Institute's

Nobel laureates. This year, we honor former NIDDK intramural scientist. Dr. Chris-
tian Anfinsen, on the 20th anniversary of his Nobel Prize for discovering the rules

of protein structure so critical to understanding human heedth and disease. We like-

wise take special pride in two NIDDK grantees, Drs. Edwin G. Krebs and Edmond
H. Fisher, who received the 1992 Nobel Prize for illuminating a class of enzymes
important in regulating chemical activities in the cell. Supported by NIDDK since

the 1950'8, these basic researchers achieved remarkable, unexpected discoveries,
which today are meaningful to diseases ranging from diabetes to heart disease and
cancer.
An overarching characteristic of the NIDDK is its strong commitment to basic re-

search as the stepping stone to clinical advances. A new surgical procedure for re-

moving the gallbladder exemplifies this close alliance. Until two years ago, the pre-
vailing treatment for symptomatic gallstones was removal of the gedlbladder in open
surgery involving a weeks hospital stav and long convalescence. In contrast, a re-

cently-convened NIH consensus panel wund that a new, less invasive laparoscopic
technioue—whose development would not have been possible without years of
NIDDK-funded basic research—causes little pain and requires only overnight hos-

pitalization and minimal convalescence.
The link between basic and clinical research is well-illustrated in the Institute's

intramural research program—one of the largest and most highly regarded at the
NIH. Here, molecular biologists delineate the structure and function of cells, while
world-renown medicinal chemists and structural biologists contribute to the develop-
ment of new drugs. Sophisticated imaging techniques such as x-ray crystallography
and nuclear magnetic resonance define 5ie molecular structure of anti-virsQs and
other agents in the fight against disease.
A hallmark of the NIDDK is its

leadership
in genetics diseases research. Genetics

is a common factor underljdng diabetes, polycystic kidney disease, and many other
diseases within our mission. Our search for tiie genes responsible for diabetes is vig-
orous and promising. We hope to identify seversu candidate genes for juvenile diabe-
tes by gaining new knowledge about how substances are transported and regulated
in the cell. In adult-onset diabetes, we have localized one genetic defect to the insu-
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lin receptor and have identified in a certain form of the disease "marker genes" and
genetic mutations, which implicate a defective gene involved in glucose metabolism.
A monumental achievement in genetics research was the discovery of the cystic

fibrosis gene by NIDDK grantees in 1989. Since then, we have broken new ground
in attacking CF through gene and

drug-theraoy approaches. To sustain this momen-
tum, we will soon fund two of the

very
first NIH extramural gene therapy centers.

Progress in gene therapy is also fiielea by NIDDK's basic blood research. By study-
ing expression of the human globin gene, we are furthering gene therapy approaches
to sickle cell disease and Coolesr's anemia.

In other exciting genetics research, a NIDDK CTantee has launched the first

human gene therapy protocol outside of the NIH. The foundation for this clinical

work was successful NiDDK-supported studies of gene transfer in animals. Now, the
researcher has inserted healthy genes into the Uver cells of a patient with inherited,

life-threatening cholesterol levels. In preliminary results, tlie patient's cholesterol
decreased sufiuciently so that drug therapy can now maintain the levels within an
acceptable range.
The NIDDK is in the forefront of research to develop effective medical tech-

nologies. For example, the search for a simple method to transfer genes into body
tissues has produced a jet iiyection technique to introduce genes through the skin.

Another example is the design of an experimental, genetically engineered "artificial"

beta cell to treat juvenile diabetes.

In drug research, NIDDK basic studies—coupled with genetic engineering tech-

niques—laid the foundation for the sjTithetic development of a human hormone,
erjrthropoietin. This drug appears remarkably effective in treating the anemia of

end-stage renal disease and AIDS. It also shows promise of enhancing the effective-

ness of other agents in the experimental treatment of sickle cell anemia. In other

studies, NIDDk scientists have cloned and analyzed the receptors of two hormones
that act on both the digestive and nervous systems. This major accomplishment will

help contribute to the development of drug tiierapies for the control of obesity, gall-
bladder and peptic ulcer disease, Parkinson's disease, drug addiction and certain
cancers.
The health of women and minorities is of great concern to the NIDDK. Our efforts

to improve women's health include research related to breast cancer, osteoporosis,

thyroid disease, gestational diabetes, gallstones, obesity, primai^ biliary cirrhosis,

end-stage renal msease, and urologic diseases of women, such as interstitial
cystitis.

Our minority health efforts feature research on adult-onset diabetes and end-stage
renal disease.
The NIDDK has a strong interest in prevention research, which cuts across all

our programs. This yeai* we are completing a multicenter clinical trial to determine
the effect of metabolic control on preventing or ameliorating the vascular complica-
tions of juvenile diabetes. At the same time, we are beginning to phase in a
multicenter prevention trial of adult-onset diabetes with emphasis on disproportion-
ately-affected minority populations.
Another prevention trial nearing completion is evaluating the role of diet and

blood pressure control on the progression of kidney disease to end-stage renal dis-

ease. Because kidney disease associated with hypertension is also a m^or cause of

kidney failure—occurring in African-Americans at a rate five times greater than
among Whites—^we are launching a

pilot study of several treatment options to pre-
vent deterioration to kidney failure. Undertaken in cooperation with the NIH Office

of Minority Health Research, this pilot study includes all U.S. historically Black
medical colleges.
We are also planning a clinical trial to help define "optimal hemodialysis" therapy

to help prevent the morbidity and mortality from ESRD. These and other prevention
efforts are helping to address the enormous public health problem posed by end-

stage renal disease, whose treatment costs are estimated to cost the Federal govern-
ment over $5 billion annually.

Obesity is the focus of a migor new NIDDK initiative. Obesity disproportionately
affects our minority populations, especially minority women, and is a m£oor risk fac-

tor for diabetes, heart disease, and some forms of cancer. Our efforts include the
recent funding of three new Obesity/Nutrition Research Centers; the development
of an Obesity Resource Information Center; and establishment of a National Task
Force on Prevention and Treatment of Obesity.

Prostate growth, both normal and abnormal, is under intense study by the
NIDDK Last year, basic research on how hormone action regulates abnormal pros-
tate growth led to the approval of a drug designed to inhibit this process. I am oar-

ticularly pleased to announce that, in a cooperative endeavor with the National Can-
cer Institute, we will soon co-fund two new George M. O^rien Kidney and
Urological Research Centers emphasizing benign and malignant prostate diseases.
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Chronic inflammatory diseases of the digestive system are yet another important
research target of the NIDDK. In inflammatory bowel disease, an accessible and in-

expensive animal model shows potential for providing critical new genetic and

immunologic information. In ulcer research, eliminating an underlying bacterial in-

fection offers promise of preventing ulcer recurrence and attendant cancer risk, as

well as realizing substantial savings in health care costs. Last year, basic research
contributed to FDA approval of alpha interferon, the first such antiviral drug ap-

proved for the treatment of hepatitis B—an infectious, potentially fatal liver disease.

I hope these few examples convey the scope, intensity and productivity of the

NIDDK research endeavor. The NIDDK is proud of its role in supporting scientif-

ically meritorious basic research, which is the unifying strength of our diverse pro-

grams and the cornerstone of impressive achievements in cUnical medicine.

Mr. Chairman, the fiscal year 1994 budget request for the NIDDK is

$677,135,000. I will be pleased to answer any questions you may have.

Biographical Sketch of Philup Gorden, M.D.
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Senator Harkin. Thank you. Senator Stevens has another com-
mittee he is involved in right now, and he says he has a couple of

questions he would like to ask, if we might. I would like to call on
Senator Stevens.
Senator Stevens. Just one, Mr. Chairman. I apologize to all of

you for interrupting you. It is for you. Dr. Broder. [Laughter.]
Senator Dole says he and I are the pinup twins of prostate sur-

gery. We were a little bit surprised to read the article in the paper
this morning, and I have come down to ask you a very simple ques-
tion. As a matter of fact, NCI has sent us the two articles that have

just been published by the prostate patient outcome research team.
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Dr. Broder. I checked this morning. Your office has received the

original copies.
Senator Stevens. I appreciate that very much.
But we have, with the chairman's assistance, been looking to try

to improve the funding for basic research into the prostate cancer

problems of men our age, frankly. I have not read the two I have

just received, the articles in JAMA that the basic news report this

morning was based on.

What now are the prospects for differentiating between those of

us who can benefit from surgery or radiation as opposed to this

watchful waiting concept that the team apparently comes down
very strong for? Should we be trying to increase funding for pros-
tate surgery, is the basic question—the analysis of prostate cancer
and the benefits of surgery? Should we be pursuing that?

Dr. Broder. In response to your question, prostate cancer exerts

a horrendous toll on American men in this country, approximately
35,000 deaths and approximately 160,000 cases per year. So it ex-

erts a toll, not only in terms of death and suffering, but also in

terms of cost and burden to the American taxpayers.
If your question is, should we support vigorous programs in pros-

tate cancer research in the totality of that term, and that surgery
would be one component of that, my answer would be definitely

yes. And we have made, since I have been sworn in, prostate can-

cer a very special priority of the Institute.

It also is very seldom said, but there is a profound basic re-

search, epidemiological and clinical relationship between prostate
cancer and breast cancer, and we could defend that and discuss

that another time.
In the case of your specific questions as to what is the role for

total prostatectomy, I think that there are certain research ques-
tions that have not been answered yet. I personally believe there

is definitely a role for surgical intervention at certain points in

Erostate
cancer, and many men can be benefited. It is my personal

elief that, particularly between the ages of 50 and 70, there are

strong reasons to conclude that total prostatectomy or surgery sup-

plemented with radiation, or radiation alone can have, properly de-

livered, a very important role.

There are debates as to what to do with individuals who are in

their late seventies or eighties, and there, we do not completely
have an answer. The issue is complicated because some cases of

prostate cancer, for reasons that we still must learn, may occur in

the gland itself and may never spread within the lifetime of that
individual. Other cases may spread and cause problems.
We need to learn how to identify those cases of prostate cancer

that are likely to spread and to cause a problem in an individual

versus those cases that are not going to be a problem. Once the
tumor has spread beyond the initial gland, beyond the prostate

gland itself, it virtually always will cause problems. So we need to

be able to identify the individuals who have the prostate cancer
cells only in their prostate gland, where they will not be a problem.
We need a new research agenda, which is partially what we are

undertaking in this budget. We need a research agenda to develop
a blood test or a test that can be done on a biopsy that would tell

an individual man your prostate cancer is of the quiescent type,
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versus your cancer is the type that will require very vigorous inter-

vention.
But I do not endorse the impression that has been given in the

lay press of a terrible nihilism. I believe there are things that we
can offer and do offer now, and many men are benefiting from
them. That is not to say that there are no unresolved questions.
Rather both circumstances are reasons for reinvigorating our re-

search agenda so that we could answer the questions that remain
to be taken care of, and that we can develop and act on the knowl-

edge that we currently have.
Senator Stevens. I appreciate that. Mr. Chairman, I think Sen-

ator Dole and I will want to visit with you about this, because of

some of the statistics that became available to us as we went
through the process of prostate surgery, we became spokesmen for

some groups that advocate broader research.

Dr. Broder. And I believe you have done much good by so doing.
Senator Stevens. We will keep on our track. But we do not want

to give you a hot foot if it is not deserved.
Dr. Broder. If you do not, someone else will. [Laughter.]
We will have a conference June 15-16, and all Members of the

Congress and their staffs are invited. We will address these issues.

It is important for us not to make a promissory note where we can-
not deliver and cannot redeem the note. I will not tell you that we
know everything there is to know about prostate cancer. Far from
it.

We at the NIH—and it is not just the Cancer Institute—there
are a number of Institutes at the table and NIDDK is one of them,
and the Environmental Health Sciences Institute is another. We all

can work together and give you the kinds of answers you need. And
we, the NIH are the only agency that can.
So in terms of making advances in prostate cancer, we need to

redouble our efforts and our basic research agenda is one of the
themes that I would hope we might follow.

Senator Stevens. I thank you for your time. Thank you, Mr.
Chairman.
Senator Harkin. Thank you.
Senator Stevens. I am going to read these. I thank you very

much for sending them to me—a little light reading over the recess.
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statement of patricia a. grady, phj)., assistant director

budget request

Senator Harkin. Next is Dr. Patricia Grady, the National Insti-

tute of Neurological Disorders and Stroke.
Dr. Grady. Thank you, Mr. Chairman.
At this moment there is a time window of opportunity in neuro-

logical disorders research that is more promising than at any other
time in its history. This brings great hope to the 50 million people
who suffer from these disorders, at an annual cost of $400 billion.

In 1992, the NINDS advisory council summarized recent accom-

plishments in its status report on the "Decade of the Brain" and
identified major opportunities. Several of those opportunities have
already been achieved. Let me highlight four of them for you.
The gene for familial ALS was discovered—the first gene identi-

fied for a neurodegenerative disorder—^ALS, the disease which
caused the death of the late Senator Jacob Javits. This gene codes
for an enzyme associated with damage in several other neurological
disorders. We not only have the gene; we now have some idea of
the mechanism by which it works.

Second, the gene for Huntington's disease was discovered after
10 long years of searching. Now we can move forward to find the
mechanism of the disease and eventually its prevention or treat-
ment.

Third, the first treatment for multiple sclerosis is being ap-
proved—beta interferon, a treatment that will reduce flareups of
the disease and provide for an improvement in the quality of life.

Last, a drug tested in a clinical trial has been shown to reduce
the number and the severity of brain hemorrhages in newborn in-

fants of low birth weight, reducing mortality and improving the

quality of life for those at risk. This is particularly important in
cerebral palsy and mental retardation.

PREPARED STATEMENT

As evidenced by these wide-ranging efforts, this is a time of great
hope for the millions of Americans whose lives are affected by neu-
rological disorders. This is a unique moment in the area of neuro-

logical disorders, and we will do our best to fulfill the excitement
and the hope presented by these opportunities.
The fiscal year 1994 budget request for this Institute is

$590,065,000. I would be pleased to answer any questions you
might have.
Senator Harkin. Thank you very much. Dr. Grady. I will have

some questions in the whole area of spinal cord injuries and regen-
eration.

(619)
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Dr. Grady. I will be pleased to answer.

[The statement follows:]

Statement of Patricia A. Grady, Ph.D.

The National Institute of Neurolo^cal Disorders and Stroke (NINDS) is respon-
sible for research and research training on the normal function of the brain, spinal
cord, and

peripheral
nerves and the prevention, diagnosis, and treatment of neuro-

logical ana neuromuscular disorders. The brain ana nervous system connect us to

the external world through sensation, thought, and action, and help to maintain
health through internal communication wiui the immune, endocrine, circulatory,
and other body systems. The complexity of the nervous system and its critical role

in so many processes make it an extremely vulnerable tai^et from conception to old

age for defective genes, toxins, trauma, and infectious agents that can result in over
600 disorders. Neurolo^cal and neuromuscular disorders include stroke—the third

leading cause of death in the U.S.; epilepsy; cerebral palsy and other developmental
disorders; head and spinal cord injury; Huntington's disease, muscular dystrophy
and other neurogenetic disorders' and Parkinson s disease and other movement dis-

orders. In 1992, the National Advisory Neurological Disorders and Stroke Council

highlighted recent accomplishments and opportunities in its status report and up-
date of the "NINDS Implementation Plan for the Decade of the Brain" which has
been provided to Congress.
For too long, the causes of many neurological disorders have been unknown and

treatments have been limited. However, significant progress in the basic and clinical

neurological sciences has been made in the past few
years,

so that despite the diver-

sity and burden of neurological and neuromusculeir disorders, this is a time of great
hope and achievement. For instance, NINDS efforts have demonstrated the effec-

tiveness of medical and surgical approaches to prevent stroke and pioneered new
treatments for spinal cord injury and Parkinson's disease. NINDS scientists and

trantees
lead in the development and application of brain imaging technologies to

escribe and assess brain circulation, anatomy, and function. NINDS scientists over-

see a major program to develop and test neuroprosthetics to restore nervous system
function for the disabled.

As evidence of continuing and swift progress in the Decade of the Brain, the ge-
netic defects underlying two separate neurodegenerative diseases were discovered
within just weeks of each other. First, grantees discovered the gene for the familial

form of amyotrophic lateral sclerosis (ALS). It was learned that the gene makes an

enzyme known to help ameliorate the effects of highly reactive molecules suspected
to contribute to tissue damage in several neurological disorders. Soon after, the gene
for Huntington's disease was discovered. Scientists found that people with the dis-

ease have a small portion of chromosome 4 that has been replicated 40 or more
times. What the gene does and why it causes Huntington's disease remains to be
discovered.

Initial assessment of an NINDS-supported clinical trial reveals that low dose pro-

phylactic treatment with a drug, indomethacin, lowers the incidence and decreases
the severity of brain hemorrhage in at risk infants. NINDS, in cooperation with the

NCI, has recently bcjp^n testing a new therapy for patients with brain tumors—one
of the most lethal forms of cancer. The therapy involves implanting genetically
modified animal cells which changes the characteristics of human tumor cells; the
altered tumor cells then become venerable targets for a drug that kills the altered
tumor cells but leaves normal brain cells unaffected. NINDS also supported tests

of felbamate, expected
to be the first new

antiepileptic drug available in ten years.

Today, the field of neurogenetics is an area of great emphasis and opportunity in

neurological research. Witmn the past three years, scientists have identified genes
associated with more inherited disorders of the nervous system than any other sys-
tem in the body. Other recent research achievements include: the gene for

neurofibromatosis 2; the first animal model with a specific genetic defect linked to

deficiency in memory; association between an area of chromosome 14 and early-
onset familial Alzheimer's disease; evidence that a type of epilepsy may be related
to a genetic defect in a calcium-binding protein; and study of hormone therapy for

the cognitive dysfunction of Turner syndrome, a genetic disorder. Also, a clinical

neurogenetics program has been established in the NINDS intramural program. As
part of continuing NINDS efforts, special focus will be placed on relating findings
from specific neurogenetic disorders, such as neurofibromatosis and dystonia, to a
broader range of disorders that share similar characteristics.

The period of development of the nervous system is a critical time when genetic
malfunction, infection, or poor nutrition can cause children to be bom with mental
and motor deficits that are obvious at birth, such as cerebral palsy, spina bifida.
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or mental retardation, or revealed over time, such as autism or learning disabilities.

An estimated six percent of all Americans have a developmental disorder of the
nervous system, costing society

more than $30 billion per year. NINDS has issued
a request for applications to develop research centers that will stimulate progress
in the understanding and treatment of neonatal brain injury, and has taken steps
to encourage new

multidiscipUnary
studies that will bring together genetic, behav-

ioral, neurophysiological, and neuroanatomic approaches to developmental disorders.
Research to understand development of the nervous system also provides a win-

dow into the cellular and chemical changes that take place when the brain interacts
with the environment in memory, learning, recovery from injury, and response to

drugs. Exciting research on the factors that promote and inhibit nerve cell growth
and function points to applications that will allow us to understand, prevent, and
treat degenerative and traumatic disorders of the nervous system. For instance, dis-

covery of the gene for the familial form of ALS provides a clue to identify thera-

peutic approaches and further understanding of other forms of ALS and other dis-

orders of the nervous system. The possible role played by a lack of nerve growth
factor or a related chemical in contributing to the motor neuron death characteristic
of ALS, and defects in the transport of tiie neurotransmitter, glutamate, are also
under study. NINDS has taken steps to encourage further research on ALS includ-

ing a focus on the response of the nervous system to internal and environmental
toxins.

Research on spinal cord injury and regeneration includes a focus on the molecular

biology and second messenger systems for nerve growth factor, and the interactions
of factors and the cellular sources of these substances (glial cells) within peripheral
and central nervous systems. Investigators continue to create new cell lines or alter
known cells so that they produce needed growth factors and use these new special-
ized cells in experimental studies as transplants to the injured spinal cord. Tnis of-

fers hope to the 10,000 new victims of spinal cord injury who each year join the esti-

mated 200,000 Americans paralyzed by spinal cord injury.
As another example of a neurological disorder for which exciting leads now bring

hope for discovery and treatment, we point to multiple sclerosis (MS). Multiple scle-

rosis is one of the most common neurological disorders of young adults, affecting as

many as 300,000 in the U.S. Prevailing theories on the cause of MS focus on nerv-
ous system damage inflicted by abnormal autoimmune responses with many other

contributory factors. Interferon-bete, a drug that modulates the immune
system, is

awaiting approval by the FDA as a treatment to reduce the frequency and severity
of flare-ups of MS. Evidence of a genetic factor in MS includes increased incidence
in patients carrying certain immune-regulating genes. New studies are encouraged
in MS research including efforts to characterize genetic factors in the human dis-

ease and animal models, and to
apply innovative brain imaging methods.

Research on the biochemistry oi tiie synapse—^the gap between a nerve cell and
its target cell where electrochemical signals relay information—serves as a focus for

much of the research that will contribute to achieving NINDS goals to understand
the brain and its disorders. For ex£imple, further research is needed to continue to

identify and characterize the functions of nitric oxide, the first gas determined to

serve as a neural messenger. Among its functions, nitric oxide appears to dilate
blood vessels in the brain and mediate pain and neuronal cell injury. NINDS grant-
ees recently provided

the first evidence of how a synapse becomes established when,
using animal cells, they discovered that the release of a protein called agrin from
a nerve cell triggers the clustering of acetylcholine receptors on muscle fibers. This

finding may provide insights to neuromuscular disorders and contribute to under-

stending the formation of neural connections throughout the nervous system.
Synaptic dysfunction also plays a role in neurological disorders. For instance, stroke
and head and spinal cord injury can result in the abnormal release of
neurotransmitters that can overstimulate nerve cells to death. These "secondary"
events cause progressive damage that contribute to the sensory, motor, cognitive,
and behavioral dysfunction following head injury and stroke. Animal studies show
that neutralizing this effect may reduce brain dfimage. In fact, preliminary studies

suggest that lowering the temperature of the brain following injury may limit the

spread of damaging secondary reactions. In another area of opportunity, NINDS will

encourage studies to discover the mechanisms for communication among the nerv-

ous, immune, and endocrine systems; how viruses can enter and thrive in the
central nervous

system;
and

impact of immune deficiencies on the nervous system.
NINDS has taken steps to launch new initiatives important to other critical

health needs in the United States. Basic and clinical studies are being developed
that will improve and restore ambulatory fiinction in neurologically impaired indi-

viduals. This effort includes the study of neuroprostheses. We need to learn more
about the neurological basis of recurrent headaches, including the genetic, hor-
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monal, or other risk factors, and develop more effective therapies. New studies are

being encouraged to define the neural basis of sleep and sleep disorders to improve
diagnosis and treatment approaches. A new initiative on the neurobiology of cog-
nition and behavior is being launched to stimulate studies of molecular genetic anal-

yses of various types of learning; the effects of drugs to block or stimulate nerve
cell activity; asymmetry of hemispheric function underljdng communication and per-

ceptual skills; analysis of sex differences in neuroanatomical and behavioral meas-

urements; and cognitive dysfunctions due to environmental toxins or sensory impov-
erishment.
Mention the word, stroke, and many people picture an elderly person who, with-

out warning, suddenly becomes paralyzed or can't speak, and for whom not much
can be done but "wait and see." Thanks to recent progress in stroke research, the

public and many health care providers are changing the way they think about
stroke. NINDS research is identifying and characterizing risk factors for stroke such
as smoking, high blood pressure, and atrial fibrillation and developing appropriate
measures to lessen the nsk of stroke. As

part
of this effort, NINDS will shortly issue

a public information pamphlet to be usea by people, together with their physicians,
to estimate their risk of stroke and identify steps they can take to decrease that

risk. NINDS scientists and grantees also are working to identify and describe the
events that more immediately precede or contribute to the actual stroke, including
the effect of high blood sugar levels on blood vessels, the relationship between time
of day and onset of stroke, and the role of intercellular signaling molecules called

cj^kines. As a result of this research progress, we are moving increasingly to meth-
ods for early treatment of stroke to restore normal blood flow, protect brain cells,

and prevent loss of brain function. NINDS has joined with several organizations to

provide guidelines to health professionals on the need for emergency evaluation and
treatment of stroke.

In the quest to bring the best minds in this country to the research problems
posed by brain disorders, NINDS has launched two initiatives to attract new physi-
cians into research careers, and to help scientists—particularly women and the dis-

abled—who have experienced an interruption of 3-6 years to re-enter neurological
sciences research.
Mr. Chairman, the fiscal year 1994 budget request for this Institute is

$590,065,000. I would be pleased to answer any questions you might have.
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statement of anthony s. fauci, m.d., director

budget request

Senator Harkin. Dr. Fauci, the National Institute of Allergy and
Infectious Diseases.

Dr. Fauci. Mr. Chairman, Senator Mack, the National Institute

of Allergy and Infectious Diseases conducts and supports research
aimed at developing better ways to prevent, diagnose and treat al-

lergic, immunologic and infectious diseases. Much of NIAID's re-

search holds special promise for helping the most vulnerable

among us—the disadvantaged persons in both urban and rural

areas.

For example, we have responded quickly to the alarming increase
in multiple drug-resistant tuberculosis, with a tuberculosis re-

search agenda that focuses on supporting basic research into the

biology of tuberculosis, training new researchers, and developing
new drugs or new ways to deliver standard drugs, new diagnostic
tools, as well as new vaccines to prevent tuberculosis.

In the NIAID's research program, over the past year a number
of new therapies became available, and we further defined how
best to use existing drugs. We are also working to develop a safe

and effective vaccine to prevent HIV infection.

Over this past year, we have begun a phase II trial to gather in-

formation about the safety and immune stimulating ability of two
vaccines in populations of uninfected people who are more rep-
resentative of the risk groups.
As an active partner in the children's vaccine initiative, we are

using our expertise in vaccine research to help develop multivalent
oral vaccines that protect against several diseases, particularly
those affecting children.

NIAID also supports five sexually transmitted diseases coopera-
tive research centers, whose scientists are studying conditions that

disproportionately affect the urban poor and have particularly seri-

ous consequences for women.
Asthma is another condition that disproportionately affects mi-

norities in the inner city and is on the rise among urban children.

NIAID is evaluating the factors involved in recent increases in the
incidence of asthma and asthma-related deaths and designing
intervention strategies.

prepared statement

As we face new challenges in the years to come, the speed with
which new and improved vaccines, drugs, and other treatment

strategies can be developed will depend on our ongoing commit-
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ment to both basic and clinical research. I can assure you that our
commitment is complete.
Mr. Chairman, the fiscal year 1994 budget request for this Insti-

tute is $1,065,583,000.
Senator Harkin. Dr. Fauci, thank you very much.
[The statement follows:]

Statement of A>rrHONY S. Fauci, M.D.

In the twentieth century, vaccines, drugs, improved sanitation and control of dis-

ease-transmitting insects have made enormous contributions to pubhc health.

Smallpox has been eradicated; diseases such as polio, typhoid fever and diphtheria,
once major killers in this country, are now rare. Against this backdrop of progress
has emerged the popular perception that infectious diseases are largely relics of the

past.
This perception, unfortunately, is incorrect. Human history tells us that we have

always been vulnerable to new epidemics, as well as to old diseases that re-emerge,
sometimes more deadly than ever. Influenza epidemics, for instance, have recurred

periodically throughout time. In the beginning of this century, a massive influenza
A epidemic claimed 20 million lives worldwide; smaller influenza epidemics in 1957
and 1968 together killed 90,000 persons in the United States. In the last two dec-

ades alone, we have seen the emergence of Legionnaires Disease, Lyme Disease and
AIDS, all caused by newly identified microbes.

Like all living things, microbes are subject to genetic change and evolution, which
sometimes resmt in increased infectiousness, virulence, and resistance to drugs and
the body's immune response. Even with the powerful tools of modem molecular biol-

ogy and biotechnology, significant gaps remain in our understanding of the struc-

ture, function, and disease-causing mechanisms of most classes of organisms.
Scientists have met the challenges posed bv both new and re-emerging infectious

diseases since the early days of the U.S. Public Health Service when the research
laboratories were dedicated to the prevention of diseases carried by ship passengers
entering the United States. In 1948, these laboratories were incorporated into the
National Microbiological Institute, which became in 1955 the National Institute of

Allergy and Infectious Diseases (NIAID). Today, NIAID is one of 16 institutes and
five centers that comprise the National Institutes of Health. NIAID conducts and
supports research on the causes of allergic, immunologic and infectious diseases,
with the goal of improving the diagnoses and treatment of the illnesses that are not

preventable.
Much of NIAID's research holds special promise for

helping
the most vulnerable

among us: disadvantaged persons in both urban and rural areas. Minority groups,
in particular, bear a disproportionate burden of both infectious diseases such as HiV
infection, tuberculosis (TB), and sexually transmitted diseases (STD's); and chronic
ailments such as asthma and end-stage renal disease.

Approximately one million Americans are currently infected with HIV. By the

year 2000, between 40 million and 110 million people worldwide will be infected
with HIV. In the United States, the pattern of the epidemic is changing. Women
are increasingly affected, usually through injection drug use or heterosexual contact,
often with injection drug users. As a result, more infants are also becoming infected.

Other diseases such as tuberculosis (TB), a centuries-old scourge, are increasingly

Problematic
because of the development of resistance to the currently used drugs,

he impact of TB is staggering. Approximately 1.7 billion people
—one-third of the

world's population
—are

latently
infected with the predominant TB organism,

Mycobacterium tuberculosis. Eight million people develop active TB every year, and
3 million die. In the United States alone, TB cases have risen 18 percent since 1985.

Particularly alarming is the increase in the number of persons with multi-drug re-

sistant TB (MDR-TB), caused by TB strains resistant to two or more drugs.
From the 1950's through the 1970's, progress against tuberculosis in the United

States was so good—an average of 5 to 6 percent decline in cases each year
—that

the attention of both scientists and the public was diverted elsewhere. With several
effective drugs in hand, TB was no longer perceived as a problem, and a generation
of researchers focused on other fields. Unfortunately, this notion was ill-founded.

Because of this relative lack of attention, we do not fiilly understand either the basic

biology of the TB organism or the pathogenesis of the msease, and we lack the basic
research infi-astructure needed to answer crucial questions.

Nonetheless, we have responded quickly with a TB research agenda that focuses
on basic research into the biology of TB, training new TB researchers, developing
new drugs or new ways to deliver standard drugs, new diagnostic tools, and new

I



625

vaccines to prevent TB. This multi-disciplinary program draws on NIAID's expertise
in immunology and microbiology, as well as the capabilities in drug and vaccine de-

velopment honed as peirt of our AIDS research effort.

Indeed, the AIDS research program at NIAID can be a useful model for the multi-

disciplinary approach that should be sustained across the entire spectrum of infec-
tious diseases. Both in our intramural laboratories and grantee institutions, we are
simultaneously exploring the fundamental mechanisms of HIV biology and patho-
genesis, and developing new drugs and vaccines against HTV and its associated in-

fections. As promising drugs have emerged, we have moved them quickly into clini-

cal trials.

We now know that significant damage to the immune system occurs very early
in HIV infection, and continues during the extended period when a patient shows
no symptoms. Even when an individual has very little detectable virus in his blood-

stream, HIV actively replicates in the lymph nodes and accumulates there in large
quantities. This advance in the understanding of HIV pathogenesis provides a sound
rationale for early treatment, especially with a combination of non-toxic drugs.

In the past year, new options for treatment became available, and we further de-
fined how best to use existing drugs. Several recent NIAID studies, for example,
have provided new insights into the optimal use of the drug ddl, especially for pa-
tients who do not benefit fix)m or cannot tolerate AZT. The drug D4T, developed by
the Institute's National Cooperative Drug Discovery Groups, recently became the
first drug available through the PubUc Health Service's "parallel track" mechanism.
We have recently initiated a clinical trial of another promising agent, known as a
tat-inhibitor, that works on a different part of HTV than do the cvirrently approved
drugs. Recent evidence suggests that combinations of drugs, rather than single-drug
therapy, may provide the most benefit to patients with HIV.
NIAID studies have shown that persons with AIDS are now living longer than

early in the epidemic. In addition to the positive impact of anti-HlV drugs, tMs
progress has been helped by recent advances in the prevention and treatment of op-
portunistic infections affecting people with AIDS, notably Pneumocystis carinii

pneumonia and Mycobacterium avium complex.
Concurrent with efforts for developing effective treatments for HIV disease, we

are working to develop a safe and effective vaccine to prevent HIV infection. NIAID-
supported researchers are testing several candidate HIV vaccines, alone and in com-
bination, in uninfected volunteers enrolled in pilot clinical trials. So far these appear
to be safe, and have stimulated, in various amounts, antibodies and cellular re-

sponses to HIV.
Last fall, we began a larger-scale Phase II trial to gather extensive information

about the safety and immune-stimulating ability of two vaccines in a more diverse

population of uninfected people representative of risk groups. We have also begun
to prepare the infi-astructure for eventual efficacy trials of HTV vaccines. The Insti-
tute has awarded grants to six U.S. universities to share the latest technology and
train staff at institutions in Africa, Asia and the Caribbean. This program. Prepar-
ing for AIDS/HIV Vaccine Evaluations (PAVE), strengthens our ongoing AIDS vac-
cine research in foreign countries and enhances our ability to conduct future large
scale trials in large populations at high risk of HIV.
NIAID is also an active partner in the Children's Vaccine Initiative, and a long-

term Institute goal is to help develop "multivalent" oral vaccines that protect
against several diseases, particularly those affecting children. Part of the $4.2 mil-
lion NIAID is to receive as part of President Clinton's economic stimulus package
will be used to

expand our efforts on this initiative. A promising experimental ap-
proach under study by NIAID-funded investigators is to encase a vaccine in bio-

degradable microspheres, tirw plastic balls that protect a vaccine from stomach acid
and that are sized precisely for uptake by specialized intestinal cells.

As is the case with TB and HIV, a majority of the recent cases of preventable
childhood diseases such as measles have been among poor, largely minority popu-
lations. Likewise, a preponderance of cases of sexually transmitted diseases (STD's)
occur among the urban poor. In 1992, 9 to 11 million new cases of STD's occurred
in the United Stetes; an estimated $5 billion was spent on the treatment of these
diseases and their sequelae. STD's such as gonorrhea, chlamydia and herpes have
particularly serious consequences for women, and may lead to infertility, tubal preg-
nancies, cervical cancer, fetal wastege, low birth weight and congenitel infections.
NIAID supports five STD cooperative research centers where scientists are study-

ing pelvic inflammatory disease and STD's. Because the risk of becoming infected
with HIV, or infecting others, is substentially increased if one has an STD, the In-
stitute is also exploring ways to screen people for asymptomatic STD's in inner city
clinics by developing new tools to diagnose STD's, and assessing various interven-
tions in controlling the spread of STD's and preventing HIV infections.
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Asthma is another condition that disproportionately afTects minorities in the inner

city. The incidence and severity of asthma in inner city children have dramatically
increased in the last decade. Because of the urgency of this problem, scientists at

NIAID's National Cooperative Inner-City Asthma Study, with sites in eight cities,

are evaluating the factors involved in this increase and designing intervention strat-

egies.

NIAID-supported research in transplantation also promises special benefits to mi-
norities. Blacks are four times more likely to suffer end-stage renal disease than

whites; women, in general, are more likely than men to be affected. Because of the

disproportionate need of these groups for kidney transplants, NIAID supports efforts

to improve the prognosis of transplant patients by improving and increasing the
avaUabilitv of tissue tvping reagents for tnese groups and by developing ways to fos-

ter transplantation tolerance.

We cannot anticipate every emerging disease, nor forecast all public health emer-

gencies. However, we can be poised with a research infi-astructure and a detailed

understanding of the molecular biology of specific organisms and classes of orga-
nisms, how they are transmitted and infect, how they cause disease in the human
body, how the unmune system responds, and which immune responses are protec-
tive. As we face new challenges in the years to come, the speed with which new and

improved vaccines, drugs, and other treatment strategies can be developed will de-

pend on the state of this knowledge, developed through ongoing research.

Mr. Chairman, the fiscal year
1994 budget request for this Institute is

$1,065,583,000. I will be pleased to answer any questions you may have.
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statement of ruth l. kirschstein, mj}.m., director

budget request

Senator Harkin. Dr. Ruth Kirschstein, of the National Institute

of General Medical Sciences.

Dr. Kirschstein. Mr. Chairman and Senator Mack, I want to

present to you the unique mission and the important achievements
of the National Institute of General Medical Sciences [NIGMS].
The NIGMS supports basic research that increases our under-

standing of life processes and leads to an array of medical and
technological applications. This research is not targeted to specific
diseases or disorders; its impact is far broader, and it has signifi-
cance for the mission-oriented activities of each and every one of
the other Institutes, some of which you have heard about already,
some of which you will hear about later in the morning.
As my colleagues have already told you, there has been an amaz-

ing number of new discoveries over the past few years. Dr. Grady
has just mentioned the discovery of the genes for ALS and for Hun-
tington's disease. These discoveries were clearly made possible by
years of basic research in genetics supported by NIGMS.
The development of recombinant DNA technology, based on dis-

coveries of NIGMS grantees, has led to the biotechnology industry.
The use of this technology has produced large quantities of the sub-
stances that Dr. Gorden has mentioned—erythropoietin and alpha
interferon—and that Dr. Grady mentioned, beta interferon.

In addition, biotechnology is leading to the development of com
and wheat crops, among other agricultural products, which are re-

sistant to pests and drought, thus providing higher-yielding and
healthier crops.
The discoveries by NIGMS grantees of ribozjmies, molecules of

the genetic material RNA, that have the ability to catalyze or speed
up chemicsd reactions, and of the detailed three-dimensional struc-

ture of the reverse transcriptase enzyme of the HIV virus are being
used by the pharmaceutical companies to develop anti-AIDS drugs.
And finally, as you know, Mr. Chairman, NIGMS has had major

responsibility to train and develop a cadre of creative scientists,

particularly physician-researchers. The Institute's very special
Medical Scientist Training Program, which leads to the combined
M.D.-Ph.D. degree, provides support to students who can plan to

combine basic research and clinical investigation. These are the

very individuals who are in the best position to translate basic

findings into clinical advances.

(627)
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PREPARED STATEMENT

Within recent months, two M.D.-Ph.D. students supported by
this program have made significant research advances. One was
featured on the news broadcasts. He is from Harvard University
and he devised, as Dr. Fauci well knows, the much-publicized
three-drug approach to fighting the virus that causes AIDS. The
other is a young woman at the University of Pennsylvania who has

just isolated a compound found in sharks that will kill a wide vari-

ety of microorganisms which cause disease in humans.
The appropriation request for fiscal year 1994 for the National

Institute of General Medical Sciences is $833,064,000.
I would be pleased to answer any questions which you may have.

Senator Harkin. Thank you very much, Dr. Kirschstein.

[The statement follows:]

Statement of Ruth Kirschstein, M.D.

Mr. Chairman and Members of the Committee, good morning. I am delighted to

have this opportunity to appear before you to present the unique mission and impor-
tant achievements of the National Institute of General Medical Sciences (NIGMS).
NIGMS supports basic research that increases our understanding of life processes
and leads to an array of medical and technological applications. This research is not

targeted to specific diseases or disorders; its impact is far broader. In recognition
of uie critical role of NIGMS, Congress has increased the Institute's funding from
$124.6 million in fiscal year 1962, the year NIGMS was created, to $832.2 million

in fiscal year 1993.
The payoffs of the basic research that NIGMS

supports
are extensive. For in-

stance, studies of the structure of the genetic material DNA and of enzyToes that
cut DNA at specific locations led to the development of recombinant DNA tech-

nology, which, in turn, made the biotechnology industry possible. Recombinant DNA
techniques are now being used to produce large quantities of previously scarce

therapeutic substances, such as erythropoietin for anemia in kidney dialysis pa-
tients, interferon for hepatitis and cancer, and human growth hormone for stimulat-

ing tissue and cell growth. The technology is also being used in agriculture, to im-

E>rove
crop yields and to produce vaccines to fight diseases that cost millions of dol-

ars a year in animal losses. Another area of basic research—on the structure and

chemistry of molecules—has provided strategies for the development of highly spe-
cific drugs by the pharmaceutical industry.

In the past, it generally
took many years—even decades—for the practical applica-

tions of basic research findings to become clear. Today, the situation is vastly dif-

ferent. It often takes just a year or two, or even a matter of months, for basic find-

ings to be applied to new technologies. As a result, there is an unprecedented de-

mand for a steady stream of new basic research results, as well as for the tools and

techniques developed in the course of basic research studies. Clearly, basic bio-

medical research is an investment that promises both quick returns—in the form
of new and improved technologies as well as jobs in the industries that capitalize
on these technologies—and long-term benefits—in the form of deeper insights into

the mechanisms underlying hesuth and disease.

Today, I would like to describe a few of the ways in which NIGMS-supported re-

search is yielding results of importance in the treatment of disease and in the devel-

opment of new products. These examples will also show you the breadth of NIGMS
support, which ranges from studies of genes, proteins, and cells to studies of chemi-
cal reactions and physiological processes. I will start with the area of genetics, in

which scientists are reaping the fioiits of decades of research on basic genetic mech-
anisms. Knowledge gained in this research has now made it possible to create rnice

in which specific genes are inactivated, or knocked out. Such mice are alreadv being
used to study cystic fibrosis, thus representing the first animal model for this dis-

ease. The same technology can be used to create a mouse model for virtually any
other disease for which uie causative gene is known, thus enabling studies of pos-
sible therapeutic agents.
Another set of basic investigations in genetics has led to the discovery of

ribozjTnes, molecules of the genetic material RNA that have the ability to catalyze
chemical reactions. This ability was once thought to be the sole province of proteins,
and the finding was a major surprise to the scientific community. The discovery of

I
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riboz^es was recognized by a Nobel Prize in 1989 to two long-time NIGMS grant-
ees, Dr. Thomas Cech of the University of Colorado at Boulder and Dr. Sidnev Alt-

man of Yale University. Ribozymes are already showing great promise in the design
of drugs, particularly those to treat AIDS, influenza, and other viral infections.

Scientists also approach drug design from a structural perspective—they seek to

learn about the detailed, three-dimensional structxire of a target molecule and then
use techniques of rational drug design to develop compounds that will bind to the
molecule and inhibit its activity. This may provide a means to fight viral infections,

including AIDS.
For some time, researchers have focused on an enzvme of the virus that causes

AIDS as a target for drug therapy. The enzyme, called reverse transcriptase, is es-

sential to the viral life cycle but not to human cells, so a drug that is toxic to the
enzvme alone would not be expected to cause the side effects seen in drugs, such
as AZT, that are currentlv used for treating AIDS.
A major step toward developing such a drug is the recent determination of the

detailed three-dimensional structure of reverse transcriptase. This structure can re-

veal the sites at which different types of inhibitory chemicals could bind to the en-

zyme and inactivate it, enabling the development of new drugs against AIDS.

Complementing the Institute's support of rational drug design is a program of
basic research in chemistry, a substantial portion of which is aimed at the synthesis
of natural products. Many of the techniques used to synthesize compounds that
show promise as drugs, such as the anticancer drug taxol, were developed by
NIGMS grantees, including Nobel Prize winner Dr. E.J. Corey of Harvard Univer-

sity.

Turning to the area of cell
biology,

I am
pleased

to report that, in recent years,
NIGMS grantees have made breakthrough oiscoveries about the molecular mecha-
nisms that regulate the cell cycle of growth and division. Because the fundamental
malfunction common to all cancer cells is a defect in the control of cell growth, these

breakthroughs have important implications for further advances in cancer research.
Other research focuses on the mechanism by which cells stick to each other and

to the scaffolding between them, which is criticsd to the development of an embryo,
as well as for a host of normal cell functions. Defects in this process, called cell ad-

hesion, can lead to developmental abnormalities and to a number of diseases, in-

cluding arthritis and other autoimmune disorders, in which the bod^s immune sys-
tem mistakenly attacks its own tissues. Last fall, a TIME magazine story featured
this research supported by NIGMS and described some of the preliminary treatment
strateries that are being developed.
NIC^S also supports basic research on trauma and bum injury. Our grantees

have made major advances in the understanding of wound healing and of a condi-

tion called septic shock, which develops in ab«ut 200,000 people in the United
States each year. Septic shock is the result of a massive bacterial infection and, de-

spite treatments with antibiotics and intravenous fluids, it can lead to the shutdown
of major organs and death. Pioneering work by a NIGMS grantee has helped clarify
the sequence of events leading to septic shock, and has pointed the way to new ap-
proaches to the treatment of this frequently fatal condition.

Sometimes, the steady stream of information generated by NIGMS-supported re-

search suddenly takes on added significance when new discoveries are made. For
example, NIGMS grantees have spent years studjdng the enzyme superoxide
dismutase, which is involved in protecting the cell fix)m destructive chemicals known
as free radicals. Last month, researchers studying the neurological disorder ALS,
which is also known as Lou Gehrig's disease, reported the surprising finding that
a gene involved in this disease is 9ie one that codes for superoxide dismutase. So
all the information accvunulated on the structure and function of this compound will

now be brought to bear in the search for ways to treat this tragic disease.

The research enterprise is powered by well-trained scientists, and NIGMS has

long supported the broad, multidisciplinary training that prepares scientists for top
positions in university or industrial laboratories. We also have a strong commitment
to increasing the number of minority biomedical scientists, through programs that

encourage students at minority institutions to pursue research careers and through
programs that strengthen the research capabilities of faculty at these institutions.

In fields that have a critical shortage of scientists, NIGMS has established special

training programs. In particular, there is a great need for physician researchers.
The Institute's very specifd Medical Scientist Training Program (MSTP), which
leads to the M.D.-Ph.D. de^ee, provides support to students who plan to combine
basic research and cUnical investigation. These are the very individuals who are in

the best position to translate basic findings into medical advances. Within recent

months, two M.D.-Ph.D. students supported by the MSTP have made significant re-

search advances. One is Yung-Kang Chow of Harvard University, who devised the
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much-publicized three-drug approach to fighting the virus that causes AIDS. The
other is Karen Moore of the University of Pennsylvania, who worked on the isola-

tion of a compound found in sharks that kills a wide variety of microorganisms that
cause disease in humans.
The past year has been one of reflection for NIGMS and its staff. As we celebrated

our 30th anniversary, we reexamined the importance of the basic research we sup-
port. We have concluded that, now more than ever, NIGMS plays a key role in fos-

tering research that increases the knowledge necessary to maintain health, prevent
or treat disease, and fuel development in biotechnology and other industries.

I would be pleased to answer any questions you might have.
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view Committee, 1987-88. Member, HHS Executive Development Board, 1985-

present. Member, Federal Task Force on Women, Minorities and the Handicapped
in Science and Technology, 1987-90. Member, Advisory Committee for Biological
Sciences, National Science Foundation, 1992-present. Member, National Critical
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Breast Cancer Working Group, 1993.
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Service Award, Federation of American Societies for Experimental Biology, 1993.
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Senator Harkin. Now Dr. Duane Alexander of the National Insti-

tute of Child Health and Human Development.
Dr. Alexander. Mr. Chairman, the goal of the NICHD is to as-

sure that children are bom healthy, bom wanted, and can function
as adults, free from disease or disability, and able to achieve their

full potential.
Thus, prevention research is a major focus for us. Just two ad-

vances from our research—the newborn screening test for congeni-
tal hypothjToidism, and the vaccine against Hemophilus influenzae

meningitis—prevent several thousand cases of mental retardation
and deafness each year, and )deld annual savings of nearly $700
million, well above our entire current budget.

Preventing infant mortality has been a leading concern for us.

When the Institute was established 30 years ago, the Nation's in-

fant mortality rate was 25 per thousand births; today it is less

than 9, due in large part to advances from our research. But there
are still many infant conditions that we do not know how to pre-
vent or treat. A prime example is sudden infant death syndrome,
where the research in our SIDS 5-year plan is the only way we can
learn how to prevent it.

Another contributor to infant mortality is premature labor and
low birth weight. Research on these conditions will be prominent
in our new intramural perinatal research branch.
On rehabilitation of persons with disabilities to prevent depend-

ency, we are tapping the resources of American small businesses
to apply the latest technologies in biomaterials, miniaturization,
and computerization to design 21st century assistive devices.

Preventing
unintended pregnancy is as important as any re-

search we do. We have more potential new contraceptives in the

development pipeline than ever before, along with studies to im-

prove our understanding of sexual behavior.

prepared statement

In women's health, we are studying infertility and reproductive
disorders. Our AIDS research emphasis is on preventing trans-
mission of the virus from mother to fetus, and developing a tuber-
culosis vaccine.
Mr. Chairman, this research will return the cost of its invest-

ment many-fold. Our request for fiscal year 1994 is for

$542,357,000.
Senator Harkin. Dr. Alexander, thank you very much.
[The statement follows:!

(631)
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Statement of Duane Alexander, M.D.

Mr. Chairman, 30 years ago the Congress established at the National Institutes
of Health a new Institute, the National Institute of Child Health and Human Devel-

opment. That Institute was founded on the premise that studying normal and ab-
normal developmental processes would lead to knowledge that woiud permit preven-
tion of much of the disease and disability that plague mankind, resulting in

healthier and longer life, and reducing human suffering and the associated health
care costs. By focussing research on maternal and child health, reproduction and
population issues, and rehabilitation, NICHD's mission is to assure that children
are bom healthv, bom wanted, and can function throughout life free from disease
or disability and able to achieve their full potential. As we celebrated our 30th anni-

versary, we took stock of how far the Institute has come in fulfilling its commitment
to the Congress and the American people, who through this Committee in these 30

years have invested over $6 billion for NICHD biomedical and behavioral research.
A few examples demonstrate the magnitude of return on that investment.

Preventing mental retardation was a major goal for NICHD. In the past 30 years
mental retardation due to Rh disease, phenylketonuria, hypothyroidism, measles,
and rubella has virtually disappeared, with NICHD research playing a major role.

The test that made it possible to screen newborns for congenital hypothyroidism
came from an NICHD-supported laboratory. That test is now mandatory in all 50

states, costs just over one dollar to do, and prevents nearly 1,000 cases of mental
retardation each year, for an estimated annual cost saving of over $260 million.

The disease that has been the leading cause of acquired mental retardation in the
U.S. is on the verge of elimination, thanks to a vaccine developed in the NICHD
intramural laboratory of Dr. John Robbins. The 15,000 cases of Hemophilus
influenzae meningitis each year left thousands of children with mental retardation,
deafness or learning disabilities. With use of this vaccine, now part of the rec-

ommended routine childhood immunization series, the disease is
disappearing.

Esti-

mated annual saving from this vaccine, originating in Dr. Robbins' laboratory and

developed with NIH support, is over $420 million. These two examples alone provide
annual savings well above our entire current budget.

Birth defects also have been a m^or focus for NICHD. One known risk factor for

birth defects is diabetic pregnancy. The NICHD Diabetes in Early Pregnancy Study
demonstrated that rigid control of maternal blood sugar, beginning before concep-
tion or in the first trimester, reduced birth defects by one-half This management
is now standard practice, allowing more diabetic women to have healthy babies and

reducing the expense of care for children with severe birth defects.

Infant mortality has been another NICHD concern. Thirty years ago the nation's

infant mortality rate was 25 per 1,000; today it is less than 9, due in large part
to advances from NICHD research. Neonatal intensive care, improved nutrition for

low birth weight (LBW) infants, and most recently surfactant to prevent or treat

Respiratory Distress Syndrome, all came from NICHD-supported research and were
major contributors to this progress.
Many more examples could be cited to show in both human and monetary terms

the payoff from the investment of the American people in NICHD-supported re-

search. But as we begin our fourth decade, we cannot rest on our laurels, for there
are many conditions that we either do not know how to prevent or treat, or how
to do so effectively.
A prime example is Sudden Infant Death Syndrome (SIDS). Grief counseling is

the only service available for SIDS, the leading cause of infant mortality after 2
weeks of age. We still know neither the cause nor how to prevent it, and the NICHD
research being conducted under the SIDS 5-year Research Plan is the way we are

trying to learn. Scientists are honing in on the mechanisms that may cause SIDS,
studying the possible benefit of changing sleep position to reduce risk, and begin-
ning a clinical trial of a new apnea monitoring technology as a

possible
means of

prevention. Although service provision is important, only research can provide the

way to prevent the 6,000 SIDS deaths each year.
Birth defects present a similar situation. With the cause unknown for most birth

defects—^the leading contributor to infant mortality—just applying what we know is

going to accomplish very little in prevention. The solutions may come from studies
NICHD has under way to identify genetic and environmental mechanisms respon-
sible for these conditions and ways to prevent or correct them. Many of these condi-
tions are chronic and disabling, and preventing them presents the opportunity for

major savings in health care and maintenance programs.
Another contributor to infant mortality is premature labor and low birth weight,

but until we learn why these occur and now to prevent them there is no knowledge
to apply. NICHD research on these conditions, which disproportionately affect mi-

I
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norities, ranges from study of basic mechanisms of fetal growth and initiation of
labor in our grants programs and our new intramural Perinatal Research Branch,
to clinical trials of preventive and treatment interventions in our maternal-fetal
medicine and neonatal networks. We know that prenatal care is a service that leads
to better outcomes, but we do not know how best to provide it, get women to come
for prenatal care early, continue it regularly, and comply with regimens that in-

crease their chances of having a healthy full-term baby. In the Infant Mortality Mi-
nority Health Initiative, co-funded bv NICHD and the NIH Office of Minority Pro-

grams, we are working with health organizations to develop and test new ap-
proaches to prenatal care, to learn how to deliver it effectively.

In rehabilitation of persons with disabilities to prevent dependency, just applying
what we know falls far short. For example, we are still using outmoded technology
for many orthotic and prosthetic devices. NICHD research is tapping the knowledge
and resources of American small businesses to apply the latest technologies in

biomaterials, miniaturization, and computerization to design 21st century assistive
devices that will reopen worlds closed for persons with disabilities, enhance their
fuller participation in work and recreation, and prevent or decrease the costs of de-

pendency.
Preventing unintended pregnancy is as important as any research we do. Our

record in this country of 53 percent of all our pregnancies being unintended is clesir

testament to the need for both better contraceptives and promoting responsible sex-
ual behavior. Again NICHD's research holds the key to gaining knowledge that can
change this situation. We have more potential new contraceptives in the develop-
ment pipeline than ever before. Studies to improve our understanding of sexual be-
havior and motivations to prevent unintended pregnancy and sexuaUy transmitted
diseases are also part of NICHD's portfolio, as are intervention studies, especially
among teenagers, aimed at achieving these objectives.
NICHD research plays a major role in addressing high priority areas of the Public

Health Service and the NIH Strategic Plan. In women's health, in addition to our
work in contraceptive development, we are studying infertility

and reproductive dis-

orders, breast cancer in relation to oral contraceptives, and the effects of infant day
care on child development. In AIDS research our emphasis is on clinical trials in
women and children and preventing transmission of the virus from mother to fetus.

The new emphasis on vaccine research highlights testing NICHD-developed vaccines

against pertussis, Shigella and E. coli enteritis, cholera, meningococcal meningitis,
and other diseases. NICHD efforts to develop a tuberculosis vaccine are prominent
in the increased NIH research on the newest pubhc health threat, drug-resistant tu-

berculosis. Our research in genetics continues to identify genes associated with men-
tal retardation or developmental disabilities, including most recently the gene for

adrenoleukodystrophy featured in the movie Lorenzo's Oil, and to pursue gene ther-

apy to prevent the manifestations of these disorders. Our scientists are making
major contributions to the nation's biotechnology industry, developing and using
gene splicing techniques to create transgenic animals that produce important
human biologies.
The research supported by NICHD continues to be a m£gor contributor to prevent-

ing disease and disability and improving quality of life. Through reducing health
and supportive care costs, prevention research returns the cost of its investment
manyfold.
Mr. Chairman, the NICHD request for fiscal year 1994 is $542,357,000. I will be

pleased to answer any questions.
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Senator Harkin. Dr. Carl Kupfer of the National Eye Institute.

Dr. Kupfer. Thank you, Mr. Chairman and Senator Mack.
As recent as 1968, the year that the National Eye Institute was

created, 50 percent of diabetics would be blind in 5 years from dia-

betic retinopathy. Today, the number of diabetics who go blind
from diabetic retinopathy could be less than 5 percent, if they
would just receive the treatment that has been shown to be suc-

cessful in preventing blindness.

Despite this very impressive statistic, a recent survey, in Wiscon-
sin, showed that as many as 50 percent of diabetics who are at risk

of going blind do not see an ophthalmologist and therefore, do not
receive the treatment.
Our focus now is to convey this message to the American people.

You may recall, this Senate subcommittee asked the National Eye
Institute to create the National Eye Health Education Program
about 5 years ago. We are using this program to get the message
to the diabetic patients that they must take advantage of the new
treatments using laser to prevent blindness. This will be a major
focus of our health education efforts over the next several years.

I would like also to point out some of the other challenging age-
related eye diseases that are receiving our research attention. First

of all, cataract is a major problem from an economic point of view:
12 percent of the expenses of Medicare part B goes to pay for cata-

ract surgery. Our efforts are to slow down the development of cata-

ract. If we can slow the development by 10 years, we can reduce

by 50 percent the number of people who will require surgery.
Macular degeneration is almost reaching epidemic proportions.

By the year 2030 there will be 6.3 million people age 60 and over
with macular degeneration, according to present predictions. So
this is a very high priority for us.

prepared STATEMENT

Finally, glaucoma has now been shown to be six times more
prevalent in African-Americans, another major focus of our re-

search, therefore, is understanding why this occurs and trying to

prevent blindness from glaucoma by early diagnosis.
Mr. Chairman, the fiscal year 1994 budget request for the Na-

tional Eye Institute is $272,201,000.
I will be happy to answer questions.
Senator HLarkin. Thank you very much. Dr. Kupfer.
[The statement follows:]

(635)
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Statement of Carl Kupfer, M.D.

Mr. Chairman, I am pleased to report to the Committee that the National Eye
Institute will soon begin the twenty-fifth year of its mission to conduct and support
research on blinding eye diseases and visual disorders. I would like to begin my
presentation by reflecting on the considerable impact our Nation's investment in vi-

sion research has had on improving the public's eye health.

When medical historians look back on the past twenty-five years of vision re-

search, they will certainly characterize it as a time of tremendous progress in the
treatment of eye disease. Since the NEI's establishment in 1968, we nave witnessed

major advances in treating diabetic retinopathy, glaucoma, uveitis, cytomegalovirus
retinitis, cross eye, ocular cystinosis, herpes of the eye, retinopathy of prematurity,
ocular histoplasmosis, and other eye conditions. These advances have not only pre-
served vision, they have profoundly improved the quality of the lives affected.

As I have mentioned to the Committee in the past, much of this recent progress
has been harvested from research investments made long ago. For example, in 1949,
it was first shown that intense laser light could create therapeutic burns on the ret-

ina. In the 1970's, after scientists had developed this technique further, the NEI
supported the landmark Diabetic Retinopathy Study establishing laser surgery as
a safe and effective treatment for diabetic retinopathy, a potentially blinding com-

plication of diabetes. This large clinical trial helped to provide the scientific basis

for laser surgery's introduction into other areas of eye care. Today, ophthalmologists
use lasers to treat a number of other eye diseases.

Not only are these advances improving public health, they
are also proving to be

highly cost-effective. We estimate, for example, that the Diabetic Retinopathy Study
alone may save the Nation $2.8 billion by the year 2000 due to reduced Government
health care expenditures and sustained patient productivity. This figure is all the
more impressive when we consider that: (1) even people with advanced retinopathy
have a 95 percent chance of maintaining their vision when current treatment guide-
lines are followed, and (2) the Diabetic Retinopathy Study cost $10.5 million to con-

duct.

The success of current treatment guidelines might suggest that diabetic retinop-

athy is no longer a public health problem. However, this is not the case. Recent
CDC data indicates that approximately 24,000 people still lose their vision each

year to diabetic
retinopathy, primarily because they do not have regxilar eye extuni-

nations that would allow practitioners to treat the disease before vision is threat-

ened. If we could educate people with diabetes to have at least an annual dilated

eye examination—and as I will mention later, the NEI is doing this through the Na-
tionfd Eye Health Education Program—I think that blindness from diabetic retinop-

athy could be almost eliminated.
I might also add that a recent NEI research finding will help to contain our Na-

tion's Health care costs in other areas. The collaborative Corneal Transplantation
Studies, for example, reported recently that expensive, time-consuming tissue typing
tests do not improve the chances for successful corneal transplantation in patients
who are at high risk for graft rejection. Absent these results, it is likely that tissue

typing would nave been implemented clinically, adding at least $1,000 to the cost

of this sight-saving operation, which now costs about $5,000.
Not only have the last twenty-five years of vision research been a time to reap

the rewards of our investment in basic research, they have also been a time to sow.
Since its inception, the NEI has committed a significant portion of its annual budget
to investigations of fundamental vision research. These investigations, emplo3ang
the powerful tools of molecular biology and biotechnology, have contributed to the

rapid progress in biomedical research generally. It is our hope that even greater
progress will be made in preventing and treating ophthalmic disorders as we learn
more about the eye and the visual system.
The Nation's investment in vision research clearly continues to pay off. In the last

year alone, NEI scientists and grantees have reported several important findings.
For instance:—Cataract research recently took a giant step forward when an NEI grantee re-

ported that a lens protein called an alpha crystallin seems to suppress protein
aggregation that leads to cataract. With this seminal finding, it may now be

possible to determine the role of alpha crystallins in maintaining lens trans-

1>arency
and to begin to develop an entirely new approach to preventing or de-

aying cataract formation; and—NEI scientists are investigating a novel and promising strategy for treating
autoimmune uveitis, a potentially blinding inflammation of the inner eye. Some
of their patients with this type of disease are regularly taking large amounts
of S-antigen, a protein in the retina that can cause autoimmune uveitis. The

I
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scientists hope that this therapy will re-program the patients' immune system
to recognize and stop attacking this common retinal protein. To date, each pa-
tient has maintained good visual acuity on the S-antigen regimen. Although
these findings are promising, future studies with additional patients will be

needed to evaluate better the effectiveness of this therapv.
Also on the horizon are significant advances in age-related eye disease. The num-

ber of Americans age 65 and older is expected to nearly double by the year 2030,

reaching about 66 mUlion. According to our best estimates, about 6.3 million older

Americans will develop macular degeneration by the year 2030, compared to an esti-

mated 1.7 million in 1995. The NEI recently launched the Age-Related Eve Diseases

Study. The results of this multicenter climcal trial are expected to yield important
irrformation regarding prevention and treatment of age-related macular degenera-
tion and cataract.

With such tremendous research progress and the explosion in science's techno-

logical capabilities, I anticipate that the next twenty-five years of vision research

will yield an even greater harvest of clinical advances. It is now believed that vision

scientists will develop in the next few decades drugs and other therapies to slow

or prevent cataract, retinitis pigmentosa, diabetic retinopathy, macular degenera-

tion, uveitis, and other bUnding diseases. Advances in ocular imaging techniques
will greatly enhance the diagnosis and abiUty to treat glaucoma and other diseases

of the eye. And it is likely 3iat progress in the neuroscience of vision will lead to

a better understanding of cross eye, lazy eye, optic neuritis, and other disorders of

the central visual pathways.
In sum, these advances will have a tremendous impact

on American healtn care.

The next twenty-five years will not only be a time of great scientific opportunity
and progress. It will be a time when the NEI continues to accelerate the translation

of basic research into clinical progress. That is, given that gene therapy and other

laboratory techniques will have more immediate future clinical applications, we will

continue to reach out to the Nation and will inform the public even more directly

of the therapeutic implications of our latest laboratory findings.
The NEI will also continue to expand the National Eye Health Education Pro-

gram. In its first year, the NEHEP nas already greatly improved public awareness
of glaucoma and diabetic eye disease, two preventable causes of blindness. The

public's response to this unique program has been overwhelming. Health profes-
sionals alone requested more than 22,000 NEHEP information kits last year. These
kits are designed to increase public and professional awareness of glaucoma and di-

abetic eye disease bv (1) educating healtii professionals about the blinding risks of

these diseases, and (2) helping he^th professionals to encourage people atliigh risk

to have periodic dilated eye examinations. Meanwhile, the program's television and
radio puolic service announcements have reached a national audience of millions.

In the next year, the NEHEP will expand its eye health messages to Native Ameri-
cans and Hispanics, two groups at high risk for diabetic eye disease. The NEHEP
will also begin planning an education program to alert healfli professionals and peo-

ple with ^IDS of the sight-saving benefits of early detection and timely treatment

of cjrtomegalovirus retinitis, a blinding complication of AIDS.
I would like to add that the NEI also will continue to make a strong push

to im-

prove women's health. NEI scientists recently performed an analysis of data from
several epidemiologic studies that indicated more women have age-related macular

degeneration and cataract than do men. In fact, the data suggest that women have
a 10 to 20 percent excess risk for cataract than men. The NEI will explore this find-

ing fiirther in the coming years to
identify possible risk factors that make women

susceptible to these eye diseases. It will also pursue research on dry eye, a chronic

and potentially sight-impairing condition that affects approximately 10 million

American women.
Mr. Chairman, the fiscal year 1994 budget request for the National Eye Institute

is $272,201,000. I will be glad to answer any questions.
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Senator Harkin. And Dr. Kenneth Olden, the National Institute

of Environmental Health Sciences.

Dr. Olden. Thank you, Mr. Chairman and Senator Mack.
The National Institute of Environmental Health Sciences con-

ducts and supports research and training to understand how envi-

ronmental factors cause human diseases and disabilities. The objec-
tive is to prevent that portion of human diseases and dysfunctions
caused by environment.

Since human diseases are caused by both genetic and environ-
mental factors, the National Institute of Environmental Health
Sciences has an important role to play in containment of the spiral-

ing health cost to this Nation. Likewise, the Institute has a poten-
tial role to play in containing the escalating regulatory cost to the

Nation, since we provide most of the information used by regu-
latory agencies to assess human risk.

The Environmental Protection Agency estimates that regulatory
compliance will cost this Nation approximately $240 billion in

1993, an expenditure that probably could be greatly reduced by im-

proving the science on which risk assessment is based. NIEHS, in

collaboration with the appropriate categorical Institutes of the

NIH, is supporting research to determine the environmental basis

of chronic diseases and dysfunctions such as cancer, birth defects,
infant mortality, infertility, premature birth, asthma, Alzheimer's,
Parkinson's, osteoporosis, and lead poisoning.

prepared statement

In the past, the Institute-supported researchers have made fun-
damental discoveries using the traditional tools of toxicology and
epidemiology. Although useful, these techniques can only define

risk in a general sense. However, with the recent advances in cell

and molecular biology, we have developed new research tools, with
both the sensitivity and specificity to define individual risk.

Thus, our vision of a productive nation, free of environmentally
caused diseases, can be a reality.

In closing, I would like to thank the committee for its support
over the past 23 years. Mr. Chainnan, our budget request is

$261,306,000, and I would be pleased to answer any questions that

you have.

Senator Harkin. Thank you very much, Dr. Olden.

[The statement follows:]

(639)
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Statement of Kenneth Olden, M.D.

The National Institute of Environmental Health Sciences (NIEHS) conducts and
supports research and training to understand the three interrelated factors that
cause human illness and

disaoili^:
the environment; individual genetic suscepti-

bility; and time. The goal of NIEHS is to define and prevent the environmental com-

ponent of human disease and dysfunction. The environment includes chemical,

physical, and biologic agents and environmentally-related behavioral and socio-

economic factors. Institute
priorities

include: development of molecular prevention/
intervention strategies for tiie environmental component of disease to decrease reli-

ance on behavioral approaches; expansion of the science base for human risk assess-

ment through the application of new technologies of moleculeu* biology; and increas-

ing communication among Federal agencies and the public through interpreting sci-

entific data for federal, state, and local policymakers and citizens.

NIEHS is a full partner in the NIH pioneering program to develop new thera-

peutic approaches tor previously intractable diseases based on a detailed under-

standing of events taking place at the cellular and molecular levels. "Molecular med-
icine" holds huge promise for prevention or intervention of the environmental com-

ponents of disease. NIEHS is concentrating research on the actions of environmental

agents with genetic materials inside the cell, on receptors and channels that regu-
late the tremsmission of substances in and out of the cell, and on the natural sub-
stances that permit cells to communicate and function. The transfer of findings fi'om

these laboratory studies to the bedside in clinical research studies is one of our most
exciting new activities. For example, research in NIEHS laboratories has shown
that both man-made and natural substances in the environment mimic the female

hormone, estrogen, and can potentially contribute to endometriosis, uterine fibroids,
cancer of the breast, ovary, and endometrium, osteoporosis, miscarriages, infertility
and birth defects. To further

explore
the environmental contribution to these dis-

orders, we are initiating clinical studies examining molecular changes caused by
DES to gain understanmng of the molecular basis for pathological changes caused

by this environmental estrogen.
NIEHS is conducting cUmcal research activities that provide a unique contribu-

tion to the national lead poisoning prevention program. Prevention efforts in this

area have been dominated by approaches aimed at eliminating the toxic agent. The
need for innovative clinical prevention and intervention strategies, in addition to re-

mediation and regulation, is clear. NIEHS is sponsoring a mi^ticenter cUnical trial

of a drug to treat moderately elevated lead levels in
very young children. The pur-

pose is to see if the dru^ will prevent the learning detects associated with these
Dlood levels. All children in the clinical trial, whether they are in the group treated

by the drug or are in the control group, will receive nutritional supplements and
environmental interventions. We are also conducting cUnical studies to determine
the most important sources of blood lead during pregnancy and to determine the
most important source of blood lead in children; and to determine the medical effect

of removal of lead from a poisoned child's environment. This research will provide
the scientific information needed to make the most cost efficient management deci-

sions, to implement the most effective medical screening and follow-up procedure,
and to establish priorities for environmental testing, remediation, and regulations.
Each of these elements of the U.S. strategy for preventing childhood lead poisoning
has cost implications in the range of hundreds or millions of dollars.

Environmental equity is a newly emerging social issue. It refers to the fact that
where one works and lives is

lai^ely dependent upon socioeconomic factors. One
would

expect
that the poor and poutically disenfi-anchised are at greater risk of liv-

ing near nazardous waste sites or working at hazardous occupations. Consequentiy,
they would be more likely to suffer fix>m environmentally related diseases. What is

currentiy lacking, however, is a complete understanding of the dimensions and de-

mographics of the problem. NIEHS nas joined with EPA in developing a national
consensus on the contribution of environmental factors on the health of minorities
and to identify research gaps that need to be addressed. Later this summer a na-
tional symposium sponsored by NIEHS, the NIH Office of Minority Health, the

EPA, and tne Agency for Toxic Substances and Disease Registry will be held to de-
fine problems in this area and to propose a research agenda. Based on the research

auestions
raised, NIEHS intends to challenge university-based scientists to submit

iieir best ideas for research grants in the environment and minority health. We are

already gathering existing geographic environmental exposure databases and will

begin to correlate this information with geographic databases defining social eco-

nomic variables, patterns of disease incidence and ethnicity. Patterns that emerge
fit>m analvzing these databases will

help further define the dimensions of the envi-
ronmental equity issue. This project will also help explore why minorities and the
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socioeconomically disadvantaged bear a disproportionate burden of the nation's mor-

bidity and mortality. If it were shown that the disproportionate exposures to envi-

ronmental hazards in minorities and the socioeconomic disadvantaged communities
were responsible for the higher incidence of morbidity, prevention strategies of an

entirely different nature could be developed. If this linkage does exist, obvious geo-

graphic and political solutions to a public health problem will emerge.
In the past, the scientific technicjues

available for generating information needed
to reduce the uncertainties in estimating the contribution of the environment to

human disease processes were crude and generally lacked the sensitivity and speci-

ficity to detect subtle alterations or changes induced by exposure to specific environ-

mental agents. Now NIEHS is developing and applying new biomedical approaches
to demonstrate causal relationships between specific environmental exposures and
human disease. NIEHS and NTP have tremendous potential for providing the data

needed by policymakers, industry leaders, environmentalists, and the general public
to guide their decisions as they balance the need for progress in attaining an im-

proved quality of life against the costs of maintaining a healthy environment and

ecosystems.
As early as 1958 the need for biomedical research on the effects of environmental

agents had been visualized by authors of the Bayne-Jones Report, a study requested

by Congress. Supporters of Research Triangle Park were successful in encouraging
the Federal government to locate in North Carolina and in 1966 the Surgeon Gen-
eral established the Division of Environmental Health Sciences. The Division was
elevated to Institute status in 1969. NIEHS began with a budget of approximately
$18 million and a staff of 200. By 1982 these numbers were $106.3 million and 571

respectively. In 1982 the cancer bioassay program of the National Cancer Institute

was transferred to NIEHS and was incorporated in its appropriation in 1983. Over
the past 10 years ftinding for the Institute has grown at a very modest rate. The
Institute currently has an appropriation of $251.2 million and a staff of 715.

I want to reiterate that human diseases and dysfunctions are caused by both ge-
netic and environmental factors or by interaction between the two over time. The
new tools of cellular and molecular biology are revolutionizing opportunities in the

discipline of environmental health sciences. New molecular approaches to toxi-

cological evaluation can lead to promising approaches to developing strategies to

block toxic effects of carcinogens.
In closing, I would like to thank the Committee for its support over the past 20

years. Mr. Chairman, tiie budget request for the National Institute of Environ-

mental Health Sciences is $261,306,000. I would be happy to answer any questions

you may have.
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National Institute on Aging

statement of gene d. cohen, m.d., phd., acting director

budget request

Senator Harkin. Dr. Cohen, National Institute on Aging.
Dr. Cohen. Thank you, Mr. Chairman and Senator Mack. I

would like to highlight a few points from my formal statement.

This is a remarkable period in aging research, and the past 12

months have been a noteworthy year. I would like to point out

something that should be obvious but is so big it is often over-

looked. That is, research on aging offers our best chance to reduce

risk factors that drive the need for long-term care and nursing
home placement. Conversely, research on aging offers our best

chance to promote independence in later life, and the opportunities
for new breakthroughs have never been greater, as reflected in im-

pressive new developments during the past several months.
In the area of Alzheimer's disease, for example, it is as if science

has progressed from the Model T horseless carriage to the Thun-
derbird. The discovery during the past few months of the involve-

ment of chromosome 14 and the apolipoprotein E gene on chro-

mosome 19 have catalyzed excitement and optimism among sci-

entists that we have moved to a whole new level in potentially al-

tering the course of Alzheimer's disease. And if we could delay the

clinical onset of Alzheimer's disease by 5 years, just 5 years, we
could cut the incidence of this devastating disorder in half. The
new findings may have brought us substantially closer to achieving
this goal.
At yet a broader level, beyond Alzheimer's disease, looking at dis-

ability in general among older Americans, the results of another

NLA-supported study pointed to disability rates coming down, not

increasing. These new results, just reported this past month, are

very provocative in a positive sense and further suggest the possi-

bility for new breakthroughs from NIA's total research effort.

PREPARED STATEMENT

In conclusion, historically the challenge we face has never been

greater in dealing with patient suffering, family burden, and soci-

etal costs in later life. But, similarly, historically the opportunities
for new scientific breakthroughs from research on aging have never

been greater to reduce such suffering, burden, and costs.

Thank you for the opportunity to make these points.
Senator Harkin. $394,156,000?
Dr. Cohen. Yes, Senator.
Senator Harkin. Thank you very much, Dr. Cohen.

[The statement follows:]

(643)
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Statement of Gene D. Cohen, M.D.

Mr. Chairman, I am pleased to be able to present an overview of the research pro-

grams supported by the National Institute on Aging (NIA).
The remarkable life span that has been realized during this century now presents

Americans with three important and related challenges: how to maintain the quality
of life with advanced age, how to produce cost effective health care, and how best
to divide adult life into working years and retirement years. The NIA was created
in 1974 to conduct and support biomedical, social, and behavioral research, and
other programs with respect to the aging process, and the prevention of diseases
and otner special problems of the aged. NIA research efforts are directed at learning
how to maintain health and independence for older Americans, and how to reduce
the severity of illness and disability now afflicting the elderly.
NIA will support in fiscal year 1993 over 1,000 research grants with a budget of

approximately $400 million. Besides supporting research specifically focused on the
diseases and disabilities commonly afflicting older persons such as Alzheimer's dis-

ease, cardiovascular disease, and osteoporosis, the NIA supports a broad research

portfolio to uncover and develop a basic understanding of the process of aging itself

Such an understanding will make possible the development of^ strategies to forestall

or prevent many of the conditions unfortunately common to older persons; knowl-

edge gained will also be generalizable to other age groups. NIA also ninds a portfolio
of studies which continue to develop an important body of knowledge on the behav-
ioral and social complexities of aging in this society, such as the individual cir-

cumstances key to making retirement decisions.

During the next 50 years, those at greatest risk for illness and disability
—the

"oldest old" or 85 and older group—are likely to increase anywhere fi*om between
six to twelve-fold in nvunber. Successful containment of national health care costs

will depend upon preventing, curing, or controlling those diseases and disorders that

produce the ^eatest need for long term care. For example, Alzheimer's disease now
costs the nation an estimated $90 bilUon annually. Without new fundamental break-

throughs, the number of individuals and families devastated by Alzheimer's disease
in tJie next 50 years will increase up to five-fold; the costs to society will be stagger-
ing.

It is commonly recognized that much of the current and projected Federal deficit

is linked to entitlement payments such as Medicare and Medicaid. Medicare, which

pays the major portion of health care costs for older Americans represents the larg-
est health care expenditure for the federal government: these expenses alone totaled

over $102 billion for 1991. Presently, the average Medicare cost per person rises

from about $2,000 per year for older individuals age 65 to 74, to over $3,200 for

those in the oldest old category (age 85 and above). To put these costs into perspec-
tive, the total medical costs per person, including the Medicare payments, average
well over $9,000 per person per year for those over age 85. This over-85 group is

the fastest growing segment of the American population.
Unless substantial advances can be achieved in the prevention and treatment of

those diseases and conditions which lead to disability, this growth in size of ovu* old-

est age groups will have a devastating impact on future health care costs with major
impact on Medicare. These increased costs will more than offset potential gains from

any cost containment strategies. Even if the cost for caring for a dementia patient
could be reduced in the future by 50 percent, the projected five-fold increase in the
number of affected individuals will still result in a massive increase in the overall

cost for this disorder.

The demand for long term care is likely to expand dramatically in a rapidly aging
society. NIA supports research on preventing the need for long term care or institu-

tionalization, enhancing the quality and efneiency of such care, easing the burden
of family care, and forecasting the requirements for long term care. As rec-

ommended by the U.S. Bipartisan Commission on Comprehensive Hefdth Care (The
Pepper Commission), research is urgently needed on many different aspects of long
term care in general, and particularly on new and evolving forms of care.

Because people have retired at younger and younger ages, they now may spend
two to three decades of their lives in retirement. NIA supports research that focuses

on elucidating the social, psychological, and economic factors influencing the retire-

ment decision and the role of health as both an antecedent to and consequence of

this decision. For example, numerous
projects

can make effective use of the Health
and Retirement Study baseline data (available in 1993) to test hypotheses about the
determinants and consequences of retirement. If, as several hypotheses argue, pen-
sion and health insurance benefit structures are major determinants of the timing
of retirement, then organizational level analyses are needed to estimate the con-

sequence of alternative organizational policies.
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Basic laboratory research lays down the knowledge base required to rationally

and systematically develop treatment and prevention strategies for disease. Major
breakthroughs have occurred in Alzheimer's disease etiology and pathogenesis re-

search within the last 12 months, giving promise that such research is likely to

yield definitive results in the near future. A better understanding of the role genet-
ics may play, new discoveries about the proteins implicated in the death of brain

cells, increasingly accurate diagnostic approaches, and potential treatments cur-

rently in development, are all the result of countless hours spent at the laboratory
bench. Because of the advances fi"om basic aging-related science made possible by
NIA support, we are now able to develop Unes of research that could soon translate

into increases in independence and active life expectancy, sometimes referred to as

"health-span," and a reduction in health care costs, especially long term care re-

quirements. For example, a consortium of 30 institutions is in place which will focus

on testing new pharmacologic agents for the treatment of Alzheimer's disease, build-

ing upon knowledge developed through support of basic neuroscience research. This

consortium has initiated a clinical trial protocol to determine whether the drug

deprenyl, in conjunction with vitamin E, is beneficial for people with this dreaded

disease. Preliminary results from this important study should be available in early
1995.

Results from ongoing NIA-supported studies have provided convincing evidence of

the benefits of exercise for maintaining independent function in older persons. A set

of clinical trials initiated in April 1990 and supported by NIA and the National Cen-

ter for Nursing Research, is progressing toward completion in 1993. While we now
know much more about conditions leading to physical fi-ailty such as osteoporosis
and cardiovascular disease, much remains to be discovered as to the root causes of

the disorders and how to develop rational preventive measures.
We must keep in mind that research on aging offers a real opportunity to reduce

those risk factors leading to the need for costly long term care and the loss of inde-

pendence among older Americans. Furthermore, research on aging provides many
unique opportunities to gain insights into diseases that affect Americans of all ages,

by uncovering findings not apparent in younger subjects. Results fi"om studies on

aging can be applied for the benefit of all. NIA also has a strong commitment to

address the health problems of particular concern to minority groups and women.

Many recent initiatives were developed to focus attention on problems faced by
these groups of older Americans; I would be pleased to further enumerate upon
these.

Lewis Thomas, the noted physician and philosopher, said that we are often stuck

midway in the development of health technologies where the costs are high and the

outcomes still unsatisfactory. Beyond these "halfway technologies" are the fun-

damental and enduring technologies of modem medicine, bom from the investment

made over time in painstaking laboratory research. However, the truly decisive

technologies, which get at the underlying causes and mechanisms of disease, when
they become available are relatively inexpensive, simple, and easy to deliver. Not
too many years ago when the iron lung was the halfway technology in the fight

against polio, the Salk and Sabin vaccines became the new, fully realized and deci-

sive technology. Today with nursing homes, respirators, and intensive care units for

the very old, we are dealing with halfway technologies for many of the disabilities

and diseases of the elderly.
Due to the exceptional growth in niunbers of older persons in our population, we

now are in a race for medical science to develop the technologies and preventive

strategies to outpace the problems associated with aging. It is imperative that

science wins this race, because the consequences of failure will be measured in

terms of enormous personal suffering £md societal costs.

Mr. Chairman, the fiscal year 1994 budget request for the National Institute on

Aging is $394,156,000. I wiU be happy to answer any questions.
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National Institute of Arthritis and Musculoskeletal and
Skin Diseases

statement of lawrence e. shulman, m.d., ph.d., director

budget request

Senator Harkin. Dr. Lawrence Shulman, the National Institute

of Arthritis and Musculoskeletal and Skin Diseases.

Dr. Shulman. Mr. Chairman, thank you very much. It is a pleas-
ure once again to appear before you.
As you know, this relatively small Institute has a large and di-

verse research agenda. Nearly every American will be affected by
one or more of the diseases addressed by NIAMS. One of two will

have arthritis by the age of 65. One of two women aged 50 or older

will break one or more bones from osteoporosis. Four of five will

have a back problem at some point. One in three Americans has
a skin problem each year that needs to be seen by a physician.

Many special populations are served by our research programs—
women, minorities, children, the elderly, and sports and fitness en-

thusiasts, which includes everyone in this room.
The NIAMS, Mr. Chairman, is a women's diseases institute. We

are the lead institute for osteoporosis, women 4 to 1; lupus, 9 to

1; rheumatoid arthritis, 3 to 1; scleroderma, 4 to 1.

Senator Harkin. What are those ratios?

Dr. Shulman. Women to men. In other words, lupus affects

women nine times more than it does men, rheumatoid arthritis, 3

to 1, osteoarthritis of the knees, 2 to 1, and fibromyalgia, of inter-

est to Senator Hatfield, 8 to 1.

Osteoporosis, as Dr. Healy has indicated, is eminently prevent-
able. There has been much new evidence this year establishing

clearly the importance of taking in extra calcium at all ages and

getting enough exercise. We have discovered cellular mechanisms
that explain now estrogen prevents bone loss.

This year, we have launched three special initiatives for research

on lupus—a life-threatening autoimmune disease of young women.
The responses from our scientists have been great.

In rheumatoid arthritis, we have much progress in discovering
and blocking the molecular immunologic events, and great response
to our request for more research on infectious causes.

The Institute is planning for new research on arthritis in chil-

dren. Other priority areas include osteoarthritis, low back pain,
and sports medicine.
We have had much progress in skin diseases this year. We have

had major advances in molecular genetics and cell biology that

have revealed precisely both the protein defects and genetic
mutations that cause severe blisters in epidermolysis bullosa, and
severe scaling in the ichthyosis.

(649)
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PREPARED STATEMENT

Last, we have had great advances in molecular medicine. We
have uncovered both the fundamental defects and identified the

genes for several serious rare inherited diseases, including
Marfan's syndrome, osteogenesis imperfecta, and muscular dys-

trophy.
It has been a busy year, Mr. Chairman. The 1994 budget request

is $210,382,000. Thank you.
Senator Harkin. Thank you very much, Doctor.

[The statement follows:]

Statement of Lawrence E. Shulman, M.D.

Mr. Chairman, members of the Committee, it is a pleasure to appear before you
today to discuss the broad mission and the many research proerams of the National

Institute of Arthritis and Musculoskeletal and Skin Diseases (NIAMS), and to high-

light some of our research accomplishments. The NIAMS was created as a new In-

stitute by the Health Research Extension Act of 1985.

The research activities of this Institute address the more than 100 forms of arthri-

tis and the numerous diseases of the musculoskeletal system and of the skin. They
include a large number of the most painful, disabUng, distressing, and disfiguring
diseases that afQict millions of Americans, causing tremendous human suffering and

costing the Nation billions of dollars in both health care and lost productivity.
One or more of the diseases addressed by the NIAMS will afifect nearly every

American at some point in their lives. One of 2 Americans will have arthritis by

age 65; 1 of 2 women over 50 will break one or more bones due to osteoporosis; 4

of 5 will have a back problem at some
point;

and each year, 1 of 3 Americans will

have a skin condition uiat must be seen oy a physician.

Many special populations are served by the research activities of this Institute:

women, minorities, children, and the elderly, as well as individuals actively involved

in sports activities, and those involved in our space missions.

Tne total annual cost to society
in terms oi resources used and lost

productivity
for tiiese diseases is over $125 billion. The burdens they impose

are heavy, researcn

opportunities abound, and the potential for cost savings to tne economy is great. For

example, a new treatment for lupus nephritis, an important component of lupus, can

prevent costly kidney dialysis or trtuisplantation.
The NIAMS has a large research agenda: it is pursuing a substantive, growing

and challenging series of research mandates. Oxxr programs serve a broad spectrum
of basic, clinical, and epidemiologic research in 5 important fields: rheumatology,
bone biology and bone diseases, orthopaedics, muscle biology, and dermatology. Tlie

Institute has an Extramural Research Program in each of these fields, and an Intra-

mural Research Program in all fields except bone biology and orthopaedics.
The pursuit of basic science is critical to addressing our mandate. Basic research

supported by NIAMS involves several scientific disciplines, many of which are im-

portant components of the NIH Strategic Plan, inclumng molecular and cell biology,

genetics, immunology, and structviral biology. Clinical research, particularly to de-

velop improved strategies for new treatments for rheumatic, musculoskeletal and
skin diseases, is cruci^ to addressing health needs of patients suffering from these

chronic diseases.

M^or avenues of research in the Arthritis Program tu^ providing new insights
into causal mechanisms of rheumatic diseases, such as rheumatoid arthritis, lupus,
scleroderma and arthritis of the spine. In rheumatoid arthritis, a major crippler,
there have been gratifying improvements in ovu* knowledge that, in txim, are leading
to promising new treatments. Researchers are making great progress in uncovering
and blocking the complicated array of events between the initiating cause of the

rheumatoid arthritis and the chronic, joint damaging inflammation that is the hall-

mark of the disestse. In one project, researchers used a manufactured antibody to

reduce joint inflammation in an animal model. In another, researchers found that

a compound that blocks the pathological growth of new blood vessels in the joint

lining was able to both prevent the development of arthritis and suppress estab-

lished arthritis. The Institute has also developed plans for more researcn on arthri-

tis in children.

This year, the NIAMS launched several special initiatives for research on lupus,
a Ufethreatening autoimmune disease that affects women 9 times more ofi«n than

men, and black women 3 times more oft«n than white women. Several special Re-
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quests for Applications for new research on lupus have been issued: (1) On the

causes and mechanisms of tissue damage in kidneys, brain, skin and other organs;
(2) on the precise mechanisms that predispose women, particularly black women, to

develop lupus; and (3) to initiate this year two new Speciahzed Centers of Research
on lupus.
Very high priority is also given to osteoporosis, the leading cause of bone loss and

bone fractures, which afflicts 25 million women in this country. The Bone Biology
and Bone Diseases Program of NIAMS is launching the BONES Project—Basic

Osteoporosis New Experimental Strategies
—to further research on the causes, treat-

ment and prevention of osteoporosis. The strategy for prevention and treatment of

osteoporosis needs to be addressed throughout our lifespan. From past research, we
know that women accrue 10 percent less peak adult bone mass (by age 35) than
do men, and that women have a sharp acceleration of bone loss during and following
the menopause. Research has also established that estrogen replacement therapy is

effective in preventing both post-menopausal bone loss and bone fractures. This

year, basic research has revealed a specific mechanism by which declining estrogen
levels during menopause accelerate bone loss, and how estrogen replacement pre-
vents such loss. Investigators have shown that estrogen suppresses interleukin-6

(IL-6), an intercellular agent that stimulates the bone cells that cause bone resorp-
tion. In mice no longer making estrogen after removal of ovaries, natural production
of IL-6 is unleashed, spurring bone resorption. Knowing specific ways in which

estrogens prevent bone loss will facilitate the development of alternatives to

estrogens for women unable to tolerate these hormones for one reason or another.

The Musculoskeletal Diseases Program of NIAMS supports research on artificial

joints and bone and cartilage transplantation to treat damaged joints. Research on

osteoarthritis, a degenerative joint disease afflicting some 16 million Americans, is

providing new information on the biochemistry and structure of normal and
osteoarthritic cartilage. Insights have been gained into the role of enzymes
(metalloproteinases) that breaJc down the cartilage of the joints.

Sports medicine, musculoskeletal fitness, and low back pain are also areas of high
priority. In December 1992, NIAMS and NASA established a formal scientific col-

laboration for research on the loss of bone and muscle in space. The Musculoskeletal
Diseases Program also supports studies on heritable disorders such as osteogenesis

imperfecta, "brittle bone disease", and on Paget's disease, the disfiguring disorder

that causes irregular bone growth in the elderly.
Scientists in the Skin Diseases Program are investigating a wide range of dis-

eases, including psoriasis, allergic contact dermatitis, atopic dermatitis, vitiligo, alo-

pecia areata, acne, and devastating blistering or scaling diseases such as

epidermolysis bullosa (EB), the ichthyosis, and pemphigus. Breakthroughs in re-

search on EB have revealed precisely why the skin disintegrates, thus suggesting
ways to design specific new treatments. Plesearch is also jdelding new insights into

the cancer-causing effect of ultraviolet radiation on the skin, as well as its effect on
the immune system.
The Institute is also very proud of the excellent science being conducted by highly

skilled and talented investigators in its 4 Intramural Laboratories. The Arthritis

and Rheumatism Branch is one of the outstanding centers for laboratory and clini-

cal research in rheumatology and basic immunology. The Institute's Laboratory of

Physical Biology uses a wide range of sophisticated physicochemical techniques to

study basic biological phenomena, such as how muscles contract and generate force.

The Laboratory of Structural Biology (LSB) utilizes the most modem instruments
of biotechnology to investigate the structure, assembly, and function of biological

macromolecules, such as cell membrane proteins, proteins of the skin and other or-

gans. Studies of important structural proteins of the HIV virus, to develop a vaccine
for AIDS, are ongoing.

Scientists in the Laboratory of Skin Biology are performing basic and clinical re-

search on the normal and abnormal structure and development of the skin. They
have discovered several new skin proteins, and how a gene for a structural protein
of the skin (keratin) is strongly linked to a form of the scaly skin disease ichthyosis,
known as epidermolytic hyperkeratosis (EHK).
These are exciting times in biomedical research, with new discoveries moving us

closer to preventing and curing some of the most crippling and costly diseases affect-

ing Americans today. The NIAMS is mindful of the tremendous impact of the dis-

ease within its purview—and greatly encouraged by the promise that advances and
discoveries by our investigators could improve the lives of millions of Americans.
Mr. Chairman, the fiscal year 1994 budget request for this Institute is

$210,382,000. I will be very pleased to answer any questions you may have.
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Biographical Sketch of Lawrence E. Shulman, M.D.

Birth: July 25, 1919, Boston, Massachusetts.
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cine. 1952-53, Assistant Resident, The Johns Hopkins Hospitfd. 1954-present, Phy-
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Department of Medicine, The Johns Hopkins University School of Medicine. 1960-
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National Institute of Arthritis and Musculoskeletal and Skin Diseases. 1987-
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National Institute on Deafness and Other Communication
Disorders

statement of james b. snow, jr., m.d., director

budget request

Senator Harkin. Dr. James Snow, the National Institute on
Deafness and Other Communication Disorders.

Dr. Snow. Thank you very much, Mr. Chairman.
Forty-six million Americans have some form of communication

disorder. When the Institute was formed, no genes for hereditary
forms of deafness had been found. Now, 22 have been located. The
state-of-the-art in molecular genetics has given us the opportunity
to make gene transfer therapy a possibility by the end oi the dec-

ade, not only in hearing but in the hereditary diseases of balance,
smell, taste, voice, speech, and language.

In these 5 years we have made important progress in under-

standing how deaf children acquire spoken or signed language. In
a recent historic event, a group of advisors convened by the NIDCD
and the NIH recommended universal screening of infants for hear-

ing impairment at birth.

PREPARED STATEMENT

Research that will benefit the 5 million people who are currently
hearing aid users and also the 15 million people in the United
States who could benefit from these devices but have not been able
to do so is underway as a part of a collaboration between the
NIDCD and the Department of Veterans Affairs. Through grants,
contracts, and clinical trials, the Institute is supporting the devel-

opment and evaluation of hearing aid technology designed to meet
the particular needs of subgroups of people with hearing impair-
ment.
Mr. Chairman, the fiscal year 1994 budget request for the

NIDCD is $153,088,000.
Senator Harkin. Thank you very much, Dr. Snow.
[The statement follows:]

Statement of James B. Snow, Jr., MD.

It is a privilege to appear before this committee to discuss the programs of the
National Institute on Deafness and Other Communication Disorders (NIDCD).

Forty-six milUon Americans are directly affected by a communication disorder.

Twenty-eight million have hearing impairments; 14 million have disorders of voice,

speech, or language; 2 million have problems with balance; and 2 million have dis-

orders of smell and taste. Family, friends, colleagues and, finally, all citizens are
affected by the costs of these conditions. There is much to be hopeful about from
what is being discovered today and what is planned for tomorrow in the basic and
applied science underway extramurally and intramurally at the NIDCD.
NIDCD was created in October 1988 by The National Deafness and Other Com-

munication Disorders Act as one of the institutes of the NIH to fund and conduct
research in the normal and disordered processes of human communication.
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In hearing research, NIDCD scientists are battling a wide variety of elusive and
confounding diseases. The NIDCD is searching for the causes of hereditary hearing
impairment because 1 in 1,000 infants is bom deaf and 50 percent of those cases
are genetic. The state-of-the-art of molecular genetics has given us the ideal oppor-
tunity to make gene therapy a real

possibility by the end of the century.
When the institute was formed tnere were no known genes for hereditary forms

of deafness, but untangling the scheme of mutations and alterations has yielded dis-

covery of 22 of these genes. We are also at work on the preventable and costly cause
of hearing loss that affects ten million Americans, noise-induced hearing loss. We
are determining why and how some people, perhaps genetically, are predisposed to

higher sensitivity
to sound—and greater hearing loss. Selected for intense investiga-

tion through both intramural and extramural resources is the development of a vac-

cine for otitis media, a disease familiar to almost every parent of an infant or tod-

dler. Otitis media is the cause of most visits of young cnildren to physicians. This
disease has the potential for damaging the emerging communication skills of the na-

tion's children and affecting their language and literacy for a lifetime. Presbycusis,
the hearing loss we have long assumed to be part of the process of growing older,
in fact may be preventable or delayable. We have found that there appears to be
a genetic predisposition to this kind of hearing loss.

For years Americans have complained about the inability of currently available

hearing aids to deal with background noise. The NIDCD has taken an aggressive

approach to solving this long-term problem, with the cooperation of the Department
of Veterans Affairs. As part of a new initiative using the triple approach of grant
mechanisms, contracts, and clinical trial, the institute is supporting the evaluation
and development of hearing aid technology designed to meet the individual needs
of subgroups of consumers. This research will not only benefit the 5 million people
who are currently hearing-aid users, but also the 15 million people in the U.S. who
could benefit from these devices but have not been able to adjust to them.
Under energetic investigation by our institute are ototoxicity, the adverse effect

of drugs on hearing, tinnitus, and otosclerosis, a condition in which there i« an over-

growth of bone in the middle ear, and AIDS-related hearing impairment, caused by
the most common secondary infection among AIDS patients

—
striking when commu-

nication is crucial.

I am eager to report to the committee a recent historic event: For the first time
in the world a group of scientific advisors called for the identification of infants with

hearing loss—at birth! The announcement was made at the end of an NIDCD/NIH-

supported consensus development conference. The average age for identification of

this loss in children in the U.S. had been close to 3 years. Dissemination of this

information and development of the best possible screening methods will allow for

much better outcomes U)r children with hearing loss, allowing them to acquire lan-

guage, whether spoken or signed, at the earliest possible opportunity, assuring them
greater success in life and saving billions of dollars in too-little too-late habilitation.

In research on balance, scientists are at work on Meniere's disease and acoustic

neurinoma. We have all experienced what is called "dizziness" associated with flu

or loss of orientation in space. Imagine trjdng to function at home or in the work-

place in a perpetual or intermittent state of dizziness—the results are devastating.
Eighty percent of the astronauts working in space suffer from motion-sickness that
limits tneir

ability
to function fully, making missions less cost-effective. With a new

NIDCD-NASA collaboration we have created an opportunity for NIDCD scientists

to study causes and develop management strategies for motion-sickness on earth as
well as in space.

Loss or reduction of the sense of smell can create life-threatening situations, espe-

cially for the elderly. This past year there was a breakthrough in understanding
how the olfactory system is able to discriminate such a vast array of odors. A large

family of genes that is unique to the receptor neurons in the olfactory epithelium
were found. This advance has had a tremendous impact on research efforts, spark-
ing a wave of studies long needed in this field.

In taste, a distinct protein, gustducin, has recently been found in taste receptor
cells and joins the growing family of G proteins known to mediate signal
transduction. In studies of early diets on later food preferences, findings indicate

that components of breast milk such as sodium may have lasting effects on later

nutritional choices.

Recent voice research includes progress on understanding voice production and
the causes of nodules, polyps, or neoplasms and contact ulcers and the treatment
of spasmodic dysphonia, vocal tremor and vocal cord paralysis. Stuttering, devel-

opmental speech disorders, and the speech of persons with hearing impairments are

being investigated. Recent progress in language research into aphasia revealed that

improvements can be made throughout the first post-stroke year, not only in the
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first three months as was previously believed. Also, the greatest improvements were
made by an older patient group 65 to 80 years old.

NIDCD has also made progress in understanding language acquisition of deaf
children and adults. Results indicate that the timing of language acquisition has ro-

bust effects on comprehension skill in later adulthood. The effects are more pro-
nounced for first than for second language acquisition whether spoken or signed.

In Iowa, Nebraska, California, Maryland, and Arizona an exciting project is bear-

ing fruit—five National Multipurpose Research and Training Centers are examples
of scientific progress made possible by the existence of the NIDCD. These centers

integrate basic and clinical investigations at the same time as broadening training

opportunities. As an important part of their responsibility, they must increase the
information that gets to the public while providing continuing professional education
in specific areas of the communication sciences. These centers are living up to their

names as truly multipurpose resources!
In order to track disease and disorder incidence and prevalence, the NIDCD has

created the first Epidemiology Branch to deal
exclusively

with communication
sciences. The new branch is maintaining close liaison with NCHS to coordinate

analysis of all epidemiological information collected from national surveys. It is also

responsible for collecting prevalence information over the next decade in a system-
atic and cost-effective way.
NIDCD has two public education campaigns in disease prevention: "I Love What

I Hear" is educating third through sixth graders about noise-induced hearing loss

and "Changing the Future" informs the public about the damaging effects of pollu-
tion.

The NIDCD has held four working group meetings of important constituencies

historically underrepresented in scientific planning. Groups advised the institute

about the needs of the deaf community, the needs of oral, auditory hearing-impaired
persons, those needs special to women and women's health issues as well as the
needs of minority persons and minority health issues. Additional working groups
currently in process will involve research and research training needs of graduate
programs in communication sciences and disorders, the impact of visual impairment
on deaf and hard-of-hearing persons, and address the research needs of late-deaf-

ened adults and hard-of-hearing persons.
Mr. Chairman, the fiscal year 1994 budget request is $153,088,000. I would be

pleased to answer any questions you have.

Biographical Sketch of James B. Snow, Jr., M.D.

Bom: March 12, 1932, Oklahoma City, Oklahoma.
Marital Status: Married, three children.

Education: B.S., University of Oklahoma, Norman, Oklahoma, 1949-52; M.D.,
Harvard Medical School, Boston, Massachusetts, 1952-56.

Professional History: Intern in
Surgery, Johns Hopkins Hospital, Baltimore, MD,

1956-57; Resident in Otolaryngology, NIassachusetts Eye and Ear Infirmary, Bos-

ton, MA, 1957-60; Captain, Consultant in Otolaryngology; U.S. Army Medical

Corps, 8tii U.S. Army, 121st Evacuation Hospital, Korea, 1960-61; Otolaryngologist,
U.S. Army Hospital, Fort Leonard Wood, MO, 1961-62; Assistant Professor and
Vice-Chairman, Department of Otorhinolaryngology, University of Oklahoma Medi-
cal Center, Oklahoma City, OK, 1962-64; Professor and Head, Department of

Otorhinolaryngology, University of Oklahoma Medical Center, Oklahoma City, OK,
1964-72; Professor and Chairman, Department of Otorhinolaryngology and Human
Communication, University of Pennsylvania, School of Medicine, Philadelphia, PA,
1972-90; Director, National Institute on Deafness and Other Communication Dis-

orders, Bethesda, MD, 1990-present.
Society Affiliations: Alpha Omega Alpha; American Academy of Facial, Plastic and

Reconstructive Surgery; American Academy of Otolaryngology-Head and Neck Sur-

gery; American Association for the Advancement of Science; American Broncho-

Esophagological Association; American College of Surgeons; American Laryngolog-
icsd Association; American Laryngological, Rhinologiced and Otological Society;
American Medical Association; American Neurotology Society; American Otological
Society; American Society for Head and Neck Surgery; Association for Research in

Otolarjmgology; Collegium Oto-Rhino-Laryngologicum Amicitiae Sacrum; Inter-
national Bronchoesophagological Society; Massachusetts Eye and Ear Infirmary
Alumni Association; New York Academy of Sciences; Pan American Association of

Otolaryngology and Broncho-Esophagology; Phi Beta Kappa; Sigma Xi; Society for

Ear, Nose and Throat Advances in Children; Society of University Otolarjoigologists-
Head and Neck Surgeons.
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Honors and Awards: Regent's Award for Superior Teaching, University of Okla-
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National Institute of Mental Health

statement of alan i. leshner, ph.d., deputy director

budget request

Senator Harkin. Dr. Frederick Goodwin, National Institute of

Mental Health.
Dr. Leshner. I am Dr. Leshner and I am representing NIMH.
Senator Harkin. Oh, I guess I did have notice of that.

Dr. Leshner. Mr. Chairman, the 1994 NIMH budget request
continues support for the accelerating progress we have seen over

the past two decades in the science of mental disorders and their

treatment.

NIMH-supported research has ensured that the mental health

field has one of the strongest empirical data bases in all of

biomedicine. Our research continues to bring hope and great relief

to the over 20 million adults with mental disorders and the 8 mil-

lion children who suffer from severe mental disorders.

Rigorous clinical outcome research has shown that treatments for

the 5 million adults who have severe mental disorders like schizo-

phrenia and manic depressive illness yield success rates in the 60-

to 80-percent range, levels which are comparable with the efficacy

rates for many other areas of biomedicine.

NIMH's research portfolio reflects a balanced and integrated ap-

proach to the biological, the psychological, and the social aspects of

mental illnesses. Psychopharmacology research, for example, has

provided better treatments for mental illnesses and, importantly,
has also provided wonderful tools for our study of nervous system
function.

Advances in behavioral science have provided new and effective,

nonpharmacological approaches to treating specific mental dis-

orders like cognitive behavioral therapies for anxiety disorders. Re-

search to assess the effectiveness of services delivered in real-life

settings has enabled us to refine our national mental health service

system, and NIMH's services research has provided a superb and

quite unique empirical data base to underpin rational policy deci-

sionmaking in health care reform.

The same major technological revolutions influencing the rest of

biomedicine are providing very useful research tools for our fields

as well, and they are paying off for our patients. For example, ad-

vances in brain imaging techniques and in our ability to define the

neurochemical imbalances implicated in schizophrenia are enabling
us to begin to rationally design new medications to act with greater

precision, safety and efficacy, but without some of the side effects

that make treatment for mental disorders problematic. The drug

risperidone, about to be released, precisely meets these criteria.
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PREPARED STATEMENT

These and other kinds of advances are discussed in greater detail

in the statement I submitted, and I would draw your attention

again to the outstanding dividends for millions of patients that are

coming from NIMH research.
The 1994 budget request for NIMH is $576,015,000. I would be

pleased to answer any questions.
Senator Harkin. Dr. Leshner, thank you very much.
[The statement follows:]

Statement of Alan I. Leshner, M.D.

I am pleased to be here today to discuss the programs of the National Institute
of Mental Health (NIMH). Today's hearing marks the first time in a quarter century
that we again come before this Subcommittee as a component of the premier bio-

medical research facility in the world, the National Institutes of Health (NIH).
I will discuss the NIMH mission, review highlights of the Institute's distinguished

history, and comment on selected achievements and
opportunities.

I believe that we
are delivering on the promise implicit in this "Decade of the Brain." While proud
of our research progress, we remain keenly aware of the enormous suffering, cost,
and tragic waste of human potential that are the consequences of mental illnesses

which, in any given year, affect 22 percent of the adult population—a prevalence
rate comparable to that of cardiovascular illness. NIMH research is the cornerstone
for new treatments and prevention strategies; yet it is an investment representing
only 1 percent of the costs for treating mental illness, a figure well below that of
other major health problems.
The NIMH was authorized in 1946 as one of the originad NIH Institutes. Our mis-

sion historically has been to create, strengthen, and expand the scientific founda-
tions for the clinical care of persons suffering from mental disorders and prevention
of those disorders. The Institute conducts and supports research into the biological,

psychological, behavioral, and
epidemiological aspects of mental illness. We examine

these areas through the lens of basic science, including sophisticated animal models;
clinical research involving patients and healthy volunteers; and studies of our treat-

ment and service systems, extending from "real world" practice patterns to the eco-

nomics of mental health care.

Insights into mental disorders require an understanding of normal human behav-
ior and brain function. In pursuit of this knowledge, NIMH has played a seminal
role in the development of modem behavioral science and neuroscience. While these
basic disciplines are drawn on bv numerous NIH components for diverse applica-
tions to medical science and health care, the unique contribution of NIMH is our
focus on mental illness and on integrating information about basic brain mecha-
nisms with behavior in all of its complexity.

In 1967, the pioneering role that NIMH had assumed in efforts to improve pat-
terns and systems of mental health service delivery led to the Institute's placement
outside of the research-oriented NIH. By the late 1980's, however, "new Federalism"

principles
had led to much of the direct responsibility for service systems being reas-

signed to the States. As research re-emerged as the defining NINlH mission, oppor-
tunities in mental illness-related neuroscience and related fields prompted NIMH to

embark upon a series of strategic scientific planning exercises. Four "national

plans"—focused on schizophrenia, neuroscience, child and adolescent mental dis-

orders, and research on the service needs of persons with severe mental disorders—
were developed to define areas which we believe warrant major, sustained invest-
ment.

Scientific accomplishments in these and other areas helped to broaden support for

the view, held by manv in the field, that NIMH would be better poised for the fu-

ture if it were returned to its original NIH home and the mainstream of biomedical
science. This view, combined with Congress' wish for more focused Federal leader-

ship in the services arena, provided impetus for passage of the ADAMHA Reorga-
nization Act of 1992, which effected our reunion with NIH last year.
Today, our highest priorities include research on severe, chronic, often incapaci-

tating, and even life-threatening conditions such as schizophrenia, manic-depressive
illness, and the severe forms of major depression, panic disorder, and obsessive com-

pulsive disorder; collectively these affect some 2.8 percent of the adult population,
or more than 5.25 million Americans, and account for fully one-quarter oi Federal

disability payments. Our research has shown that these illnesses can be defined as
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reliably as other medical disorders, and most can be treated effectively, thus refut-

ing two myths about mental illness.

An important, recent accomplishment in this arena has been NIMH's support of

rigorous clinical studies of clozapine, a new and dramatically improved anti-psy-
chotic medication that, for the first time, permits us to treat the 'Tiegative" symp-
toms of schizophrenia—e.g., severe social withdrawal—which are so incapacitating
and conducive to chronicity.
Mental and behavioral disorders of childhood affect some 8 million children and

adolescents, or 12 percent of our Nation's young, and often portend a lifetime of dis-

ability and suffering
—and are a key factor in the tragedy of youth suicide. We are

encouraged by a recent NIMH study in which more than 80 percent of pediatric pa-
tients with severe obsessive compulsive disorder (OCD) who participated in con-
trolled clomipramine (CMI) trials had improved substantially at follow-up two to
seven years later. In another promising development, NIMH-supported researchers
at the University of California, Los Angeles have found an abnormal developmental
pattern in schizophrenia that may appear as early as the first year of life. The pat-
tern includes spurts and lags in weight gain, bone growth, and mental development.
In this analysis of children with schizophrenic oarents, not all the children with the
symptoms developed the disorder, but none of^ those who were symptom-free went
on to become schizophrenic. This study provides powerful evidence of the biological
components of the disorder.

Continuing high priority is attached to research focused on treatment and services
for mental disorders that

disproportionately
or differently affect women, minorities,

and other special populations. One research target is eating disorders, which affect
an estimated 3 million people, mostly women, in the US. NIMH researchers have
linked one eating disorder, Dulimia nervosa, with excessive levels of the brain hor-
mone vasopressin. This finding mav lead to more effective treatments. Also, this

year, we initiated a program to enhance the research infrastructure in schools of
medicine at orestigious Black universities: Howard University, in Washington, DC;
Meharry Medical College, Nashville; Charles R. Drew School of Medicine, Los Ange-
les; ana the Morehouse School of Medicine, Atlanta.

In diverse areas, we are continuing efforts to increase understanding of the basic

neurobiology of mental illnesses, including the identification of genes implicated in
these disorders and clarification of the impact of cultural, environmental, and be-
havioral factors on the origins of mental illness.

NIMH scientists have discovered, for example, that during REM (dream) sleep,
the motoneurons which control our muscles are silenced by the amino acid glycine.
This is the first time that a specific chemical substance has been shown to be re-

sponsible
for a key component of sleep. The disruption of proper muscle tone during

sleep may result in sleep apnea, a condition in which individuals cannot breathe
and sleep at the same time. Sudden Infant Death Sjrndrome also has been linked
to an insufficient degree of muscle control during sleep. Sleep disruption also can
exacerbate depression, schizophrenia, and other mental disorders. Now that we
know how our muscles are controlled during sleep, we can begin to develop methods
to control these disabling conditions.
NIMH's innovative programs in services research today are paying off with solid

documentation of the defineability, treatability, and cost of mental disorders. Such
information is directly germane to the Nation's health care reform agenda. Our data
argue persuasively that failure to consider mental illness in overall health reform
proposals will weaken the successful outcome of this ongoing effort.

With respect to one of the looming public health crises of our era, we know now
that the brain appears to be a prime target of the HIV virus. For about 10 to 20
percent of people with AIDS, mUd neuropsychological sjrmptoms are the first signs
of the disease. NIMH has taken the lead in studying mood disorders and other

neuropsychiatric
seouelae seen in people with HIV infection. NIMH has been in-

volved in several enorts to assess HiV effects on neuropsychologic and cognitive
function in children and adults, and is heavily invested in efforts to identify and
ameliorate neuropsychiatric complications of HIV infection, including its brain-medi-
ated impact on the immune system.

Finally, it is evident that behavioral methods offer an urgently needed and sin-

gularly effective means of understanding the highly reinforced human behaviors in-

volved in AIDS, and in reducing and preventing the transmission of the AIDS virus.
Interventions based on behavioral research also will continue to play a key role in

maximizing adherence to regimens of treatment and vaccination. NIMH has worked
to establish links between researchers and providers in the prevention community.
These will help us to design effective intervention strategies for populations such
as women, adolescents, the homeless, persons with HIV infection, and the seriously
mentally ill.
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Mr. Chairman, the fiscal year 1994 budget request for NIMH is $576,015,000. I

will be pleased to answer questions you may have.

Biographical Sketch of Alan I. Leshner, M.D.

Bom: February 11, 1944.

Married: To Agnes Farkas; two children.

Education: 1965, A.B., Franklin and Marshall College (Psychology); 1967, M.S.,

Rutgers University (Psychology); 1969, Ph.D., Rutgers University (Physiological Psy-
chology).

Professional experience: 1969-73, Assistant Professor of Psychology, Bucknell

University; 1973-78, Associate Professor of Psychology, Bucknell University; 1978-

81, Professor of Psychology, Bucknell University; 1976-77, Visiting Scientist, Wis-
consin Regional Primate Research Center, University of Wisconsin; 1977-78, Ful-

bright Lecturer and Visiting Scientist, Weizmann Institute of Science (Israel); 1980-

82, Project Manager, Office of Special Projects, Office of the Director, National
Science Foundation (NSF); 1982-83, Deputy Executive Director, National Science
Board Commission on Precollege Education in Mathematics, Science and Tech-

nology, NSF; 1983-85, Deputy Director, Division of Behavioral and Neural Sciences,

NSF; 1985-87, Executive Officer for Biological, Behavioral, and Social Sciences,

NSF; 1987-88, Director, Office of Science and Technology Centers Development,
NSF; 1988-present, Deputy Director, National Institute of Mental Health; 1990-92,

Acting Director, National Institute of Mental Health.
Awards and honors: Phi Beta Kappa; Lindback Award, Distinguished Teaching,

Bucknell University, 1974; Exchange Scientist, American and Hungarian National
Academies of Science, 1973; Elected Fellow: American Psychological Association,
New York Academy of Sciences, International Society for Researcn on Aggression,
American Psychological Society, American Association for the Advancement of

Science; Gold Medal for Distinguished Service, National Science Foundation (highest
award of the NSF); President's Special Commendation, American Psychiatric Asso-

ciation; Stephen V. Logan Fund Award, National Alliance for the Mentedly 111; Out-

standing Public Service Award, American
Psychological Association; Distinguished

Service Award, American Academy of Child and Adolescent Psychiatry; Distin-

guished Leadership Award, National Mental Health Association and the National
Prevention Coalition; Secretary's Special Citation, Conferred by Secretary Louis Sul-

livan; Abbott Weinstein Award, New York State Office of Mental Health.

OTHER ACADEMIC AND PROFESSIONAL ACTIVITIES (PARTL\L LIST)

Nongovernmental Appointments: Board of Directors, Bucknell University Press,

1973-76; Director of Psychology Laboratories, 1969-76; Associate Editor, Neuro-
science and Biobehavioral Reviews, 1977-

;
Associate Editor, Aggressive Behavior,

1978-80; National Advisory Screening Committee in Psychology, Council for Inter-

national Exchange of Scholars (Fulbright-Hays Program), 1978-81 (Chair, 1980-81);
NSF Management Council, 1985-86; NSF-Wide Overseer, Education and Human
Resources Development Programs, 1986-87; NSF Executive Council, 1987-88; Ad-
Hoc Committee on the Decade of the Brain, Society

for Neuroscience, 1989-present;
AAAS-ABA National Conference of Lawyers and Scientists, 1990-present; Board of
Scientific Advisors, National Depressive and Manic Depressive Association, 1991-

present.
Governmental Appointments: Vice-Chair, Public Health Service Working Group

on Biomedical Science Education, 1989-90; Vice-Chair, White House (OSTP) Federal

Coordinating Committee on Brain and Behavioral Sciences, 1990-present; Public
Health Service Advisory Committee for the Medical Treatment Effectiveness Pro-

gram, 1990-92; Chair, National Advisory Mental Health Council, 1990-92; Chair,
Federal Inter-Departmental Task Force on Homelessness and Severe Mentail Illness,
1990-92.



National Institute on Drug Abuse

statement of richard a. millstein, acting director

budget request

Senator Harkin. Mr. Richard Millstein, National Institute on

Drug Abuse.
Mr. Millstein. Thank you. Mr. Chairman and Senator Mack,

the revolution in the biological and behavioral sciences is having a

profound effect on addiction medicine. Recent success in NIDA's
program focused on the molecular biological processes involved in

drug abuse, and led to the genetic specification and cloning of spe-
cific brain receptors for a variety of abused drugs, and the under-

standing of where and how drugs affect the brain.

NIDA's medication development program, working together with
the academic community and the private sector, is using these find-

ings to develop new medications to treat drug addiction. For drug
abuse prevention and treatment to be successful, however, behav-
ioral and social, as well as biological, interventions are required.
Our new behavioral therapies initiative will systematically test

promising therapies in a manner similar to that for medication de-

velopment.
Our ultimate goal is to successfully merge the best pharma-

cotherapies and the best behavioral therapies into comprehensive,
integrated treatment programs for various types of addictions.
We also now have significant opportunities to define the impact

of prenatal drug use on the infant, to examine the effectiveness of

drug treatment intervention programs for pregnant women, and to

identify and eliminate barriers to treatment.
AIDS related to injecting drug use accounts for nearly one-third

of all adult cases, the majority of cases in women and children, and
it is the leading cause for AIDS in many minority groups. Our best

hope of reducing and ultimately eliminating drug abuse-related
AIDS and the associated hepatitis, tuberculosis, and other health

consequences of drug use lies in enhancing our research in prevent-
ing drug abuse, improving the efficacy of drug abuse treatment,
and sustaining behavioral change.

PREPARED STATEMENT

What is clear from our research is that drug addiction is largely
a preventable and treatable disorder. We are eager to capitalize on
the many new and exciting opportunities for innovative and vital

research on drug abuse and to expedite the transfer and applica-
tion of these findings to clinicsd practice to improve the quality of
life for the millions of addicted individuals and their families, to re-

duce health care costs, and address these urgent public health
needs.
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The fiscal year 1994 budget request for the National Institute on

Drug Abuse is $407,098,000. Thank you.
Senator Harkin. Thank you very much, Mr. Millstein.

[The statement follows:]

Statement of Richard A. Millstein, M.D.

Mr. Chairman and members of the Subcommittee, it is a privilege for me to de-

scribe for you some of the research opportunities presented to the National Institute

on Drug Abuse (NIDA) to explore the scientific basis for the development of effective

biomedical, behavioral, and psychosocial approaches to the prevention and treat-

ment of drug abuse—approaches which promise to improve the quality of life for

millions of affected individuals and their families; decrease health care costs; and

help the Nation fight serious communicable diseases such as HIV infection and
AIDS and tuberculosis.

Through research conducted and supported by NIDA we have been able, with
some success, to address the many consequences which stem from this devastating
disorder; but much still remains to be done. Fortunately, what does appear clear

from our research is that drug addiction is largely a preventable and treatable dis-

order.

This morning I would like to focus on just three high priority areas of drug abuse
research: clinical neuroscience; drug abuse treatment; and medical consequences of

drug abuse. Through the development of comprehensive 5-year plans in these and
other areas we are conveying to the drug abuse research field, the practitioner com-

munity, and the lay public these research priorities, founded on scientific promise
and public health need.

Clinical Neuroscience.—During the past decade, revolutionary brain imaging tech-

niques, paired with quantified electrophysiology
and cerebral blood flow measures,

have allowed for direct visualization of the structure and activity of the brain during
the administration of drugs of abuse. Advances in these technologies are providing
us extraordinary opportunities for insights as to how drugs affect the central nerv-

ous system, and how these changes correlate with human behavior and with

changes during drug abuse treatment and relapse.
For example, as shown in Figure 1 in the material before you, using positron

emission tomography (PET) techniques, we can readily visualize the profound effects

that cocaine can have in reducing cerebrtil metabolism in numerous cortical areas.

Remarkably, at 3 weeks, and still at 3 months following drug detoxification, nota-

ble reductions in brain glucose metabolism are shown for the cocaine abuser. These

findings have important implications for the development of medications to alleviate

or reverse these effects.

Similarly, recent advances in molecular biology have afforded great strides in our
efforts to understand and treat cocaine addiction. Cocaine—a potent central nervous

system stimulant has been h5rpothesized to exert its characteristic euphoric effects

through its binding to a dopamine transporter molecule, as illustrated in Figure 2,

thus blocking the reuptake of dopamine in certain cortical pathways. This blockade
interferes with normal chemical neurotransporter activity, and initiates the se-

quence of events ultimately causing the drug's effects.

Last year, scientists at NIDA's Addiction Research Center as well as a team of
NIDA supported extramural researchers cloned the gene for the dopamine trans-

porter protein, making possible a determination of its sequence, and leading, we
hope, to the rapid development of an antagonist medication to block cocaine's

euphoric effects. Figure 3 shows the complex amino acid sequence comprising the

dopamine transporter molecule.
NIDA is well positioned to bring this scientific capability

—coupling neuroscience
with clinical treatment—into the drug abuse clinic to help explain how patients be-

come addicted and what new treatments can be devised as therapeutic interven-

tions. Armed with these technologies, a unique opportunity now exists for us to con-

duct rigorous multidisciplinary studies of the interaction of drugs of abuse, medica-

tions, and behavioral therapies.

Drug Abuse Treatment.—Drug abuse is a chronic, relapsing, disorder, the treat-

ment of which has had to surmount such inherent difficulties as the heterogeneity
of its patient population, the phenomenon of polydrug use as the norm, and the lack

of agreed upon criteria of treatment success. Nonetheless, high quality dinig abuse
treatment is available.

NIDA's research in this area is paying significant dividends in terms of learning
about the key factors involved in entry into drug abuse treatment, increasing re-

I
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cruitment, increasing retention and compliance rates, decreasing relapse rates, and
better matching of drug abuse patients to treatment modality.
One finding is that treatment programs that include behavioral techniques aimed

at rewarding non-drug using behavior in cocaine dependent persons can be ex-

tremely successful, as shown in Figure 4.

Our research has also clearly demonstrated that the most effective treatments for

drug abuse provide a comprehensive array of services which address not only drug
abuse problems but other health problems and the need for education, vocational

rehabilitation, and ancillary services as well. As seen in the next graph—Figure 5—
the added benefit that enhanced treatment programs can have in increasing client

productivity and in successfiilly keeping cUents otug fi-ee can be substantial.

In the coming years, NIDA plans to continue efforts to systematically test promis-
ing psychotherapeutic, behavioral, and counseUng interventions as well as to de-

velop new tiierapeutic modalities. We will support large-scale controlled multi-cen-

ter clinical trials to assess different behavioral therapies, subsequently replicating
and validating those found to be most promising.
Complementing our behavioral therapy clinical studies are enhanced medications

development activities, conducted as part of a comprehensive approach to the treat-

ment of drug addiction. These efforts seek to identify pharmacotherapies that show

promise for blocking the effects of drugs of abuse; reducing the craving an individual

experiences for these drugs; blocking me toxic effects that may result fi-om drug use;
and preventing relapse in those undergoing drug abuse treatment. Figures 6 and
7 list medications for the treatment of opiate and cocaine addiction which are cur-

rently being tested in NIDA clinical trials.

With the recent cloning of the gene for the dopamine transporter, described ear-

lier, the time is now ripe for the initiation of a major effort to synthesize novel medi-

cations that will block the action of cocaine at the cocaine recognition site, but still

allow the release and subseouent reuptake of dopamine, as illustrated in Figure 8.

Medical Consequences.—HlV infection and AIDS and tuberculosis are among the

many devastating medical consequences of drug abuse. An increased risk of HTV in-

fection in those who share drug paraphernalia has been well established. In fact,

drug abuse is the second leading risk factor for acauiring HIV, largely through the

sharing of needles and through sexvial contact witn infected drug abusers. As can
be seen from Figure 9, one-third of adult Americans infected with the HIV virus are

linked in some way to drug abuse.
While progress in reducing the spread of HIV infection and AIDS continues to be

made among intravenous drug abusers, drug abuse is still the vector for most cases

of HIV infection in women and children. Indeed, 72 percent of cases in women, and,
as shown in Figure 10, 57 percent of pediatric cases are currently related to drug
use (that is, 66 percent of tne 86 percent of mothers with or at risk for HIV infec-

tion).

Importantly, findings such as those portrayed in Figure 11—^the effect of drug
abuse treatment on HTV seropositivity rates-—demonstrate that drug abuse treat-

ment can have a profound impact on an individual's likelihood of HTV infection.

NIDA conducts at least 88 percent of all research on drug abuse in this country.
It is therefore essential that we continue our present research efforts, and that we
also capitaUze on the many new and exciting opportunities for innovative and vital

research in the drug abuse field. And that is why we bring the sense of urgency
that we do to our work to expedite the transfer of our research findings to chnical

practice, to address these urgent pubUc health needs.
Mr. Chairman, the fiscal year 1994 budget request for the National Institute on

Drug Abuse is $407,098,000. I would be pleased to answer any questions you may
have.
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Figure 1. Brain glucose metabolism for a normal control and a cocaine abuser

tested 3 weeks after deloxincation and again after 3 months of

deloxincation. Images were obtained using 18F-deoxyglucose and PET.

The Dopamine Hypothesis of

Cocaine Reinforcement
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Figure 2. A schematic representation of the dopamine hyp«ithesis of ci>caine

reinforcement.
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Adult/Adolescent AIDS Cases by Exposure
Category through December, 1992, U.S.
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The Effect of Drug Abuse Treatment
on HIV Seropositivity Rates
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Biographical Sketch of Richard A. Millstein

Richard A. Millstein is Acting Director, National Institute on Drug Abuse (NIDA),
an institute of the National Institutes of Health (NIH) that is the primary Federal

agency charged with conducting research on the causes, consequences, prevention,
and treatment of drug abuse. As Acting Director since January of 1992, and as Dep-
uty Director since 1988, he has been instrumental in planning, developing and im-

plementing the Institute's programs in basic, clinical, epidemiological, and applied
scientific research and research demonstrations aimed at reducing the burden of

drug abuse on our Nation. In addition, Mr. Millstein is an expert on drug abuse pol-

icy and administration. His counsel, as well as technical expertise, has facilitated

the advancement of the Administration's efforts to reduce the national demand for

drugs and the implementation of programs to optimize the opportunities for increas-

ing our understanding about drug abuse and its consequences. Outcomes include ex-

panded national drug abuse data collection efforts; increased treatment research;
enhanced research on maternal and fetal effects of drugs, and demonstrations deal-

ing with pregnant women and their children; additional attention to research relat-

ed to AIDS and intravenous drug users; and a refocus on NIDA's role and mission
in prevention research.

Throughout his career in government service, spanning 2V2 decades, Mr. Millstein

has focussed on the areas of the mental and addictive disorders. From 1987 to 1988
he served a dual role both as principal advisor to the Director of the White House

Drug Abuse Policy Office and as the Department of Health and Human Services'

(DHHS) liaison on drug demand reduction activities, with responsibilities to coalesce

and coordinate the national capacity to combat illegal drug use.

As ADAMHA's Associate Administrator for Policy Coordination from 1986 to 1987,
he was charged with full leadership responsibility for the coordination of agency pol-

icy activities in the areas of alcoholism, drug abuse and mental illness. In this ca-

pacity he also served as the ADAMHA Administrator's principal advisor with re-

spect to national health policy, planning, regulations, and the conduct of evaluation

and operational planning activities in the alcohol and drug abuse and mental health

fields.
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From 1985 to 1986, Mr. Millstein served as counselor to the Acting Assistant Sec-

retary for Health where he ensured the necessary review of all policy issues and
programs on the entire range of health issues facing the Nation.
As Associate Administrator for Program Planning and Coordination (1979-81) and

then Associate Administrator for Planning, Policy-Analysis, and Legislation (1981-
85) of ADAMHA, he developed the legislative specifications for the DHHS bill to im-

plement the President's Commission on Mental Health's recommendations and To-
ward a National Plan for the Chronically Mentally 111, a national action plan for the
Federal government, the States, communities, and the private sector. Under his di-

rection, an innovative model for policy and program planning was developed, effec-

tively linking the development oi long-range goals and objectives and issue resolu-

tion with the Agency's budget and with subsequent program implementation, mon-
itoring, and evaluation activities.

In his role as staff liaison to the President's Commission on Mental Health for

legal and ethical issues from 1977 to 1978, he helped to shape changes in the deliv-

ery of services and the financing of those services for the chronically mentally ill.

Mr. Millstein also served two terms as Chief of ADAMHA's Legislative Services

Unit, from 1974 to 1977 and from 1977 to 1979, and was a part of the National
Institute of Mental Health's (NIMH) Legislative Services Branch for an additional
four years as acting Chief (1973), Assistant Chief (1972-73), and Legal Assistant

(1969-72).
Mr. Millstein initially came to ADAMHA in 1968 as Special Assistant to the Di-

rector, NIMH.
Mr. Millstein, a New York native, is a graduate of New York University's Univer-

sity College (B.A., 1964) and Boston University's School of Law (J.D., 1968 cum
laude).

Throughout his career Mr. Millstein's professional excellence as well as his active

participation in community programs have been duly recognized. He is among the
select few Public Health Service executives to have been twice awarded the Presi-

dential Executive Rank Award (Meritorious Executive in 1988; Distinguished Execu-
tive in 1991), the highest performance award bestowed on members of the Senior
Executive Service. Other awards he has earned include the Public Health Service

Superior Service Award in 1986, and the ADAMHA Award for Meritorious Achieve-
ment in 1980. Mr. Millstein's persistence in spearheading Institute efforts related
to women and minority concerns resulted in an Equal Employment Opportunity
Award from the Parklawn Asian/Pacific American Community in 1985; a Cfertificate

of Appreciation from the Spanish Heritage Public Health Service Workers in 1981;
and a Letter of Commendation from the ADAMHA Women's Council in 1975. His
outside activities for many years displaying a strong personal commitment to the
concerns of children and adolescents culminated in Mr. Millstein being granted an
Honorary Life Membership in the Maryland Congress of Parents and Teachers in

1985.
A recognized expert in the legal, ethical, and policy areas of mental health and

addictive disorders, Mr. Millstein has authored and edited a number of key articles

on a variety of public health issues.
Bom in New York City, New York on January 21, 1945, Mr. Millstein is married

and has three children.



National Institute on Alcohol Abuse and Alcoholism

statement of enoch cordis, m.d., director

budget request

Senator Harkin. Now we will hear from Dr. Gordis of the Na-
tional Institute on Alcohol Abuse and Alcoholism.

Dr. Gordis. Mr. Chairman and Senator Mack, more Americans
use alcohol than any other drug, and almost 10 percent of adults

meet the diagnostic criteria for alcohol abuse or alcoholism. Alcohol
abuse and alcoholism impose a cost estimated at $98.6 billion each

year. Heavy and chronic drinking produce such medical con-

sequences as liver disease and pancreatitis, and contribute to car-

diovascular disorders, certain cancers, as well as immune, endo-

crine, and reproductive system effects.

More than one-half of the homicides, one-third of the suicides,
and almost one-half of the deaths on the highways involved alcohol.

One in four patients in urban hospital beds screens positive for al-

cohol-related conditions. Alcohol-related diseases claimed more
than 100,000 lives in 1988.

In 1971 Congress created NIAAA to focus on this national prob-
lem. Drinking and driving research during NIAAA's first decade

provided the scientific basis for legislation that raised the mini-
mum legal age to 21 years, dramatically reducing alcohol-related

driving deaths. In addition, NIAAA research on fetal alcohol syn-
drome galvanized efforts to alert women and the medical commu-
nity to the dangers of drinking during pregnancy, ultimately pro-

ducing legislation that requires warning labels on alcohol beverage
containers.
NIAAA's primary mission is to generate new knowledge on the

causes, diagnosis, treatment, control, prevention, and consequences
of alcohol abuse and alcoholism. NIAAA pursues answers to these

questions through an integrated program of epidemiologic, bio-

medical and behavioral research on alcoholism and alcohol abuse
and related problems, and disseminates new knowledge to front-

line clinicians, prevention specialists, educators, and others.

During the past several years, a surge in new techniques and
technologies from molecular biology to genetic and neuroscience re-

search has positioned alcohol researchers for unprecedented explo-
ration of the nature and mechanisms of the disease and associated
features. Additionally, researchers now have access to advanced ex-

perimental designs and refined methodologies for testing the effec-

tiveness of prevention and treatment interventions.
Two large multisite collaborative projects supported by NIAAA

are examples of the type of research now possible. One is the coop-
erative agreement on the genetics of alcoholism, in which scientists

from six universities are conducting detailed diagnostic testing and

genetic typing of 2,400 persons and several hundred families that
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may have a genetic predisposition in order to pinpoint the location

of genes which can confer the portion of the susceptibility to alco-

holism that is inherited.

The other study is Project Match, NIAAA's landmark nine-site
clinical trial on patient-treatment matching. Researchers are

matching over 1,700 alcoholism treatment patients to three sepa-
rate treatment models to determine the most effective interven-
tions for various patient types. All 1,700 patients have now been
accrued and are under study.
These two projects will make substantial contributions to under-

standing the causes of alcoholism and proving prevention and
treatment effectiveness in reducing health care costs. Other high-
lights of the NIAAA research portfolio include studies to determine
the threshold dose at which maternal drinking causes damage to

the fetus, studies in genetic susceptibility to alcohol-related organ
damage, community prevention trials focusing on youth and alco-

hol, and medications development.
Recently researchers reported initial success from tests of the

medication naltrexone for reducing the craving for alcohol and pre-

venting relapse in treated alcoholics. This is a very promising and
exciting development in our treatment research efforts.

PREPARED STATEMENT

The enormity of alcohol problems in our society amply dem-
onstrates that many challenges remain to be met. We look forward
to unique opportunities as a member of the National Institutes of

Health, and your continued support for our research program.
Mr. Chairman, the fiscal vear 1994 request for NIAAA is

$173,615,000. I will be pleased to answer any questions that you
may have.
Senator Harkin. Thank you very much, Dr. Cordis,

[The statement follows:]

Statement of Enoch Cordis, M.D.

Mr. Chairman and members of the subcommittee, I am pleased to join you today
to discuss some accomplishments and program directions of the National Institute

on Alcohol Abuse and Alcoholism, the Nation's lead Institute for alcohol research.

As a physician myself, I am reminded that two centuries ago the Philadelphia
College of Physicians petitioned the newly formed U.S. Congress to take major ac-

tion against alcohol-related health and social problems, which they likened to

plague. Notwithstanding recent reductions in per capita alcohol consumption, liver

cirrhosis, and alcohol-related trafQc fatalities, alcohoi problems are no less a plague
in America today.
More Americans use alcohol than any other drug, and about 15 million—almost

10 percent of adults—meet diagnostic criteria for alcohol abuse or alcoholism. Heavy
ana chronic drinking produce such medical consequences as liver disease and pan-
creatitis and contribute to cardiovascular disorders, certain cancers, and immune,
endocrine, and reproductive system effects, among other conditions. Alcohol-related

diseases claimed more than 100,000 lives in 1988—double the number lost to

AIDS—while years of potential life lost to alcohol-related diseases exceeded years
lost to heart disease and approached years lost to cancer.

Consequences to our health care system are apparent from the fact that one in

four patients in urban hospital beds screens positive for alcohol-related conditions.

Social consequences are equally profound and pervasive, with alcohol involved in

about one-half of homicides ana serious assaults, one-third of suicides and acciden-

tal deaths, and a high proportion of robberies and incidents of domestic violence.

Alcohol abuse and alcoholism impose costs estimated at $98.6 billion each year,
of which only $10.5 billion (10.7 percent) is devoted to treatment for alcoholism, al-

cohol abuse, and medical consequences of drinking.
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In 1971, Congress created NIAAA to expand alcoholism prevention and treatment
and reduce stigma associated with the disease. Beyond these accomplishments,
drinking and driving research during NIAAA's first decade provided the scientific

basis for legislation that raised the minimum legal drinking age to 21 years, dra-

matically reducing alcohol-related driving deaths, especially among persons 16-20

years of age. In addition, NIAAA research on fetal alcohol syndrome initiated efforts

to alert women and the medical community to the dangers of drinking during preg-
nancy, ultimately producing legislation that requires warning labels on alcohol bev-

erage containers. During the same decade, research on alcoholism genetics probably
went further to reduce stigma—and, ultimately, will go further toward the develop-
ment of effective preventive interventions—than all past and future efforts to treat

iilcoholism once it has developed.
Since 1981, NIAAA's primary mission has been to generate new knowledge to an-

swer essential questions about why people drink at all; why some people are vulner-
able to dependence or silcohol-related diseases and others are not; the relationship
of genetic and environmental factors in risk for alcoholism; the mechanisms where-

by alcohol produces its effects, including organ damage; how drinking behavior can
be modified—that is, alcoholism treatment unproved—and how to alleviate the mas-
sive economic costs of alcohol problems.
NIAAA pursues answers to these questions through an integrated program of epi-

demiologic, biomedical, and behavioral research on alcoholism, alcohol abuse, and
related problems and disseminates new knowledge to frontline clinicians, prevention
specialists, educators and others. NIAAA's extramural program supports more than
400 awards to researchers in universities, hospitals, and other institutions through-
out the United States; administers 14 Alcohol Research Centers on specific subjects,
such as the developmental effects of alcohol on adolescents, and alcohol and the cell;

and supports research training of future alcohol investigators. NIAAA's intramural
scientists—internationally known experts in cell membrane functioning, molecular

genetics, brain imaging, metabolism, electrophysiology, and developmental and be-

havioral pharmacology—conduct research from bench to bedside, formulating
hypotheses in laboratory and clinical settings that can be tested rapidly in readily
available clinical populations.
Although NIAAA s second decade produced powerful new knowledge of drinking

patterns and problem prevalence, alcohol metabolism and medical consequences—
and even alcohol's actions on brain neurons, neurotransmitters, and receptors—until

recently basic scientists were unable to probe the biochemical and physiological
mechanisms of alcoholism or to observe alcohol's effects on its primary site of action:

the living brain. An increase during the past several years in new techniques and
technologies for molecular biology, genetics, and neuroscience research—including
advanced biochemical tests, gene mapping, and a variety of neuroimaging tech-

nologies—now enables unprecedented exploration of the nature and mechamsms of
the disease and associatea features, including craving, tolerance, and impaired con-
trol of alcohol intake.

Similarly, the numerous confounding variables present in real-world settings his-

torically have frustrated scientists' efmrts to isolate the independent effects of var-
ious behavioral interventions. Only recently, scientists have access to advanced ex-

perimentel designs and refined methodologies for testing the effectiveness of preven-
tion and treatment interventions.
Two large multisite collaborative studies at opposite ends of the alcohol research

spectrum exemplify
the tvpe of research now possible and necessary for understand-

ing how alcoholism develops and how it can be prevented or arrested. To pinpoint
the chromosomal location of genes that confer susceptibility to alcoholism, scientists

at six universities in the Cooperative Agreement on Genetics of AlcohoUsm are con-

ducting detailed diagnostic testing and genetic typing of 2,400 persons in several
hundred families in which alcoholism may be inherited. This project will define var-
ious tjrpes of alcoholism and the contribution to each of genetic and environmentel
factors, enable preventive interventions with high-risk individuals, and lead to the

development cf new treatments.
At the opposite end of the spectrum, NIAAA's landmark collaborative trial of pa-

tient-treatment matehing is matehing 1,600 alcoholism treatment patients to three

separate treatment models to determine the most effective interventions for various

patient types. This first national matehing study, underway at nine sites, holds

promise
to improve treatment effectiveness, cost-effectiveness, and convenience for

both patients and professional staff.

Other highlights of NIAAA's research portfolio include longitudinal studies to de-

termine the threshold dose at which maternal drinking causes damage to the fetus,
studies of genetic susceptibility to alcohol-related diseases, and community trials of
measures for preventing youth access to alcohol.
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Among the most active areas of NIAAA research, separate research teams re-

cently reported success from tests of the opioid antagonist naltrexone for reducing
craving and preventing relapse in treated alcoholics. In addition to four new studies
of this promising agent, NIAAA researchers are testing other medications for pre-

venting relapse, as well as agents for treating alcohol-related pathologies, managing
acute withdrawal, arresting intoxication, and treating alcohol-induced cognitive im-

pairments. Successful identification of new medications portends a new era in which

pharmacological agents combine with traditional behavioral and verbal interven-
tions to improve alcoholism treatment outcome.
From the enormity of alcohol problems in our society, it is clear that this modern

plague will not yield easily. But, for the first time since the Philadelphia physicians
called for "major action," the talents of alcohol researchers, the technologies of a
new era, and the unique opportunities afforded by NIAAA's designation as one of
the National Institutes of Health position alcohol research at the forefront of bio-

medical and behavioral research in America.
Mr. Chairman, the fiscal year 1994 requests for NIAAA is $173,615,000. I will be

pleased to answer any questions that you may have.

Biographical Sketch of Enoch GtoRDis, M.D.

Enoch Cordis, M.D., became the Director of the National Institute on Alcohol
Abuse and Alcoholism (NIAAA) in October 1986. Prior to this, he was Professor of
Clinical Medicine at Mt. Sinai School of Medicine, New York City, and a staff mem-
ber of the Elmhurst Hospital in Elmhurst, N.Y., where he directed the hospital's al-

coholism program from 1971 until his appointment to NIAAA.
The NIAAA, a part of the U.S. Department of Health and Human Services' (HHS)

National Institutes of Health (NIH), is the principal Federal agency for research on
the causes, consequences, treatment, and prevention of alcohol-related problems.
Through an intramural scientific program, which includes a 14-bed clinical research

facility on the National Institutes of Health (NIH) Bethesda, Maryland Campus, and
through an extensive array of extramural research grants and contracts, NIAAA
supports studies in a variety of biological and behavioral areas such as, neuro-

sciences, pharmacology, epidemiology, genetics, molecular biology, and prevention
and treatment. The Institute also supports research training and headth professions

development programs, and research on alcohol-related public policies that provide
HHS and other Federal, State, and local government decisionmakers with state-of

the-art analyses of the relationships between public policies and alcohol-related

problems. The current NIAAA budget is $176.5 million.

Dr. Cordis received his M.D. degree from Columbia University in 1954, and
trained in internal medicine at the Mount Sinai Hospital in New York. During this

period, he also was a research fellow in Dr. Solomon Berson's laboratory at the
Bronx Veterans Administration hospital. Following his residency. Dr. Cordis spent
10 years at New York City's Rockefeller University in the laboratory of Dr. Vincent

Dole, conducting research in the areas of lipid metabolism, toxicology of carbon tet-

rachloride, analytical biochemistry of drug stereoisomers, the metabolism of alcohol
and alcohol withdrawal. Subsequent to his tenure with Dr. Dole, Dr. Cordis founded
the alcohol treatment program at the City Hospital Center at Elmhurst, New York,
a large, comprehensive program with both inpatient and outpatient components
serving some 15,000 patients during his tenure, and was Professor of Medicine at

Mount Sinai School of Medicine. He has published on the clinical evaluation of tilco-

holism treatment, biological markers of drinking, disulfiram therapy, and the rela-

tionship between science and social policy.
As NIAAA Director, Dr. Cordis' principal goal is to continue support for activities

designed to give maximum visibility to the Institute's role as a leader in alcohol-

related research and the integral part of that role in preventing and treating alcohol

abuse and alcoholism. This will include continued support for NIAAA's extramural
and intramural research programs; support for a continuing Institute role in health

professional education; increased attention to public policy research; and enhanced
data collection and dissemination activities.

A member of Phi Beta Kappa, Dr. Cordis received his B.A. degree from Columbia

University in 1950 and M.D. degree from the Columbia College of Physicians and
Surgeons in 1954. He is a member of the Institute of Medicine of the National Acad-

emy of Sciences, the American Physiological Society, the American Federation for

Clinical Research, Sigma Xi, the American Gastroenterological Association, and Fel-

low of the American College of Physicians.
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statement of dr judith l. vaitukaitis, director

budget request

Senator Harkin. Dr. Vaitukaitis, of the National Center for Re-

search Resources.
Dr. Vaitukaitis. Thank you, Mr. Chairman and Senator Mack.
The National Center for Research Resources develops and sup-

ports critical research technologies and shared resources that un-

derpin research to maintain and improve the health of this Na-
tion's people.
Our programs support investigator-initiated research project

grants and an array of centers, most of which serve as resource

centers for complex biotechnologies, clinical research, and non-

human primate studies. Other activities focus on areas such as the

development of research capacity of minority institutions and mod-
els of human diseases.

NCRR also supports programs to involve precollege students and
their science teachers in research to develop the investigators of to-

morrow, to develop and enhance the capacities of emerging institu-

tions to participate in biomedical research, and to improve the con-

dition of animal facilities required for research.

The programs are designed to enhance the pipeline of students
into science majors in college, and to increase the probability of

their pursuing science careers. In addition, our efforts include en-

hancing public science literacy, which is key to making informed
decisions about healthier life styles.
The NIH community has devoted substantial effort to developing

its first strategic plan. NCRR has initiated a companion effort to

complement the NIH effort. Our programs must be at the forefront

of research technology and resource development to facilitate the
research supported by our primary partners in research, the other
Institutes and Centers of the National Institutes of Health.

PREPARED STATEMENT

Our resource centers also host investigators supported by other
Federal agencies, which includes NSF, DOE, NASA, the Veterans

Administration, and USDA. NCRR programs provide a unique
spectrum, from developing the basic research tools for biomedical
research to assuring that the fruits of that research reach the pa-
tient.

Mr. Chairman, the fiscal year 1994 request for the National Cen-
ter for Research Resources is $327,887,000.
Senator Harkin. Thank you very much. Dr. Vaitukaitis.

[The statement follows:]

(675)
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Statement of Judith L. Vaitukaitis, M.D.

Mr. Chairman and members of the committee, it is a pleasure for me to appear
before you to describe the activities of the National Center for Research Resources
(NCRR), and their impact on the scientific activities of the other components of the
National Institutes of Health. The NCRR was created in fiscal year 1990 as a result
of a merger of two previously existing NIH divisions—the Division of Research Re-
sources and the Division of Research Services, and continues the activities of those
divisions in providing support

to primary research as well as an array of research
resources to lacilitate multidisciplinary research.
The NCRR provides competitive funding to discover, develop, and support a broad

array of critical research technologies and resources, including biomeoical research
facilities for complex biotechnologies, clinical research environments, and specialized
facilities for nonhuman orimates which serve as models of human diseases. Through
its many programs, the NCRR assures that all of the disease-oriented institutes will

have access to the necessary elements to foster interdisciplinary collaborations and
to assure viable research environments. The multidisciplinary nature of NCRR pro-
grams allows for a quick response to critical health research problems and oners
flexible approaches to solving new and emerging research problems.
Our programs support investigator-initiated research project grants and resource-

related research grants. Resource centers constitute the largest portion of the Cen-
ter's budget; they provide support for networks for clinical research, for accessing
the latest developments in biomedical research technology, and for carrying out re-

search in the most appropriate models of human disease, whether primates, other

mammtils, or nonmammalian models. The centers program also supports the devel-

opment of research capacity in minority institutions. The NCRR's programs also in-

clude provision of state-of-the-art instruments to be shared by several NIH-sup-
ported investigators, as well as biological materials for use by scientists; funding for

improvement of animal facilities, for career development, and programs for science
education and for stimulating underrepresented minorities to pursue science ca-

reers. The NCRR also provides research training opportunities for veterinarians.
The Clinical Research Program supports specialized clinical research environ-

ments within hospitals associated with academic medical centers. The network of
General Clinical Research Centers (GCRC's) provides clinical research facilities and
staffing for over 4,700 inpatient and outpatient research studies carried out by more
than 7,000 investigators who receive their primary research funding from other

components of the NIH and PHS, other federal and state agencies, and the private
sector. The GMDRC's host an

array
of research that reflects the missions of all the

NIH institutes and centers, incluaing clinical studies in AIDS, cystic fibrosis, hyper-
tension, and cancer. They are the research environments where human gene and
molecular therapies are developed by scientists supported by the institutes and cen-
ters. The first gene therapy experiment for treating high blood cholesterol was done
at a General Clinical Research Center, and novel gene therapy for cystic fibrosis will

soon begin at several GCRC sites.

The Biomedical Research Technology (BRT) Program centers support the develop-
ment and application of complex technologies that are essential to biomedical re-

search. Staff of the centers are gifted scientists who work closely with scientists
from other institutions and industry to develop new technological capabilities and

apply them to emerging biomedical research problems. Examples of ongoing activi-

ties include research and further development of synchrotron facilities to examine
crystals to define the structures of viruses and

proteins.
The data from those studies

may be examined by computer software over nigh speed networks linked to mas-
sively parallel computers miles away. Other examples include high resolution

spectroscopies and imaging techniques to define the structure of complex
biomolecules or even special areas of the brain affected by Alzheimer's or Parkin-
son's disease. These technologies may be used to design new drugs, to define the
molecular basis of disease or to effectively treat selected forms of cancer.
The Comparative Medicine Program (CMP) focuses on the most effective use of

animals in research and the development of appropriate animal models for human
disease. Non-human primates provide important models for many human diseases
and conditions including Lyme disease, Parkinson's disease, multiple sclerosis, and
sexually transmitted diseases. Primates have been particularly important as models
for the study of AIDS and human immunodeficiency virus infection (HIV-l). Asian
macaques infected by the related simian immunodeficiency virus (SIV) and HIV-2
have been used to study human AIDS. Recent studies indicate that the Macaca
nemestrina (pig tailed macaque monkey) can be infected with HIV-l. This macaque
may be a useml model for studying HIV-l infection and evaluating vaccines and
other therapies. Support is provided for the Regional Primate Research Centers, a
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number of unusually valuable research animal colonies, and for essential animal fa-

cility improvements to help research institutions maintain compliance with existing
Federal regulations on animal welfare.
Within the Biomedical Research Support (BRS) Program, the Shared Instrumen-

tation Grant Program awards funds to purchase state-of-the-art research instru-
ments to be shared by groups of PHS grant-supported biomedical scientists. The
BRS Program also supports the Minority High School Student Research Apprentice
Program, a highly successful mechanism for introducing minority students to health
research, as well as providing short-term science laboratory opportunities for science
teachers of minority students. The BRS program also administers NIH's Science
Teacher Enhancement Award Program, a companion effort to improve the capability
of science teaching at the middle and high school levels. Finally, BRSP administers
a unique NIH program entitled the Science Education Partnership Award to in-

crease the American public's interest in science, to increase their science literacy,
and to improve collaooration between public schools and the private sector to
achieve these ends.
The Biological Models and Materials Research (BMMR) Program provides for the

development and support of nonmammalian models for biomedical research, and
provides critical biological materials to scientist. The BMMR Program is the focal

point for the development of model systems such as lower vertebrates, invertebrates,
cell and tissue culture systems, and non-biological systems including mathematical
and computer models, for biomedical research.
The Research Centers in Minority Institutions (RCMI) Program supports the de-

velopment and enhancement of the research infrastructure of predominantly minor-
ity institutions that grant doctoral degrees in the health-related sciences, to enable
these institutions to increase their research competitiveness and productivity. Inves-

tigators at these institutions focus on diseases that disproportionately affect minori-
ties in this Nation. Over the past few years, other NIH institutions and Centers
have provided collaborative research support to those institutions. For example, re-

search on AIDS is jointly supported with the National Institute of Allergy and Infec-
tious Diseases; a joint effort in minority oral health receives support from the Na-
tional Institute of Dental Research; and the RCMI institutions are participating in
the efforts of the National Center for Human Genome Research.

Mr. Chairman, the fiscal year 1994 President's Budget reauest for the National
Center for Research Resources is $327,887,000. I will be pleased to answer any
questions you may have.

Biographical Sketch of Judith L. Vaitukaitis, M.D.

Birth place: Hartford, Connecticut.
Education: B.S., Tufls University, 1962; M.D., Boston University School of Medi-

cine; 1966; Internship and Residency, Second (Cornell) Medical Service, Bellevue
Hospital, NY, NY, 1966-68; Medical Resident, University Hospital, Boston, MA,
1968-69; Academic Training Fellow, Boston University School of Medicine, 1968-71;
Endocrine Section, National Cancer Institute, NIH, Bethesda, MD, 1970; Special
PHS Postdoctoral Research Fellow, Reproduction Research Branch, NICHD, NIH,
Bethesda, MD, 1971; Senior Staff Fellow, Reproduction Research Branch, NICHD,
NIH, Bethesda, MD, 1971-73.

Professional History: March 1993 to present. Director, National Center for Re-
search Resources (NCRR), NIH; 9/92 to 3/93, Acting Director, NCRR, NIH; 6/91 to

3/93, Deputy Director for Extramural Research Resources (ERR), NCRR, NIH; 2/15
to 6/3/90, Acting Deputy Director, ERR, NCRR; January 15 to February 15, 1990,
Acting Deputy Director, Division of Research Resources; 6/91 to 11/92, Acting Direc-

tor, General Clinical Research Centers (GCRC) Program, NCRR; 1986-1991, Associ-
ate Director for Clinical Research and Director, GCRC Program, NCRR; 1977-86,
Professor of Medicine, Boston University School of Medicine (BUSM); 1980-86, Pro-
fessor of Physiology, BUSM; 1974-86, Head, Section of Endocrinology and Metabo-
lism, Boston City Hospital, Boston, MA.; 1975-86, Program Director, General Clini-
cal Research Center, BUSM; 1977-80, Associate Professor of Obstetrics and Gyne-
cology, BUSM; 1975-80, Associate Professor of Physioloey, BUSM; 1974-77, Associ-
ate Professor of Medicine, BUSM; 1974-75, Guest Worker, Reproduction Research
Branch (RRB), NICHD, NIH, Bethesda, MD; 1973-74, Senior Investigator, RRB,
NICHD, NIH, Bethesda, MD.

Societies and Associations: Association of American Physicians; American Society
for Clinical Investigation; American Federation for Clinical Research; The Endocrine
Society; Society for the Study of Reproduction.
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Honors and Awards: 1987-89, Associate Editor, Yearbook of Endocrinology; 1984-
86, Editorial Board, Endocrine Research; 1979-84, Editorial Board, Endocrine Re-
search Communications; 1978-87, Editorial Board, Proceedings of the Society for

Experimental Biology and Medicine; 1977-85, Editorial Board, Archives of

Andrology; 1973-80, Editorial Board, Journal of Clinical Endocrinology and Metabo-
lism; 1983, Distinguished Alumna Award, Boston University School of Medicine;
1980, Mallinckrodt Award for Investigative Research, Clinical Radioassay Society;
1979-90, Board of Directors, Laurentian Hormone Conference; 1983-86, General
Clinical Research Centers Committee, Division of Research Flesources; 1979'-80,
Population Research Committee Study Section, NICHD; 1977-80, Scientific Advi-

sory Committee, Program for Applied Research on Fertility Regulation, Aid to Inter-
national Development; 1975-78, Breast Cancer Task Force, Epidemiology Sub-
committee, National Cancer Institute; Alpha Omega Alpha; Begg (honor) Society.

Publications: Author of over 160 scientific papers with four selected as Citation

Classics; editor of one book.
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STATEMENT OF ADA SUE HINSHAW, PH.D., RN., DIRECTOR

BUDGET REQUEST

Senator Harkin. Dr. Ada Sue Hinshaw, the National Center for

Nursing Research.
Dr. Hinshaw. Thank you, Mr. Chairman and Senator Mack,
I son pleased to be here to discuss several priority research areas

supported and conducted by the National Center for Nursing Re-
search. One challenging area of research is to devise culturally sen-
sitive interventions to make it easier for people of different back-

grounds to enhance their ability and that of their
providers

to iden-

tify problems early enough to take action on them in terms of
health care.

For example, a community-based intervention study for preg-
nant, low income, African-American women illustrates that the risk
of delivery of low birthweight infants can be reduced with cul-

turally sensitive education. In this study, only 6.7 of the women de-
livered low birthweight infants after receiving prenatal care, cou-

pled with culturally sensitive discussions, telephone discussions
and contact with nurses, over a period of time. They were able to

help them be alert to the signs of premature labor.

Of those receiving the prenatal care alone, without this type of

discussion, about 12 percent delivered low birthweight infants.

Prevention of disease is also a high priority area, and 45 percent
of the NCNR's funds are invested in this particular area of re-

search. We are currently funding a series of exploratory centers in

health promotion for adolescents.
In another study, we have recently found that in helping individ-

uals to increase the use of colorectal cancer screening kits that if

we use role models in the community that have been educated and
trained, and these role models work with the individuals who are

doing the cancer screening, we can increase the use of colon cancer

screening to about 90 percent in the group that receives this cul-

turally sensitive intervention, where only about 52 percent of the
routine care group actually took part in the screening procedure.

Transitional care, such as home followup care after planned early
discharge from the hospital, has the potential for cost savings with-
out compromising quality of care. A recent study has shown signifi-
cant cost savings in three groups of women: 29 percent for women
who had experienced cesarean births; 38 percent for childbearing
women who have diabetes and their infants; and 6 percent for

women with hysterectomies. All of these cost savings were done
while maintaining the quality of care to these individuals.

I wish that there was time to describe more of the studies in de-

tail, such as women's health, prevention and adherence to treat-

ment of TB, HIV symptom management, and symptom manage-
(679)
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ment for Alzheimer's patients. With such chronic illnesses, care is-

sues and care research becomes paramount.
Mr. Chairman, the 1994 budget request for the Center is

$48,975,000.

PREPARED STATEMENT

I would like to make one other statement, if I may, before I fin-

ish, and that is to express appreciation for your support for the re-

designation of the National Center to the National Institute of

Nursing Research, which I believe we are not far from having hap-
pen. Thank you very much, sir.

Senator Harkin. Thank you very much. Dr. Hinshaw.
[The statement follows:]

Statement of Ada Sue Hinshaw

Mr. Chairman, I am pleased to be here to discuss the programs and progress of
the National Center for Nursing Research (NCNR). Since so many of your sub-
committee members are new, I tJiought I would start with basic information about

nursing research and our Center, then move to some of our exciting research ad-
vances and opportunities.
The goal of nursing research is to

provide
a strong scientific knowledge base for

nursing practice to improve people's health. Though nursing research and medical
research are highly collaborative, they have different emphases. Medical research fo-

cuses on finding better ways to diagnose and treat illness, such as AIDS. Nursing
research focuses on how people react to an illness and its treatment—for example
nutritional problems or muscle wasting associated with HIV infection—how to pre-
vent or reduce these life-threatening symptoms and improve quality of life. Nursing
research is also biobehavioral, addressing the whole person and his or her surround-

ing circumstances. Emphasis is strong on promotion of health and prevention of dis-

ease, women's health, particularlv in midlife; and, after looking through the prism
of cultural and racial diversity, development of appropriately sensitive health care
interventions.
The NCNR was created in 1985 to

provide
a central focus for nursing research

within the research mainstream of the NIH. The NCNR mandate is identical to that
of the NIH Institutes, and the NCNR provides the full array of program and train-

ing opportunities. Its extramural programs, which offer research grants and re-

search training awards, have three branches that administer biobehavioral studies
to address acute and chronic illness, promote health and prevent disease, and ad-
dress clinical practice environments—^how they influence people's health. NCNR's
intramural program studies ways to minimize symptoms and improve people's qual-
ity of life, be they AIDS patients, caregivers of family members with dementia, or
ill older women living alone. Patient responses to innovative medical treatments,
such as gene therapy or new AIDS drugs, are also evaluated. I would now like to

move on to my favorite subject—recent nursing research advances that can help

people.
Tne national problem of access to health care particularly affects minorities, rural

residents, and those with low incomes. Nursing research projects based in the com-
munitv are addressing this need. For example, a community-based intervention has
helped reduce the risk of low birthweight infants for low-income African-American
women. Preliminary findings indicate only 6.7 percent of the women delivered low

birthweight babies after receiving prenattd care, coupled with phone calls fi-om

nurses who taught them to be alert for signs of premature labor. The assessments
for danger signs and advice provided by the inexpensive phone calls appeared to

make a difference, since without them, a higher number of women that received pre-
natal care alone, about 12 percent, gave birth to low birthweight babies. Another
health prevention, community-based study reduced the prevalence of cardiovascular
risk factors in a group of rural children aged eight to ten. These children had higher
blood pressures, total cholesterol levels and measurements of body fat than urban
children of the same age. Following a nurse-designed educational program taught
in the schools, the children showed significant decreases in their total cholesterol
and body fat, and their blood pressure, which normally increases with age, increased
much less than that of children in the control group. Yet another disease prevention
study developed an effective method to increase use of colorectal cancer screening
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kits by a group of socioeconomically disadvantaged, poorly educated older adults,
both black and white. They typically could not understand the kit directions and
would not use them. Following an intervention that trained peers in the community
as role models, the communication barrier was broken, and about 90 percent of the

screening kits were returned. Only 52 percent of people just reading the kit instruc-
tions used the kits. These three studies illustrate the value of innovative, low-cost
education techniques at the community level in preventing illness.

Nursing research advances have also made progress in women's health. The
NCNR focus is on the multiple, normal menopausal symptoms of midlife women. We
want to know much more about the well woman's sjrmptoms, which can also help
us understand what goes wrong in an ill woman. During menopause, and also men-
struation, some perfectly healthy women often do not feel quite well. Some miss
work, and some visit the doctor. Yet presently known treatments may not work. For
instance, results from clinical research of premenstrual syndrome (PMS) indicate
that the common treatment of the hormone progesterone, which can cost women up
to $200 a month, may have no basis. No difference was found in hormone levels be-
tween women with and without PMS. Nurse scientists are also studjdng the com-
mon menopausal symptom of constipation and abdominal pain. Using a rat model,
they found that estrogen, combined with dietary fiber, helped relieve symptoms by
speeding up gastrointestinal movement. These and other basic research findings are

adding miportant knowledge to women's health research, where many issues are
still not understandable, let alone capable of being resolved.

Transitional care is another area receiving increased attention. Home follow-up
care aft«r early discharge from the hospital is showing significant cost savings in
three groups of women. Findings indicate a health care cost savings of 29 percent
for women with cesarean births; 38 percent for childbearing women with ^abetes
and their infants; and 6 percent for women with hysterectomies. All three groups
were discharged early, received home follow-up care, evidenced improved healSi out-

comes, and expressed greater satisfaction with their care. The potential for saving
costs without compromising quality of care are implicit in this encouraging studv.
Assessment of pain is another research challenge, but NCNR studies are already

producing some payoffs. An Adolescent Pediatric Pain Tool has proved to be reliable
in measuring location, intensity and quality of pain in children and adolescents 8
to 17 years old. This tool's word graphic rating scale has been selected by the Agen-
cy for Health Care Policy and Research for inclusion in practice guidelines for acute
pain management. Assessing infant pain is also problematic, since babies cannot
talk. Preliminary results from a study associating infant behaviors and pain levels
has determined that certain patterns indicative of pain vary by age group. These
distinctions will be helpful in guiding health care professionals' efforts to under-
stand the special pain problems of infants.

I wish there were more time to discuss exciting research results. But now I must
turn attention to some other key health problems of interest to you in Congress and
to the public, and what we are doing or soon will do to seek answers. The TB prob-
lem has once again captured national attention. The NCNR is mounting a new TB
initiative to test interventions that minimize exposure, increase awareness of the
symptoms of infection, and promote adherence to treatment, which if not followed
can create a frightening, treatment-resistant, spreadable TB strain. TB is frequently
associated with HIV imection, another NCNR area of emphasis. Research on HIV
infection has been designated a priority by the National Nursing Research Agenda,
formulated by the nation's leading nurse researchers. NCNR-supported nurse sci-

entists are investigating many aspects of the HIV problem, including seeking ways
to prevent high-risk behavior, among low income, inner city, minority women. HIV
patient care needs are being assessed to learn how they cope and how their symp-
tom management and quality of life can be improved. NCNR's intramural program
investigates patients' responses to HIV infection and treatment, as well as their

compliance with therapy and quality of life issues.
Problems related to time of life are also receiving NCNR attention. I refer to such

initiatives as improving the health and independence of older adults, while address-
ing issues associated with their long-term care. The importance of physical fitness
and exercise, diet, prevention of falls and other injuries, and mood and self esteem
are tdl under study. On the other end of the age spectrum, prevention or care of
low birthweight infants is another NCNR high priority. I have alreadv mentioned
an

example in this area. Menopause studies are an example of research focused on
the middle years.

Finally, I will mention research training, so crucial to expanding the cadre of
nurse scientists we need to carry out nursing research. Briefly, the NCNR emphasis
is on postdoctoral training, increasing the number of minority investigators, and a
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recent initiative—training in biological sciences to strengthen the
responsiveness

of

nursing practice to such clinical problems as pressure sores and wound healing.
In closing, we at the NCNR believe the intellectual rigor and resulting interven-

tions of nursing research can make an impressive, cost effective difference. It pro-
vides essential scientific substantiation for innovative, available, high quality health
care for all Americans. Mr. Chairman, the fiscal year 1994 budget request for this

Center is $48,975,000. I would be pleased to answer any of your questions.
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Senator Harkin. Dr. Collins, the National Center for Human Ge-
nome Research.

Dr. Collins. Thank you, Mr. Chairman and Senator Mack.

Simply put, the human genome project is the most important co-

ordinated scientific endeavor ever undertaken by humankind. This
is a bold statement, but I believe history will judge it correct.

Begun in 1990, this 15-year effort to determine the maps and se-

quence of all of the human chromosomes and to identify the

100,000 genes contained within those chromosomes that define the

human organism is running ahead of schedule and enjoys near
unanimous support now from the scientific community.

It is wonderfiil basic science and it has powerful economic con-

sequences for American competitiveness in biotechnology. But I

want to emphasize the medical consequences. I am a physician; 4

years ago I had the opportunity to direct a research team which,
in collaboration with a group in Toronto, identified the cystic fibro-

sis gene. It is enormously gratifying to see gene therapy trials for

cystic fibrosis now under way.
And my dream, and that of others in the genome project, is to

see that scenario repeated over and over again for the thousands
of diseases that afflict us and have a genetic component.
Last year, as a direct consequence of the maps produced by the

human genome project, we have seen major advances in our under-

standing of the genetic basis of many diseases, many of which have
been mentioned already around this table, including hereditary
deafness, Alzheimer's disease, juvenile glaucoma, ALS, and Hun-
tington's disease.

None of those discoveries would have occurred without the map
information, the infrastructure that the genome project is produc-
ing. This indicates that one of the advantages of this program is

that it produces results right from the beginning. You do not have
to wait 15 years for the project to be completed to see the con-

sequences begin to emerge for human health.

Perhaps most dramatic, in my view, are advances in common dis-

eases for which identification of individual susceptibilities can be

lifesaving because early detection is the way to cure. For instance,
we are very close to identifying a gene on chromosome 17 which

plays a major role in breast cancer, the same gene apparently also

plays a major role in ovarian cancer, and probably in prostate can-

cer. A gene on chromosome 2 has very recently been identified

which is a major player in colon cancer.

For those conditions it appears that it will be very cost effective

to screen the general population, identify individuals at high risk,
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so that their disease can be detected early, when we know how to

cure it. This will move us into a preventive medicine phase, which
is what we all say we need in order to reduce health care costs.

I want to draw your attention to a new initiative in the Presi-
dent's budget which has the potential to dramatically accelerate
these goals, and that is the establishment of an intramural pro-

gram at NIH for the National Center of Human Genome Research.
Discussed for 3 years and prominently featured in the strategic

plan you have in front of you, this program will create a critical

mass of researchers in genetics at the NIH campus.

PREPARED STATEMENT

This new unit, for which several internationally recognized re-

searchers are already being recruited, will serve as a hub for re-

search into gene discovery and gene therapy, and will develop col-

laborative relationships with virtually all of the other Institutes

represented at the table. This will take maximum advantage of
these new opportunities provided by the genome project.
Mr. Chairman, the budget request for NCHGR in 1994 is

$134,549,000, and I would be happy to answer your questions.
Senator Harkin. Thank you.
[The statement follows:]

Statement of Francis S. Collins, M.D.

Mr. Chairman, my testimony today describes a landmark turning point in human
genetics research at the National Institutes of Health, as well as progress in the
Human Genome Project only the most ambitious imaginations would have believed

possible even two years ago. I am honored to appear before you as the new Director
of the National Center for Human Genome Research and look forward to guiding
this critical and path-breaking organization, which I believe will change the face of

medical practice in the years to come. I am particularly grateful for the past able

leadership of Dr. James Watson and, in recent months. Dr. Michael Gottesman, who
have guided the NCHGR program through its critical early stages and who have
made it possible for me to take over a successful and extraordinarily well-managed
organization.
My appointment brings with it not only a new director for NCHGR but a new di-

rection for molecular medicine at the NIH. Two months ago, NCHGR established
a Division of Intramural Research on the NIH campus, which will enhance the NIH
community's ability to apply Human Genome Project technologies to the vast num-
ber of genetic diseases now under study at the various NIH Institutes. While gene
studies are a component of nearly all intramural science at NIH, no central program
currently coordinates this cross-cutting research. As the hub of expertise in genome
technology, NCHGR's new intramural program, with a request level of $24,400,000
in fiscal year 1994, will provide needed infrastructure to genetic and molecular stud-

ies of an array of important genetic diseases, and even common complex diseases,
such as diabetes, cancer, hypertension, heart disease, and mental illness. To enable
the rapid and efficient discovery of disease genes, the new laboratory will offer ex-

pertise in genetic analysis of families, statistical analysis, as well as various tech-

niques in chromosome mapping, marker development, and DNA analysis. Research
in vector technology and human applications of gene therapy will also be part of the
new intramural program.
Gene discovery gives researchers the opportunity to study the function of the gene

and its role in cell biology. Such information can provide the starting point for the

development of more precise ways to diagnose an illness, and, eventually, a treat-

ment. My own experience in isolating the cystic fibrosis (CF) gene provides a good
example of the kind of progress that can be made in understanding a disease once
the gene is isolated.

Cystic fibrosis is a common hereditary disease in this countn^, affecting about 1

in 2,000 Americans of European descent. Patients who have CF develop thick mu-
cous secretions in their airways, making them prone to life-threatening respiratory
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infections. Treatment of cystic fibrosis patients is usually aimed at controlling infec-

tions but does not address the molecular root of the problem.
I was

part
of a team of researchers who isolated, the CF gene in 1989. Workers

in my laooratory and in Canada had been developing markers and genetic maps
that allowed us to zero in on the gene, which is located on chromosome 7. By map-
ping the gene, isolating it, and determining its DNA sequence, we have begun to

understand how the gene causes CF. We learned that the healthy CF gene encodes
a protein that regulates salt and water balance inside and outside the cell. The mu-
tated genes however, encodes a faulty protein that cannot regulate salt and water
balance. This malfunction probably accounts for the production of dangerous
amounts of thick mucous in the lungs of CF patients.
Once we located the gene, we were able to devise rational ways to treat CF. Infor-

mation about the role of the gene in cellular processes has allowed us to go straight
to the physiologic problem in cystic fibrosis, and to design new, highly specific drugs
and gene therapy techniques.

Recently, NIH's Recombinant DNA Advisory Committee approved protocols from
five different research groups to use a disabled common cold virus, which normally
invades cells in the respiratory tract, to deliver working CF genes to the lung cells

of CF patients. The ability to begin such trials less than four years after the gene
was discovered is a dramatic example of the power of the new tools of human molec-
ular genetics.
While NCHGR's intramural research program will enhance molecular medicine at

the NIH, the extramural program will continue to support research to achieve the

goals of the Human Genome Project. In the past year, genome researchers have
achieved several significant milestones that put us squarely within reach of our first

5-year goals. Dr. David Page and his coworkers at the Massachusetts Institute of

Technology, and Dr. Daniel Cohen and his coworkers at France's Centre d'Etude du
Polyfiorphisme Humain (CEPH) independently completed the first continuous phys-
ical maps of human chromosomes.

Physical maps are made of cloned pieces of chromosomal DNA that are overlapped
by matehing up common areas at the ends of the pieces. This results in a contiguous
piece, or "contig," that is longer than either of the two original pieces. Continued

overlapping of cloned DNA produces a physical map corresponding to large regions
of a chromosome. Using this procedure. Dr. Page completed a physical map of the
functional portion of the Y, or so-called "male' chromosome, and Dr. Cohen com-

Rleted
a map of the long arm of chromosome 21. Rapid progress is being made by

[CHGR-supported investigators to complete physical maps of chromosomes X, 3, 4,

7, 11, 17, and 22.

Physical maps are important to gene discovery because they allow researchers ac-

cess to small, well-defined, pieces of cloned DNA in which to search for genes. By
having the cloned DNA already available, physical maps save months, perhaps even
years, and countless dollars in gene hunts. In the past year, physical maps gen-
erated by Human Genome Project researchers have assisted in finding the genes for

myotonic dystrophy, the major cause of muscular dystrophy in adtuts; Lowe syn-
drome; and Norrie syndrome. Already in 1993, Human Genome Project technologies
have helped find genes for Menkes syndrome; the X-linked immune disorder agam-
maglobulinemia; glycerol kinase deficiency: adrenoleukodystrophy, the disorder pop-
ularized in the movie "Lorenzo's Oil," the hereditary cancer alveolar

rhabdomyosarcoma; neurofibromatosis tjTje 2; Lou Gehrig's disease; and most re-

cently ended the 10-year search for the Huntington's disease gene.
Improvements in technology have allowed us not only to construct maps of entire

chromosomes but also to embark on new strategies for genome mapping. Success in

mapping entire chromosomes, in cloning vector technology, in high-quality marker
development, and in automation of techniques has led NCHGR to begin two major
efforts to construct maps not of single chromosomes one at a time, but rather of the
entire genome at once. This large-scale approach promises to be more efficient at

generating a crude map that will then need to be refined.

At the genome center located at the Whitehead Institute for Biomedical Research,
Dr. Eric Lander will be using a technique known as STS-content mapping to con-
struct a low-resolution physical map of the entire human genome, or approximately
1 STS every 300,000 base pairs. Dr. Lander has previously been testing genome-
wide mapping techniques in his work on the mouse genome. The group will identify
10,000 S'TS markers covering the whole genome. Further work will be needed to

bring the resolution of the physical map to 1 STS every 100,000 base pairs, as called
for in the 5-year plan for the Human (Jenome

Project.A second genome-wide mapping project is being undertaken by a group of re-

searchers based at the University of Iowa Cooperative Human Linkage Center.
These researchers, in collaboration with scientists in other parts of the country, will



686

be taking advantage of a new type of marker, known as a microsatellite repeat, to
refine the genetic linkage map of the entire human genome. These markers are
based on DNA sequence and will be particularly usefiil for gene mapping because
they exhibit a high degree of variabilitv in the population, which makes them easy
to follow from one generation in a family to the next. In addition, these high-quality
markers will be evenly spaced throughout the genome at an average distance of 2-
5 million base pairs apart, which will accomplish our 5-year goal for genetic linkage
mapping. These markers will also serve to connect information from the genetic map
to the physical map and eventually to the DNA sequence, thus allowing us to create
a unified ultimate map of all the chromosomes.

It is impossible to describe the successes of the Human Genome Project without

including the extraordinary international cooperation and substantial participation
by other nations. At France's Genethon, Dr. Cohen has not only produced a physical
map of chromosome 21, but has also developed methods for making much larger
pieces of cloned DNA than were previously possible. Because these clones have
lengths of 1 million base pairs or longer, they are called "mega-YAC's." Using mega-
YAC's, Dr. Cohen has begun constructing a physical map of the entire human ge-
nome and plans to collaborate witli Dr. Lander to ensure that their maps com-
plement each other. Also at Genethon, large numbers of markers for the genetic
map are being produced.

In Cambridge, England, Dr. John Sulston has been sequencing the DNA of the

roundworm, C. elegans, in collaboration with Dr. Robert Waterston at Washington
University in St. Louis. This project has been the most successful sequencing effort

to date and has now generated the first 1 million-base pair stretch of sequencedDNA. Britain's Wellcome Trust is creating a sequencing institute for Dr. Sulston to

expand his work to human DNA as well as yeast DNA. This center is expected to

make major contributions to the world production of DNA sequence. We expect a
fruitful collaboration with Dr. Waterston to continue. Obtaining the complete 1)NA
sequence of C. elegans will constitute a major milestone in biology and enable sci-

entists to examine the hereditary program that controls the development and func-
tion of a multi-celled creature.

I have explained how genome maps help researchers find disease genes and how
isolating a gene gives researchers a chance to study at the molecular level the cel-

lular processes that underlie human illnesses. We pursue these efforts because they
give us our best hope for treatments for gene-based illnesses. But years may pass
between finding a disease gene and developing a widely available treatment. In the

meantime, tests derived from gene discoveries will give us the power to provide in-

formation to patients about their future health, and sometimes the health of their

relatives, in tne absence of cures. Along with this power comes a profound respon-
sibilitv to confront the ethical conundrums that inevitably arise with genetic testing.
Sucn ethical predicaments are particularly acute when the disease is common—

as is the case of cystic fibrosis and breast cancer—and personal physicians find
themselves unprepared for the magnitude of the dilemma. I am currently collaborat-

ing with Dr. Mary-Claire King, at the University of California, Berkeley, to isolate
and identify the gene, called BRCAl, for early-onset breast cancer. A number of
other laboratories are also engaged in this search. We are hopeful that the gene will

be found sometime this year.
While inheritance of mutations in BRCAl accounts for only about 5 percent of

breast cancer cases, we anticipate that alterations in this same gene during a wom-
an's lifetime play a role in the vast number of spontaneous breast cancers. Isolation
of BRCAl promises to give us a significant new tool for understanding the molecular
basis of all breast cancer.
About 1 in 9 women in the United States will get breast cancer in her lifetime;

about 1 in 200 women will get the inherited form. The certain prospect of a diag-
nostic test for BRCAl in the near future raises a number of issues—such as public
understanding of genetic testing, confidentiality of test results, and test-relatea stig-
matization and discrimination in employment and by health insurers—that will af-

fect large numbers of women and that need to be handily addressed. Fortunately,
NCHGR's active Ethical, Legal, and Social Implications Branch already has under-

way studies of these issues as they relate to cystic fibrosis testing. Since CF and
breast cancer are paradigms for common genetic diseases, the results of these stud-
ies will shed light on these specific diseases as well as others that will inevitably
come. Still, a genetic test for breast cancer, a disease that appears in adulthood, will

raise unique questions: at what age should a woman be tested; should children be
tested; and, should the test be offered to women who do not have a family history
of breast cancer? Many women who because of family history believe they are at

high risk for the disease opt for preventive mastectomy. Is this their best option?
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These are only a few of the questions an increasing number of physicians must
deal with as we enter a new era in molecular medicine and human genetics where
tests for susceptibility to common illnesses become available and genetic testing be-

comes a central part of mainstream medical practice. I cannot overemphasize the
seriousness with which we are prepared to address these issues so that disease gene
research is used to its greatest benefit.

Mr. Chairman, the budget request for the National Center for Human Genome
Research for fiscal year 1994 is $134,549,000. I will be happy to answer your ques-
tions.
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Senator Harkin. Dr. Schambra, the Fogarty International Center
for Advanced Study in the Health Sciences.

Dr. Schambra. Thank you, Mr. Chairman.
Mr. Chairman, this year marks the Center's 25th anniversary as

a focus for NIH international research and as a memorial to Con-

gressman John Fogarty of Rhode Island. Mr. Fogarty was a great
believer in international cooperation in health, not only because it

was the right thing to do, but because it was in the interest of the
American people.
We have carried out Mr. Fogart/s vision by creating worldwide

partnerships in health research. For example, during the late Al-

bert Sabin's tenure as a visiting scholar at our Center, global im-
munization strategies were developed that just this year resulted
in the eradication of polio from the Western Hemisphere.
We have brought more than 200 world-renowned scholars, in-

cluding several Nobel laureates, to the NIH to bolster research ef-

forts. We have trained more than 3,000 young scientists from other

nations, and while in the United States they made major contribu-
tions to the research in our universities and medical schools.

But research cooperation is a two-way street, and we have sup-
ported over 750 American scientists to study at leading foreign re-

search centers—Oxford and Cambridge in England, the Institut

Pasteur in France, and the Max Planck Institutes in Germany, for

example.
The Fogarty Center has expanded America's ability to cope with

health threats that arise beyond our shores, and AIDS is an in-

structive example of such threats. We have responded to this chal-

lenge by establishing networks of American and foreign scientists

and educating the next generation of American researchers to excel
in a global environment. Our scientists, whether in universities, in-

dustry, or the Federal Government, must be able to function across
national borders and in diverse cultures if America is to remain a
world leader.

In closing, I would like to quote Dr. John Gibbons, the Presi-
dent's science advisor. He said that:

I have had the good fortune of being repeatedly exposed to the inaUenable facts
of the universality of science, the inherent and accelerating mobility of information
around the globe, and therefore, the folly of thinking about science and technology
in anything less than its international context.

(689)
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PREPARED STATEMENT

As John Fogarty argued so eloquently more than 25 years ago,
the pursuit of health through scientific cooperation is an inherently
international enterprise.
Mr. Chairman, the Fogarty Center's budget request before you

for fiscal year 1994 is $19,988,000, and I would be pleased to an-

swer any questions you may have.
Senator Harkin. Thank you, Dr. Schambra.
[The statement follows:]

Statement of Philip Schambra, M.D.

Mr. Chairman, it is a pleasure
to appear before this committee to discuss the

unique and exciting role of the Fogarh^ International Center.
As you know, tlus year is the 25th anniversary of the founding of the Fogarty

International Center by President Johnson as a focus for NIH international research

and as a memorial to Congressman John Fogartv of Rhode Island. Mr. Fogarty was
a great beUever in international cooperation in health, not only because it was the

"right thing to do," but because it was in the interests of the American people.
I am pleased to report

that during the past quarter century we have carried out
Mr. Fogartys vision oy creating worldwide partnerships in health research. For ex-

ample, during the late Dr. Albert Sabin's tenure at the Fogarty Center as a Visiting

Scholar, global immunization strategies were developed that just this year resulted

in the eradication of polio from the Western Hemisphere.
We have brought more than 200 world renowned Scholars, including several

Nobel Laureates, to the NIH to bolster research efforts. We have trained more than

3,000 young scientists from other nations. And while in the U.S., they made major
contributions to the research in our universities and medical schools.

Through these and other progrtims, we have been able to reach out to countries

that were formerly behind the Iron Curtain. As a case in point, Mr. Chairman, Dr.

Richard Grosse, a visiting scholar from the former East Germany, is now working
with scientists in the Cancer Institute on factors affecting the development of breast

cancer; and Dr. Wojciech Stec, a current scholar from Poland, is working with FDA
and NCI scientists to develop new chemical compounds to treat virus infection, the
most common cause of all iniectious diseases.

Research cooperation is a two-way street and Americans must learn about new
discoveries abroad. We have made it possible for over 750 American scientists to

study at leading foreign research centers—Oxford and Cambridge in England, the

Institut Pasteur in PVance, and the Max Planck Institutes in Germany, for example.
A major focus of the Fogarty Center's efforts has been to expand America's ability

to cope with health threats that arise from beyond our shores. Rapid social and eco-

logical changes, especially
in developing countries, create threats to the health of

our citizens. The rise of new viral diseases such as AIDS is a perfect example of

what can happen.
We have responded to this challenge by establishing networks of American and

foreign scientists. In response to the AIDS crises, the Fogarty Center has become
the world's leader in training developing country scientists and health professionals
to combat the epidemic. Because of our efforts doctors and scientists in Africa and
Latin America can now participate actively in the testing of new AIDS drugs and
vaccines.

Rapid social and ecological changes in developing countries Eire also causing the

loss of tropical plants that could yield new drugs. We must remember that taxol,

a successfal new treatment for certain types of cancer, was first found in the bark
of the Pacific yew tree. Another successful anti-cancer drug was found in a plant
from the far-off island of Madagascar.
To search for tiiese natural drugs, the Fogarty Center has mobilized a new inter-

agency program to identify bioactive products from plant and marine sources, while

preserving the rich natural diversity of rain forests and oceans and promoting eco-

nomic growth. The funding for this unique effort will come from several NIH insti-

tutes, the National Science Foundation, and the Agency for International Develop-
ment.
The Fogarty Center is also educating the next generation of American scientists

to excel in a global environment. Future scientific leaders in universities, industry
and the federal government must be true internationalists. They must be able to

1
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function across national borders, drawing knowledge from international sources, and

understand the geographic diversity of cultures and economic and political systems.
I am particularly pleased to report that we have launched a new initiative to in-

troduce American minority students and faculty members to international research.

This new program was developed in partnership with NIK'S Office of Minority Pro-

frams.
We believe that by providing an international experience to minority stu-

ents, many will be encouraged to enter the biological sciences as a career, and will

find it easier to participate in a global role later in life.

In closing I would like to quote fix)m the statement of Dr. John Gibbons, the Presi-

dent's science advisor, during his confirmation hearings. He said that "I have had
the good fortune of being repeatedly exposed to the inalienable facts of the uni-

versality of science, the inherent and accelerating mobility of information around
the globe, and therefore the folly of thinking about science and technology in any-

thing less than its international context." For this reason, as John Fogarty argued
so eloquently more than 25 years ago, the pursuit of health through scientific co-

operation is an inherently international enterprise. With the support of this commit-

tee, and the Congress, ^e Fogarty International Center will continue to emulate

John Fogarty's leadership in bringing to Americans the benefits of new medical dis-

coveries wherever in the world they occur.

Mr. Chairman, the FIC budget request before you for fiscal year 1994 is

$19,988,000. I will be pleased to answer any questions you or your colleagues may
have.

Biographical Sketch of Philip E. Schambra, M.D.
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University; 1958-61, Predoctoral Fellow, National Cancer Institute, Biophysics De-

partment, Yale University; 1961-63, Research Associate, Institut fiir
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Department of Medical Physics, University of Cahfomia, Berkeley; 1964-67, Re-
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1966, Laboratory Director, National Science Foundation Summer Institute m
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budget request

Senator Harkin. To close it out, we will have Dr. Lindberg, at
the National Library of Medicine.

Dr. Lindberg. Mr. Chairman, Senator Mack, over the next few
years the National

Library
of Medicine will be in a position to take

advantage of new technology in its continuing effort to maximize
its contribution to the Nation's health. We, too, take great pride in

the NIH and its scientific accomplishments and discoveries, and it

is our task to acquire, organize, and disseminate those so that they
benefit practitioners and scientists.

While our existing services increase in utility and usage, the Li-

brary is poised to make available new information products to the
biomedical community, as a result of the high performance comput-
ing and communications initiative. This was put into effect as a na-
tional OSTP crosscut by the Congress's High Performance Com-
puter Act of 1991. Also, there are some initiatives we place great
importance on in health services research.
To take full advantage of the new computer and communications

technology will require medical institutions around the United
States to be hooked up to the emerging national research and edu-
cation network—the information highway we hear so much about.
Mr. Chairman, I am in receipt of a brochure describing the Iowa

communications network. That is a mark of a State that has really
taken the lead in getting readv to use the high performance com-
puter communications network. I guess it was done with Iowa
money, and it is aimed at the gener^ good of the State.
What we are after is preparing the biomedical community and

the health care community to benefit from this very large national
initiative.

We hope to be able to expand our connections program, which
also helps to develop connections for local hospitals and medical
schools, so that they can utilize the network for digital images that
will have great application in medical research, education, and
practice.
Another NLM program that relies heavily on computer and com-

munications technology is the National Center for Biotechnology
Information. This Center has developed a number of sophisticated
information retrieval tools that are used in molecular biology re-

search to analyze and benefit, for example, from the results of the
human genome project and other research and biotechnology and
academic and industrial sites, both in the United States and
abroad.

Meanwhile, the Library's MEDLINE and other online data bases

containing medical information are continually enhanced and en-
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larged. We answered some 6 million online inquiries from our own
machines and a like number from commercial servers last year, in

addition to the CD-ROM product and sites in 17 foreign countries.

NLM does place high priority on the development of information
resources that meet specialized requirements as well. Examples are
the three online data bases for AIDS and the prototype data base
now being tested that contains practice guidelines, NIH clinical

consensus conference information, and vital information about
health services research, which is highly relevant to health care re-

form.

PREPARED STATEMENT

I will not delay the report, but we place a very high priority on
outreach to make sure that all of the practitioners in the country
and all of the patients can benefit from these activities, and that
we can identify underserved populations and try our best to work
with them. The mechanism by which we are most effective is in

fact the high performance communication networks and computers.
The Library's request for fiscal year 1994 is $133,349,000, and I

would be more than happy to answer your questions.
[The statement follows:]

Statement of Donald A.B. Lindberg, M.D.

Mr. Chairman and members of the committee, the National Library of Medicine

(NLM), a part of the National Institutes of Health in Bethesda, Maryland, is the

world's largest library of the health sciences. For more than a century and a half,

the library has been collecting, organizing, and disseminating the published record

of biomedicine. Today, the Library's collections stand at 5 million items.

Generations of American physicians have been introduced to the medical journal
literature via the Index Medicus, first published by the Library in 1879. The NLM
still issues the Index Medicus, aided by a sophisticated computer system known as

MEDLARS—the Medical Literature Analysis and Retrieval System. MEDLARS also

encompasses a family of online databases that together contain more than 15 mil-

lion records. These records provide access to journal article references and abstracts

and to cataloging records for all books and audiovisuals in the Library's immense
collections.

MEDLINE is the Library's largest and most widely used database. It contains
more than 7 million references and abstracts, from 1966 to the present, taken from

3,700 medical journals published around the world. More than 400,000 records were
added to MEDLINE in 1992.

Although MEDLINE is the most widely used NLM database, there are many oth-

ers that include specialized data on AIDS, cancer, health administration, bioethics,

toxicology, hazardous substances, and environmenteJ health, among other topics.
Some databases are maintained solely by the Library, others are collaborative ef-

forts with other NIH institutes or with other Federal agencies like the Food and

Drug Administration and the Environmental Protection Agency. All, however, are

available by online access to the NLM's large computers in Bethesda, Maryland.
MEDLINE is also available through private vendors and other organizations, both

through online systems and on compact discs. International partners around the

globe ensure that NLM's computerized information is available in even the most re-

mote locations.

In a sense, the National Library of Medicine exists wherever there is a personal

computer with a modem. A worldwide network of 60,000 users—individuals and in-

stitutions—have direct access to the NLM databases. Some 6 million searches are

done each year. Grateful Med, a program for personal computers developed by the

NLM, facilitates convenient and inexpensive access to the Library's maior
databases. Grateful Med was introduced in 1986 and has proven to be very popular
with American health professionals. More than 50,000 copies have been sold to date.

It is used in offices, homes, laboratories, classrooms, hospital wards—anywhere a

question might arise that recourse to the medical literature would answer.
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I am pleased to tell you that as of January 1, 1993, the National Library of Medi-
cine has reduced by about 40 percent its charges for providing online reference re-

trieval services. This action was taken in response to a suggestion from you and

your colleagues that costs we imposed for searching MEDLINE and other databases
not inhibit their use. Our lowering of the fee structure has been widely applauded
by the health professional community.
An updated version of Grateful Med was sent to all registered users in 1992. Ver-

sion 6.0 has a number of improvements, including more databases available in user-

friendly mode and a built-in service called "Loansome Doc." Loansome Doc has

proved to be greatly appreciated in rural areas, where the nearest medical library

may be hundreds of miles away. Using Loansome Doc, Grateful Med users can place
an order for a photocopy of any article cited in MEDLINE. As a result of NLM's
online information retrieval services, available equally to all regardless of distance

or geographic isolation, rural physicians can have the same access to information
as their more metropolitan colleagues.
The rapid growth of NLM's oruine network is a testament both to the quality of

the databases and retrieval mechanism and to the vigorous campaign of outreach

being conducted through the National Network of Libraries of Medicine (NN/LM).
Outreach is more than an individual program: the mandate to improve health pro-
fessionals' access to information is inherent in the Library's mission and is fun-

damental to the operation of the NN/LM. More than 100 Outreach projects have
been activated over the last several year. Many of these activities have a particular
emphasis on reaching those who serve in nirai and inner-city areas, such as a spe-
cial project to introduce NLM's toxicology databases to those who teach and serve

minority populations.
The National Network of Libraries of Medicine, supported by the NLM, has sys-

tematized the efficient sharing of library resources among health science institu-

tions. There are 3,700 members of the Network, including hospitals, medical schools,
academic institutions, private companies, and government agencies. The National

Library of Medicine serves as a backstop to the Network, suppljdng materials not

easily available elsewhere.
There are several ways in which the NLM assists members of the Network, in-

cluding contracts with eight major institutions that serve as Regional Medical Li-

braries and several programs of grant and contract support for hospitals and other
institutions. The Library, under the Medical Library Assistance Act, has an exten-
sive extramural program of grant assistance for library resources, research and
training in medical informatics, and for support of biomedical publications.
Health Services Research Information.—The 1989 legislation that created the

Agency for Health Care Policy and Research (AHCPR) assigned to NLM the respon-
sibility to work with AHCPR to improve the organization and dissemination of
health services research information. This mandate reflected congressional concern
that information about the results of health services research, including practice
guidelines and technology assessments, was not readily available in a format useful
to health care practitioners, administrators, and third party payers. In response,
NLM has established a new Office of Health Services Research Information, initi-

ated improvements in the coverage of health services research in its existing serv-

ices, and begun preliminary work on a number of new information products and
services.

Research and Development.—The NLM itself engages in communications research
and development through two major components—me Lister Hill National Center
for Biomedical Communications and the National Center for Biotechnology Informa-
tion. These organizations conduct a variety of investigations, both in-house and col-

laborative, in such areas as expert systems, digital imaging, the development of a
Unified Medical Language System, and the creation of databases and sophisticated
software for molecular biology.
These research and development programs are a part of the broad multiagency

initiative known as the High Performance Computing and Communications pro-
gram. The High Performance Computing and Communications (HPCC) Program is

a research ana development effort with the goals of creating computers a thousand
times faster than today's supercomputers and a National Research and Education
Network (NREN) that transmits information at speeds one hundred times faster
than todays wide area computer networks. The Library is the lead biomedical insti-

tution in conducting and supporting High Performance Computing and Communica-
tions programs with health science implications. The Director of the NLM was ap-
pointed on September 1, 1992, to also serve as chairman of the new initiative's Na-
tional Coordinating Office in the Office of Science and Technology Policy, Office of
the President.
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The focus of HPCC technology development is the solution of the "Grand Chal-

lenges" of science, a group of research problems that are in theory amenable to high
performance computing but whose size and complexity currently make them
computationally intractable for even our fastest supercomputers. Biomedical appli-
cations of computers, such as prediction of molecular structure from genetic se-

quence, analysis of human genome data, and structure-based drug design figure

prominently as life science Grand Challenges.
There are four major components of the HPCC program: high performance com-

puters, advanced softweire, the National Research and Education Network, and
basic research and human resources. The Library, which has HPCC programs perti-
nent to all but the first, is now concentrating on the emerging need for applications.

In 1992, NLM's HPCC program supported advanced technology and systems in

several areas. One large-scale project, called the Unified Medical Language System,
will help health care practitioners and researchers to locate, retrieve, and integrate
useful information that is distributed among disparate machine-readable sources.

Another effort, the Visible Human Project, will result in a digital image library rep-

resenting complete, anatomically detailed, 3-dimensional millimeter-level represen-
tations of the male and female human body. Finally, as part of its 1992 HPCC activ-

ity, NLM created a Medical Connections Program to provide "jump start" grants to

medical centers wishing to connect to the National Research and Education Net-
work.

In 1993, the proposed economic stimulus program provides a budget supplement
for the Library of $9.4 million be invested to develop applications of advanced com-

puter and networking technology for health care. These funds will make possible
testbed networks that link hospitals, medical libraries, universities, and inoividual

physicians—even those in rural areas—with each other and with computer-based in-

formation for use in patient care. New techniques for visualizing human anatomy
and for analyzing imagery from x-rays, CAT scans, and other diagnostic scanning
tools will be developed for diagnosing disease and treating patients. Even the most
remote physician will be able to share images and patient data in "real time" with

colleagues at medical centers. This modest investment in facilitating the flow of in-

formation between and among health professionals has the potential for both im-

proving the quality of health care and reducing its costs.

Mr. Chairman, the fiscal year 1994 request for the National Library of Medicine
is $133,349,000. I shall be pleased to answer any questions you may have.

Biographical Sketch of Donald A.B. Lindberg, M.D.

Donald Allan Bror Lindberg was bom September 21, 1933 and raised in New
York City. He is married and the father of three sons.

He was graduated fi-om Amherst College in 1954 with a degree (magna cum
laude) in biology and accepted to the Columbia

University College of Physicians and

Surgeons. He earned his doctor of medicine four years later from that institution.

He is the recipient of Sc.D. degrees (hon. caus.) from Amherst College and from the

State University of New York Health Science Center at Syracuse, and an M.D. (hon.

caus.) from the University of Missouri (Columbia). Among his academic honors are

Phi Beta Kappa, Simpson Fellow of Amherst College, and Markle Scholar in Aca-
demic Medicine (1964--69).

After earning his M.D., Dr. Lindberg was an intern and later assistant resident

in pathology at Columbia-Presbyterian Medical Center, an Assistant in Pathology
at the Columbia University College of Physicians, and a resident physician in pa-

thology at the University of Missouri School of Medicine. This last was the first in

a series of positions of increasing responsibility at the University of Missouri: Direc-

tor of the Diagnostic Microbiology Laboratory ( 1960-63), Instructor, Assistant, Pro-

fessor, Associate Professor, and Professor of Pathology (1962-84), Director of the

Missouri Regional Automated Electrocardiography System (1967-69), Director of the

Medical Center Computer Program (1962-70), Director of the Regional Medical Pro-

gram Information Systems (1967-70), Professor and Chairman, Department of In-

formation Science, School of Library and Information Science (1969-71), Consultant
for HealtJi Sciences to the Vice President for Academic Affairs (1972-73), Director
of the Health Services Research Center, and Director of the Information Science

Group, School of Medicine (1971-84). In 1984, Dr. Lindberg was appointed Director

of the National Library of Medicine and, in 1988, Adjunct Professor of Pathology at

the University of Maryland School of Medicine. In 1992, he was appointed the first

director of the National Coordination OfCce for High Performance Computing and
Communications, a position concurrent with his directorship of the NLM.
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Dr. Lindberg is a member of many professional organizations, among them: Sigma
Ki; American Society of Clinical Pathologists; College of American Pathologists;
American Association for the Advancement of Science; Association for Computing
Machinery; American College of Medical Informatics (Board of Directors); Sympo-
sium on Computer Applications in Medical Care (Board of Directors); National
Board of Medictd Examiners (Board Member); National Academy of Practice in Med-
icine (Distinguished Practitioner); National Academy of Sciences—Computer Science
and Engineering Board; Institute of Medicine—Board on Health Sciences Policy. He
was a founding member and first President of the American Medical Informatics As-
sociation.

He is the author of four books and more than 150 articles, reports, and mono-

graph chapters. In addition, he has served as editor of Information Methods in Med-
icine, Lecture Notes in Medical Informatics, and the Journal of Medical Systems.

Senator Harkin. Thank you very much. I am glad you got that
ICN report on the Iowa Communications Network, I am going to

have my staff get to you the GSA study that was done of that and
its potential uses.

One part I remember from quite an extensive study was that it

provides a low-cost, low-risk laboratory for Federal involvement in

a lot of different things, and one of them was utilizing telemedicine
and research projects.

Dr. Lindberg. Exactly. It is a wonderful move.
Senator Harkin. I will get that to you. I want you to take a look

at that.

Thank you all very much for your succinct testimonies. I appre-
ciate that. All of the full statements will be made a part of the
record.

Senator Mack, you have been very patient. I will yield to you, if

you would like to start off the questioning.
Senator Mack. I appreciate that.

I wish I could figure out an eloquent way to say to all of you,
on behalf of our constituents, not just in the State of Florida but
all around the country, that your work in essence is a signal of

hope to so many people who suffer from so many of the different

diseases that you have mentioned. I was thinking as you went
around from Institute to Institute how many family members that
I have that are affected by so many of the things that you have
talked about today—probably not more so than any other typical
family in the country.
But again I just want to express to you my sincere thanks for

the kind of work that you do. I just hope that this committee will

be able to be effective in providing you the kinds of resources that

you need to make the kinds of breakthroughs that I think many
of us sense are just over the horizon. As I said earlier, I think the
area where we could be making the greatest investment for the fu-

ture of this country and for our people is in the National Institutes
of Health.
So I will be doing what I can to be of assistance and to work with

Senator Harkin to provide those resources.
One of the first questions, Dr. Broder, that I want to raise—and

in essence it has already been mentioned—is this issue of earmark-
ing. All of us get pressures from different organizations to pursue
their agenda, and I think it would be helpful, at least for me, to

understand the problems that that creates for you at the National
Cancer Institute, and I suspect that it probably has a similar im-

pact on others.
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But if you would address yourself to the question of earmarking.
Dr. Broder. Sure. Thank you for the question.
I think that basically we are very pleased when the Congress

guides us in general ways about what it views as important prior-
ities. Congress represents the American people, and we serve the
American people

—and I do not mean that in a cliche-ridden way.
I mean that in a real and sincere way.

Therefore, I think it is perfectly appropriate for the Congress to

give us general guidance as to what it sees as areas of progress or
lack of progress. We at the NCI and, I think, at all the categorical
research institutes and centers will be guided by that and informed

by the Congress's views.

However, where we become overly focused on specific earmarks
and specific organ site research efforts, I think we can lose a great
deal. I think that basically it is very difficult for a central govern-
mental authority to second guess the inherent genius of the indi-

viduals who do our research programs, and they are done all over
the country in multiple universities and academic centers. That is

what we mean by investigator-initiated research.

Particularly the area that tends to suffer when there is an ear-

marking is, in my opinion, basic research, which all of the insti-

tutes engage in, and which is our last and most important hope for

really making true progress, as opposed to incremental progress.
We have to be careful that we do not simply consign ourselves

to incremental progress, building on what we already know. We
have to be careful that we lay the foundations for real progress,
which sometimes is referred to as paradigmatic shifts—people mak-
ing real advances. Therefore, we would hope that the Congress
would offer us as much flexibility as possible to take care of the sci-

entific opportunities as they arise.

I think that that is not different from what Dr. Healy has con-

veyed, and I think we have a strategic plan, we have priority-set-

ting processes and so on, and I think it is very important for us
to nave as much flexibility to pursue scientific opportunities as

they arise.

In breast cancer, for example, which is a topic that is extremely
important, some of the most fundamental research advances—for

example, understanding what is called the P-53 gene, which is

highly critical to the formation of breast cancer, or the RB gene,
a kind of suppressor oncogene—would not have been called breast
cancer research by the scientists who discovered them.
P-53 would have probably been, in all fairness, linked to what

is called cancer viral research, and RB very likely would have been
in the domain of ophthalmologic tumor research. And yet they have
had profound implications in how we view a very important dis-

ease.

I think we should also be free to seek scientific interrelationships
where they exist. For example, I was mentioning the relationship
between prostate cancer and breast cancer. I think there are pro-
found scientific interrelationships, demographic interrelationships,
environmental carcinogenic relationships.

Dr. Collins has noted one such gene which he has assured me for

many years would be isolated in the next 6 months. [Laughter.]
Senator Harkin. Well, it is just 6 months away.
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Dr. Broder. That gene is called the BCRA-1 gene that is inte-

grally linked to the formation of breast cancer in some women and
ovarian cancer in some women. But we now have a clue that it may
also play a role in prostate cancer.

We need to be able to have the flexibility to draw to your atten-

tion where there is an association rather than to compartmentalize
and put artificial barriers into a research undertaking.

DIFFERENTIAL GROWTH OF RESEARCH PRIORITIES

Senator Mack. Is there something specific in here to tell us how
we deal with this issue we are just talking about, when we say that

there is the strategy? How do we implement the strategy and ad-

dress the question of earmarking?
Dr. Healy. One of the things that we have done, based on this

plan, is we believe that the area of critical sciences, which Dr.

Broder was talking about, the fundamental science base in molecu-

lar biology, cell biology, genetic regulation, integrated biology, in

the aggregate are the part of science that is moving the most rap-

idly and is the most likely to have the greatest impact on making
those paradigmatic shifts that Dr. Broder was talking about—the

great leaps in our knowledge.
Therefore, we, in developing tne budget, felt that that area of

science should grow faster than the rest of the NIH budget. So we
gave a 2-point spread in differential growth. Even with the very
puny budget we have this year, there is a 1-percent difference be-

tween the growth of critical sciences and technology versus critical

health needs.
And we feel what we are earmarking is a slight edge toward fun-

damental areas of science that all of us, I think, around this table

feel are so critical. And that does not really take away from the
other clinical research or disease orientation.

We think it is the best way, in fact, to achieve success in under-

standing diseases. So that is our notion of earmarking. I think the

strategic plan provides the framework for it.

EFFECT OF EARMARKING ON NCI BUDGET

Senator Mack. Dr. Broder, again I want to ask a question relat-

ed to your budget. I have the numbers here somewhere, but it

seems to me that there is an 8 percent-plus increase for the Na-
tional Cancer Institute, but yet I still have a feeling that, because
of how funds are going to be allocated, there may be some problems
you are going to have to deal with.

I am thinking of things like the 800 number, where people call

in, and I suspect that that phone is ringing off the hook this morn-

ing after the story that was in the paper this morning on prostate
cancer.

What are the problems that we are dealing with?
Dr. Broder. Well, the 8.6-percent budget that we discussed has

an unusual feature that we in the Cancer Institute have never had
before, which is that part of the budget increase is a forward,

multiyear prepayment of grants in advance. Normally our budgets
are presented as a level of effort, but if you make that correction
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to level of effort and annualize the budget, then the budget in-

crease is 3.6 percent.
If you remove those increments that have been targeted to breast

and AIDS, then the budget actually falls by about 2.6 percent. We
can do anything, but we cannot do everything, and therefore, we
in effect have to prioritize. You brought up the cancer information

service, which is something we are very proud of We handle

500,000 calls a year from ordinary individuals who dial our 1-800-
4-CANCER number, and we feel that is part of the longstanding
commitment that the Congress has asked us to undertake, which
is not only to work on research in an ivory tower but to be acces-

sible and to help translate information.

Our 1-800-4-CANCER number is a way for individuals to find

out about clinical trials, prevention, and so on. So that is a very
important area. That will be one of the areas that we will have to

carefully examine as to level of effort.

We will have to be very careful in our research related to leuke-

mia, lymphoma, colon cancer, bladder cancer, et cetera. Many of

our community service and outreach activities, which we have un-
dertaken and which Congress over the years has asked the NCI
specially to undertake will suffer. We have a cancer control compo-
nent of our budget which Congress specifically asked the Cancer
Institute to undertake in the early 1970's, and we are very privi-

leged to have that component of our budget, but it too may suffer.

We are actually the only Institute at NIH that has that budget
specifically for community interactions and to deal with special

problems, such as rural health and problems of occupational sites.

One of the areas we care very deeply about is the relationship be-

tween cancer and poverty. There is a very strict relationship, actu-

ally, between cancer and poverty, and poverty and cancer, and be-

cause of the flexibility that we have had we have been able to un-
dertake programs, both from a research and control point of view,
in those areas.

Those will be things that we have to very carefully analyze and
will likely either plateau or will not receive the funding they have
had in other years.

Senator Harkin. Can I just follow up with one question?
Senator Mack. Sure.

BREAST CANCER

Senator Harkin. It has to do with this breast cancer initiative.

There is $216 million for the targeted breast cancer initiative.

Dr. Broder. That is correct, of which we at the Cancer Institute

have $167 million.

Senator Harkin. I had $170 million, but that is close enough.
Dr. Broder. I accept that figure, too. [Laughter.]
Senator HARKIN. You will take more.
I understand there is a special provision in the budget that pro-

vides that the breast cancer initiative will spend out over 4 years
instead of 1 year.

Dr. Broder. That is correct.

Senator Harkin. So only about $65 million will be obligated in

1994.
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Dr. Broder. That is correct. The $100 million would be released,
as it were, the money would actually be spent in subsequent years.

Dr. Healy. And $84 million across NIH.
Dr. Broder. And other institutes have a portion of the original

$216 million under those same conditions.

Senator Harkin. I see. OK. So the $167 million, how do you in-

tend to allocate that? Do you have any ideas?
Dr. Broder. Well, about $67 million of it would be available in

fiscal year 1994 as a traditional level of effort kind of activity. And
we would try to spend a substantial proportion of it, up to one-third

more, for very basic research undertakings. We would also try to

support novel prevention approaches, because we understand the

importance of prevention in this arena.
And we have a number of potential clinical trials in a prevention

arena where we are asking can a certain substance prevent the
onset of breast cancer. We will also have established collaborations
with Dr. Francis Collins and his group. We intend to vigorously
work together until the BRCA-1 gene is isolated.

GENOME RESEARCH AND PREVENTION

But perhaps if I could give a cautionary note to the Congress on
this point, we are on the verge of having basic science identify

genes not only for breast cancer and the many genes that you have
already heard of, but we are on the verge in many different areas.
In the cancer arena, which is what I know best, we will shortly
have the BRCA-1 gene for breast cancer, which will probably iden-

tify large numbers of individuals at risk for breast or ovarian can-
cer.

There is a new gene on chromosome 2 that will probably be iden-
tified in the near future for familial colon cancer, and may account
for up to 13 percent of all ordinary colon cancers in this country.
And there will be other examples of this process.

This will create an urgent disconnect, not unique to the Cancer
Institute, in which we will have the scientific capability of identify-

ing individuals who will with high probability know they will get
a serious disease, and we must not let that situation stand alone.
We cannot just stop with that. We must have vigorous interven-
tions that we can use.

In my personal opinion, it is of very limited value to know you
are going to get a disease unless you can do something about it.

Senator Harkin. How much of this breast cancer initiative

money is going to the human genome project?
Dr. Collins. In the current plan for fiscal year 1994, $5.6 million

of that is earmarked for the National Center for Human Genome
Research.
Senator Harkin. Is that enough? Well, I know your answer.

[Laughter.]
Dr. Broder. In all fairness, even before the genome project ex-

isted, we at the Cancer Institute have funded and supported areas
related to the identification of genes. Much of the research for

BRCA-1, with all deference and respect to Dr. Collins, was funded
by the NCI, and we continue. In fact, I believe we are funding some
of your former colleagues, and we certainly have played a major
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role in Dr. Vogelstein's team and others who identified the familial

colon cancer gene.
So we consider that integrally part of our mission, not uniquely

part of our mission, but it is certainly part of our mission. And we
particularly want to make sure that we develop appropriate pre-
ventions and early detection systems and intervention when these

genes are identified.

The reason I am bringing this issue up is that I am not sure that

everybody has thought through the implications of having large
numbers of Americans identified as having a disease that they will

get in the future without at the same time being able to offer them
something. In fact, we all have to keep vigilant on this point be-

cause we do not want this knowledge to ever be used to interfere

with somebody's life and career.

I could see some scenarios in which, if we do not have programs
of knowing ethically what to do with the information, wrong uses
could be made of this knowledge. Individuals theoretically could be
fired from work.
Senator Harkin. Or not given health insurance.
Dr. Broder. Or not given health insurance. And we at the Can-

cer Institute are vigorously opposed to any use of that information
or any aspect of the genome project in any other way than to bene-
fit the individual, and we will do everjrthing we can to stop that

from happening, insofar as we can do that.

But I think that this is an area where there is a lot of collabo-

rative interaction.

Senator Mack. I am going to ask one more question and then I

have to leave. It has to do with the bypass budget. You had, I

guess, $3.2 billion and the President's request was $2.1 billion.

Give me a sense, if we were to make that kind of commitment,
what that would do to the number of peer-reviewed research

grants.
Dr. Broder. It would approximately double the number of good

peer-reviewed research project grants that could be issued in fiscal

year 1994, were we to have the professional needs or bypass figure.
And that is very close to the ultimate goal.
The proposal that you have raised for a $5 billion goal actually

is on point
—I am sure this was done with advance planning—that

$5 billion, when distributed to the whole NIH, would give us a fig-

ure very close to our bypass budget figure. That figure is a profes-
sional needs figure, not a pie-in-the-sky figure.
That would help us in a great number of areas. But each of the

institutes has their own professional needs budget, even those that
are not permitted by statute to publish a bypass figure. They each
have the equivalent of it, and I think this would take care of the
needs of all the Institutes.

Senator Mack. Very good. I am just not knowledgeable enough
to ask the rest of you all any questions, so I will let it go at that.

Again, thank you for what you are doing.
Senator Harkin. Thank you very much. Senator Mack. You make

a great contribution to this subcommittee. I just have a few some-
what specific questions.

I have sort of a general question I would just ask all of you, and

you do not have to answer it now, but if you just might send it up
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to me I would appreciate it. It does not have to be anything elabo-
rate.

What are the one or two, not more than three, what are the two
or three perhaps most promising research projects you have going
in your different Institutes? I just kind of want to know that for

my records. By promising I mean things that you focus on that you
believe that witn an input of some more money or with some addi-
tional researchers you could reach a conclusion of that research in
a short period of time. What do I mean by a short period of time?
A few years. What do I mean by a few years? Five years, six, seven

years, something like that—before the end of the century, I sup-
pose.

If you could get that to me, I would appreciate it. Like I said,
I am not looking for anything elaborate, but I need this for a basis
of helping me sell this program around the country. I need to know
some of the details of what you might be working on in the various
institutes and centers.

Senator Harkin. Now some specific things. First of all, Dr.

Cohen, I mentioned to you earlier on the Institute on Aging and
on Alzheimer's research, I do not know that I really have much of
a question any longer. I think you covered it pretty adequately in

your comments.
But again I assume that there is close collaboration between you

and the human genome research project on the basis of finding
those genes that lead one to be susceptible to Alzheimer's. I under-
stand that you are close to making some findings in that area; is

that right?
Dr. Cohen. In the past several months there have been a num-

ber of very exciting new findings
—the implication of chromosome

14 in a certain group of families, and a new gene, the

apolipoprotein E gene on chromosome 19, which has just been re-

ported. All of these new findings are presenting new clues that the

investigators then follow and get another group of findings.
Ultimately, what researchers hope will transpire in the short run

is the identification of a cascade of events which can go wrong at
different points. Each point along that cascade would offer a poten-
tial experimental therapeutic intervention site that could alter the
course. If one could come in early and alter that course to delay the
actual clinical onset of Alzheimer's disease by just 5 years, you
could cut, in effect, the clinical occurrence of the disorder in half.

It would have an absolutely profound effect.

The Alzheimer's story in many ways is like a game show puzzle
story. Pieces are coming together very rapidly, and they are really
starting to connect as never before. We just cannot quite make out
the whole picture, but there are a number of new drugs that are

being looked at which are having some effect, and this also has
catalyzed interest, because the very fact that they can have some
effect means that the course of the disease could be altered.
Senator Harkin. Dr. Grady, on the decade of the brain that we

are now engaged in, with the appropriate investment leading sci-

entists predict that significant progress can be made within the
decade on brain disorders. Some scientists predict that 80 percent
of stroke can be eliminated, genetic therapies could be developed
for disorders such as Tay-Sachs and Huntington's disease.
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My question is, to achieve those goals requires investment of re-

sources, yet the budget proposes $9.4 million or a 1.6-percent de-

crease for the National Institute on Neurological Disorders and
Stroke. Can plans for the decade of the brain proceed with the

funding available in this budget?
Dr. Grady. Senator, this, as I described, is a time of great oppor-

tunity in the neurological disorders. Until very recently, little could

be offered people with these crippling disorders. Now, as a result

of the investment that has been made in the area of the basic neu-

rological sciences and in several clinical trials, the results of which
are cited in that report, we have a number of very important oppor-
tunities.

With the President's budget, we will be able to go forward with
some of those opportunities. Our professional judgment budget,
which was described in 'The Progress and the Promise," quoted a

figure of $901 million as needed to achieve these goals; this is an
increase of $300 million.

We will go forward with what we can go forward with. The three

areas that are the most promising at this point are stroke, CNS
trauma, in particular spinal cord injury, and neurogenetic dis-

orders.

In the area of stroke, we have two clinical trials that have shown
us, first of all, that the use of aspirin and warfarin can prevent
strokes in people with a medical condition called atrial fibrillation,

a rapid and irregular beating of the heart. Another study that we
funded, the carotid endarterectomy study, shows that in patients
who have early signs of stroke, and also have a severe occlusion of

the arteries of the neck, strokes can be prevented as well.

We are currently funding a trial using TPA following on some of

the results that were achieved in the area of heart disease—
through efforts of our colleague. Dr. Lenfant and others—to see if

we can decrease the obstruction in the blood vessels to the brain
at the time of the stroke. If we can do that and restore blood to

the brain immediately, there are parts of the brain that can be
saved.
One of the things we know in the area of stroke is that, as the

blood supply is decreased, there is a central area of neurons that

are dead. Once a neuron is gone, it is gone forever. But there is

a rim of brain tissue surrounding it where those neurons are alive,

but injured. They are alive, but not well. That is the tissue that

we want to get to, and if we can remove the obstruction in blood

vessels and follow with the appropriate therapeutic interventions,

many of which are being tested in animals as we speak and are

ready for testing in humans, we believe we can prevent permanent
disability from that stroke.

Second, in the area of CNS injuries, some of the same things that
we have learned in the area of stroke are applicable to injury of

the brain and spinal cord in CNS injury. Brain cells at the time
of injury are still viable. We know that up to a period of 6 hours
after stroke, 8 hours and possibly longer after traumatic injury,
that some of those cells can be salvaged if we can get in there in

time with the correct therapeutic agents. We must learn how to do
that.

1
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In terms of neurogenetic disorders, if a disease is cured in in-

fancy or childhood, if the genes are found and the mechanism can
be uncovered and genetic therapy instituted, the disease that is

cured in childhood is cured for the lifetime of that individual.
These are some of the areas that we need to be able to pursue.
Senator Harkin. I was going to ask you about spinal cord inju-

ries and the continuing research on regeneration or bridging the
area that has been damaged, bruised, or damaged. What is the lat-

est on that?
Dr. Grady. There is very exciting work going on there. I know

you and Senator Mack heard at the citizens hearing a few weeks
ago some of the urgency of the problem.
There are three major areas in spinal cord injury on which we

are working. At the time of injury, 2 years ago it was shown that

high dose methylprednisolone within 8 hours reduced disability in

patients that were treated. I might add that that was at a cost sav-

ings to the Nation estimated at approximately $20 million per year.
There are other agents that are being tested currently in clinical

trials that may be more effective than methylprednisolone and may
in fact be able to extend the timeframe in which we are working.
Another finding shows that progressive demyelination after the

injury increases disability. We have therapeutic agents that look

very promising to halt that process that are now being tested in

animal models.
And one-third extremely promising area has shown that the use

of cultured spinal cord neurons which are placed at the site of a
contusion injury of the spinal cord up to 1 week after injury have
been shown to increase growth in the area. This also is associated
with the decreased formation of spinal scar tissue at the site of in-

jury. As you know, scar tissue is one of the major impediments to
the regrowth of axons following injury.
This methodology has been associated with improvement in gait

in animals with spinal injury. This is the first time that this
Senator Harkin. I am sorry?
Dr. Grady. Improvement in gait, in locomotion, motor activity. It

is the first time that that has ever been shown in a model system,
and this is very close to being able to be tested in humans, given
the appropriate resources.

Senator Harkin. Will you be able to carry these kinds of tests
out with the budget you have?

Dr. Grady. Sir, I regret to say that we probably cannot but we
will do our best. In my professional judgment, with the current

budget it will be difficult to do all of these experiments. We will
do our best and we will do as much as we can. We just may not
do it as soon as we could.
Senator Harkin. How close are you?
Dr. Grady. We are very close. We are within a few years. The

neuroprotective agents are ready. The animal studies have shown
these very promising results.

One must always be cautious when transferring from animal sys-
tems to humans, although the methylprednisolone study that I de-
scribed to you earlier was done first in animals and then in hu-
mans. We must be somewhat cautious, but we are extremely opti-
mistic. These results just keep coming and they look very firm.
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Senator Harkin. Thank you very much, Dr. Grady.
Dr. Fauci, AIDS funding, a 21-percent increase for AIDS-related

research. What major avenues of research will you pursue with this

big increase?
Dr. Fauci. It will be predominantly in the areas of basic research

into the pathogenesis of HIV to better understand the

underpinnings that will give us insight into the development of

therapies and vaccines. We will pursue very aggressively the open-
ings that have occurred over the last year, such as the use of drugs
in several combinations. Hopefully these drug combinations admin-
istered early in the course of HIV infection will slow the progres-
sion of the disease. Not just for 1 year or so, but will hopefully pro-
vide decades of a disease-free state for these individuals. In those
individuals who are already sick, we hope these drug combinations
will be able to halt the disease and enable us to do immunological
reconstitution by a variety of new and exciting methods that have
come to pass over the last couple of years.

Finally, we would launch a major effort on vaccine development.
About 4 months ago, we embarked on the phase II trial of a vaccine
to prevent HIV infection. Last year we told you that we had about
12 or so candidates in phase I trials, and that we were going to de-

termine which of these would go to the next phase in higher-risk
individuals.

Two of the vaccines are already in phase II trial. It is a slow

process. We are not going to have a vaccine next year or the year
after, but we are going in the right direction. We can see the light
at the end of the tunnel in a number of areas.

We also have collaborative projects with the three ADAMHA In-

stitutes. We have a substantial activity now in behavioral research
that is related to AIDS, both in NIMH and in NIAAA, as well as
in NIDA.
Senator Harkin. What would happen to your Institute if we had

a 50-percent increase?
Dr. Fauci. What would happen to my Institute? We would do

considerably more research to capitalize on the opportunities that
are available not only in AIDS but in the areas of allergy, immu-
nology and infectious diseases as well. There is no question that
these scientific opportunities exist for all of the other Institutes as
well. In NIAID we are on the threshold of making advances in the
areas of sexually transmitted diseases and vaccine development for

childhood diseases.

We have a major effort in tuberculosis and other chronic diseases
such as immunologically mediated diseases, asthma, chronic fa-

tigue syndrome and Lyme disease. Research in all of these areas
is to the point where the interest and the advances, both at the mo-
lecular level and the physiological level have created substantial
research opportunities.
So we, as with the other Institutes, would productively spend a

50-percent increase.
Senator Harkin. I hear from people around the country about

AIDS, HIV funding for research, and every once in a while in the

lay press there is a story that comes out that a question has been
raised as to the very nature of the virus itself. Is it a virus or not
a virus, or is it something else?
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Have you settled this?

Dr. Fauci. Yes; I think the area of confusion, Mr. Chairman, is

not "is it the virus or is it not the virus." It is that we do not have
a full, comprehensive understanding of what we call the pathogenic
mechanisms of HIV disease—how the virus actually destroys the
immune system.
There is no question in any credible scientist's mind that if you

do not have HIV infection you do not get AIDS. What is not under-
stood fully is what the precise mechanisms of the virus are. Be-
cause you are dealing with a disease that is a very emotional issue,

charged with fear, justifiable fear, suffering, and death, and since

we do not have the answers, one looks for alternative answers that
in many respects are on the fringe and often unsubstantiated.
That is, that maybe this has nothing at all to do with HIV.

Maybe it is some lifestyle phenomenon. That is the thing that you
probably read about most in the paper—that AIDS disease is

caused by aberrant life styles among gay men or injection drug
users. The answer to that is very clear. What kind of aberrant life

style does a baby bom of an infected mother have who gets AIDS,
and what kind of aberrant life style does a 55-year-old woman who
undergoes a mastectomy and receives a blood transfusion and gets
HIV infection and AIDS from that transfusion?
So those kinds of arguments are totally spurious. But what we

need to do, and that is first thing I answered to your question of
what we would do with more money, we would continue to pursue
the fundamental basic research into pathogenesis, because under-

standing that better will give us a good scientific basis for scientific

and intelligent therapeutic strategies, as well as strategies for vac-
cines.

So I think when you read those things I think what you are see-

ing is an expression of concern that is misdirected.
Senator Haekin. I appreciate that. On the environmental health

sciences, what are your Institute's plans for environmental health
science centers around the country?

Dr. Olden. Well, when I took over about 22 months ago, we had
12 comprehensive centers. We have increased by one over those 2

years, and we would like to expand further, because obviously it is

environmental health science centers in various States and various
communities that allow the Institute to impact the local commu-
nities.

Environmental health science is a discipline that really has an
opportunity now to have tremendous impact on public health. But
we really need to get more academicians and more universities in-

volved in the process if we are going to have the kind of impact
that I think we should have.

I believe that we should have a number of 36 such centers over
a period of years. Obviously every year we have asked for it since
I have been here, to increase by about two to four. This year we
hope we can do that.

What I have done also this year is to put up money for devel-

opmental centers. As a matter of fact, we are providing $175,000
per year direct cost for developmental environmental health science

centers, and we have had a tremendous response. We have an RFA
out now, and I think we have 19 responses of intent.
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So obviously the academic community is very interested in such
research. It is simply a matter of having the resources to fund it.

Senator Harkin. Dr. Lindberg, I just wanted again to follow up
with you on the telemedicine. I will be introducing legislation very
soon regarding the use of telemedicine in rural areas. I would like

to transmit that to you and have you take a look at it. I would like

to discuss with you further the possibilities in greater detail, per-

haps—how we link up the Library of Medicine with teaching hos-

pitals and thus combine those two together with getting informa-
tion out to medical practitioners in rural areas.

So I just want to discuss that with you. I want to get a better
idea how that all works. I do not understand it myself.

Dr. Lindberg. Well, it can work, and in fact that is one of the

provisions of Senate Resolution 4, to make testbed areas and to do
this collaborative work and provide software for handling images
over networks.
Senator Harkin. Don't you have to take all the material you

have, basically, at the library and make sure that it is digitized,
whatever that means, with CD-ROMS and all that fancy stun?

Dr. Lindberg. Well, that just means make it so computers can
read it. I think the more critical thing is to get people hooked up,
truthfully.

Really, what Iowa has done is a very fine study. We find that
most of our medical schools, of course, are on Internet. Most ad-
vanced research labs are on Internet. Almost all of the human ge-
nome sequencing data, for instance, comes in on Internet directly.
But the second level and the practice in the hospitals and com-

munities, those are not, and the individual doctors are not. So
there is an advantage to being hooked and connected.
Senator Harkin. Well, I will discuss this further with you.
Dr. Healy, and maybe also Dr. Broder, there was a program on

"60 Minutes" some few months ago, since the first of the year, on
the use of shark cartilage in combating cancer. Did you see that

program, by any chance, or see a rerun or tape of it?

Dr. Broder. I saw it.

Senator Harkin. You saw a rerun or tape of it or something?
Dr. Broder. I saw it when it initially aired.

Senator Harkin. What was your impression?
Dr. Broder. Well, I think we have to keep an open mind. I think

that we as scientists have to recognize that there are a great many
problems that we have, and we have to be open to receive informa-
tion.

One of the individuals who was involved in that "60 Minutes" TV
show was Dr. Eli Glatstein, who used to be in our intramural pro-

gram and left, and he was one of the experts consulted. I called

him, and apparently he had certain comments that were edited out,
and therefore, in effect they seemed to convey a larger sense of en-
thusiasm on his part than he really, as he described to me, had
given to the show.

I think that we have to keep an open mind. With your help and
support, the NIH has set up an office of alternative medicine, and
in addition we within the Cancer Institute have established, in our
cancer therapy evaluation program, a process for a level playing
field, in which anybody can come—it does not have to be an NCI
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grantee—and bring information to us of their best cases of some al-

ternative therapy or unconventional treatment. We will evaluate
that with as open a mind as possible.
We are prepared to do that for the shark cartilage story as well.

We have done that in the case of a substance called antineoplastin,
where an individual in Texas made a number of claims, which we
were skeptical of and remain—to be candid—skeptical. But we are

trying to confirm the results as best we can.

Senator Harkin. Is this the brain cancer thing?
Dr. Broder. Yes; and we remain somewhat skeptical, but there

were some cases presented to us for which our scientists in good
faith could not reject the results out of hand. Therefore, we are

working on the process of testing it. We cannot test every sub-
stance for which a claim is made, and, to be candid, many times

egregious claims are just that.

But we need to keep an open mind, and we need to have a cer-

tain humility in this process, and with your encouragement we are

doing that.

As to the shark cartilage situation, while we have an open mind,
I think there are a number of problems that we face with study de-

sign and also with the issue that the mechanism is thought to be
the protein's inhibition of angiogenesis, which is the process of new
blood vessel formation. With a protein-like substance, it is highly
likely that the protein would be totally degraded by the oral route,
if it got to the stomach.

But, nevertheless, we maintain an open mind on this whole area
and the whole area of natural products.
Senator Harkin. Let me just ask this. After town meetings and

things like that, that you do not have to go through and I have to

go through
Dr. Broder. You would be surprised how many town meetings

we have to go to. [Laughter.]
And the number of people who accost us.

Senator Harkin. Maybe I will invite you to some.
Dr. Broder. Any time.
Senator Harkin. The question I got was why did this guy have

to go to Cuba to get a trial run. That is one question. Why couldn't
we have done that kind of a study here rather than him going to

Cuba? I think you partially answered that. You cannot investigate
everything. I do not know how he convinced the Cubans to do this

study.
The second question I get is, well, have vou looked into it? Have

you taken whatever they did in Cuba and looked at them to fmd
out what they did and how they did it and whether the study may
be replicated here?

Dr. Broder. Well, we are exploring that. As I mentioned, one of

the consultants that was used by "60 Minutes" to validate the re-

sults is one of our, for want of a better term, one of our people and
someone who is very experienced in this issue.

Basically you asked an important question. Why did they have
to go to Cuba? In all fairness, I do not believe that they would have
had to go to Cuba. I think the question can be reframed. Why did

they choose to go to Cuba? I think that we are receptive. We will

allow and encourage anyone to come to talk to us.
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We asked groups to bring their best cases. One of the points that

perhaps I could stress is, whereas basic research and the initial de-

scription of new ideas in preventing or treating cancer is a formida-
ble task, a highly complicated task, a task that has to be informed

by a great deal of scholarship and technology, the evaluation of

tumor responses does not usually require a rocket scientist.

This is a point that is perhaps not always made clearly enough.
It is possible, with comparatively straightforward tools to see if a

patient really is responding—that is, whether a tumor is shrinking
in a patient. It is usually pretty straightforward. I do not want to

say it is always straightforward, but that measure of progress is

usually not difficult to ascertain.

Therefore, we are very open to individuals coming, bringing us
their x rays, bringing us their slides. It does not have to be a lab-

oratory research project. And we have done that and we have met
with various people. We have offered that service and we will con-

tinue to do that. We have written to an organization
—I am sorry

Senator Mack is not here—or organization in Florida that studies

elasmobranchs, which is the marine family including sharks to en-

courage them to submit a small business grant for which we have
a setaside as you know.
We set aside, roughly speaking, 1 percent of our budget and the

Congress has asked us to set aside about 1 percent of our budget
for things that would be small business grants and contracts. We
feel this would be a good topic to pursue.
So we hear lots of proposals in this arena. Regrettably, in all

fairness, however, most claims for a miraculous new cure are not

true, and we have had several examples of that—the laetrile story,
which we certainly did study, and other examples.
But we do keep an open mind, and this is in large measure be-

cause of your support.
Dr. Healy. Could I just mention, in direct answer to your ques-

tion, patients could get what is thought to be the active agent.
Senator Harkin. I am sorry, I cannot hear you.
Dr. Healy. Patients could get what is thought to be the active

agent in the shark cartilage, and even Dr. Simone is hypothesizing
that it may be the antiangiogenesis factor. Dr. Liotta is looking at

a compound called tean-2, which is related to the antiangiogenic
factor which is in shark cartilage.
So NIH has made enormous progress with a range of these natu-

ral kinds of products and the factual story is all about extracting
a natural product from the environment and seeing if you can use
it and identifying its characteristics. That is an alternative medi-
cine.

So I do not think we turn our back on it, nor do I think patients
have to go to Cuba in order to get exposure to these agents.
Senator Harkin. You say you are looking into it. What are the

problems with setting up and replicating the kind of study that

was done in Cuba? I mean, you take so many people with certain

types of cancer. You factor out all other types of things. You put
them in a closed environment, which I guess they were. I just
watched the show. And you give them this treatment and you see

what happens over a period of time.
Dr. Broder. May I be frank?
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Senator Harkin. Sure.
Dr. Broder. We think we have better ideas, and one of the tasks

that we have to deal with is always to allocate resources as best
as we can, using our peer review process and using the advisors
that we have and the scholarly programs that we have. We have
to prioritize among the ideas within the resources we have.

Congress has been extremely generous to the National Cancer
Institute, but we do have to prioritize.
Senator Harkin. You say you have an open mind, but you have

better ideas, so therefore, you are not going to pursue it. I do not
understand that.

Dr. Broder. In all fairness, for example, the antiangiogenesis
story, we have defined substances that we know inhibit

angiogenesis, and we are testing them, and those are underway.
Senator Harkin. You are telling me that the kind of trial that

was done in Cuba does not lead you anywhere? Is that what you
are telling me, that is proved nothing?

Dr. Broder. The trial, as it was done in Cuba, had certain flaws,
substantial flaws, as I was speaking to Dr. Glatstein—flaws of in-

terpretation and so on. We are prepared, especially through the Of-
fice of Alternative Medicine, to pursue any idea that comes to us.

We have a number of ideas that are submitted by our grantees
or that come in through our own scientists that we think are very
high priority and that we think are much more capable of yielding
results soon or that will yield results in the future.

A very similar story exists in the AIDS arena, where a number
of proposals for all sorts of therapies were made, and we believe
that through the process of peer review and the scholarly process
a number of therapies are available.

In the arena of natural products, we have one of the largest nat-
ural products program in the world, working with many organiza-
tions, including the Smithsonian. We send scientists out to all

parts of the world. We believe we are an engine of biodiversity be-
cause we deal with developing countries. We try to get their natu-
ral products and develop them.
One natural product that we developed was Taxol, which comes

from the bark of the Pacific yew tree, but we have others in the
realm of a drug called Michellamine and other things that come
from tropical plants and so on in both the cancer and AIDS world.

I do not know how to say this other than that there has to be
some prioritization process where we have many competing ideas,
and we can only do some. With the laetrile study, we did test it—
I am not saying that we are perfect, and I am not saying that we
cannot make mistakes and overlook things. We certainly have to

not be arrogant and dismiss ideas that may come from multiple
sources.

We want to have a level playing field. But I promise you that we
would make our office available tomorrow to any idea from any
person to bring in their proposals and to show us what they have.
In all fairness, in a way that I hope does not sound too defensive,

many times when we sit down with individuals who have claims
like this, as I have talked with Dr. Glatstein, what is being de-
scribed as a major advance or something is nothing of the kind.
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So we have to be cautious about this—keep an open mind, but

recognize that not every claim is valid, nor is it realistically pos-
sible for us to pursue every claim that is made. It does not mean
that we are infallible. I accept and understand the spirit in which

you are asking these questions. We are not infallible.

Senator Harkin. I understand that, and I appreciate that. I

guess the followup question would be the interrelationship between
NIH and the FDA. You say why did he choose to go to Cuba. I do
not know. I have not talked to this individual.

Dr. Broder. I am very skeptical of the fact that he chose to go
to Cuba. With all respect to all parties, the FDA has, in my opin-
ion, over the last few years become an extremely consumer oriented
and user friendly organization. That may not have always been
true historically, and I am not saying any government agency is

perfect
—far from that. But by and large I think that the FDA has

tried to be very consumer oriented. They have tried to open up new
networks for giving access so patients and individuals do not have
to beg for their lives when they feel there is something they can
have access to.

I think that the FDA is very tolerant and very supportive of indi-

viduals who propose to do studies, and I would be happy to follow

up. It is easy for us, and I will take responsibility for this. In the

past NCI may have unwarrantedly bashed the FDA and may have
created the illusion that the FDA was always a problem. I do not

believe, if that were ever true, it is true now.

Perhaps it will be true at some future time, but I think the FDA
is trying to bend over backward in all arenas to allow studies to

be tested. Now a proven drug for marketing is a different issue, but
to permit especially small-scale testing, my impression is that they
have tried to become very user friendly.

I apologize if I am wrong on that, but I would be grateful if you
would bring it to my attention in the cancer field any time you feel

or a constituent of yours identifies FDA as an obstacle, and I will

personally call Dr. Kessler and do whatever I can to break any log-

jams.
Senator Harkin. I have had it happen to me. A friend of mine

who was dying of AIDS wanted to get a drug that was not ap-

proved in this country to ease his passage out of this life. He could
not get it because the FDA would not approve it. I had to person-
ally intervene to get that drug.

I had to almost threaten so he could get it.

Dr. Broder. That makes me very sad.

Senator Harkin. I am just telling you it happens. I know it hap-
pened to me—and I had personal knowledge of it because I had to

intervene to get it for my friend, who has since passed away. But
this happened 3 years ago, I guess, 3 or 4 years ago. I tell you, it

was like pulling teeth.

I finally had to get people around on a Saturday to get them to

approve this, and, believe me, it was not a nice scene. I felt bad
about having to do it myself. But he was willing to take the drug,

sign any kind of release, do anything. He did not care. He had a

problem because he could not eat. Maybe you know something
about this drug. I do not know what it is. Maybe it has been ap-

proved by now; I do not know.
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Anyway, I do not mean to get into the details of what the drug
was, but he needed it just so he could eat some food before he died.

And FDA would not approve it.

Dr. Broder. That story makes me very sad. I will say, in defense
of what we try to do at NIH and NCI, NCI has been a leader—
I will say this with some institutional chauvinism—in getting
things into the community and available on a compassionate basis.

Senator Harkin. That is what this was.
Dr. Broder. We had this long before the current parallel track

for other systems. The NCI had established a special mechanism
called the group C release mechanism. We feel very strongly and
I will repeat what I said. It is very bad for individuals to have to

beg a central governmental authority for their lives. I do not think
we can do that. I think that is unstable.

Therefore, we will do everything we can at the NIH not to let

that happen.
Senator Harkin. I am not complaining to you. I am just saying

do not stick up too much for FDA. I have some real problems with
that. [Laughter.]

In fact, I might just say I am laying plans right now for a hear-

ing that will bring in the FDA—Senator Bumpers and myself and
others—regarding some of these problems.

Dr. Broder. Well, if we can assist you, I promise you we will.

Senator Harkin. You will, because we are going to have you
there. I appreciate that very much.

I had one last thing before we go, and that was for you. Dr.

Snow. A couple weeks ago I learned about something almost like

a spinal cord injury
—hair cells. You are bom with all the hair cells

in your inner ear that you are going to have all your life. If you
lose them, they never regenerate.
Am I about on target on that?
Dr. Snow. That is certainly what we thought just a few years

ago, but the research that we are supporting has demonstrated re-

generation of sensory cells in birds, and now there has been a

breakthrough in sensory cell regeneration in mammals.
Senator Harkin. That is what came across my desk probably

about 1 month ago. How much further can you push this envelope,
can you push this type of research? If it is happening in mammals,
are you now trying to bridge that gap between whatever mammal
it was—I do not know even what kind of animal it was?

Dr. Snow. Well, these were rodents. They were rats, and also in

guinea pigs it has been demonstrated.
The important thing at the present time is this occurs only when

there is an acute injury to the inner ear, and there, of course, are

many situations clinically where acute injury occurs. If we could

develop a form of treatment, it perhaps could be applied in a rea-

sonable period of time to man.
But we need to do a great deal of research before that is done.

The agent that seems to promote this differentiation and regenera-
tion is retinoic acid, and we hope that there will be others that are
found. The relationship of this to nerve growth factor and retinoic

acid needs to be studied. We are supporting this kind of work and
it is being carried on with a great deal of intensity.
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Senator Harkin. I appreciate that very much. Is there anything
anybody else wanted to bring up before I close here—anything that
came to your mind? Dr. Healy?

Dr. Healy. No.

QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Senator Harkin. Again, I thank you very much for your leader-

ship at NIH. I am sorry this is the last time you will be appearing
before us. I wish you well in your endeavors.
There will be some additional questions which will be submitted

for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-

ing:]



Material Submitted Subsequent to Conclusion of

Hearings

[Clerk's note.—The following questions and answers v.'ere re-

ceived by the subcommittee from tne National Institutes of Health

subsequent to the conclusion of the hearings. The questions and
answers will be inserted in the record at this point.]

National Institutes of Health

Questions Submitted by the Subcommittee

Question. Dr. Healy, if you had the opportunity to present your fiscal year 1994
NIH budget, what would it look like. Before you begin, let's assume that you keep
the targeted and investment increases—for AIDS, women's health, breast cancer,
human genome, high performance computing center—that are now in the Presi-

dent's budget.
If you maintain those increases, what would be your overall number for NIH?
Answer. NIH would require $12.8 billion to support the fiscal year 1994 profes-

sional judgment budget and to maintain investment and targeted increases in AIDS,
Women's Health, breast cancer. Human Genome Project, and High Performance
Computing Communications, provided in the fiscal year 1994 President's budget.

Question. How would you mstribute your suggested increases among the Centers
and Institutes?

Answer. The following table distributes the aforementioned investments and tar-

geted increases by ICD. In addition, the professional judgment budget reflects the
investment and targeted increases.

NATIONAL INSTITUTES OF HEALTH—PROFESSIONAL JUDGMENT LEVEL

[Dollars in thousands]
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NATIONAL INSTITUTES OF HEALTH—PROFESSIONAL JUDGMENT LEVEL—Continued

[Dollars in thousands]
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NIH STRATEGIC PLAN

Please clarify the NIH role in behavior and health research as set forth in the
NIH Strate^c Plan.
The NIH IS doing a great deal to answer questions about the

relationship
between

behavior and healui. In planning for the long-range future through the NIH Strate-

gic Plan, the NIH not only acknowledges the central role behavior plays in health
and disease, it identifies the pursuit of knowledge in this area as critical to the ful-

fillment of the NIH mission: science in pursmt of knowledge to improve human
healtii. The Strategic Plan expressly states the importance of understanding the
connection between behavior and heaJth in this way:
Behavior and lifestyle factors, from diet and smoking to sexual practices and alco-

hol abuse, contribute to major public health problems in our socieh'. In fact, lifestyle
factors underlie the 10 leading causes of disease and death in the United States,

including heart disorders, cancer, diabetes, and sexually transmitted diseases, in-

cluding AIDS. Behavior is linked to disease in several ways: as its cause or as a
risk factor (e.g., alcohol, drugs, smoking); a co-factor in its progression; as a con-

sequence of illness when depression, anxiety, or substance abuse may also occur;
and as a method of treatment and prevention. [Investment for Humanity, page 46]
The connection between behavior and health is given prominence in many other

areas of the Strategic Plan as well. Health and behavior is thus both a focal point
and a broad-based element in our research strategies for the future.

The goals spelled out in the behavior and health section of the Strategic Plan do
not represent the entirety of our aims in this area. They are, however, essential

near-term steps that must be taken to build a foundation for longer-range efforts.

Thus, the goal of ensuring the integration of the three behavioral institutes—
NIAAA, NIDA, and NIMH—is key for at least two reasons. First, it is pivotal to

the productivity and effectiveness of those institutes. Second, it is crucial for cata-

lyzing efforts to expand behavioral research efforts among the other NIH institutes.

uicreasing collaborative research initiatives is one of the nallmarks of the Strategic
Plan, and it was

certainly
one of the principle reasons the behavioral institutes were

returned to the NIH. Collaborative scientific endeavors among all the NIH institutes

and scientific disciplines will accelerate efforts to understand the impact of behavior
on a wide range of diseases and disorders.

Two of the other goals outlined in the Strategic Plan for behavior and health will

also further strengthen our fiiture efforts in this area. The goal of establishing a
mechanism in the OfBce of Disease Prevention within the Office of the Director to

coordinate and promote trans-NIH efforts in behavioral medicine will be a produc-
tive force in expanding health and behavior research across the NIH. The goal of

assuring the participation of behavioral scientists in the Human Brain Initiative is

a vital way to bring about collaboration in a broad-based project designed to in-

crease understanding of the development of the brain and behavior across the life

span. This initiative will lead to many insights about the relationship between be-
havioral and physical illness and assist in finding ways to maximize healthy behav-
iors and minimize damaging ones.

Among the many other programs in place or planned by the NIH to advance

knowledge of the role of behavior and health are those detailed in the "10-Year Plan
for Health and Behavior Research," a report originally transmitted to the Congress
in April, 1992. A copy is attached.

VIOLENCE PREVENT

Research on violence and violence prevention is fiinded through a number of PHS
agencies. Do you anticipate making violence-related research a high level priority?
Is there an agency that should take the lead in this area?
Violence and its consequences exact a heavy toll on the lives and well-being of

millions of Americans each year.
—A guick review of some of the statistics presents

a sobering picture. Almost 25,000 victims will die at the hands of others; two to four
milHon women annually will be battered by a spouse or partner; more than 650,000
women are raped, and 1.5 million children and 1.1 million elderly are abused. Fur-
thermore, violence among youth in this country is increasing sharply. Homicide is

now the second leading cause of death among young people aged 15 to 24 years.
Those between the ages of 12 and 24 face the highest risK of nonfatal violence of

any segment of our society. Nearly 50 percent of tne estimated 4.2 million nonfatal
crimes of violence in the Nation in 1989 were committed by offenders between ages
12 and 24. Homicide has particularly disproportionate impact on minority youth.
For more than a decade, it has been the leaoing cause of death among both male
and female African Americans in the 15-24 age group, with rates for black men 6
times that of whites, and those for black women 3.5 times higher. Young Hispanic
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males and Native Americans are also at high risk. Hispanics have a homicide rate

2.5 times higher than whites.
The problem is so pervasive, the personal, social and economic toll so overwhelm-

ing, and the results of deterrent and preventive actions so disappointing, that exas-

peration and futility now threaten to weaken our National resolve to counter the
violence that makes casualties of not only individuals, but.also families and entire

communities. We are all casualties of this Nation's plague of violence.

It is natural that if NIH is to honor its responsibilities to the American
public,

that this agency must address one of the most serious and vexing public nealth

problems facing this Nation. Knowledge and insights gained through research can
illuminate our search for answers. Deeper understanding of the causes of violent be-

havior and of a variety of risk factors, that combines with environmental factors,
can lead to such behavior is an important contribution for finding effective solutions.

To this end, NIH has supported approximately 300 relevant research projects in fis-

cal year 1992, throughout 11 Institutes and Centers, for a total of $42 million.

However, accomplishing the goal of reducing violence requires a multi-faceted ap-

proach and the mobilization and coordination of the full range of Federal resources
and programs if this public health issue is to be addressed on all fronts. NIH has
an important contribution to make in addressing this national problem, along with
other parts of the Public Health Service, the Departments of Health and Human
Services, Education, and Justice to name but a few Federal entities. This country
has a remarkable history for achieving its goals when the goals are well—defined,
the resources of the Nation are expertly deployed, and there is a consensus for ac-

tion. There is no doubt that violence has reached epidemic proportions in this coun-

try, and that a major national effort to combat its devastating impact must be con-

sidered a high priority within many Federal agencies.
I understand that NIH is establishing an Advisory Committee on violence preven-

tion research. What is the status of that committee? What do you envision to be
the committee's role?

I established the Panel on NIH Research on Anti-Social, Aggressive and Violence-

Related Behaviors and Their Consequences, as a group of consultants convened to

advise—the Advisory Committee to the Director, NIH, with the following mandate:—assess the adequacy of NIH funded violence-related research to meet the public
need and assure that the research is conducted in a socially responsible man-
ner;—
identify any additional research opportunities that have not been addressed by
the current portfolios of research in this area, and prioritize any newly identi-

fied research topics;—review existing guidelines governing biomedical and behavioral research in the

areas of anti-social, aggressive and violence-related behaviors and their con-

sequences; and—determine what mechanisms are currently in place for reviewing and monitor-

ing proposed research in this area, or the conduct of ongoing studies.

The 30 member Panel consists of experts in violence-related topics from a broad

variety of specialties, including biobehavioral, biomedical and social sciences, as well

as education, law, and ethics. The Panel met in public sessions from June 1-4, and
will meet again on July 12-14. Their deliberations and conclusions will be important
to the research community and to the public. They will offer guidance to the re-

search community to advance and generate new knowledge that will allow our Na-
tion to constructively address the problem of violence in our society. By presenting
and discussing the NIH research portfolio in the context of an open forum we hope
to contribute to public understanding of our research in this area and to dem-
onstrate that our aim at the NIH is to support research that is in the public inter-

est. At the conclusion of its work, the Panel will transmit its report to the Advisory
Committee to the Director, NIH.

HEALTH BEHAVIOR RESEARCH

Question. NIH has been working since the Fall on a plan to increase the amount
of health and behavior research tnat NIH conducts. Estimates fi"om NIH indicate

that approximately 4 percent of the budget is devoted to this research, which deals

with the influence of positive and negative behaviors on health. When does NIH an-

ticipate releasing that plan?
Answer. NIH has reviewed current and future plans for allocations by each Insti-

tute to health and behavior. A report on this implementation plan has been pre-

pared and is receiving final editing. This report, NIH Implementation Plan on
Health and Behavior Research. 1993: Report to Congress will be sent forward in

July 1993.
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HIV/AIDS

Question. If we are going to prevent the spread of HIV, we must have a better

understanding of the behavioral aspects of transmission of the virus and of effective

interventions to stem transmission. Given the priority this Administration has given
prevention, is the level of funding recommended for HIV disease prevention ade-

quate?
Answer. NIH-sponsored AIDS-related behavioral research activities are focused on

the assessment of behaviors that may influence the transmission or natural historv

of HIV infection and HIV-related diseases. The continuation of intensive research
efforts in the area of behavioral research is funded with the fiscal year 1994 Presi-

dent's budget. Research sponsored by the National Institute of Mental Health

(NIMH) seeks to enhance the effectiveness of existing prevention and intervention

strategies and the development of new behavioral strategies. Improving the effec-

tiveness of educational interventions in different populations at risk of acquiring
HIV infection continues to be crucial. In addition, behavioral information on partici-

pants in vaccine clinical trials is essential for understanding the efBcacy of such
interventions. Another important goal of behavioral research is to determine the

manner in which individuals, their families, health care providers, and society per-
ceive and respond to AIDS risks and infections. Reflective of the shifting demo-

graphics of the pandemic, the behavioral patterns of women, adolescents, minorities,
and older populations has become increasingly important.
Other behavioral research relevant to the development of prevention strategies

also is supported. For example, the NIH and the U.S. Agency for International De-

velopment (USAID) are collaborating on a program to support basic scientific stud-

ies on social and behavioral aspects of AIDS in developing countries and to gather
information on high-risk behaviors and behavioral changes related to the trans-

mission of HIV throughout the life course. The results of these studies will be used
to develop interventions to reduce behaviors that place individuals at risk for trans-

mitting or contracting HIV.
In many cases, studies of human behavior are closely linked with biologic studies.

The Multicenter AIDS Cohort Study (MACS) is examining the behavioral correlates

of disease transmission and progression in more than 6,000 gav and bisexual men,
including the neurologic and psychologic manifestations and Sehavioral changes as-

sociated with HIV disease. Other epidemiologic cohort studies, such as the Hetero-
sexual AIDS Transmission Study (HATS), also address behavioral issues. These
studies examine both biologically induced behavioral changes associated with HIV
infection and those that are independent of biologic effects. Research on the

impact
of intervention on behavioral change has also been incorporated into these studies.

Under the fiscal year 1994 President's budget, studies will: further determine the

spectrum and fi-e<juency of behaviors associated with risk of HIV transmission

among various regional and demographic subpopulations as well as within the gen-
eral population; develop an accurate understanding of sexual practices as a route
for potentied transmission of HIV in order to develop appropriate behavioral inter-

vention strategies to prevent and control the pandemic; determine knowledge, atti-

tudes, and practices related to the proper use of condoms and spermicides/virucides
to provide an information base for tne development of intervention strategies; define

the behavioral and social consequences of HIV infection and AIDS over the life

course; and develop a better understanding of the stress and bereavement associ-

ated with HIV infection.

The incidence of HIV infection among injecting and non-injecting drug users is in-

creasing. The NIDA has expanded its programs to identify the mechanisms of be-

havior and behavior change and the prevention of these risk behaviors. In fiscal

year 1994, the NIH will further expand programs designed to develop, refine and
evaluate psychotherapeutic, behavioral, and risk reduction counseling interventions

targeted for populations at risk.

MDS-related research is continuing to be a rapidly developing scientific field of

investigation involving various scientific disciplines. The identification of new sci-

entific opportunities requires additional funding to ensure that there are no missed

opportunities in trying to further understand the virus and its transmission so that

appropriate behavioral interventions can be developed and evaluated. Similarly, the

advisory councils of the ICDs continue to review AIDS-related research programs to

eliminate potential project duplication so that effective and cost-efBcient programs
are conducted.

Question. Although NIH funding has increased over the years, it is becoming
harder and harder to get a grant funded. The number of new grants funded each

year continues to decline. A comparison of the growth of these funds may provide
some information on this issue. Can you provide a 10-year table comparing the
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frowth
of (1) the Management Fund, (2) the Service and Supply Fund, and (3) the

xtramural Grants Fund?
Answer. The following table displays the funding amounts and percent increases

for the last ten years for the Management Fund, the Service and Supply Fund, and
extramural research grants, including the National Research Service Awards for re-
search training.

NATIONAL INSTITUTES OF HEALTH—MANAGEMENT FUND, SERVICE AND SUPPLY FUND,

EXTRAMURAL RESEARCH GRANTS

[Dollars in thousands]

Management fund Service and supply fund Extramural grants
Fiscal year

Amount Change' Amount Change' Amount Change'

1984 $217,941 $132,607 $3,438,337

1985 232,710 6.8 136,137 2.7 4,018,137 16.9

1986 233,808 .5 167,223 22.8 4,172,743 3.8

1987 275,080 17.7 187,265 12.0 4,921,973 18.0

1988 305,212 11.0 185,029 -1.2 5,302,311 7.7

1989 342,204 12.1 201,619 9.0 5,787,776 9.2

1990 380,914 11.3 233.900 16.0 6,140,937 6.1

1991 406,910 6.8 223,390 -4.5 6,730,537 9.6

1992 433,025 6.4 235,438 5.4 7,260,565 7.9

1993 estimate 455,176 5.1 256,430 8.9 7,453,206 2.7

1994? 464,331 2.0 261,585 2.0 7,539,064 1.2

' Percent

'President's budget.

Questions Submitted by Senator Gorton

criteria for biomedical research funding

Question. Are such criteria necessary in your opinion?
Answer. Information on several of the criteria are routinely addressed by the indi-

vidual institutes .centers and divisions (ICDs) in testimony and reports to Congress.
They already influence budget formulation and resource allocation decisions at the
NIH explicitlv, and

implicitly,
as available data allow. More systematic data on the

criteria could "assist" Members of Congress in making decisions on biomedical re-

search funding. However, the criteria are not sufficient to influence research ex-

penditure decisions alone. Application will require considerable judgment because
the

supporting
data will always be less than perfect and the criteria will often con-

flict witn one another.

Question. Could you please comment whether these criteria would be useful in as-

sisting us in making better decisions?
Answer. The usefulness depends on the comprehensiveness of the criteria, wheth-

er adequate data to implement the criteria is available in a timely and affordable

fashion, and on whether a procedure can be devised to balance or trade-off one cri-

teria with another when they conflict.

COMPREHENSIVENESS AND SUFFICIENCY OF THE CRITERIA

Application of the criteria are most useful for allocation of resources for health
care delivery, where technology is relatively known and stable. For research projects
the link between resource allocation and successful contribution to the alleviation
of disease burden is much less direct, and much more difficult to measure and pre-
dict. The criteria would be least useful for allocating funds for basic research versus
development and evaluation of specific technologies, and for allocating between dif-

ferent basic research programs. Development of new therapies oft;en requires im-
proved understanding of basic biomedical and disease processes. The timing of the

generation of such knowledge is highly unpredictable.
Scientific history is replete

with examples of unexpected findings from the wrong field.

Basic research is "knowledge overhead" or a "public good". Information generated
in one study, for one subject or field of research, often provides information or appli-
cation to other fields as well. It is impossible to allocate the costs and benefits of
a basic research program definitively to a finite number of new health care tech-

nologies. The criteria proposed do not adequately reflect the professional judgment
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required to identify scientific opportunities and to evaluate the uncertain probability
of the potential contribution of a particular research project.

TIMELINESS AND COSTS OF DATA COLLECTION

Data required by the criteria are not routinely available for all disease categories
of interest. Costly, time consuming surveys and special studies would be required
to operationalize the criteria. Information on populations affected, prevalence and

mortality rates are generally available for broad disease categories. Information on
incidence and the other proposed categories are less routinely available. Data for

finer disease sub-categories are usually not available. Information on economic and
social burdens must be estimated by combining information from multiple sources.

Valuation of economic and social burdens is often subjective and controversial. Infor-

mation on health status and functional outcomes can only be obtained by explicit

surveys as they are not routinely recorded in medical and administrative records.

Very careful thought needs to be given to how these criteria be applied. For exam-

ple, in some cases the d)Tiamic processes of disease epidemiology must be taken into

account. Relatively new diseases such as AIDs and tne reemergence of tuberculosis

may pose a greater threat in the future than is reflected by historical statistics on

prevEuence, mortality or other measures of burden. An evaluation of the social and
economic impact of AIDs looks a lot different using incidence and prevalence data
from 1985, 1990 and 1995; using potential years of life lost instead of deaths; or

using cumulative research expenditures instead of annual research expenditures.
The time scale of analysis and the social discount rate may also have a big effect

on how research efforts are evaluated. A short time horizon and high social discount

rate, for example, would weigh an evaluation against prevention and control and in

favor of acute treatment. Finally, a measure of the current clinical, psychosocial or

economic burden of disease is not, by itself, predictive of the effects of research de-

rived health interventions. This depends, also, on the specific nature of the interven-

tion and how it is implemented by the health care delivery system.
The assessment of Criterion (G) "Potential for medical research on specific dis-

eases to assist basic research efforts," clearly requires professional judgment. Con-
clusive data to predict the "potential" of research on a specific disease to contribute

to basic knowledge will never be available.

The magnitude of the effort required to collect and process all the data that could
be of use to research decision making is daunting. Presently the NIH is not

equipped to staff such an effort. Resources for such activities would have to be ex-

panoed at the NIH, provided at the National Center for Health Statistics or else-

where.
The rankings of diseases will vary depending on which criterion is used. The dis-

ease with the highest prevalence or incidence will not necessarily show the highest
mortality rates. The highest mortality rate will not imply the greatest economic and
social burden to society.
When rankings according to the various criteria conflict. Members of Congress

will need to consider tradeoffs or relative preferences for improvements on each of

the criteria. This might be done explicitly through formal surveys of the preferences
of the general public and of victims oi disease for various health states. Or the
Members may make the tradeoffs implicitly, using their best judgment of constitu-

ents' preferences. The potential for conflict in allocation of resources has been amply
demonstrated by the recent attempt of the State of Oregon to incorporate commu-
nity preferences into the allocation of Medicaid funds for health services.

As well as the criteria mentioned, research funding decisions will reflect concerns
with equity defined in terms of age, sex, and ethnic origin. Since research, and
health care both have a time dimension, priorities will be influenced, as well bv soci-

ety's willingness to forego funding for immediate treatment or for non-health care
needs in order to fund the longer-term, uncertain benefits of research and disease-

prevention measures.
It will be recognized that certain criteria favor one group over another. Mortality

rates and measures of the impact on functioning may favor the elderly. Measures
of economic impact—such as lost productivity would favor the younger.

Question. What suggestions would you have to improve the criteria listed above?
Answer. Explicit introduction of the criteria could assist the research decision

process if supplemented with more systematic, comprehensive data collection. How-
ever, inherent problems must be recognized and obvious pitfalls avoided. Data will

never be complete and current on all criteria for every disease category. Difficult

to measure but important criteria such as the impact of disease on functioning or

quality of life should not be overlooked. Uncertainty and change are inherent in the
biomedical research process. Professional judgment will be required in evaluating
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the dynamics and uncertainty surrounding measures of the burden of disease and
in determining scientific opportunities and the potential contribution of specific re-

search projects.

Question. Is it possible to publicize and circulate this information on a regular
basis before appropriators make funding decisions?

Answer. Much, if not all, available data is already incorporated in testimony and
reports to Congress from individual ICDs. If more comprehensive, detailed data was
collected on subcategories of disease and on all of the criteria, it could be circulated
as well. The sheer volume of information and the dynamic nature of measures of

disease burden might make it difficult to manage and comprehend.
Question. What do you think the impact of a systematic use of such criteria would

be on the biomedical research performed at individual institutes?

Answer. Since the available data is already included, both explicitly and implic-

itly, in research allocation decisions, the explicit introduction would not necessarily
change the nature of research performed at individual institutes. Over time, the col-

lection of more detailed, high quality data on all of the criteria, might change the

perception of the relative burden of specific diseases and lead to adjustments in the

portfolio of applied research, development and clinical evaluation projects.

National Cancer Institute

Questions Submitted by the Subcommittee

basic research in prevention

Question. Given the tremendous opportunities that exist in prevention activities,

can you please provide us with some examples of basic research in disease preven-
tion at your Institute?

Answer. Intramural and extramural resources at NCI are directed toward contin-

ued development of sophisticated molecular technologies and the clinical application
of these technologies to the problems of cancer etiologv, diagnosis, treatment and

prevention. NCI supports a strong, multidisciplinary basic research program de-

signed to provide the knowledge necessary for primary prevention of cancer, preven-
tion of cancer recurrence, and treatment of active disease. Current progress in this

area reflects a growing understanding of the immunobiology of malignant cells, an
increased knowledge of the role of viral agents in human cancers, and advances in

genetic engineering and technology. With regard to viral carcinogenesis, basic re-

search on a variety of DNA and RNA tumor viruses and associated viral vaccine
studies have resulted in a better understanding of the mechanisms of cancer causa-
tion by these agents that should ultimately result in the development of improved
methods for prevention and/or control of cancer.

One means by which DNA tumor viruses change cell growth patterns and trans-

form cells is through interruption of the normal cellular
process

of programmed cell

death (apoptosis). Three of the large DNA tumor viruses nave been found to contain
different genes which block apoptosis and are important in the oncogenic process.

Originally, Epstein-Barr virus (EBV) was found to produce one latent protein in in-

fected B-lymphocytes which increased the activity of the cellular oncogene bcl-2 to

block apoptosis. Now, adenovirus oncoproteins ElA and ElB have been shown to

cooperate to produce the same effect: the ElA proteins induce cell
proliferation

which triggers apoptosis through the p53 tumor suppressor gene, but tne ElB pro-
teins then block p53 function, allowing high frequency cell transformation to occur.

Herpes simplex virus 1 also contains a gene which blocks apoptosis, thus allowing
sustained protein synthesis and production of infectious viral progeny in neuro-
blastoma cells.

New lines of transgenic mice may help to clarify the numerous pathological states

associated with EBV. This virus has a complicated life cycle. It causes asymptomatic
infection in children and infectious mononucleosis in adolescents, becomes latent in

B-ljTnphocytes, and is associated with endemic Burkitt's l}anphoma, and naso-

pharyngeal carcinoma. The virus shows differential gene expression in each of these
diseases. It has been difficult to determine the molecular basis of pathogenesis since

there is no good animal model of EBV infection. However, transgenic mice contain-

ing EBV genes have recently been created, allowing dissection of the biological ac-

tions of these genes. The first results show that mouse lines with the EBNA-1 gene
develop an inherited pre-B-cell lymphoma. This is an auspicious start since the
EBNA-1 protein is the only viral protein expressed in endemic Burkitt's Ijonphoma.
Thus, a new animal model has been created to study the role of an EBV protein
in lymphomagenesis. The study of the human papillomaviruses has been hampered
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by the inability to grow the virus in tissue culture. It is now possible to produce
infectious papillomavirus virions in vitro hy using a variation of the conventional

keratinocyte raft culture system. The terminally differentiated papillomavirus-con-
taining human cells showed an accumulation of the viral E6 and E7 proteins. The
ability to grow papillomavirus in vitro is valuable not only for an increased under-

stanmng of the virus, but also for the eventual development of anti-viral vaccines
and the ultimate prevention of papillomavirus-induced cervical carcinoma.
Mouse mammary tumor virus (MMTV) is a retrovirus that induces breast cancer

in mice. Virus particles are secreted into the milk, from which they are absorbed

by suckling pups. Until recently it has been difficult to understand how MMTV in

mother's milk is carried to the mammary gland target cells of the offspring. Insight
into this dilemma was obtained when it was discovered that MMTV specifies a

superantigen which induces a T-cell response (probably proliferation). This response
is apparently responsible for transmission of the virus from the gut of newborn mice
to mammary gland cells where the virus induces tumors. MMTV infection of normal
mice induces Doth T-cell

proliferation
and tumors in the mammary gland. Recent

experiments inserted the MMTV superantigen into transgenic animals before birth.

When such transgenic mice were subsequently infected with MMTV, the virus did
not induce T-cell proliferation or tumors. The presence of superantigens before birth

did not induce T-cell proliferation. Presumably, the host cells regarded the

superantigen as a natural part of the animal and therefore not a foreign molecule.

These results show that a T-cell response is a necessary part of the MMTV life

cycle. Moreover, these experiments suggest that it mav be possible to immunize
against some viral infections or virally-induced tumors before birth by exposure to

specific viral
proteins.

The major histocompatibility complex (MHO is the major determinant in the rec-

ognition of immunogens in the body. MHC recognition is important for the host de-

fenses against infection and as a mechanism whereby the immune system recog-
nizes and combats cancer. A tissue culture expression system in Drosophila has
been used successfully to yield class I MHC molecules. The MHC molecules are

thermolabile but are stabilized by the addition of peptides which are accommodated
in the peptide-binding groove. This permits the study of class I molecules containing
a single antigenic peptide. Such peptide-class I molecules have been crystallized,
and two class I peptide complexes have been resolved to the atomic level. A third

complex, as well as empty MHC molecules, have also been crystallized and their

structures are currently being analyzed. The peptide-binding characteristics of the
class I molecules have been examined and only octa-or nona-peptides bind efficiently
to the class I molecules. These basic studies

provide insights into the mechanism
of function of the class I MHC molecules which are important in providing defense

against microbial agents and cancer.

Recent progress in basic biomedical research has now made the goal of a vaccine

approach to cancer prevention and treatment realistic. Development of vaccine ap-

proaches for prevention of cancers associated with oncogenic viruses by development
of conventional vaccines against the suspected causative viruses is a high priority
for the National Cancer Institute (NCI). Viruses associated with human cancers, for

which new vaccine efforts are planned, include the human papillomaviruses, the

hepatitis viruses, the Epstein-Barr virus, and various retroviruses. Human
papillomaviruses are associated with the vast majority of anogenital and cervical

cancers; hepatitis viruses are responsible for a large proportion of liver cancer
deaths worldwide; EBV is associated with nasopharyngeal carcinoma and B-cell

lymphomas; and the human retroviruses are associated with leukemia and AIDS.
Efforts to develop vaccines for these agents will be accelerated.

The NCI supports an extensive program in chemoprevention that is based, in

great part, on knowledge gathered from around the world on studies of promising
compounds. A major goal of the chemoprevention research program is the develop-
ment of rapid screening assays for the purpose of identifying potentially active

chemopreventive agents for further development. These simple, rapid assays will

evaluate the ability of a new agent to inhibit transformation-associated biochemical

endpoints or so-called "intermediate endpoints" that represent several basic mecha-
nisms associated with both the initiation and promotion of carcinogenesis.

Exciting opportunities for prevention exist in the area of diet, nutrition and

chemopreventive agents present in foodstuffs. For example, food restriction in mice
and rats extends the mean and maximum lifespan, delays the onset of age-related
diseases, and lowers the rate of age-associated physiologic deterioration. Among the

age-associated pathologic processes inhibited by food restriction is tumorigenesis.
Food-restricted mice and rats are far less susceptible to the development of sponta-
neous, chemically-induced and radiation-induced tumors. The mechanisms behind
these remarkably beneficial effects is not known. Over forty years ago, it was re-
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ported that food-restriction activated adrenocortical activity, as shown by thymic in-

volution, a decrease in blood
lymphocvtes,

an enhanced gluconeogenesis rate, and
an increase in the ratio of adrenal to body weight. Recent studies have directly ex-

tended these observations in the context of tumor suppression by investigating the
effect of adrenalectomy on tumor promotion in the two-stage mouse epidermal
tumorigenesis system. These experiments establish the importance of the adrenal

gland in suppressing promotion of skin tumors in food-restricted mice, and suggest
a role for the adrenal cortical steroids in mediating the tumor inhibiting effect.

Selenium compounds have long been known as effective chemopreventive agents
in a number of animal models of carcinogenesis. Among these compounds, organic
forms of selenium are receiving increasing attention in terms of developing agents
of increased efficacy in chemoprevention with less toxicity, as compared to inorganic
selenite and selenate. Several organoselenium compounds have already shown pow-
erful anticarcinogenic activity. The development of these compounds is occurring
parfdlel to similar development of naturally occurring organosulfur compounds,
which are also showing significant anticarcinogenic activity in several model sys-
tems. These organosultur compounds are present in greater abundance than sele-

nium in foods, and include the allyl group-containing sulfides, disulfides, and
trisulfides from garlic extract, as well as naturally occurring benzyl and phenethyl
isothiocyanate found in the cruciferous vegetables.
For some time, garlic extracts and sulmr-containing compounds present in garlic

have been studied for chemopreventive activity
in several animal models of carcino-

genesis. Among the compounds showing anticarcinogenic activity have been allyl

sulfides, disulfides, and trisulfides, which are responsible for the flavor and pun-
gency of garlic. Activity has been shown against experimental colon, esophageal,
lorestomach and lung tumorigenesis. A large population-based study in an area of

China where gastric cancer rates are high also has revealed a significant reduction
in risk with increasing consumption of Allium vegetables. Members of the Allium

family include garlic, onion, scallion, leek, shallot, and chive. Since (a) garlic rep-
resents an abundant source of sulfur-containing compounds in general, (b)

chemopreventive activity for allyl sulfides present in garlic has been demonstrated,
and (c) selenium-containing compounds that are structural analogs of corresponding
sulfur-containing compounds have greater anticarcinogenic activities, the question
arose as to whether tne cancer-inhibiting effect of garlic could be enhanced if the

garlic were cultivated in a medium fertilized with selenium.
To test the above hypothesis, the inhibitory potential of regular garlic vs sele-

nium-enriched garlic in the diet was investigated in a recent series of studies in the
rat mammary DMBA model. The anticarcinogenic activity of selenium-enriched gar-
lic was compared to that of regular garlic and to inorganic selenite. The results

showed that all selenium-supplemented diets were effective in suppression of mam-
mary carcinogenesis, with regular garlic inhibiting tumor incidence about 35 per-
cent, selenite 48 percent and Selenium-enriched garlic 61 percent. Comparable inhi-

bitions were seen in the numbers of tumors per animal. Thus, Selenium-enriched

garlic was significantly more effective than regular garlic in inhibiting the rate of

tumor appearance.
Retinoids are a well-established class of compounds having a wide range of

pleiotropic effects on cell growth and differentiation and on vertebrate development.

They have demonstrated activity in the chemoprevention of carcinogenesis as well

as the chemotherapy of cancer. Much recent effort on the mechanism(s) of retinoid

action has been stimulated by the discovery, isolation and ongoing molecular, ge-
netic and physiological characterization of two families of nuclear receptors. Results
thus far indicate that some retinoid receptors act as auxiliary receptors for several

classes of honnone receptors, and function independently as homodimers in the

presence of 9-cis retinoic acid. This may provide a suitable basis for new therapeutic
approaches targeting diseases known to respond only to hyperphysiological doses of
retinoic acid.

Vitamin E (d-a-tocopherol) is the generic name for a group of naturally-occurring
substances, found mainly in plant oils, consisting of lipid-soluble phenols,
tocopherols and tocotrienols. Vitamin E is concentrated in the mitochrondria and in

endoplasmic reticulums of cells. In membranes, vitamin E is not uniformly distrib-

uted but forms clusters in the lipid bilayer. It is preferentially concentrated in do-

mains rich in polyenoic phospholipids. Vitamin E has been shown to be a potent
antioxidant in various membrane systems, where it is believed to function in a pro-
tective mode as a free radical chain-breaking agent. In performance of this anti-

oxidant function, vitamin E is consumed and its one-electron oxidation product, the

tocopheroxyl (chromanoxyl)radical, is generated. The reduction of the tocopheroxyl
radical to tocopherol is important in conserving membrane stores of the vitamin,
where its concentration is rather low. Inner mitochondrial membranes contain com-
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parable concentrations of ubiquinone and vitamin E, raising the question of the role

of ubiquinone in membrane tocopherol protection. Tocopheroxyl
radical accumula-

tion in mitochondrial membranes accompanies tocopherol consumption and accumu-

lation/consumption are eliminated in mitochondria where ubiquinone is in a reduced

state.

The hormonally-active form of vitamin D is the metabolite 1,25-dihydroxy-vitamin
D3, also known as calcitriol. This compound regulates intestinal calcium absorption,
bone calcium mobilization and phosphorus metabolism. Further, it potently induces

cell differentiation and inhibits ceU proliferation. Much effort by many different

groups has been focused on the synthesis of vitamin D derivatives which would dis-

sociate the anti-proliferative and differentiation-inducing activities of calcitriol from
its calcitropic activities. Such analogs could have broad benefits in a wide range of

human illnesses, such as the chemoprevention/chemotherapy of cancer, psoriasis,

dermatitis, osteoporosis and immunodeficiency syndromes. Over 200 analogs of

calcitriol have been designed, synthesized and subjected to a vast array of bioassays
in these efforts.

Food can contain cancer-causing agents as well as substances with

chemopreventive potential, and this area ofresearch provides important challenges.
For example, scientists have identified several mutagens occurring in meat (beef,

pork, lamb, chicken and fish) as a result of cooking at high (but normal tempera-
tures). These mutagens are known collectively as heterocyclic aromatic amines

(HAAs), and those that have been tested in rodents have been found to be carcino-

genic. These HAAs also are a risk for cancer causation in humans. Numerous ap-

proaches are being taken to lessen the formation of the HAAs and, therefore poten-

tially minimize their intake by humans. These approaches include studies on com-

pounds that may block their formation or adsorb to them, the use of cooking prac-
tices at lower temperatures, cooking by use of microwave, inhibiting the metaoolic

activation of the HAAs or inhibiting their absorption.
Scientists are also involved in identifying numerous environmental or occupa-

tional risk factors which may be associated with cancer causation; such identifica-

tion may lead to risk reduction measures and thereby prevention of cancer causa-

tion. Biochemical or molecular epidemiology is an innovative approach that takes

advantage of the advances in molecular biology to explore interactions between host

susceptibility and environmental exposures in developing strategies for cancer pre-
vention. Emphasis is placed on interdisciplinary studies that investigate families at

high risk of developing cancer and heritaole disorders predisposing to
neoplasia,

as

well as populations in which genetic characteristics influence cancer risk. For exam-

ple, studies are examining risks of melanoma associated with familial susceptibility
and with precursor lesions called dysplastic nevi (DN). Family members with a prior
melanoma have over a 200-fold increased risk for subsequent melanoma, while fam-

ily members with DN but no melanoma have an increased risk of 85-fold. A search

for susceptibility genes is underway. Other studies are evaluating genetic markers
associated with Gorlin syndrome, an autosomal dominant disorder that features

multiple basal cell carcinomas of the skin, along with ovarian fibroma,
medulloblastoma and developmental defects. Investigations are also focusing on the

role of germline mutations of the p53 gene in Li-Fraumeni syndrome, an inherited

disorder characterized by breast cancer, sarcomas of bone ana soft tissue, acute leu-

kemia, brain tumors, adrenocortical carcinoma and gonadal germ-cell tumors in

young people. In addition, pharmacogenetic variations that predispose to cancer are

being examined in a variety of case-control studies. Educational and early detection

programs and other preventive measures can be used to protect individuals who are

found to be genetically predisposed to cancer.

COST SAVINGS

Question. What cost savings does this research provide?
Answer. In 1993, almost 1.2 million Americans are expected to be diagnosed and

526,000 expected to die from cancer. The overall cost to the nation is over $100 bil-

lion in health care for cancer with nearly $30 billion in direct costs and $70 billion

in indirect costs. Investment in research today will greatly reduce these expendi-
tures in the future.

Much of NCI's research is aimed at diet and cancer. Epidemiologic studies linking
diet to cancers estimate that perhaps as much as 30 percent of all cancer mortality
is diet-related. If the diet-related risk of cancer mortality could be reduced by only
15 percent there would be a first order estimated annual savings of $15 billion at-

tributable to this research.

Smoking is estimated to cost the country about $60 billion a year. Another esti-

mate puts the costs of smoking at $500 billion for the lifetime, discounted, excess
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cost of medical care for the cohort of individuals 25 years or older. The Department's
Healthy People 2000 goal is to reduce the prevalence of smoking to 15 percent (from
the current level of 25 percent), and the Institute's programs (led by ASSIST) are
aimed at achieving this goal. Reaching this goal will reduce the costs of smoking
by about one-half of the $60 billion annual and $500 billion lifetime figures. This
is an enormous reduction in the health care burden.
We can also look at the costs of individual cancers. From recent NCI research we

estimate that the medical costs for breast cancer total $6.6 billion per year and the

mortality costs amount to $6.2 billion per year. Research on screemng interventions

indicates that a 30 percent reduction in mortality of women 50 years of age and
older can be achieved. This would amount to a considerable savings in the $6.2 bil-

lion dollar mortality costs. Much of NCI's research is focused on achieving breast

cancer prevention. Epidemiologic estimates indicate that a change in diet may
achieve a 25 percent reduction in breast cancer incidence. With only a 15 percent
reduction in incidence, the resultant savings would amount to about $2 billion a

year.
Diet is not the only avenue being pursued for breast cancer prevention. The role

of micronutrients, the influence of estrogen and hormonal changes are also being
considered. The tamoxifen trial is aimed at breast cancer prevention and is designed
to detect a percentage reduction in breast cancer incidence, which if achieved, would

produce a cost savings.
There are many different types of research directed toward colorectal cancer, and

our understanding of the molecular events leading to malignancy is greatest for this

cancer. If this work, coupled with epidemiology, diet and chemoprevention studies

could yield a 20 percent reduction in colorectsil cancer incidence, it would amount
to a savings of almost $3.5 billion per year.

NEW PREVENTION INITIATIA/ES

Question. What prevention initiatives are planned for 1994?
Answer. The National Cancer Institute has become increasingly aggressive in

reaching out to the health professions, cancer patients and the general public to

make sure that they are aware of and can benefit from important research findings.
Outreach to underserved populations—the old, the poor, people

of low literacy, and
minorities—has become increasingly important because tnese populations have not

benefited as much as others from newly generated knowledge. (Jommunity service

and outreach is a crucial element in the NCI Cancer Centers Program. All of NCI's
information dissemination activities are research-based, to critically evaluate the ef-

ficacy of the methods used and in turn enhance the dissemination of knowledge to

the many diverse audiences who stand to benefit.

Programs targeted to public and patient
audiences include:—Axi expanded and restructured Cancer Information Service that will serve all

states and dramatically improve the efficiency and quality of response to callers—Health promotion programs strengthening early cancer detection efforts (with

special emphasis on breast and cervical cancer), combatting tobacco use, pro-

moting dietary changes to prevent cancer, and increasing awareness of skin

cancer risk—Diverse information dissemination programs to increase cancer awareness and
influence behaviors of low income and rural populations, the aged, high-risk

youth, and workers—Expansion of the Community Clinical Oncology Program to improve access to

state-of-the-art cancer care at the community level.

Recent progress in basic biomedical research has now made the goal of a vaccine

approach to cancer prevention and treatment realistic. Cancer vaccines may take

many forms. The special problems of different cancers will require a wide variety
of new vaccine-related strategies to prevent cancer or treat established disease.

Some of these strategies may differ significantly from those traditionally associated

with vaccines for infectious diseases, but the principles will remain the same. The

development of vaccine approaches is a very high priority for the National Cane -r

Institute (NCD and the current strategy calls for two distinct areas of emphasis, as

based on our present comprehension of tumor pathogenesis and tumor biology. The
first is prevention of cancer associated with viral infection by development of con-

ventional vaccines against the causative virus. The second targets cancers of non-
viral etiology, exploiting recent immunobiologic discoveries to develop vaccines di-

rected against tumor-specific antigens.
The viruses associated with human cancers for which vaccine efforts are ongoing

or planned include the human papillomaviruses (HPV), the hepatitis viruses, the

Epstein-Barr virus (EBV) and various retroviruses including the human
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immunodeficiency virus (HIV) and the human T-cell leukemia virus (HTLV>-1. A
number of viruses that cause cancer in animals will be studied to evaluate new
strategies for the production of antiviral vaccines. Specific HPV viral types or
strains are involved in the development of the vast majority of cervical cancers and
have been implicated in other tvpes of malignancy, as well. Scientists at the NCI
and elsewhere recently reported that approximately 85-90 percent of human cer-
vical cancers contain HPV DNA which actively ejcpresses two specific viral genes,
E6 and E7, regardless of the HPV type. Persistent E6 and E7 expression is essential
to maintain the transformed (malignant) phenotype. Current research is aimed at

understanding how HPV infection predisposes cells to neoplasia and at preparing
vaccines against the more common "high risk" types of HPV. The hepatitis viruses
are responsible for a large proportion of liver cancer deaths worldwide. Hepatitis B
virus (HBV) is a major proDlem in many countries and the recently-isolated hepa-
titis C virus appears to oe associated with a majority of liver cancers in Japan. A
vaccine directed against HBV has been developed and its ability to reduce liver can-
cers in humans is undergoing clinical testing. Research is now focused on achieving
a similar level of control over hepatitis C virus. EBV, a widespread human virus,
causes infectious mononucleosis and likely plays a critical role in the development
of a variety of human tumors. Past efforts to prepare a vaccine against EBV have
not succeeded, but recent progress in several areas, including the development of
a new animal model, offer renewed prospects for success. Vaccine development is

underway for the human retroviruses as well, with the principal emphasis oeing on
HIV. The recent progress in defining the interactions of retroviruses and host cells

is providing new insights into the potential mechanisms, including "superantigens"
which adversely affect the immune system, Iw which these viruses cause cancers.
These activities are leading to new strategies for developing anti-retroviral vaccines.
Efforts to develop vaccines for these agents will be accelerated in 1994. In addition,
new studies will be initiated to assess the possibility of developing prophylactic vac-
cines against a particular group of human retroviruses, tJie human T-cell

lymphotropic viruses. These viruses cause several human diseases including some
cancers. Specific types of investigations sought will develop and use HTLV animal
models suitable for vaccine related studies, define protective immune responses and
identify virtd epitopes responsible for inducing such protective immune responses,
delineate specific mechamsms of protective immunity against virus infection and
cancer development, and develop and evaluate candidate vaccines in animal models.

Basic research has contributed greatly to our understanding of disease processes
and complications arising from imection with the human immunodeficiency virus
(HIV). The design of effective

prevention strategies and therapies for HIV and its

neoplastic sequelae ultimately depends on understanding tiie steps of viral infection,

proliferation of HIV and the generation of viral variants, the mechanism of immune
system impairment and subsequent damage to major organ systems of the body. As
a consequence of their underlying immunodeficiency, patients with AIDS are at in-

creased risk for the development of
neoplastic sequelae, such as non-Hodgkin's

lymphomas (NHL) and Kaposi's sarcoma (KS). KS has been observed in at least one-
third of individuals who die of AIDS, while more than five percent of AIDS patients
have developed NHL, representing a significant increase in the risk of this cancer
with respect to the general population. Recent epidemiologic evidence indicates that
the number of patients who aevelop AIDS-associated mSignancies is likely to in-

crease dramatically and could emerge as an important long-term medical problem
as effective therapies against opportunistic infections prolong the lives of patients.
Since AIDS-associated cancers are responsible for increased morbidity and mortal-
ity, efforts to develop more effective methods of prevention, diagnosis and treatment
of such malignancies will be expanded.
Tumors of non-viral etiology are currently believed to comprise the majority of

human cancers. For such tumors, vaccine-related research has concentrated on iden-

tifying tumor-specific antigens to serve as targets for an immune response and de-

veloping ways to improve the efficacy of such immune responses. Three classes of
tumor antigens are under investigation as possible vaccine targets. The first is a se-

ries of tumor-associated antigens originally identified with monoclonal antibodies

prepared against tumor cells—carcinoembryonic antigen (CEA) and prostate specific
antigen (PSA) are examples. These antigens have been studied for several years and
the first stages of human clinical trials of vaccines incorporating these antigens will
soon be initiated. The second class of antigens under investigation is comprised of

protein products of mutated oncogenes and tumor suppressor genes. These genes are
attractive targets because they are truly tumor-specific and because the mutations
making them capable of inducing an immune response are causally related to the

growth of the tumor. The protein products of mutant ras oncogenes and the bcr-abl
fusion oncogene (the hallmark lesion of chronic myelogenous leukemia) induce im-
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mune responses in animals and humans, and clinical trials of vaccines targeted to

these oncogenes will begin soon. The last category involves tumor-specific protein
fragments that are recognized by T-l3mtiphocytes. New concepts and technological
advances have enabled the identification and exploitation of these novel antigens
which, in turn, show enormous promise as a new generation of vaccine candidates.

Efforts to improve the effectiveness of immune responses to tumor antigens have
focused on the use of gene transfer techniques to directly deliver a variety of natu-

rally-secreted growth factors (known as cytokines) to the target tumor cell and on

strategies to overcome the tendency of immune cells to develop tolerance to malig-
nant cells. Cytokines are powerful regulators of the immune response and it has
now been shown in various animal models that removing tumor cells, genetically

modifying them to secrete a cytokine and then reinjecting the modified cells leads
to rejection of both the modified cells and residual unmodified tumor cells. There
are a large number of cytokines that may have clinical usefvilness in this context
and there are many schemes for gene transfer to be evaluated, so a great deal of

additional research is needed to turn this promising observation into an effective

and broadly applicable intervention for diverse human cancers. Finally, many tu-

mors induce an immune response, but that response is ineffective because T-cells

with the potential to kill the tumor are paralyzed through the process of immune
tolerance. T-cells are provisionally activated by recognizing their antigenic target
but they also need a second signal, called a co-stimulus, to be fully activated. In the
absence of such a co-stimulus, T-cells become tolerant rather than activated. Gene
transfer technology is now being used to deliver co-stimulatory signals to T-cells in-

vading txxmors.

Research in both of these major areas of vaccine research has been facilitated by
grant awards made as the result of a series of successful initiatives sponsored by
NCI. The high quality of the applications received and the wide range of new ideas

represented in response to these initiatives suggested that rapid progress can be ex-

pected. This progress will, we hope, lead to cUnical trials of new candidate vaccines

and other strategies for boosting antitiunor immunity to effective levels. Increased
resources are urgently needed if NCI is to expand its research effort in the develop-
ment of safe, effective and clinically applicable cancer vaccines.

NCI's prevention efforts include a number of non-vaccine approaches as well. An
NCI-wide Program Announcement (PA) soliciting research on breast cancer, includ-

ing basic research on prevention of this disease, is planned for fiscal year 1994. Epi-

demiologic research activities appropriate to this PA include assessment of the rel-

ative contributions and interactions of lifestyle, diet, environment, occupation, ge-
netic factors, viruses, radiation, and/or metabolism on breast cancer risk; identifica-

tion, validation and epidemiological assessment of markers/indicators of environ-

mental, occupational, oietary, radiation, chemical and/or hormonal exposvu*es likely
to play a role in the etiology of breast cancer.

In addition, a Request for Applications (RFA) focusing on breast cancer prevention
will be published in Fall 1993. The types of research that will be encouraged under
this RFA will include chemoprevention studies on the inhibition/suppression of

breast cancer in vivo and in vitro. Also of interest are markers of intermediate

endpoints as they relate to determining the efficacy of chemopreventive agents.
These endpoints may include hormone determinations (estrogen, progesterone,
prolactin and other peptides, growth factors and their receptors, and estrone

metabolites), oncogenes and tumor suppressor genes and their products, and suscep-
tibility genes. A growing number of promising chemopreventive agents for mam-
mary carcinogenesis have been identified in experimental animal model systems
(e.g., N-acet^lcysteine, anethole trithione, carbenoxolone, curcumin, fumaric acid,

glycyrrhetimc acid, oltipraz). Determination of the mechanisms of action of these

agents will require detailed investigations. Further, studies are needed on the mech-
anisms of action of chemoprotective/chemopreventive agents which emphasize the
effects on phase I and phase II enzjmie systems in breast cancer prevention and
that are directed at elucidation of the proximate and ultimate chemical structures

responsible for
chemoprotection/chemoprevention. Investigations on the role of fi-ee

ramcal inhibition in the prevention of breast cancer are also needed. Discovery and
chemical identification of naturally-occurring inhibitors of mammary carcinogenesis,
as well as chemical synthesis and modulation of the structure of compounds, are
needed in order to understand structure-activity relationships as a basis for

chemoprevention of breast cancer. Also of interest is the role in mammary
anticarcinogenesis of members of the steroid-thyroid hormone superfamily of nuclear

receptors and their ligands (e.g., retinoids, retinoic acid receptors, and retinoid X re-

ceptors). Further, studies on efficacy and mechanisms of combination

chemoprevention of breast cancer, including the use of cytokines, are encouraged.
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A number of epidemiologic and intervention initiatives aimed at prevention are

planned for fiscal year 1994. For example, in Linxian, China, which nas one of the

world's highest rates of esophageal cancer, vitamin/mineral pills have been tested

in two large-scale randomized intervention trials during 1985-91. Ascertainment of

cancer will continue at least through 1996 among 30,000 adults to determine the

effectiveness of the supplementation in preventing disease. The followup will evalu-

ate whether lowered rates of cancer thus far observed among those taking beta-caro-

tene, vitamin E and selenium persist, plus enable assessment of whether other vita-

min combinations may have begun to lower cancer incidence.

In an area of Shandong Province, China, with exceptionally high stomach cancer

rates, a randomized trial is planned to assess the potential for several antioxidant

vitamins/minerals and other agents, including the treatment of the bacterial infec-

tion HeUcobacter pylori, to inhibit progression of precancerous gastric lesions. Par-

ticipants with chronic atrophic gastritis metaplasia and dysplasia will be offered

daily supplementation with these preventive agents. It is expected that participants
will be followed for a four-year period to determine changes in lesions leading to

stomach cancer.
There is widespread confusion over the proper means to screen for and manage

cervical cancer precursor lesions, which are diagnosed annually in millions of

women in the United States. Recent epidemiologic and experimental studies have

proven that most cases of cervical cancer and its precursor lesions are caused by
human papillomavirus (HPV) infection. To translate this advance into clinically use-

ful HPV testing strategies that can improve cervical cancer screening will require
a clinical trial that is designed to examine what combination of HPV testing, im-

proved cytologic technigues,
and other ancillary screening methods (such as

cervicography) will provide optimal cancer screening.

Analyses have revealed that dysplastic nevi, which are precursor lesions for mela-

noma, are a significant risk factor for melanoma. Other data have shown that

dysplastic nevi are frequently familial. An initiative will evaluate family members
of participants in a case-control study of dysplastic nevi to determine if nevi are a

genetic trait. This initiative will yield information for designing screening and inter-

vention pro-ams for melanoma. In addition, the initiative will identify melanoma-

prone families for further gene mapping studies. An important component of this

effort is the melanoma screening examination given to all study participants.
An initiative will be undertaken to identify African-American families with nevoid

basal cell carcinoma syndrome (NBCC), the gene for which has been located. The
manifestations of NBCC are quite different in whites and Afincan-Americans, with

far fewer basal cell carcinomas occurring in Afiican-American families. However,
the syndrome is poorly characterized in African-Americans, and may be substan-

tially underdiagnosed. This initiative will enable the characterization of the roles of

the susceptibility gene, sun exposure, and pigmentation in the development of basal

cell carcinomas. With better information about the syndrome, diagnoses may be

made earlier and individuals can receive appropriate counseling and screening.
An ongoing initiative will continue to examine families with ovarian and breast

cancer, as well as efforts to clone the susceptibility gene. Family members will par-

ticipate in an evaluation of their attitude toward knowledge that they carry the

gene that confers risk and about prophylactic oophorectomy. This evaluation is es-

sential in determining how to approach counseling individuals concerning their sus-

ceptibility type. Another ongoing initiative will continue to study families with

neurofibromatosis type 2 (NF2). The gene for NF2 has been cloned and prenatal

testing is being developed. Understanding the function of the NF2 gene may lead

to prevention strategies for the devastating complications of this disease.

Despite low mortality overall, farmers in many countries experience excessive in-

cidence of cancers of the lip, stomach, skin, brain, prostate, and Ijonphatic and

hematopoietic system. A large prospective study of farm families (over 100,000 sub-

jects) in Iowa and North Carolina is planned to identify factors in the agricultural
environment that may contribute to these high rates of cancer incidence. Migrant
and seasonal workers also have contact with pesticides, often without protective

equipment or sanitary conditions. Cancer risks have not been evaluated among
these workers, probably because of the presumed difficulties associated with study-

ing this population. This project is designed to obtain information to help design ap-

Rropriate
epidemiologic studies of cancer among migrant and seasonal workers.

fon-Hodgkin's lymphoma has been associated with exposure to the herbicide, 2,4-

D. Experimental data, however, on the carcinogenicity of this chemical is lacking.

A study of pesticide applicators with high exposure will be used to obtain informa-

tion on precancerous effects that may be associated with herbicides.

Butadiene is an animal carcinogen. Human investigations suggest an association

with lymphatic and hematopoietic cancer. A study of workers currently exposed to
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butadiene is planned to evaluate metabolites, chromosomal aberrations, and

precancerous lesions. Preliminary studies by NCI have noted an association between

personal use of hair dyes and leukemia, non-Hodgkin's lymphoma, and multiple

myeloma among men and women. A study is being designed to specifically evaluate

this issue.

Two recent reports have noted an association between breast cancer risk and lev-

els of DDT and PCB in adipose tissue or serum from women. Investigations of popu-
lations with heavy DDT or PCB exposure from Michigan and Alabama are being

planned to clarify the possible role of these agents in the etiology of breast cancer.

The following two initiatives related to the human immunodeficiency virus (HIV-
1) are planned in FY-94: 1) HIV perinatal transmission prevention study, which

will employ prenatal vaginal lavage to limit HIV exposure; and 2) HFV-l preventa-
tive vaccine preparedness and possibly Phase 1/2 safety and immunogenicity trial

in Trinidad-Tobago.
NCI is participating in an international collaborative study of the risks of lung

cancer in miners exposed to radon. Because of its large size, the study will provide

improved estimates of the relationships between the timing and intensity of radon

exposure and lung cancer risk. This information has important implications for pre-
vention activities, including measures to reduce radon exposure in homes. NCI will

commence analyses of data on the relationship between exposure to ultraviolet radi-

ation and the risk of non-melanoma skin cancer in regions of the United States.

Methodologic work and analyses will continue on a community intervention trial to

determine whether community activities can accelerate smoking cessation in ciga-

rette smokers.
Research awards resulting from a Request for Applications (RFA), entitled "Inter-

disciplinary Collaborative Studies in the Genetic Epidemiology of Cancer," have im-

portant preventive aspects. For example, information collected on family histories

and extended pedigrees, as well as collection of blood and tissue specimens, will be

useful in identifying genetic determinants that predispose to cancer. Education and

early detection programs can be implemented to reduce the cancer burden in geneti-

cally susceptible individuals.

An RFA entitled "Cooperative Family Registry for Epidemiologic Studies of Breast

Cancer" will be issued. Registries of extended families with high cancer incidence

would provide unique research resources for prevention studies.

The Community Clinical Oncology Program (CCOP) is a network of community
cancer specialists, primary care physicians, and other health care professionals who
conduct botii clinical treatment research and cancer prevention and control research

studies. The objectives of the CCOP include the development of clinical trials for ef-

fective implementation of cancer prevention and control research in multi-institu-

tional settings in the areas of early detection and screening, chemoprevention, smok-

ing, patient management, continuing care, and rehabilitation; the testing of inter-

vention strategies such as chemoprevention in large populations; and the assess-

ment of the impact of targeted research on community practices.
One way to develop and implement effective treatment and cancer control strate-

gies in minority populations, and thereby reduce disparities in cancer incidence,

morbidity, and survival rates between whites and minority populations, is the par-

ticipation of minority populations in the conduct of clinical trials. Since the CCOP
model is an effective mechanism for linking investigators and their institutions with

the clinical trials network, a Minority-Based CCOP was initiated to provide minority
cancer patients with access to state-of-the-art cancer treatment and control tech-

nology.
The Breast Cancer Prevention Trial (BCPT) with tamoxifen is currently underway

in tiie CCOP clinical trials network, and research related to this effort will be ex-

panded in fiscal year 1994. The trial is being implemented by the National Surgical

Adjuvant Breast and Bowel Project and includes participants fi^m over 270 centers

across the United States and Canada. The study tests the ability of tamoxifen, an

anti-estrogen medication used in post-surgical
treatment of early stage breast can-

cer, to prevent the development of breast cancer in women at increased risk for de-

veloping the disease. Based on results from treatment clinical trials in which

tamoxifen reduced the incidence of breast cancer in the opposite breast in women

already diagnosed with breast cancer in one breast, scientists estimate that

tamoxifen has the potential to reduce the incidence rate of breast cancer in high risk

women by at least thirty percent. Approximately 16,000 women at increased risk

for breast cancer due to age, family history, and personal history (i.e., age at first

birth, age at menarche, and previous breast biopsies) will be randomized to receive

tamoxifen (20 mg/day) or placebo for an initial period of five years. The total trial

will last ten years.
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The Prostate Cancer Prevention Trial (PCPT) is being conducted in the CCOP
cUnical trials network. Resources for the study will be increased in fiscal year 1994.

The trial is an intergroup study involving communitv and university hospitals
across the country and is being coordinated oy the Southwest Oncology Group. The
study tests the abiUty of finasteride (Proscar), a 5-alpha-reductase inhibitor of

androgen synthesis, to reduce the incidence of prostate cancer, the most common
cancer in men. Finasteride has already been approved by the FDA for use in the

treatment of androgen-dependent prostate enlargement known as benign prostate

hyperplasia (BPH), a contfition that leads to urinary blockage and prostate surgery.
The study will include approximately 18,000 men fi"om across the United States.

Participation is being opened to all men between the ages of 55-70, but black men
and men with a faimly history of prostate cancer are being aggressively recruited

since they may have the greatest risk of developing prostate cancer. Men entering
the study will be randomized to receive finasteride or placebo for seven years. The
total trial will last 10 years.

In addition to the tamoxifen BCPT and the finasteride PCPT, the CCOP clinical

trials network is being used to implement a variety of new chemoprevention clinical

trials. One example of high priority research to be implemented in the CCOP net-

work is a study of the efficacy of 13-cis retinoic acid (13-cRA) to prevent second pri-

mary tumors in patients who have been completely
resected for non-small cell lung

cancer (NSCLC). The incidence of development of second primary lung tumors in

long-term survivors of NSCLC may be as high as 10 percent. Recently, retinoids

have been evaluated as possible chemopreventive agents for epithelial carcino-

genesis. Preclinical and early clinical data have shown that retinoids can reverse

precancerous lung lesions. 13-cRA has been found to be effective in preventing sec-

ond primary tumors in patients with head and neck cancers who were free of dis-

ease after local therapy. This research will build on these results in a population
of lung cancer patients at high risk of developing second primary lung tumors.

Other agents currently in prevention clinical trials testing in the CCOPs include

DFMO in oladder cancer, interferon alpha in cervical dysplasia, and alpha tocoph-
erol in oral leukoplakia.
The Screening Trial for Prostate, Lung, Colorectal, and Ovarian Cancers (PLCO)

will include 37,000 men screened for four years for prostate, lung, and colorectal

cancers and 37,000 women screened for the same period of time for lung, colorectal,

and ovarian cancers. The objective is to determine if mortality fi-om these cancers

can be reduced through these screening methods. Equal numbers of men and women
are being followed as control subjects under routine medical care. There will be a

10-year follow-up of both study subjects and controls to assess the impact of the

screening on mortality. The study will also include genetic marker studies of diag-
nostic biopsy specimens in order to relate genetic aberrations to these cancers. The
fiscal year 1994 budget includes an increase in funds to enable the PLCO screening

phase to commence.
The National 5-A-Day Program is developing a national plan to encourage Ameri-

cans to eat five serving of fruits and vegetables every day.
It is being conducted

as a joint effort of the Division of Cancer Prevention and Control, National Cancer
Institute (NCI), the NCI's OfBce of Cancer Communications, and the Produce for

Better Healtii Foundation, a non-profit finiit and vegetable industry coalition. A
number of randomized community-level studies to determine the effectiveness of the

plan in reaching specific target populations or affecting supermarket point-of-pur-
chase activities began in fiscal year 1993 and are expected to be expanded in fiscal

year 1994.
The Native American Women's Cancer Initiative evolved from eight on-going five-

year cooperative agreements. Based upon the preliminary findings, this initiative

has been developed to appropriately respond to emerging cancer needs and issues

of Native American women. At the turn of the century, cancer was an extremely
rare disorder among American Indian people. Although American Indians and Alas-

ka Natives continue to experience low cancer incidence rates in comparison with
other racial groups such as whites, blacks, and Asians, within the last few genera-
tions, cancer has become the leading cause of death for Alaska Native women, and
is the second leading cause of death among both American Indian and Native Ha-
waiian women.
NCI's Surveillance, Epidemiology, and End Results (SEER) Program, the NCI's

principal program for identifying and evaluating trends in the magmtude of the can-

cer problem, consists of eleven population-based cancer registries covering 14 per-
cent of the nation's population. The SEER Program resource will be used in two ef-

forts to assess treatments received by cancer patients. The first approach is the rou-

tine data collected by the SEER Program for all cancer sites. Resources will be allo-

cated to assure reliable data, stressing the assessment of data on adjuvant thera-
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pies. The second approach will be special studies utilizing SEER registries, and pos-

sibly non-SEER registries, which will be designed to collect data on specific

chemotherapeutic regimens, along with other treatment information relevant to as-

sessing the extent to which state-of-the-art cancer treatment is used in clinical prac-
tice.

The fiscal year 1994 budget will support an increase in resources for a study ad-

dressing questions that have been raised regarding the possible deleterious health
effects of breast implants. In collaboration with the FDA the Program is conducting
a telephone survey of 1,350 women who have had breast implant surgery and who
have reported health problems to the FDA through the voluntary Problem Reporting
Program. The study will establish the frequency of rheumatic disease symptoms and
the reported diagnosis of systemic sclerosis, systemic lupus erythematosus, and
rheumatoid arthritis in this group of women in order to aid in the determination
of the safety and health consequences of silicone gel-filled breast implant prostheses.
In addition, the study will gather information on the women's psychosocial experi-
ence with the breast implant prostheses. Another component of uie study addresses,

prospectively, breast cancer patients who receive implants. Women will be contacted
at yearly intervals to collect information on vitel statistics and to assess complica-
tions associated with their implant. In a third component investigators will inter-

view a sample of women diagnosed with breast tumors (in situ and invasive disease)
who had reconstruction to assess the signs and symptoms consistent with connective
tissue disorders. The women will be identified through cancer registry records. This

study has trans-NIH and, indeed, trans-agency implications, regarding Women's
Health.

REDUCTIONS

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. The American Stop Smoking Intervention Study for Cancer Prevention

(ASSIST) is a large demonstration study of community-based smoking cessation ac-

tivities developed and evaluated through the Smoking, Tobacco, and Cancer Pro-

gram. ASSIST is conducted through contracts with state public health agencies in

association with the American Cancer Society. The project, which is being imple-
mented in 17 states, involving more than 91 million Americans (20 million smokers),
was initiated in 1991. Under current budget constraints, program funds are ade-

quate to carry out the planned activities, although certain aspects could be en-

hanced if additional resources were available. The states currently participating
are:

Wisconsin, Minnesota, Michigan, Maine, Massachusetts, Rhode Island, New York,
West Virginia, New Jersey, Virginia, North Carolina, Indiana, Missouri, South

Carolina, Colorado, New Mexico, and Washington. Together, these stetes include
10.3 million African-Americans, 4.3 million Hispanics, 2 million Asian/Pacific Island-

ers and 600,000 Native Americans. Additional resources would allow other states to

be brought into the program and current efforts to be expanded.
Expansion of NCI s cnemoprevention program with aaditional trials for promising

chemopreventive agents will not be possible. Agents to be tested against diverse

cancers in Phase I (toxicity/preliminary efBcacy) trials include oltipraz and an ana-

log of dihydroepiandrosterone (DHEA). In Phase II trials (dosage refinement), breast
cancer will be the highest priority initiative, with at least three trials to be initiated,

including trials of 4-HPR plus temoxifen and DFMO. The trials will also include the
evaluation of breast biomarker

endpoints.
Additional funding would permit another

three to five new intermediate marker trials. The implementation and expansion of

trials for breast, prostate, lung, colon, bladder and other important target organs
is a crucial priority for additional budget support.

In the area of agent acquisition for clinical studies, the intermediate steps such
as formulation, packaging, storing, shipping, tracking activity, and inventory control

would be slowed without additional funding for a centralized drug repository. Ob-

taining patented or rare and expensive agents of chemopreventive interest from aca-

demic centers, individuals, and pharmaceutical companies involves legal negotia-
tions. Chemopreventive agents also may require a "Certificate of Analysis" to define

identity and purity. Characterization of stereoisomers, impurities, stability, and
other considerations related to stendardization of the agent may be a necessity.
These activities would be coordinated through the centralized repository.

Early detection of cancers is associated with much higher survival rates than can-

cers detected at the advanced or metastatic stage. Research on biomarkers also of-

fers a potential tool for early detection of a number of cancers. This research is,

however, in the very earliest stages of development and requires studies in conjunc-
tion with clinical trials to determine which markers are clinically relevant and reli-

I
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able. Large-scale prevention clinical studies, such as the tamoxifen and Proscar

trials, offer tremendous opportunities to develop serum and tissue banks, collected

longitudinally in concert with serial clinical and metabolic observations. Expansion
funds will not be provided to establish and maintain serum and tissue banks from
the many thousands of men and women participating in these trials.

NCI's nutrition program provides the public with up-to-date information on the

relationship between diet and cancer and steps they can take to lower their cancer
risk through dietary change. A cornerstone of this effort is the National 5-A-Day
program, a national plan to encourage Americans to eat five servings of fruits and

vegetables every day to reduce their risk of cancer as well as other diseases. Nine-
randomized community level studies were launched in 1993 to test the effectiveness

of the plan's intervention strategies. Budget constraints may reduce the number of

Americans who can be reached by the ongoing community studies, as well as delay
the dissemination of research findings on methods of promoting fruit and vegetable
consumption. With additional funding the NCI is prepared to communicate critical

information on practical nutrition issues to health professionals and the American

public through this and other programs.
Among the projects of which elements will have to be reduced or eliminated under

the current 1994 budget are:—
Acrylonitrile is an animal carcinogen, but results from small epidemiologic stud-

ies are equivocal. A study of 25,000 workers has been underway for several

years.—Brain and stomach cancer have been associated with employment in agriculture
and other industries. Interviewing is underway for case-control studies designed
to identify specific occupational exposures that may contribute to the etiology
of these cancers.—During the performance of their job, fire fighters may come into contact with
a variety of carcinogenic combustion products. A mortality study of Philadelphia
fire fighters is designed to identify disease risks among this important occupa-
tion.—Professional lawn care is a growing business in the United States. Workers

apply a variety of insecticides and herbicides on a daily basis. A study is under-

way to evaluate the mortality experiences of 35,000 employees of a national

lawn care firm.—Despite low mortality overall, farmers in many countries experience excesses for

cancers of the lip, stomach, skin, brain, prostate, and lymphatic and

hematopoietic system. A large prospective study of farm families (over 100,0^
subjects) in Iowa and North Carolina is planned to identify factors in the agri-
cultural environment that may contribute to these excesses.—Migrant and seasonal workers have contact with pesticides, often without pro-
tective equipment or

sanitary
conditions. Cancer risks have not been evaluated

among these workers, probaoly because of the presumed difficulties associated

with studjdng this population. This initiative is designed to obtain information
to help design appropriate epidemiologic studies of cancer among migrant and
seasonal workers.—Blood samples have been collected from Chinese workers with benzene poison-

ing, from tnose with high exposures to benzene without poisoning, and from the

unexposed. Laboratoir analyses of potential biologic markers for benzene expo-
sure would be delayed.—The following two initiatives related to the human immunodeficiency virus

(HIV-1) are planned in fiscal year 1994: first, an HIV perinatal transmission

prevention study, which will employ prenatal vaginal lavage to limit HIV
expo-

sure; and secondly, HIV-l preventative vaccine preparedness and possible
Phase I or II safety and immunogenicity trial in Trinidad-Tobago.

UNFUNDED PREVENTION INITIATIVES

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. Under current budget projections, the NCI will be unable to fund a num-

ber of planned initiatives. For example, we believe that a new research paradigm—
enabling NCI scientists to work closely with those from medical schools, schools of

public health, and industry—will provide a synergism necessary to speed fundamen-
tal gains in the science of cancer prevention. We have developed a concept for a

Cancer Prevention and Bionutrition Research Center that brings together these

groups in a research setting designed specifically to merge basic biological research

with nutrition and epidemiology activities targeted to cancer prevention. The pro-

posed multidisciplinary Center will provide a model for the development of the re-

fci f*c\/\
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search field from which scientific concepts can be applied in extramural settings. A
maior focus of the Center will be on the molecular aspects of how nutrition regmates
cellular processes and on the development of intermediate biomarkers capable of

monitoring these processes, particularly with regard to the common epithelial malig-
nancies of the breast, prostate, and aerodigestive tract. Another major thrust would
exploit novel mechanisms for interruption of malignant transformation and progres-
sion (including research on micronutrients, growth factors, and on cancer vaccines).
A chemoprevention/metabolic research unit within the facility would coordinate
studies on the interactions of preventive agents and differing dietary regimens. For

example, knowledge of the physiological impact of a high-or low-fat diet on agents
such as tamoxifen could lead to recommendations for their most effective usage. As
a national resource for moving techniques from the molecular biology laboratory to

community cancer prevention, the center would complement traditional activities at

both comprehensive and clinical NCI Cancer Centers by providing tools that can be
evaluated in definitive, large-scale trials throughout the country.
Another proposed initiative would focus on identifying biochemical indices for

monitoring dietary changes. This research initiative focuses on controlled feeding
and metabolic studies designed to identify and develop non-invasive, specific and
sensitive biochemical or biologic indicators for routine clinical monitoring of dietary
modification and adherence. ^Dietary components of particular interest include totaJ

fat, dietary fiber, vitamin A, carotenoids and folates. Such methodology would great-
ly facilitate the design, conduct and interpretation of intervention studies that at-

tempt to determine the role of diet in cancer risk and prevention.
With additional funding, NCI would initiate a longitudinal survey of health be-

haviors in the general population, related specifically to diet, weight, and physical
activity in which a cohort is interviewed biennially in order to examine behaviors
in each area, determine which factors are related to the adoption of such behaviors
and practices, and define the interrelationships among these behaviors and prac-
tices. The survey will monitor changes in dietary behaviors, physical activity, and
weight status (as well as weight loss and maintenance practices) over time. Data
on lifetime and current smoking behavior will be included. Results of this survey
will help to confirm causal pathways and identify segments of the population which
would benefit from intervention efforts.

Two randomized, double-blind nutritional intervention trials were conducted in

Linxian, China, where the mortality rates of esophageal and gastric cancers are

among the highest in the world and there is suspicion that the population's chronic
deficiencies of multiple nutrients are etiologically involved. The exciting findings
from these intervention studies require further follow-up of participants to docu-
ment their morbidity and

mortalitjr
in the post-intervention period, particularly to

learn how long the intervention effects last. With additional funding, NCI scientists

will initiate new interventions in nearby population groups with similarly high

esophageal/ gastric cancer rates to confirm these findings and determine which of

the individuS factors in the combinations were responsible for the prevention effect.

Such funding will also facilitate the evaluation of a variety of intermediate

endpoints in the carcinogenesis pathway and the development oi possible vaccines.

Lung cancer, the leading cause of cancer death in the United States, occurs at
an extraordinary rate among the tin miners in Yunnan, China. Their extreme risk
is presumed to be due to occupational exposure to radon, arsenic, and tobacco, as
well as low dietary intake of a number of potentially beneficial nutrients, including
selenium and other antioxidants. With over 7,000 miners in this high-risk group,
this population is ideally suited for a variety of lung cancer prevention strategies.
Further funding will allow initiation of interventions such as nutritional

supplementation for the chemoprevention of lung cancer. Another exciting consider-
ation for future prevention clinical trials in this population is the testing of a lung
cancer vaccine.
Research on biomarkers is particularly important. While significant research in

this area is underway, an increased focus would enable cancer clinical trials to be
undertaken with fewer subjects and with results obtained more rapidly. In

particu-
l£ir, a new research initiative aims to encourage the integration of state-oi-the-art

technologies in the development and conduct of clinical/metabolic studies to evaluate
the role of diet and dietary components in breast cancer prevention and control.

Studies will include systematic identification and evaluation of those biomarkers as-

sociated with initiation and promotion of preneoplastic transformation that can be
modulated by dietary constituents; validation of these molecular, endocrine, and cel-

lular markers of preneoplastic transformation as intermediate biomarkers for mam-
mary cell transformation; and evaluation of interactions betweon nutrients, drugs,
and environmental factors. Clinical/metabolic studies are a logical step in advancing
our knowledge on the role of diet and dietary components in breast cancer causation
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and prevention and will provide a stronger research base for progression to breast
cancer prevention trials.

The validation of biomarkers will enable prevention trials to be conducted in a
more efficient manner, and for some cancers, will permit prevention research that
would otherwise be unfeasible due to the enormous number of subjects required. A
number of the NCI's large ongoing trials in breast cancer (Breast Cancer Prevention
Trial with Tamoxifen), prostate cancer (Prostate Cancer Prevention Trial with
Finasteride [Proscar]) and screening (Screening Trial for Prostate, Lung, Colorectal,
and Ovarian Cancers) include studies of various biomarkers for these cancers. Nev-
ertheless, due to budget constraints, these components of the trials may go un-
funded.
Cancer surveillance provides an ongoing assessment of cancer trends, and the

identification of special populations—those with particularly high rates or risks of
cancer—is a critical part of NCI's cancer prevention and control program. The pro-
gram currently tracks incidence and survival in 14 percent of the Umted States and
serves as a model for many other areas of the country. However, the ability of the

?>rogram
to assess trends and to more fully understand population and regional dif-

ierences would be enhanced if it could be expanded. Limitations in funds have pre-
vented this expansion, which would include selected additional registries as well as
additional surveys and other information resources to identify components of the
cancer burden such as issues of quality of life for those persons who have been diag-
nosed with cancer.

As another example of planned but unfunded studies, NCI will not be able to initi-

ate a large diet-based observational cohort study of older Americans to examine re-

lationships between diet and breast, colorectal, and prostate cancer. The study was
to be carried out in collaboration with the American Association of Retired Persons,
which has been working with the NCI to implement a two-stage design with mem-
bers of the Association as cohort subjects to be selected from one of five states that
have comprehensive state cancer registries. Follow-up on 350,000 subjects was to be
conducted primarily through these registries.

Certainly one of the largest effects of limited resources is on investigator-initiated
research grants, many of which

support prevention initiatives. Currently NCI is

funding about 20 percent of approved research proiect grants. At this highly com-

petitive funding level, with one out of five approved grants funded, there are many
important research initiatives that simply cannot be undertaken. For example, now
under review is a large investigator-initiated research study to test chemopreventive
regimens in high-risk lung cancer populations. The study focuses on a combination
of retinol and beta-carotene in two populations: male and female current and former _

heavy smokers; and males with extensive occupational asbestos exposure. The large
cost of this important trial may preclude its funding in favor of several smaller in-

vestigator-initiated grants that can be funded fix>m the same resources.
An initiative is planned to identify Afiican-American families with nevoid basal

cell carcinoma syndrome (NBCC), the gene for which has been located. The mani-
festations of NBCC are quite different in whites and African-Americans, with far

fewer basal cell carcinomas occurring in African-American families. However, the

syndrome is poorly characterized in African-Americans, and may be substantially
underdiagnosed. 'This initiative would have to be delayed shoiUd there be inad-

equate contract dollars in fiscal year 1994.
Several additional studies of environmental carcinogens would go unfunded with-

out adequate resources in fiscal year 1994 including biologic monitoring of workers

exposed to herbicides; the relationship of butadiene to carcinogenicity; the risk of

lymphatic and hematopoietic cancer fiiim the use of hair dyes; and the link between
breast cancer and exposure to halogenated pesticides.

PREVENTION CLINICAL TRIALS

Question. What clinical trials are you presently supporting or will you support in
1994 that focus on disease prevention?
Answer. The NCI has always placed a high priority on prevention research and

NCI-supported clinical trials that focus on prevention will continue to be a critical

area of emphasis. The following list provides a summary of planned or ongoing pre-
vention clinical trials in 1994:
Breast Cancer Prevention Trial (BCPT): This trial tests the ability of tamoxifen,

an anti-estrogen medication used in postsurgical treatment of early stage breast

cancer, to prevent the development of breast cancer in women at increased risk for

developing the disease. Approximately 16,000 of these women are being randomized
to receive either tamoxifen (20 mgVday) or placebo for an initial period of five years.
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Prostate Cancer Prevention Trial with Finasteride (Proscar): Prostate cancer is in-

fluenced by androgens, particularly in its earliest stages. This trial will use
finasteride (Proscar) in an intergroup study to test the hypothesis that reduction of

dihydrotestosterone (DHT) will prevent the development of prostate cancer.

Large Bowel Adenomatous Polyp Dietary Intervention: This study is designed to

determine whether an experimental diet (low fat, high fiber, vegetable- and fruit-

enriched) will decrease the recurrence rate of large bowel adenomatous polyps.
Nutritional Prevention of Polyps in the Large Bowel: This randomized, double-

blind clinical trial is testing the efficiency of dietary supplements in preventing neo-

plastic polyps (adenomas) of the colorectum in persons at high risk for this condi-

tion. The study involves 850 patients who were enrolled shortly after diagnosis and
removal of a large bowel adenoma. Patients have been assigned to four treatment

groups with the test treatments consisting of (1) 30 mg. of beta-carotene daily, (2)

the combination of one gram ascorbic acid and 400 mg. alpha tocopherol daily, (3)

both treatments or (4) placebo only.
Women's Health Trial—Feasibility Study in Minority Women: This trial is a

three-year pilot that is testing methods to enable African American, Hispanic, and
women from low-income populations to change their current eating habits (about 37

percent of calories from tat) to a low-fat eating pattern (20 percent of calories from
fat). The study also will evaluate the impact of social customs, culture, and economic
status on achieving and maintaining this dietary pattern. The multicenter random-
ized clinical trial will enroll 2,250 women from 45 to 69 years of age.

Screening Trial for Prostate, Lung, Colorectal and Ovarian Cancers: The PLCO
Trial is a

16-year
randomized study in which 37,000 men will be screened over four

years and followed for an additional ten years for prostate, lung and colorectal can-

cers and 37,000 women will be screened over the same period of time for lung,
colorectal and ovarian cancers. The control group for this trial will include 37,000
men and 37,000 women.

Trial of Vitamin E, Beta-Carotene, and Aspirin in Women: A randomized, double-

blind, placebo-controlled trial of beta-carotene and vitamin E as
chemoprophylactic

agents in reducing the incidence of lung cancer among women at high risk due to

their long duration of cigarette smoking. Due to study design, an independent as-

sessment can be done of the potentieil chemopreventive efficacy of these two
micronutrients on incidence of breast cancer. This trial will be conducted among ap-

proximately 19,000 female U.S. nurses, 40-74 years of age, with a total current or

past duration of cigarette smoking of at least 15 years.

Supplement to Trial of Vitamin E, Beta-Carotene, and Aspirin in Women: This

supplement will collect, store and selectively analyze pre-randomization blood sam-

ples from 40,000 post-menopausal women who will be enrolled in the Women's
Health Study, a randomized double-blind placebo controlled trial of beta-carotene,
vitamin E and low-dose aspirin in the primary prevention of cancer and cardio-

vascular disease. The primary goal of the blood analyses will be to evaluate, in a
series of efficient nested case-control studies, whether baseline micronutrient and
antioxidant levels modify the effect of taking beta-carotene and vitamin E prophy-
lactically for the primary prevention of cancer and cardiovascular disease.
Randomized Trial of Aspirin and Beta-Carotene in U.S. Physicians: A randomized,

double-blind, placebo-controlled trial of the effect of alternate-day consumption of as-

pirin or beta carotene on mortality amon^ male U.S. physicians, 50 to 75 years of

age. The aspirin component has been terminated.
Cancer Prevention Program Project: This program is a renewal that will build on

research conducted during the previous five years. The program's theme is primary
prevention of cancer morbidity and mortality with an emphasis on dietary interven-
tion and community intervention, in recognition that successful primary interven-
tion must be population-based and that tobacco and dietary interventions hold the
most

promise
for impact on public health measures.

Finland Studies of Nutrition and Chemoprevention: The objectives of these etio-

logic studies are to 1) assess the role of dietary fats, selenium, and vitamins A, E,
and C in breast cancer development; and 2) evaluate the relation of intake of var-
ious nutrients to subse<;|uent cancer, particularly breast, colon, and lung. The role

of various anthropometric measurements, genetic markers for breast cancer, and re-

productive factors are also being explored.
Aspirin Prevention of Large Bowel Polyps: This is a randomized, double-blind, pla-

cebo-controlled trial of the efficacy of
aspirin

in preventing recurrence of neoplastic
polyps of the large bowel. Subjects randomized to the trial will have had at least
one neoplastic polyp removed in the three months before enrollment, with no known
poljrps remaining in the large bowel. 870 subjects will be randomized to receive ei-

ther placebo, 80 mg. of aspirin daily, or 325 mg. of aspirin daily.
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American Association for Retired Persons (AARP) Observational Cohort Study:
This study will be conducted among several hundred thousand members of the
AARP to examine relationships of diet with breast, colorectal, and prostate cancer.
Low-Fat Diet and Breast Cancer Recurrence: This prospective, randomized clini-

cal trial will test the hypothesis that reduced dietary fat intake, as an adjuvant
breast cancer prevention, will reduce recurrence and increase patient survival for

post-menopausal women with localized breast cancer. Mechanisms of action for po-
tential study include the influence of dietary fat on circulating steroid hormone con-

centration, prostaglandin synthesis, immune function, regulatory gene expression,
and cancer cell membrane structure and function.
The Beta-Carotene and Retinol Efficacy Trial for Chemoprevention of Lung Can-

cer in Populations at High Risk (CARET): CARET is an ongoing lung cancer preven-
tion trial that tests the efficacy of the combination of retinol and beta-carotene in

two high-risk populations: male and female current and former heavy smokers; and
males with extensive occupational asbestos exposure. The randomized, double-blind
trial compares placebo witn a daily combination of 30 mg beta-carotene and 25,000
units of retinyl peilmitate.

In addition to these clinical trials, the NCI has several important studies under-

way to evaluate environmental exposures and their association with increased can-
cer risk:

The Agricultural/Pesticide Exposure Study: This project, which is being carried
out in collaboration with the National Institute of Environmental Health Sciences
and the Environmental Protection Agency, is the largest studv ever undertaken to

evaluate the relationship between exposures characteristic of an agricultural life-

style and risk for cancer. The study will involve about 75,000 farmers, their spouses,
and children and will assess a variety of

exposures
such as pesticides, chemical sol-

vents, engine exhausts, animal viruses, ana sunlight. Cancer risks associated with
diet, cooking practices, and the chemicals resulting from the cooking process will

also be examined.
Studies of PBB Exposure in Michigan: The NCI is collaborating with the Centers

for Disease Control and Prevention, tne Michigan Department of Public Health, and
the University of Michigan to monitor health effects, in particular breast cancer, re-

sulting from the contamination of animal feed with PBBs on about 600 farms in

Michigan. The contamination resulted in widespread contamination of farm ani-

mals, milk and residents in the area. Blood samples are being collected from 4,000
residents with the highest exposures who are oeing evaluated. One case-control

study will compare the levels of PBB residues from breast fat of women diagnosed
with breast cancer to the level of residues from women without cancer.

Studies of DDT exposure in Alabama: A group of individuals living in a rural area
of Alabama were exposed from 1947 to 1971 to DDT residues that had been dumped
in a nearby river where they regularly caught fish. These individuals have been
shown to have blood levels of DDE 10 times higher than average and the group is

now under medical surveillance. The NCI is planning to use a health survey of these
residents to

develop
a case-control study that compares DDE residues in the breast

fat of women with breast cancer to residues in inmviduals without cancer. The NCI
is also developing a screening mammography program for these residents in collabo-

ration with the University of Alabama Graduate School of Nursing.

BASIC RESEARCH AND PREVENTION

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention?
Answer. One of the primary goals of molecular medicine is the identification of

an individual's heritable risk for development of specific diseases, based on the pre-
dicted interactions between genetics and environment, for the ultimate purpose of
disease prevention. Molecular medicine begins with the identification and character-
ization of molecular events that determine health or, in the aberrant state, lead to

the development or progression of disease. An understanding of the molecular inter-

actions that determine both normal
physiology

and pathology form the basis for ra-

tional, targeted prevention strategies. In reality, a strong basic research agenda is

our best hope for developing new approaches for primary prevention.

PROMISING RESEARCH

Question. What are some of the most promising research projects now being fiind-

ed by your Institute?

Answer. Three areas of NCI's cancer research program—vaccines, gene therapy
and novel approaches for chemoprevention—are providing especially important in-

roads into tne devastation caused by many cancers. It is tnrough the continued
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basic science development and clinical application of these innovative strategies that

progress in cancer treatment and prevention is beginning to evolve.

Vaccines directed against cancer offer a unique opportunity
for primary and sec-

ondary cancer prevention in a number of ways. Sucn vaccines, in principle, may be
used to prevent cancer development, prevent its recurrence or prevent the emer-

gence of a new primary cancer in patients already undergoing treatment. Vaccines
can also be used in the treatment of patients currently suffering from active cancer.

Recombinant technology and genetic engineering are the foundation stones for de-

veloping these novel vaccines. For cancers of viral and non-viral etiology, a major
thrust of NCI's basic and clinical research portfolio is the identification of tumor cell

surface and intracellular antigens and their genes, the development and application
of novel recombinant vectors, and new methods for intracellular gene modification.

The ultimate goal of these research efforts is the translation of these technologies
into the clinical arena for testing in a wide array of malignancies.
A novel, genetically-engineered vaccine construct combines genes encoding weak

antigens (e.g. carcinoembryonic antigen, CEA) with highly antigenic recombinant
vectors such as vaccinia. CEA is expressed on 40-60 percent of all breast cancers
as well as the majority of gastrointestinal cancers and some non-small cell lung can-

cers (up to 70 percent in some series). Therefore, a vaccine that raises an effective

immune response directed against CEA would have major impact on important and

devastating cancers. A Phase I trial of recombinant vaccinia/CEA construct in eligi-

ble patients with CEA-positive cancers began in April 1993. The trial is designed
to determine if the construct can elicit an anti-tumor immunologic response and
tumor shrinkage. This study will be extended to include multiple institutions in the
near future. A similar vaccine construct using prostate-specific antigen (PSA) is cur-

rently under preclinical toxicology testing and should enter clinical testing for pros-
tate cancer within the next 12-18 months.

In other studies, mutations in the oncogene known as ras have been detected in

20—40 percent of all endometrial, cervical, colon and non-small cell lung cancers.

Two different types of genetically-engineered vaccines using the ras oncogene have

recently been developed and shown to be immunogenic when tested in mice. Lung
cancers and some gastrointestinal cancers (colon, pancreatic) contain ras mutations
and also express CEA. This raises the possibility that the recombinant vaccines

targeting ras and CEA could be combined for therapeutic and preventive purposes
for some cancers that at present incur great suffenng and a high mortality rate.

Mutations in the p53 tumor suppressor gene and its encoded protein product are

among the most common mutations in all types of malignancies and are also targets
for vaccine development. NCI-supported scientists are developing a p53 vaccine

strategy, and we expect to seek approval from the Food and Drug Administration
(FDA) soon to begin the study.

Virally-inducea cancers present a special opportunity.
NCI scientists are develop-

ing two exciting vaccine candidates directed against human papillomavirus, thus

making the vaccine-based prevention of cervical cancer a realistic experimental op-
tion. (Jervical cancer is a major cause of death in women worldwide and is likely
to increase in incidence and aggressiveness as the numbers of HIV-infected women
increase. A vaccine that affords safe and effective prevention could have profound
societal impact. Animal model testing is underway.
Advances in biotechnology have led to the development of an entirely new ap-

proach to disease treatment. Gene therapy, in which defective or unexpressed genes
are restored or replaced by transferring a functioning or altered gene into cells,

intersects all avenues of therapy and prevention. Research efforts to correct or re-

place defective genes or to confer new cellular functions include the genetic modi-
fication of tumor cells (vaccines), tumor infiltrating lymphocytes
(immunomodulation), stem cells (to confer resistance to cytotoxic drugs) and
fibroblasts (for in vivo gene delivery of "suicide vectors" to tumor cells). Ten NCI-

supported gene therapy programs encompass such diverse diseases as brain tumors,
leukemias, multiple myeloma, melanoma and renal cell, lung and ovarian cancers
as well as other tumors.
The past year has seen a tremendous explosion in the design and implementetion

of gene transfer and gene therapy clinical trials for a broad spectrum of diseases.

At present, there are more than 30 clinical protocols approved or pending approval
by the National Institutes of Health (NIH) Recombinant DNA Advisory Committee
(RAC), over half of which have been developed within the last year. More than 75

percent of these trials terget malignant diseases: melanoma; renal cell, small cell

and non-small cell lung, ovarian and breast cancers; neuroblastoma; glioblastoma;
and various hematopoietic malignancies. Diverse approaches to these malignancies
include insertion of marker genes, antisense constructs, genes for

immunostimulatory growth factors (cytokines), viral enzymes or drug resistance
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genes into tximor infiltrating lymphocytes (TILs) or tumor, fibroblast or bone mar-
row cells.

The concept of "suicide vectors" involves the selective transfer of genes into tumor
cells to confer a new function that, in turn, can be exploited for antitvunor therapy.
Scientists at NCI and the National Institute of Nevut)logical Disorders and Stroke
(NINDS) have collaborated to design a clinical treatment protocol that combines
stereotactic surgery with this form of gene therapy in patients with primary and
metastatic brain tumors. This groundbreaking protocol began in December 1992.

Efforts to augment immune responses to timior antigens continue to focus on the
use of gene transfer techniques for directiy delivery of a variety of naturally-secreted
growth factors (cytokines) to the target tumor cell. Other strategies seek to over-
come the tendency for immune cells to develop tolerance to malignant cells.

Interleukins (ILs), colony stimulating factors (CSFs), interferons (IFNs) and tumor
necrosis factors (TNFs) are being used in serial clinical trials in patients with ad-
vanced melanoma. Other diseases targeted for innovative trials of cjrtokine gene-
transfected tumor cells include breast, ovarian, renal and colon cancers. A clmical
trial of granulocyte-macrophage (GM)-CSF-transduced autologous timior vaccine is

currentiy being implemented in
patients with metastatic renal cell carcinoma. Pa-

tient entry is expected to begin m the fall of 1993, and will serve as a model for
similar approaches to be tested in patients with other malignancies.
The recent development of novel high-efficiency retroviral vectors is facilitating

the rapid transduction of diverse tumor cells with various C3rtokine genes. It is now
possible to achieve an approximate 60 percent transduction efficiency of the

granulocyte-macrophage (GM)-CSF gene in renal, ovarian, colon, pancreatic and
prostate tumors. A clinical trial of GM-CSF-transduced autologous tumor vaccine is

currently being implemented in patients with metastatic renal cell carcinoma, witii

patient entry expected beginning in Fall 1993, and will serve as a template for a
similar approach to be tested in patients with other malignancies.
The abinty to prevent the emergence and development of cancer is the ultimate

goal of all NCI basic and clinical investigation. Prevention research encompasses the
full spectrum of cancer research, fi^m basic molecular and biochemical investigation
to clinical trials and large population-based

studies. The growing discoveries of the

genetic, molecular and epidemiology factors that contribute to an individual's risk

for cancer or risk provide a fertile scientific fi-amework for the preclinical develop-
ment, testing and broad clinical application of effective prevention strategies. The
ability to quantify individual risk and identify high risk populations is key to the

development and implementation of large prevention clinical trials. The develop-
ment of genetic and biochemical markers to detect premalignant lesions before full-

blow cancer develops and measure the impact of prevention intervention is crucial
to the development of cUnically effective prevention strategies.

Practical cnemoprevention through pharmacologic, nutritional and/or endocrino-

logic interventions and the development of biochemical markers to measure the

emergence or reversal of early transforming events are just now beginning to enter
the clinical domain. NCI is conducting precedent-setting, large-scale climcal trials

to evaluate the roles of hormonal manipulation in preventing hormonally-sensitive
tumors, namely breast and prostate cancers. The landmark Breast Cancer Preven-
tion Trial, testing the ability of tamoxifen to prevent the primary occurrence of
breast cancer in certain high-risk women, has as its foundation the efficacy of
tamoxifen in preventing recvurent and especially new (second) primary breast can-
cers when used as adjuvant therapy. A parallel trial of hormonaUy-based
chemoprevention, the upcoming Prostate Cancer Prevention Trial, will investigate
the role of the anti-androgen finasteride (Proscar) as a potential preventive agent
for prostate cancer.

Many of the biochemical pathways by which cells transmit signals fix)m the
extracellular environment to the ceU nucleus are prime molecmar targets for

chemoprevention. Some pathways involve inhibition of tumor proliferation and in-

duction of cellular differentiation, a process that is promoted by retinoids (vitamin
A derivatives). Other pathways lead to programmed cell death (apoptosis), a normal
physiologic process by which cellular Ufe span is controlled and certain cells are pro-
grammed for elimination. On the other hand, certain tumor cell survival mecha-
nisms may play special roles in the process of tumor dissemination, or metastasis,
in

particular angiogenesis (new blood vessel formation), tumor cell invasion and
multidrug resistance. We are exploring several strategies based on angiogenesis in-

hibition and other unique mechanisms, including some "unconventional therapies"
such as antineoplastons. Innovative cUnical development of drugs such as

lovastatin, phenylacetate and carboxyamido-imidazole (CAI) are high priority re-

search targets.
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In addition to these efforts, the NCI has accorded the highest priority to breast

cancer and prostate cancer research and is pursuing a variety of avenues in the pre-
vention and treatment of these devastating diseases. In particular, there is an in-

creased emphasis on basic research that will lead to future genetic manipulations
to halt the progression of these cancers or to prevent their development. Other re-

search is focused on the identification of genetic markers in order to
lay

the ground-
work for the development of strategies for the primary prevention of these cancers.

These efforts will continue to be explored through the newly created grant mecha-
nism, the Specialized Program of Research Exceflence or SPORE, which is designed
to foster interdisciplinary research on breast, prostate, lung and gastrointestinal
cancers, in order to move research advances quicldy from the laboratory to the clini-

cal setting. SPORE grants support the fiill spectrum of cancer research, including
cancer etiology, biology, diagnosis, therapy, quality of life, cancer education, commu-
nity outreach, cancer prevention and vaccine development. They represent an inno-

vative mechanism for integrated cancer research tnat will lead to important ad-

vances in the prevention and treatment of cancer.

Question, miat's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? WUl funding for these research projects be reduced
as a result of this budget?
Answer. NCI will allocate the proposed 1994 budget to

provide
increases to those

scientific areas having the highest priority and which hold the most promise for fu-

ture advances, consistent with any Congressional report language.
Vaccine research will receive an increase of $6.1 million in fiscal vear 1994, for

a total of $64.5 million. Gene therapy will be supported at nearly $17 million in

1994, from a previous level of $15.7 million in 1993. Likewise, chemoprevention ac-

tivities will expand by $4.4 million to nearly $90 million in research support. Pros-

tate cancer will also receive a funding increase, bringing the total to over $40 mil-

lion.

The 1994 President's Budget has included a substantial funding increase for

breast cancer. An overall increase of $167 million over a multi-year period includes

$66 million of new funds to be obligated and disbursed in the first year. The result-

ing 1994 level of effort in breast cancer comes to $263 million, with the total 1994
estimate for breast cancer research at $364 million.

HARKCN-HATFIELD MEDICAL RESEARCH TRUST FUND

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a
year

would be
adoed to the NIH budget. This would average a 50 percent increase for each of the

Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, and in terms of the long-term benefits to scientific research
in your area?
Answer. The incorporation of the Harkin-Hatfield Medical Research Trust Fund

into the health care reform package would have a major and far-reaching impact
on NCI-supported cancer research. The proposal would provide the NCI with a find-

ing level consistent with that put forth in the 1994 B3rpass Budget which describes
the Institute's professional "needs". The Bypass Budget is a realistic appraisal of the
scientific opportunities currently available along with the resources necessary to

take ftill advantage of these exceptional opportumties.
Such an increase in funding would permit a significant expansion of all funding

mechanisms, particularly
for investigator-initiated reseeirch project grants (RPGs).

Support would be provided to fund 50 percent of all approved applications as com-

pared to the current level in which only 20 percent are funded.
An infusion of new funds would allow the NCI to take full advantage of the enor-

mous inroads that have been made in all discipUnes of cancer researcn, fix)m molec-
vilar epidemiology, vaccine development and gene therapy to large-scale, population-
based prevention clinical trials. Great progress in these areas has been made and
will continue to be made. Nevertheless, funding at the Bypass level would ensure
not only that this progress will continue, but that it will be expedited in such a way
so as to reach our overarching goal of achieving the eradication of death and suffer-

ing fi-om cancer and making those achievements available to all who are in need.
All aspects of NCI-supported research woiild be expanded at the Bypass level. For

example, there would be an expansion of chemoprevention activities to identify and
evaluate additional compounds showing biological activity through clinical studies;
the Community Cliniceil Oncology Program (CCOP) would be expanded, including
minority-based CCOPs; there would be an extension of studies on nutrition and die-
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tary effects including those for the elderly; development of special programs to pre-
vent avoidable mortality in high risk young people; and augmentation of studies of

issues directed towards underserved and rursd populations.
NCI support for women's health issues is reflected throughout the Bypass Budget.

Many diverse areas of high priority in women's cancers would be expanded, includ-

ing the development and implementation of prevention clinical trials for breast can-

cer; the design of new strategies to increase the accessibility and delivery of state-

of-the-art health care to underserved women; the clinical development, procurement
and availability of promising new therapies; the design, construction and clinical de-

velopment of breast, ovarian and cervical vaccines; and the implementation of the

trans-NIH breast cancer initiative that encompasses all aspects of breast cancer re-

search.

The Bypass Budget would allow increased patient accrual into the clinical cooper-
ative groups with a focus on cancers associated with lung, breast, colon, prostate,

ovary and cervix. NCI would initiate novel prevention clinical trials for breast can-

cer, accelerate new clinical trials involving natural products and biologic response
modifiers, and expand research in gene therapy. It would also be possible to in-

crease research in taxol studies alone and in combination and to explore analogs of

taxol.

The professional judgment budget for cancer centers would permit expansion of

outreach and information dissemination initiatives and increase developmental re-

search. New centers focused on pain and minorities and underserved populations
would be funded. In addition to traditional centers, there would be an expansion of

the Specialized Programs in Research Excellence (SPORE) grants in breast, pros-

tate, lung cancers, with new SPORES established to focus on ovarian, colorectal,

gastrointestinal, and brain cancers, along with malignant melanoma.
The Bypass budget would permit the renovation, modernization and construction

of extramural cancer research facilities throughout the nation; the expansion of the
Cancer Information Service (CIS) regional oflBces to cover more of the U.S., greater

emphasis on information dissemination to underserved populations such as minori-

ties, the elderly, and low-literate populations, and accelerated novel information dis-

semination to developing countries worldwide; expanded initiatives in the area of re-

habilitation and pain research; and new initiatives addressing women's health.

The professional judgment budget would facilitate research involving new thera-

peutic modalities, nutrition, and vaccine research. An expansion of ASSIST (Amer-
ican Stop Smoking Intervention Study) to increase the number of communities and
the size of the populations served woiUd also be possible.
There would be further support for basic research in gender differences in the

areas of cancer prevention, diagnosis and treatment including expanded breast,

ovarian, and cervical cancer activities. Clinical trials involving natural products and

biologic response modifiers would be accelerated; there would be an emphasis on
new natural products acquisition with a consideration of issues of ecology and

biodiversity.
Other initiatives to be expanded would include outreach initiatives and devel-

opmental research through cancer centers to meet the geographic and demographic
needs of underserved populations; programs that emphasize smoking and tobacco

prevention among Black Americans, Hispanics, Asian Americans, and the disadvan-

taged; activities to improve the quality of survival, including organ and limb-sparing
treatments with a renewed emphasis on the behavioral and psychosocial aspects of

cancer rehabilitation.

In addition, activities that increase the base for intellectual growth beginning
with elementary school programs through advanced degree programs wovild be ex-

panded. These efforts would include:—the Summer Enrichment I*rogram to attract minority high school students into

biomedical research;—expanded research training for the Research Career Programs including the in-

stitutional Clinical Oncology Research Training Program (K12);—efforts to increase the support of minority participation in cancer research, in-

cluding supplements to active grants to promote participation of minority un-

dergraduates, research assistants and faculty members;—intensified intramural research training programs including the Cancer Preven-

tion Fellowship Program as well as the newly develoi>ed Clinical Oncology/Can-
cer Prevention Fellowship Program; through the NRSA program expand support
for predoctoral and postdoctoral trainees.



742

GENE THERAPY

Question. In the past, the committee has supported gene therapy research centers

because of the hope and promise they hold for genetic diseases like cystic fibrosis

and some cancers.

A week or so ago, we heard the exciting news regarding the infant who was given
gene therapy to correct an immune disorder.

Drs. Broder, Gorden, and Lenfant, could you please give me a sjniopsis of gene
therapy and its potential?
Answer. Basically, gene therapy is an entirely new therapeutic approach in which

genetically altered cells, or genes themselves, can be introduced into the body to cor-

rect an inborn genetic error or to confer a new functional property to those cells

(e.g., the insertion of cytokine genes into a patient's tumor cells to promote an en-

hanced immune response leading to tumor rejection). The first disease approved to

be treated was adenosine deaminase (ADA) deficiency, a rare immunodeficiency dis-

ease caused by an inherited defect in the gene for the ADA enzyme. In this trial,

a child with ADA was successfully treated by removing her blood cells, inserting the
corrected ADA gene into certain of her white blood cells (T-lymphocytes), and

reinfiasing these gene-corrected T-lymphocytes. A second patient has been treated,
and both children now show signs of enhanced immune function.

The recent study you refer to involves a newborn with the same
immunodeficiency. In this trial, physicians have inserted a healthy copy of the ADA
gene into the blood stem cells of an infant with ADA deficiency. Stem cells, which

originate in the bone marrow and can be detected in the circiilating blood £is well

as placental blood, give rise to all blood cells, including those that are critical to im-
mune defense. A successful insertion of the ADA gene would mean that all of the

cells derived from the stem cells should contain the "healthy" ADA gene, thus "cor-

recting" the inherited defect that, if left untreated, would result in the ADA immune
deficiency disorder.

A number of clinical trials are currently approved to test gene therapy in treating
other genetic diseases such as ADA, cystic fibrosis and familial

hjrpercholesterolemia; cancers such as melanoma, lung cancer, ovarian cancer, neu-

roblastoma, brain tumors, kidney cancer; and AIDS. Clearly, this exciting new
therapeutic approach has widespread and nearly limitless potential for the treat-

ment of human disease.

Question. How far are we away from wider testing of this innovation and what
do we need to do to get there?

Answer. As outlined above, trials of gene therapy are in progress for treating ge-
netic disorders, cancer, and AIDS. However basic problems still remain and more
research is necessary if genetic therapy is to reach its full potential as a new treat-

ment modality. Scientists need to learn how to isolate and insert curative genes into

stem, or progenitor blood cells, so they can treat immunologic and blood disorders.

They also need to develop improved ways to deliver genes to the body, and to de-

velop vectors that can be injected directly into the patient. These vectors must then
home in on appropriate target cells (e.g., cancer cells) throughout the body and suc-

cessfully integrate the desired gene into the DNA of these cells. New vectors are

currently being tested. These include adenoviruses which, unlike retroviruses, can
transfer genetic material to non-dividing cells, such as those found in the lungs; and
liposomes (fat droplets) which can adhere to some cells, including tumor cells, and
insert genes into these cells. Two additional advances are needed: improved methods
of delivering genes consistently to a precise location in the patient's genetic mate-

rial, and the ability to ensure that transplanted genes are precisely regulated by the

bodys normal physiologic signals.

SPENDING LEVELS

Question. Dr. Broder, last year, the House and Senate Conunittees requested an
increase in the following programmatic areas: breast, ovarian, cervical and prostate
cancer, and prevention and control initiatives. Could you please tell the Committee
what your anticipated spending levels in fiscal year 1993 are for these program
areas?
Answer. In fiscal year 1993 the NCI anticipates spending $196.6 million in breast,

$26.2 million in ovarian, $41.9 million in cervical and $36.7 million in prostate can-
cer and $113.3 million in prevention and control initiatives.
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PROGRAM REDUCTIONS

Question. Dr. Broder, the siuns that you have identified, exceed the total increase

provided to the NCI. Could you please identify for me what ongoing programs at
the NCI were scaled back to provide program increases in these areas/
Answer. NCI allocates about one-half of its funds for basic cancer research out of

the conviction that the best answers to the prevention and treatment of cancer lie

in a more effective understanding of the cancer cell and the process of carcino-

genesis. Scaling back efforts in cancer research at the basic cellular level may delay
me development of specific, noninvasive diagnostic tests and new individualized
treatments for cancer. In order to achieve Congressional earmarks for the NCI in

fiscal year 1993, the Institute redirected funds fi-om the following specific areas:
cancers of the bladder, brain, colon, esophagus, lungs, nasal passages and kidneys,
leukemia, and Non-Hodgkins L3miphoma. In addition, we have reduced the following
activities: basic research in cancer treatment, biology and epidemiology, cancer edu-

cation/communication, chemoprevention studies, clinical trials, and preclinical bio-

logics and drug development.
Question. What has been the impact of the cuts experienced in these programs?
Answer. Reductions in these programs have slowed growth in basic research not

demonstrably relevant to breast cancer or AIDS and decreased our efforts in the de-

tection, prevention and treatment of other cancers. Outreach efforts targeting mi-

nority, underserved, elderly, and low literacy populations have likwise been slowed.

Staffing level reductions and other administrative streamlining measures have been
necessary.

Investigator-initiated basic research is the only way to achieve fiindamental

progress. Crucial advances in breast cancer have come fi'om researchers whose work
at the time would not have been called "breast cancer" related. Restricting the cre-

ative efforts of NCI grantees could have a negative impact, even in those fields

where demonstrably relevant research is being strongly encouraged.

BYPASS BUDGET

Question. Dr. Broder, what is the statutorily mandated Bypass Budget rec-

ommendation for the National Cancer Institute for fiscal year 1994?
Answer. The fiscal year 1994 Bypass Budget recommendation for NCI is $3.2 bil-

lion. This would include $1.76 billion in Research Grants, $343 million in R&D Con-
tracts, $504 million in Intramural Research, $77 million in Training Grants, $133
million in Research Management and Support, $257 million in Cancer Prevention
and Control, and $126 million in Construction.

Question. What is the difference between the 1994 proposed budget for the NCI
and the Bypass Budget level?

Answer. The 1994 proposed budget level for NCI is $2,142 billion, a decrease of

$1,058 billion from the Bjrpass level. Among the difference are $521 million in Re-
search Grants, $122 million in R&D Contracts and $115 million in Intramural Re-
search.

Question. What will be the short and long term impact to our National Cancer

Program of failing to fund the B)T)as8 Budget?
Ajiswer. Development of novel technologies, such as gene therapy and vaccines,

will not be as rapid and the ability of the NCI to train new investigators in broad

disciplines will not be optimal. Community service, outreach, education and related
activities will be affected.

The NCI will be less able to support all phases of clinical investigation, including
Phase I and II clinical trials. This would result in slower accrual to clinical trials,

which may be especiallv important to the timely completion and final analysis of

large prevention clinical trials as well as large Phase III therapy trials. Innovative
anti-cancer vaccine programs, environmental carcinogenesis research, and training
programs will not reach their full potential.
The National Cancer Program will be less able to perform basic research. This

may translate into fewer contributions being made in cancer and AIDS research,
and

indirectiy
to other non-cancer disciplines, e.g., Alzheimer's, Huntington's dis-

ease, cystic fibrosis and the biotechnology industry as a whole.

Questions Submitted by Senator Rollings

BASIC research

Question. What will be the impact of the targeted initiatives in breast cancer and
AIDS on basic reseau-ch at the National Cancer Institute?
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Answer. Breast cancer and AIDS are cruciallv important diseases that take a

tragically high toll on the duration and quality of the lives of many Americans, and
are of paramount importance to all of the National Cancer Institute's (NCI's) basic

and clinical investigative efforts. Both demand intensive commitment and focused
research to address the scientific and societal challenges that they pose to the medi-
cal community. Yet both contribute to and reap the benefits from basic and clinical

scientific discoveries and observations made imtially in disparate areas of research.

We need to be especially careful not to direct precious resources into targeted
areas at the expense of basic research. It is, after all, basic research that has pro-
vided the opportunities that exist today for breast cancer and AIDS. This is not to

say that these diseases are not exceedingly important and that what is learned

through them is applicable to other arenas of scientific research.

To uiis end, approximately 50 percent of NCI's total resources are directed toward

investigator-initiated research (especially Research Project Grants) focusing on basic

science that, in turn, leads to an understanding of the
biologjy

of cancer. Many of

the common cancers—breast, ovary, prostate, lung, colon and pancreas, as exam-

ples
—share a unity on the molecular level that carries over to the development of

new technologies for treatment of existing disease and prevention of new disease,

including vaccine development. In this regard, the fusion of immunobiology and ge-
netic engineering technology applies to the creation of novel vaccine candidates for

both cancer and AIDS. In the realm of basic science, we must constantly adhere to

the principles of investigator-initiated research. Central govemmentad authority
must not restrict or impair the individual creativity of bench scientists. Indeed, it

is the diversity and flexibility of basic research that has permitted NCI to respond
to emergent and unprecedented diseases such as AIDS.

It is worth recalling that fundamental advances against cancers in general can
come only from basic research, and the specific model for study should be in the
hands of the scientist. Provocatively, many of the scientific inroads are coming from
studies of simple organisms. For instance, certain studies of cell

cycle regulation and

cyclins may depend on yeast of the Saccharomyces species
or the eggs of the am-

phibian Xenopus laevis. Studies of programmed cell death (apoptosis) may rely
on

the roundworm Caenorhabditis elegans. Research on metastasis (e.g. the NM23
gene, of pivotal importance in breast cancer and perhaps in prostate cancer as well)

IS informed by genetic studies in the fruit fly Drosophila melanogaster. In these less

complex organisms, the genes and proteins that govern basic cellular homeostasis
can De readily identified and characterized. The use of such systems is crucial for

cancer research, but does not lend itself
easily

to categorization or cost-accounting
according to organ-specific cancer. Other insights are derived from clinical observa-

tions in rare syndromes that, in turn, spark oasic investigations. In each case, the

specific findings form the cornerstone of a concept
with deep implications, applicable

to fundamental mechanisms underlying normal development and the development
of many common diseases. This is historically true for the entire field of tumor sup-
pressor genes, first discovered to be defective in retinoblastoma, an exceedingly rare

eye tumor of childhood. The Li-Fraumeni syndrome is very rare, but taught the
world of science a great deal about the p53 gene, whose abnormalities are found in

many common cancers. This is also the case for a new concept regarding the inherit-

ance of gene expression, genomic imprinting. From another perspective, the recent

elegant studies leading to the triumphant cloning of the Huntington's Disease gene
on the short arm of chromosome 4 (4pl6.3) were derived in large part from the tech-

nology developed by NCI-supported scientists in both the intramural and extra-
mural communities. Progress could be impeded in many disciplines of biomedical re-

search, not only cancer research, if these important priorities are not recognized. It

is an error to over-regulate or over-compartmentalize the research agenda.
The best way to capitalize on the present knowledge and advance our

therapeutic
successes is to foster interdisciplinary research, where there is a bidirectional flow
of information from the molecular building blocks to the clinical expression of dis-

ease and back again.
Such exchange of information is exemplified by the cross-fertilization of research

domains that exist between AIDS and the hematopoietic malignancies, the leuke-
mias and lymphomas. For example, the overlapping areas of retroviral and oncogene
research interdigitate with leukemia, especially

in terms of the retrovirally-induced
animal leukemia models. In addition, the initial discovery of human oncogenes is

a direct outgrowth of retroviral research and the ability to extrapolate from the leu-

kemia-causing viral "oncogene" to the human counterpart. Further, in the clinical

arena as in basic investigation, the lessons learned from the hematopoietic malig-
nancies have broad application to the treatment of other cancers and AIDS. The leu-

kemias have served as templates for the conceptual and clinical development of
dose-intensive chemotherapy, combination chemotherapy to overcome drug resist-

I
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ance, allogeneic and autologous bone marrow transplantation, growth factor

(biomodulator) therapies. The principles governing blood product support and infec-

tion management in the compromised host were, to large degree, developed as an

outgrowth of leukemia therapies, as well.

Thus, it is important to preserve the ability to uncover new information and de-

velop new concepts with potentially far-reaching implications that could not have
been predicted from preconceived ideas or from the framework of the model system
in which they were discovered.

ASSIST

Question. NCI is using a private contractor—Prospect Associates—to serve as the

ASSIST Coordinating Center and has awarded a $16-18 million contract for the life

of the project. The contractor's role is to communicate and coordinate with the state

public health departments involved in ASSIST, provide the states with technical as-

sistance, support and training, develop training materials, and perform studies and

analysis of the project.

Why did NCI purchase the services of a private contractor for coordination with
the state public health departments instead of establishing an interagency agree-
ment with CDC, which already has such state relationships?
Answer. Thank you very much Senator Harkin for this important question. There

has been much discussion recently concerning the National Cancer Institute's (NCI)

smoking cessation demonstration program, namely the ASSIST program, and I wel-

come the opportunity to provide iriformation on this initiative. In responding to your
question, I would like to first make several comments.
As you are aware, the ASSIST program is supported within the NCI's Cancer Pre-

vention and Control program. On June 6, 1993 the President signed into law, The
NIH Revitalization Act of 1993, (Public Law 103-43) which reflects the continuing
commitment of both the Congress and the Administration to cancer control activities

such as the ASSIST program. This commitment has been codified in Sec. 403 (d)

(1) (2) (3) of the new law which establishes that a specific percentage
of the annual

NCI appropriation to be made available for cancer control. I believe that ASSIST
is certainly an effort that falls within the mission of the National Cancer Institute's

cancer control program. The conferees explanatory language accompanying this Act

expects that the NCI's Cancer Prevention and Control Program will be used to sup-

port related programs in each of the 33 states without ASSIST programs.
ASSIST represents a collaborative eff'ort between the National Cancer Institute,

the American Cancer Society, State and local health depeirtments and other vol-

untary organizations to develop comprehensive tobacco control programs in 17

states and metropolitan areas. The ASSIST intervention model is based on proven
smoking prevention and control methods developed within the National Cancer In-

stitute's intervention trials and other smoking and behavioral research. The purpose
of ASSIST is to demonstrate that the widespread, coordinated application of the best

available strategies to prevent and control tobacco use will significantly accelerate

the current downward trend in smoking and tobacco use, thereby reducing the num-
ber and rate of tobacco-related cancers in the United States. ASSIST demonstrates
that the widespread, coordinated application of science-based strategies to prevent
and control tobacco use will substantially reduce tobacco-related cancers in the Unit-

ed States, avoiding 1.2 million premature deaths, including 600,000 lung cancer

deaths.
In addition to the state of South Carolina awards were made to state health de-

partments in: Colorado, Indiana, Maine, Massachusetts, Michigan, Minnesota, Mis-

souri, New Jersey, New Mexico, New York, North Carolina, Rhode Island, Virginia,

Washington, West Virginia and Wisconsin.
In responding to your specific question, I would like to first review the need for

a coordinating center for a project of the size and complexity of ASSIST. A coordi-

nating center is necessary to perform tasks that are needed by all the states, thus

creating economies of scale. The ASSIST Coordinating Center provides coordination

and support services to NCI and the ASSIST states in the conduct of this com-

plicatea, multi-site project. The tasks performed by the Coordinating Center include

conference management and support; development and production of materials;
communication and coordination with the states and NCI; technical assistance to

the states, including training of state staff and volunteers; maintenance of a central-

ized information and material center; maintenance of a program record system; and

analysis of data and ancillary studies. In summary, the coordinating center facili-

tates efficient communication among the states, as well as between the NCI and the

states.
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Coordinating centers have frequently been used in multi-site research and inter-

vention programs at the NCI, tne National Heart Lung and Blood Institute, the

Center for Substance Abuse Prevention, and other agencies. Both private companies
and research institutions have been used as coordinating centers, depending on the

need of the
project.

The Centers for Disease Control and Prevention (CDCP) also

makes use of private organizations to provide technical assistance and training for

state health departments, as in the Breast and Cervix Cancer Prevention Program.
In addition, CDCP's Office of Smoking and Health employs a support contractor pro-

viding CDCP staff with support activities analogous to those that the ASSIST co-

ordinating center provides
NCI: conference support, writing and editorial support,

data collection ana analysis. These functions are specific to the Office of SmoKing
and Health mission, which differs from the highly-structured ASSIST demonstration
and evaluation program.
While we recogmze that the CDCP has a long tradition of providing technical as-

sistance to state nealth departments, the reality is that it has a comparatively short

history of providing states with technicsd assistance related to tobacco control. At
the time tne ASSIST coordinating center contract was being awarded, there was

very limited state technical assistance provided by CDCFs Office of Smoking and
Health. CDCP staff did participate as members of the source evaluation groups that

made the final recommendations for award of the coordinating center contract and
the state contracts. No suggestions were made by CDCP officials to the extent that

CDCP could or should perform any of this specific support work. Until recently, to

our knowledge, the CDCP has had only one staff person whose role is to provide
tobacco control-related technical assistance to the states. More importantly, the

CDCP has never provided significant funding to states to allow them to implement
comprehensive tobacco control programs. Thus, they have comparatively little expe-
rience in the management of a comprehensive tobacco control program. Indeed, one
reason NCI has undertaken anti-smoking efforts is that the joD needed to be done,
and NCI staff have supervised tobacco control programs. Since 1988 the NCI's
COMMIT (Community Intervention Trial for Smoking Cessation) communities have
relied on NCI staff for their technical assistance, anasince the fall of 1991, the AS-
SIST states have been closely managed and guided by NCI and the coordinating
center. The experience gained in these projects is invaluable in providing expert ad-

vice to the states.

The CDCP, too, has recognized the need for expertise beyond its staff in its most
recent tobacco control efforts. For example, CDCP is basing its own newly develop-

ing anti-smoking initiatives on ASSIST, including the use of a support mechanism.
It recently developed a draft request for applications calling for proposals to provide
tobacco control intervention trmning to state health departments not now involved

in ASSIST. Finally, CDCP is exploring funding a subcontractor from the ASSIST
Coordinating Center. Thus, the use of private sector support contracts is a valuable

option for both NCI and CDCP.
The NCI maintains a wide array of contacts and interactions with state health

departments—which are the contractors in ASSIST—through such efforts as its

Data-Based Intervention Research Program (now active in 22 states) and its tri-

partite agreement (with CDC and NHLBI) with the Association of State and Terri-

torial Health Officers.

In summary, the NCI is conducting ASSIST because the NCI has been the leader
in tobacco control research for the past 20

years.
ASSIST builds upon and is depend-

ent upon the results of this research. NCI has the research and evaluation expertise
to carry out the project, and has established and maintained the relationships in

state health departments to do so.

Question. Do you believe some cost-savings could have been realized from employ-
ing CDC to perform the functions of the Coordination Center?
Answer. No, I do not. First, as I discussed in an earlier question, I do not believe

the CDCP had or currently has the ability to
provide

the kind of services provided
by the coordinating center. The tasks performed by the Coordinating Center are per-
formed under the supervision of NCI staff. Most of the technical assistance provided
to the states by NCI and the coordinating center has been quite specific to the AS-
SIST project, rather than general information about tobacco control. The states have

requested specific help in
preparing

the site analyses and comprehensive tobacco
control plans required by their contracts. Other common topics of technical assist-

ance have been coalition management and contract management. Useful assistance
to the states can only be provided by someone with a detailed understanding of the
ASSIST contracts, budget, and earlier contract deliverables. Providing this Kind of
assistance requires direct involvement of NCI staff.

Secondly, I do not believe that CDCP could provide such services at a lower cost

than NCI. As I have noted, coordinating centers are generally used to facilitate

I
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multi-site research and intervention programs. The Centers for Disease Control and
Prevention (CDCP) also makes use of private organizations to provide technical as-

sistance and training for state health departments, m in the Breast and Cervix
Cancer Prevention Program. In addition, the CDCP Office of Smoking and Health
(OSH) employs a support contractor who provides OSH staff with support activities

analogous to those that the ASSIST coordinating center provides NCI: conference

support, writing and editorial
support,

data collection and analysis. Again, I note
that the OSH, too, has called on tne NCI for assistance from NCI in developing it

own anti-smoking initiatives, basing these on the model of ASSIST. CDCP recently

developed a draft request for applications calling for proposals to provide tobacco
control intervention training to state health departments not now involved in AS-
SIST.

Question. CDC's fiscal year 1993 budget is about $2 million for its state-based

health interventions in tobacco control, which is part of its national campaign
against smoking. NCI's budget for its health interventions in tobacco control

through the ASSIST states is about $14 million for the same period.
Does it make sense to allocate $14 million for "final phase of resesirch," yet only

$2 million for ^e application of similar public health interventions? (ASSIST covers
17 states of 50.)

Answer. ASSIST is a demonstration project with a strong evfduation component.
It has two purposes. Its first purpose is to reduce the prevalence of smoking in 17

states to the level required to meet the Department's Objectives for the Year 2000.

Second, it is designee to test the ability of state coalitions to disseminate proven
tobacco control interventions. In brief, ASSIST is aimed at improving public nealth
and answering questions about effective dissemination of these techniques in large

populations.
Because tobacco use remains the leading single cause of premature mortality in

this Nation, it is imperative that information about effective interventions in AS-
SIST be adopted by other states as soon as possible. The $2 million being spent in

1993 by the CDCP is an excellent
step

in that direction, but it is clearly only a very
small step. NCI has literally yeeu^ ot experience in the management of community
and state tobacco control programs. The $14 million that NCI will award to 17

states in 1993 is a "bare-bones" budget for these state-wide comprehensive tobacco

control programs. In fact, effective programs would not be possible in ASSIST states

at tills level of funding if not for the in-kind contributions of the American Cancer

Society, as well as other voluntary and state organizations. Only with the public-

private partnership developed during the last two years in ASSIST states can sig-

nificant reductions in tobacco use be achieved.
The budget required for these achievements is not insignificant, but it pales in

comparison to the $4 billion spent annually by the tobacco industry to promote to-

bacco use.

Question. If ASSIST is research, then how does NCI see the continuation of suc-

cessful interventions occurring in 1998?
Answer. ASSIST is a demonstration project designed to reduce the prevalence of

tobacco use in 17 states. It includes a strong evaluation component that will answer
research questions about the dissemination of tobacco control interventions through-
out large populations.
The conduct of ASSIST is in line with a plan developed in 1984 to reduce tobacco

consumption in the Nation. This plan included as its foundation, the conduct of nu-

merous research programs, followed by the national dissemination of proven inter-

vention techniques. ASSIST is a logical step in that plan, and the final step prior
to national dissemination. Because tobacco use is the leading preventable cause of

death in the U.S., there are persuasive arguments to begin the national dissemina-

tion and implementation of all tobacco control research results prior to the comple-
tion of ASSIST. This is a rational strategy, if, and only if, the ongoing experience,
data, and lessons learned from ASSIST are used to renne and update other states'

tobacco control programs. It is critically important that by 1998, a national tobacco

control program is in place that makes use of the extensive research data base de-

veloped over the last decade.

Question. How does NCI see its role in handing the torch over to CDC?
Answer. If we are to successfully reduce the prevalence of smoking in the U.S.

it will require many "torches" and many agencies and organizations. It will require
the input and support of several DHHS agencies as well as the resources of other

departments, such as Education and Labor. In addition, major commitments of pri-

vate, non-profit groups such as the American Cancer Society are required. The sup-

port of corporations and state and local governments is also essential.

From the Federal government, there will continue to be a need for coordinated

support for tobacco control programs. This support will include funding for state
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health departments, ongoing research to refine intervention methods, epidemiolog-
ical information on tobacco use, and technical assistance from experts in the field.

This kind of coordinated support has been, and continues to be the goal of the
NCI. NCI has worked closely with the CDCP Office on Smoking and Health (OSH)
for the past decade in order to produce this kind of national support. NCI has
worked closely with the OSH to establish relationships with staff of state health de-

partments who are responsible for tobacco control. Through an interagency agree-
ment -with CDCP, a coordinated tobacco control information dissemination to the
states through the Association of State and Territorial Health Officials (^ASTHO)
has been established. This close collaboration is reflected in the Institute's joint pub-
lication with ASTHO, Guide to Public Health Practice: State Health Agency Tobacco
Prevention and Control Plans, which guided states at an early stage of program de-

velopment. OSH staff were among the authors of this publication.
We continue to seek ways to improve our coordination with other agencies and

look for opportunities to consult as they begin to develop state tobacco control pro-

grams. In essence both CDCP and NCI hold the torch, along with many others!

I must also note that NCI is working with the CDCP on a number of other topics
that together show the extent of program coordination and the willingness to draw
on of our strengths to address proolems of major significance. For instance, together
with the Food and Drug Administration (FDA), the CDCP and NCI have developed
a plan to assure that the Nation takes full advantage of breast and cervical cancer

screening. The plan, titled The National Strategic Plan for the Early Detection of

Breast and Cervical Cancers, is to be released shortly. With respect to environ-
mental issues, we are cooperating in a study of the effects of exposure to halo-

genated organic chemicals. Specifically, NCI, CDCP, FDA and the National Institute

of Environmental Health Sciences (NIEHS), together with the Michigan Department
of Public Health and Michigan State University, are stud5dng a cohort of 4,000 per-
sons accidentally exposed to PBB's through cattle feed in 1973. The chemicals may
be associated with excess risk of breast cancer.
Another joint environmental study related to halogenated organic chemicals—in

this case, DDT exposure—focusses on a group of persons in Alabama who had high
levels of exposure to DDT. The exposed population consumed fish from a river that
contained large quantities of DDT derived from production plant discharge. Inves-

tigators from NCI along with CDCP and NIEHS and others are cooperating to de-

termine the effect of the exposure on breast cancer.
There is another area in which NCI and CDCP expect to cooperate closely. We

anticipate that in the next few months NCI-supported resesu-chers will identify
those genes that predispose individuals for faminal breast and familial colorectal

cancers. These genes are responsible for some 10 to 15 percent of the cases of these
cancers. The ability to identify individuals who will, with high probability, develop
these diseases raises significant questions regarding identification, screening and
monitoring, early detection, and treatment. NCI expects to work closely witn the
Centers for Disease Control and Prevention on programs to develop the most effec-

tive public health
response to these scientific breakthroughs.

Question. What will happen in 1998 when the project ends?
Answer. It has always been the

plan
and expectation of NCI that a national pro-

gram to reduce tobacco use will follow ASSIST. Such a program could be initiated
before the end of ASSIST, if every effort is made to incorporate the experience of
ASSIST into other tobacco control programs. However, it is critical that tne science,

experience, and ejcpertise developed at NCI during the last 10 years be used in im-

plementing a national program. The orderly transfer of this experience to CDCP
must be a part of these efforts, or mistakes of the past are likely to be repeated.We are encouraged that the CDCP has looked to the NCI for technical advice iust
as NCI has looked to the CDCP for advice in those areas where they have a long
tradition of expertise.

Question. Wnen was the earliest that NCI coordinated with CDC on the ASSIST
program?
Answer. NCI has coordinated its ASSIST-related efforts with the Office on Smok-

ing and Health (OSH) since the early 1980's, when the idea of ASSIST was begin-
ning to take shape. Extensive discussions took place between NCI staff and OSH
staff on the NCI's plan to conduct research in tobacco control interventions and to

disseminate research results rapidly. The initial NCI planning effort involved hun-
dreds of smoking control experts including all the major PHS agencies involved in

smoking. In fact, the OSH, then
organizationally under the Office of the Assistant

Secretary
for Health, and NCI staff held many discussions on the direction and in-

tent of the program. Further, OSH staff served as committee chairs for various NCI
planning groups and were involved in all aspects of the program planning. NCI staff

also were in constant consultation with the Surgeon General, Dr. Koop, and other
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DHHS officials including Dr. Edward Brandt, the Assistant Secretary for Health.
Throughout the deliberative

process,
not only did NCI receive support and encour-

agement from all concerned, but OSH staff were emphatic in their support to move
forward with the most aggressive intervention program possible.

Question. RFA's for the Coordinating center contract were announced in August
of 1989, and for the ASSIST state proposals in November 1989. Was CDC involved
in planning for the development of these proposals? If so, how? Please provide docu-
mentation of all coordination with CDC pnor to the ASSIST public program an-
nouncement.
Answer. Because the CDCP Office on Smoking and Health (OSH) was located in

Rockville at the time you mentioned, extensive interaction between NCI and CDCP
staff was quite simple. Informal discussions of ASSIST took place between the two
staffs on almost a daily basis. Dr. Thomas Novotny and Rosemary Romano were
most

frequently involved in these discussions, although the OSH Director, Dr. Ron-
ald Davis participated frequently. None of these individuals now work at tiie CDCP.
Ms. Romano worked at the NCI Office of Cancer Communications before taking a
position with CDCP.
Both Dr. Novotny and Ms. Romano

plaved important roles in the development of
the NCI Standards for Tobacco Control. This document was published as an appen-
dix to the RFP for the ASSIST states, and described the state of the science regard-
ing effective tobacco control interventions. The development of this document took
several months and many reviews, and the CDC staff were involved in meetings,
writing, and review of this document.
CDCP staff also

participated
as members of the source evaluation groups that

made the final recommendations for award of the coordinating center contract and
the state contracts. No suggestions were made by OSH or other CDCP officials to
the extent that CDCP could or should perform any of this specific support work.

Question. Given ASSIST's objectives and implementation strategy, would you say
that future projects involving state-based public health interventions should more
appropriately be a CDC effort?

Answer. State-based public health interventions cannot be the purview of a single
agency. Most public health interventions, and especially those involving the preven-
tion of chronic disease, require the

experience
and

expertise of a variety of agencies,
and the coordinated effort of more than one federal Department. It woula be an
oversimplification to suggest that all these programs should be conducted by the
CDCP.

In the case of tobacco control programs. NCI has been pla)dng a leading role in
the Nation and the world for over a decaae. The staff at NCI has extensive experi-
ence in the management of tobacco control intervention programs at the community
and state level. Nlore importantly, NCI has marshalled more resources for this criti-

cal public health problem than any other single agency. This experience in the use
of resources is unique. It is critical that the science, experience, and expertise devel-

oped at NCI during the last 10 years be used in implementing any national pro-
gram. The orderly transfer of this experience to CDCP must be a part of its efforts,
or mistakes of the past are likely to be

repeated, and funds spent by NCI on re-
search and evaluation will have been wastea.
While NCI has played, and continues to play a magor role in tobacco control for

the Nation, we cannot go it alone. I am confident that we will have a m^or coordi-
nated effort throughout DHHS.

In summary, NCI and CDCP are moving toward a partnership that will have a
substantial impact on the death and suffering caused oy smoking. Only with com-
bined and coordinated action can we hope to continue to reduce tobacco consumption
in this Nation.
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National Heart, Lung, and Blood Institute

Questions Submitted by Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—pubhdy and

privately funded research will account for only two percent of the total, and
preven-

tion activities account for less than four percent of tne nation's health care tab.

This is despite the fact that health care professionals agree that resesirch and
pre-

vention are a critical investment in America's future, an investment that will reouce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremenaous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. The National Heart, Lung, and Blood Institute (NHLBI) supports a full

range of prevention activities, including basic and clinical research, clinical trials,

epidemiologic studies, demonstration and education research, and educational
pro-

grams for health professionals, patients, and the general public. Basic researcn is

the cornerstone of this efifort, because it provides new insights into the causes of dis-

ease and, thus, new directions for prevention. For example, basic studies of blood

pressure reg^ation led to discovery of the role of the renin-angiotensin system in

this
process

and the subsequent development of angiotensin-converting-enzyme
(ACE) inhibitors to treat hypertension. A recent NHLBI-supported clinical trial, the
Studies of Left Ventricular Dysfunction, found that ACE inhibitors prevented hos-

pitalizations and deaths from heart failure in sjmiptomatic patients with poor ven-
tricular function. Further, the drugs delayed onset of heart failure in patients who
had ventricular dysfunction, but no symptoms of overt heart failure.

Basic research is also providing important new directions for prevention of the

painful
crises that affect patients with sickle cell disease

patients.
In this regard,

fundamental studies of globin gene expression have led to tne possibility of new ap-
proaches that take advantage of a normal, albeit dormant, mechanism: the produc-
tion of fetal hemoglobin. Evidence exists that this therapeutic approach may also

benefit patients with Coolers anemia, for whom a rise in fetal nemoglobin levels

could decrease the risk and expense of fi-equent blood transfusions.
A third basic science area with tremendous potential for disease prevention is ge-

netic therapy. Here, considerable basic research is directed at developing methods
for transferring normal genes into cells and modulating their expression. It is antici-

pated that this new technology will, within the foreseeable future, constitute a pow-
erful tool to prevent the illness, premature death, and health-care costs associated
with such inherited disorders as cystic fibrosis and hemophilia.

Question. What cost savings does this research provide?
Answer. The diseases witlun the mandate of the NHLBI impose a substantial eco-

nomic burden on the nation. In 1990, the estimated direct economic costs associated
with the treatment of cardiovascular, lung, and blood diseases totaled to $118.6 bil-

lion. When indirect costs due to morijidity and premature mortality are added, the
total reaches $225.2 billion. Thus, basic research advances that lead to improved
disease prevention offers the prospect of significant cost savings for the nation. Two
recent examples of important prevention advances derived fi*om NHLBI-supported
basic researcn show the magnitude of the potential for savings.

Chronic heart failure affects between two and three million Americans and con-
stitutes the leading cause of hospitalization among persons over 65 years of age. The
NHLBI conducted a clinical trial to determine whether the angiotensin-converting-
enzyme (ACE) inhibitor class of drugs, a class of drugs that was originally developed
to control hypertension, could prevent the onset of chronic heart f^ure and reduce
associated morbidity and mortality. The trial demonstrated that use of an ACE in-

hibitor in patients with overt congestive heart failure reduced overall deaths by 16
percent and deaths or hospitalizations due to heart failure by 26 percent. Based on
the trial results, it is estimated that each year 10,000-20,000 deaths and about
100,000 hospitalizations could be prevented by routine use of an ACE inhibitor to
treat chronic heart failure. The associated savings in hospital and other costs can
realistic£illy be expected to reach one bUlion dollars each year.
The annual direct medical costs to the nation for treating painful crises in sickle

cell disease are estimated to be $353 miUion. NHLBI-supported research has found
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that painful crises can be prevented among patients with sickle cell disease by
"turning on" the gene for fetal hemoglobin by treatment with a safe and widely used
food additive. Allowing for the anticipated modest cost of treatment, it is likely that
prevention of painful crises in sickle cell patients will not only improve their quality
of life, but also result in savings of over $295 million. In fact, the total savings due
to the new preventive treatment should be even greater, because of the reduced hos-

pitalizations among sickle cell patients for such complications as acute and chronic
organ damage, infections, and complications of pregnancy.

Question. What prevention initiatives are planned for 1994?
Answer. The NHLBI plans to implement tiie following research initiatives related

to prevention in fiscal year 1994:
Evaluation of Ischemic Heart Disease in Women. The goal of this program is to

improve the diagnostic reliability of cardiovascular testing in evaluation of ischemic
heart disease in women. Its secondary objectives are to develop safe, efficient, and
cost effective diagnostic approaches for evaluating women with suspected ischemic
heart disease, and to determine the frequency of myocardial ischemia in the absence
of significant epicardial coronary stenosis, as well as the frequency of non-ischemic
or non-cardiac chest pain. This research is expected to improve our understanding
of chest pain in women.

Retrovirus Epidemiology Donor Study (REDS). The multicenter epidemiologic
study of the human retroviruses, HIV-1, HIV-2, HTLV-I, and HTLV-II, will be
contmued in volunteer blood donors from areas of the United States that are report-
edly at high and medium, or low risk for HIV. This study also tracks tiie prevalence
of retrovirus seropositivity in first-time blood donors; ascertains risk factors for anti-

body-positive donors; characterizes donor population by geographic location, age,
gender, race/ethnicity, and donation history. The study identifies recipients of posi-
tive blood units, conducts clinical and lab follow-ups of these recipients, and main-
tains a specimen repository for long-term storage.
Hemo^obin-Based Oxygen Carriers: Mechanisms of Toxicity. The objectives of

this program are to define mechanisms of toxicity of hemoglobin-based blood sub-
stitutes and develop models that can be used to evaluate new artificial oxygen car-

riers, with the ultimate goal of developing a safe, economical, and efficacious alter-
native to homologous human red blood cells for transfusion.

Lipid Standardization Program. The Centers for Disease Control and Prevention
(CDC) support of the NHLBI National Cholesterol Education Program through the
National Reference System for Cholesterol and the National Reference Method Lab-
oratory Network for Cholesterol will be continued. This activity currently assesses
the accuracy of cholesterol measurement by clinical laboratories and manufacturers
of diagnostic products. In addition, the CD(J will continue to provide standardization
services to domestic emd international laboratories participating in longitudinal
grants, contracts, or other agreements with the NIH.
Coronary Artery Risk Development in Young Adults Study (CARDIA). This ongo-

ing epidemiologic study of the development of cardiovascular risk factors in a cohort
of young black and white adults will be extended. The current CARDIA contracts
witii the existing four Field Centers, the Coordinating Center, and tiie

Echocardiography Reading Center will be renewed. This will include support for the
Toxemia in Pregnancy component.

Cooperative Study of Sickle Cell Disease: Continuation of the Newborn and Pedi-
atric Cohort. The goals of this initiative are to define prospectively the natural his-

tory of sickle cell disease by continuing to follow sickle cell patients identified within
the first six months of life; identify patients at greatest risk for severe complications
of sickle cell disease; and follow the clinical outcome and natural history of patients
who have undergone bone marrow transplantation and other experimental thera-

pies.
Effects of Sex Hormones on Coronary Artery Reactivity. This program will study

the roles of sex hormones in the physiology and pathophysiology of the coronary
vasculature. The ultimate goal is to understand these mechanisms so that improved
therapeutic approaches can be developed to reduce the higher incidence of coronary
diseases in postmenopausal women, as compared to premenopausal women, and in
men.

Effectiveness of Public Health Ed Interventions to Decrease Delay Time in Seek-

ing Treatment for the Symptoms & Signs of Acute Myocardial Infarction. This pro-
gram will evaluate, using demonstration projects, the impact of public health edu-
cation interventions for early recognition and decreased delay time in individuals

seeking treatment in response to tiie symptoms and signs of'^an acute myocardial
infarction. Other related research objectives are to study the impact of these public
educational interventions on the use of emergency medical services and emergency
department systems by these individuals.
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REDUCED INmATIVBS

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?
Answer. Although the Institute can maintain research progress with the funds

available at the President's budget level, a number of research opportunities would
be reduced in scope or delayed, ^me examples of these research areas follow.

Centers of Research in Pediatric Caroiovascular Diseases. Congenital cardio-

vascular malformations account for 42
percent

of all infant deaths due to congenital
defects. This important program would support innovative, multidisdplinaiy basic

and clinical research on congenital and acqvured cardiovasciilar diseases in children,
and translate results rapidly to improvements in diagnosis, treatment, and preven-
tion.

Improved Treatment of Sickle Cell Disease. Sickle Cell Disease affects approxi-

mately 1 in 400 Black newborns in the United States and a total of more than

50,000 Americans. Exciting new palliative treatment strategies, that combine cer-

taixi pharmacologic agents in order to reduce side effects, are being refined. At the
same time, new approaches for cxire, such as gene therapy and marrow transplan-
tation, are approaching reaUtv.

Collaborative Projects on Women's Health. Cardiovascular, lung, and blood dis-

eases are the leading cause of death and morbidity in women in the United States.

This program was designed to produce significant findings relevant to improved di-

agnosis, treatment, andprevention of these diseases in women.
Collaborative Projects on Minority Health. Cardiovascular, lung, and blood dis-

eases exact a
disproportionate

toll on members of minority groups. This initiative

would foster coUaoorative clinical research on new and improved approaches for pre-

vention, diagnosis, and treatment of these diseases in minorities.

Antihypertensive and Lipid Lowering Heart Attack Trial. As many as 50 million

Americans have elevated blood prossvire or are taking antihjrpertensive medication.
The prevalence of hypertension increases with age and is greater for Blacks than
for wnites. "Diis practice-based trial will compare the

efiBcacy
and cost effectiveness

of differont antihypertensive drugs and assess the impact of a lipid lowering agent
and diet on coronary heart disease. Results are expected to have a substantial im-

pact on the health of minority populations and the costs of health care.

New Treatment Tiial for Neonatal Pulmonary Disease. Persistent pulmonary hy-
pertension affects approximately 1 in 1,000 live births, involves prolonged, costly
medical care, and oiten causes serioiis general complications. A new treatment, ni-

tric oxide, effectively produces pulmonary vasodilation and eliminates the need for

expensive extracorporeal membreme oxidation.

Network for Adult
Respiratory

Distress Syndrome Treatment. Adult
respiratory

distress syndrome (ARDS) entails a mortality of greater than 50 percent ana affects

about 150,000 people in the United States each year. Treatment costs are extremely
high for patients who spend an average of two weeks in intensive care units £uid

require multiple hi^ technology procedures. The NHLBI has plans to initiate a net-

work of clinical ARDS treatment units to develop research protocols and monitor the

progress of therapeutic trials.

Sarcoidosis Case Control Study. Sarcoidosis is a systemic granulomatous disorder
that affects between 5 and 50 of every 100,000 Americans. Incidence is highest for

young adults, a^ed 25—40; higher in women than men; and much greater in Blacks
than whites. This initiative was planned to support a multicenter, case control study
of potential environmental and familial factors for disease etiology and progression.

Trial of Beta Blockers in Heart Failure. The prevalence of heart failure is increas-

ing in the United States and is the most common hospital discharge diagnosis in

people over age 68.
Mortalib^

from severe heart failure remains as high as 20-50
percent in one year. The NHLBI has plans to conduct a clinical trial to determine
whether the addition of beta blockers to standard therapy reduces mortaUty in men
and women with severe heart failure.

Red Blood Cell Transfusion Therapy in Neonates. Eighty percent of low birth

weight babies bom in the United States each year require transfusions. In 1990,
about 36,000 such infants were transfused. Research is needed to (1) establish vali-

dated criteria and (2) develop methods for measuring oxygen delivery
and red cell

mass that can be used to determine the need for and monitor blood cell transfusions
in neonates.

Identification of Genes Involved in Diseases of the Heart, Lunc, and Blood. Very

prevalent diseases, e.g., hvpertension, stroke, atherosclerosis, anemias,
hypercoagulable syndromes, asthma, and

obesity
are considered to be complex be-

cause the effects of several different genes, togetiier with environmental factors, are

required to produce these diseases. Given the advances in molecular genetics, and

1
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the availability of current state-of-the-art methodologies to physically map genetic
loci in the human genome, there is now an unprecedented opportunity to dissect out
the genetic basis of these and other diseases. The benefits to oe obtained from these
studies are many. For example, researchers will be able to delineate the mechanistic
basis for the cause and progression of a disease so that clinicians will be able to
treat causes rather than symptoms. Treatments will become more tailored to the in-
dividual by choosing from existing therapies or by developing new targeted and spe-
cific interventions. It will also be possible to identify individuals at risk for develop-
ing disease before clinical symptoms appear, thereby allowing new and more tar-

geted possibilities for prevention.
Generation of Genetically Altered Animals. Genetically altered animals are revo-

lutionizing the study of cardiovascular, lung, and blood diseases. Naturally occur-

ring animal models that mimic human diseases occiir rarely. Genetically altered
animal models are now being produced that carry known genetic defects and mimic
human diseases. Examples include transgenic mouse models for cystic fibrosis, sick-
le cell anemia, £ind atnerosclerosis. In addition to their use in studying the cause
and progression of disease, these animals are used for research to develop and test
such extremely promisir^ and progressive treatments for cures as gene therapy.Such studies cannot be done in humans. Generation of

genetically
altered animals

mimicking other human diseases and continued progress in developing new thera-

peutic interventions will be drastically hindered.

Development of Improved Gene Transfer Techniques for Treatment of Disease.
Gene therapy offers tremendous potential for the prevention, treatment, and cure
of a broad range of diseases whose economic and social toll are immense. Cxurent
human gene therapy trials include treatment of adenosine deaminase deficiency and
familial hypercholesterolemia. Promising studies are also under way to use gene
therapy

to treat other heart, lung, and blood diseases, such as sickle cell and
Cooleys anemias, familial emphysema, and

cystic
fibrosis. Despite these efforts,

fene
therapy is still in its infancy and research efforts must be expanded into the

asic tasks of gene transfer. New research is required to investigate the selection
of appropriate target cells, to develop improved vehicles (vectors) tor delivering and
inserting new genes into these cells, to establish ways to accomplish gene integra-
tion at specific chromosomal locations, to design metnods to ensure appropriate ex-

pression and regulation of the inserted gene, and to create appropriate animal mod-
els to test these parameters.
Methods to Prevent Specific Gene Expression. Innovative antisense technology in-

volves delivering short pieces of DNA (oligonucleotides) that
specifically

block ^e
action of a single gene. In this way, a speofic biochemical pathway within the cell

can be inhibited without affecting any other normal process. This new technology
offers exceptional opportunities

for basic research ana clinical medicine. For exam-

ple,
it was remarkaoly successful in preventing restenosis in rats and rabbits follow-

ing coronary balloon angioplasty. Percutaneous transluminal coronary angioplasty
(PTCA) is used to treat luminal obstruction and improve coronary flow. A major lim-
itation of PTCA is restenosis, a process by which as many as 30—40 percent of the
treated vessels become narrowed again, "nie result is repeat PTCA or coronary by-
pass surgery. Appropriate

vehicles to deliver antisense oligonucleotides to target
cells need to be developed to exploit fully the potential of this therapy for use in
other conditions.

Understanding Gene Expression in the Developing Animal. It is of critical impor-
tance to understand how, when, and where genes are expressed in humans and in
the animals used to model human disease. Such knowledge is key to understanding
how normal regulatory processes are deranged to produce disease. For example, ath-
erosclerotic plaques are formed, in part, by the abnormal proliferation of^ smooth
muscle cells in blood vessels; normal lung tissue is obliterated in pulmonary fibrosis

by the proliferation of fibroblasts; new blood vessel formation occurs in ischemic or

hypertrophic heart tissue; and subtie alterations in gene expression during heart
and lung development csm have devastating cKnical consequences in the form of con-

genital heart disease and neonatal respiratory distress syndrome. An understanding
of how a gene is involved in the sequence of events leading to a disease process,
and how that particular gene is regulated, will lead to therapies to target molecules
that regulate the expression of that gene in a particvdar tissue at a psoticular time
to correct the abnormality.

Production of Genetically Engineered Molecules to Treat Human Disease. DNA
that encodes biologically active molecules can be inserted into bacteria, yeast, or
mammalian cells that are easily cultured to manufacture large quantities of thera-

peutically
useful molecules, e.g., recombinant tissue plasminogen activator (TPA) for

thrombolysis, recombinant Factor VIII for hemophilia, and recombinant Dnase for

cystic fibrosis. Hybrid molecules that carry a target fiinction and a biologically ac-
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tive function can also be created by genetic engineering techniques and produced in

lai*ge quantities. An example of a nybrid molecule is a TPA enzymatic function

linked in the same en^neered molecule to a clot-targeting function to treat blood

clots. Anotiier illustration is a smooth muscle cell growth Tactor-bacterial toxin hy-
brid for use in preventing restenosis after angioplasty.

UNFUNDED PREVENTION INITIATIVES

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The following prevention initiatives will not be funded at the request

level.

Innovative Strategies for Asthma Management. Asthma affects about 10 million

Americans. In order to develop innovative strategies for its management, the

NHLBI planned to stimulate multidisciplinary collaborative research to define the

underljring mechanisms and identify the processes that initiate, direct, and perpet-
uate the asthma response.
Secondary Prevention of Cardiovascular Disease. Cardiovascular disease (CVD)

continues to be the leading cause of death in the United States. Recent research

points to an expanded role for angiotensin converting enzyme (ACE) inhibitor drugs
in secondary prevention of CVD. These agents appear to reduce the progression of

atherosclerotic plaques in animals. The Institute has plans to support a clinical trial

to determine the usefulness of ACE inhibitors in secondary prevention
of CVD.

Focus on Peripheral Vascular Disease. Deep vein thromoosis, a process whereby
blood clots develop mainly in leg veins, affects approximately two million Americans
each year, about two-thirds of whom are women. Pulmonary comphcations affect an
estimated 600,000 patients annually, and are the cause of death in 60,000. The
NHLBI designed a special initiative to stimulate studies of protection against
thrombosis, improve noninvasive diagnostic techniques, evaluate safe and effective

methods of management, and develop educational programs for the pubUc.
Overcoming Restenosis after Angioplasty. Each year, coronary restenosis occurs in

30-40 percent of the 260,000 Americans who undergo an initial percutaneous
transluminal coronary angioplasty.

The NHLBI has plans to support innovative mo-
lecular biologic studies to identify the mechanisms involved in restenosis and de-

velop effective methods to prevent it.

Inactivation of Transfusion Transmitted Viruses. Cvirrent risks of infection from
a transfused unit of screened blood range from 1 in 3,000 for hepatitis C virus to

1 in 225,000 for HIV. Although viruses nave been effectively inactivated in plasma
derivatives, attempts to develop equivalent procedures

in whole blood and blood

components have been uniformly unsuccessful. Research encouraged by this initia-

tive would develop simple,
cost-effective procedures to inactivate transfusion trans-

mitted viruses in blooa and blood components without impairing therapeutic effi-

cacy.

Physical Activity Intervention Trial. An estimated 50 percent of men and 60 per-
cent of women in the United States are sedentary, and the percentages increase
with advancing age. Physical inactivity is a known risk factor for heart disease. The
NHLBI has plans to implement a clinical trial in sedentary, middle-aged men and
women at elevated risk for coronary heart disease to determine if interventions to

promote physical activity are effective in improving fitness, and to identify the most
effective intervention programs.

Question. What climcal trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. Listed below are the NHLBI clinical trials currently supported or

planned for fiscal year 1994 that focus on disease prevention.
Post Coronary Artery Bypass Graft Study.
Penicillin Prophylaxis in Sickle Cell Disease.

Bypass Angioplasty Revascularization Investigation.
Child and Adolescent Trial of Cardiovascular Health.

Hydroxyurea in Patients with Sickle Cell Anemia.
Postmenopausal Estn^en/Progestin Interventions.
Transfusion Trial for n^vention of Platelet Alloimmunization.
Chelation Therapy of Iron Overload with Pyridoxal Isonicotinoyl Hydrazone.
Infant Heart Surgery: Central Nervous System Sequelae of Circulatory Arrest.
Prevention and TVeatment of Hypertension Study.
Cholesterol Reduction in Seniors Program Pilot.

Prevention of Early Readmission in Elderly Congestive Heart Failure Patients.
Effects of Digitalis on Survival in Patients with Congestive Heart Failure.

Emphysema: Phjrsiologic Effects of Nutritional Support.

I
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Cardiopulmonary Effects of Ibuprofen in Human Sepsis.
Trial of Electrophysiologic-Guided Antiarrhythmic "Dierapy.
Randomized Trial of Low Dose Aspirin in U.S. Nurses.
Diet and Exercise for Elevated Risk.

Asymptomatic Cardiac Ischemia Pilot Study.
Psychophysiological Investigations of Myocardial Ischemia.
Cluldhood Asthma Management Program.
Anti-HIV Immunoglobulin in Prevention of Maternal-Fetal HIV Transmission.
Cardiovascular Risk Factors and the Menopause.
Sodium Sensitivity in African Americans.
Montreal Heart Attack Readjustment Trial.

Stress Reduction in Elderly Blacks with Hypertension.
Trial of Nonpharmacologic Intervention in the Elderly.
Peripheral Arterial Disease.

Raynaud's Treatment Study.
Trial of an Implantable Cardiac Defibrillator.

Women's Health Trial: Minority Feasibility Study Cardiovascular Component.
Tamoxifen in Postmenopausal Women Trial: Cardiovascular Risk and Events.
Calcium for Preeclampsia Prevention CABG Patch Trial.

Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial.

Angiographic Trials of Atherosclerosis in Women.
Trial of Antioxidant Therapy of Cardiovascular Disease in Women.
Inhaled Beclomethasone for Prevention of Chronic Lung Disease.
Asthma Clinical Research Network.
Risk: Benefit Ratio for T Cell Depletion of Marrow for Unrelated Bone Marrow

Transplantation.
Toxemias of Pregnancy.
Dietary Intervention in Children with Elevated Lipoproteins.
Physical Activity Intervention Trial.

Coronary Artery Bypass Graft Patch Trial.

Question. What role does basic research, such as molecvilar biology, play in the

development of disease prevention efforts?

Answer. As has been the case in the past, basic research continues to provide the
essential foundation for new disease prevention strategies. It has become increas-

ingly apparent that both genetic and environmental factors operate in concert to
cause disease yet, to date, available preventive measures have been limited to envi-
ronmental changes. Dramatic advances in molecular biologic approaches now offer

exceptionally promising new avenues for
identifying key genes and understanding

how they act to cause (or confer protection from) disease. Such knowledge will en-
hance our ability to identify persons at risk of disease and to detect disease at ear-
lier stages so that preventive measures can be taken. Moreover, basic studies of mo-
lecular structure can provide a rational basis for design of new drugs to prevent dis-

ease or retard its progression. Finally, the rapidly emerging field of genetic therapy,
which offers unprecedented opportunities to prevent disease by correcting underly-
ing genetic defects, can realize its potential only through vigorous pursuit of basic
research.

NEW AND INNOVATIVE RESEARCH PROJECTS

Question. What are some of the most promising research projects now being fund-
ed by your Institute?

Answer. The new genetic techniques offer great hope for prevention or cure of

many life-threatening cardiovascular, lung, and blood diseases. NHLBI-supported
researchers are applying these techniques to their basic and clinical studies. These
approaches have

already opened exciting and innovative areas that hold much
promise for a healthier, longer, and better quality life for Americans. "The following
are selected highlights:
A Gene for Hypertension. Hypertension is found in 50 million Americans. The re-

cent discovery of a link between a hvunan gene and essential hypertension, the most
common form of high blood pressure, constitutes a major breakthrough. The gene
is responsible for production of angiotensinogen, a protein that regulates blood vol-

ume and other factors that determine blood pressure. Two specific variants of the

gene were found to occur with disproportionate frequency among persons with hy-
pertension, and elevated levels of angiotensinogen were found in the blood of per-
sons who had these genetic variants. This finding could lead eventually to earlier
identification of persons at risk and to new diagnostic, treatment, and prevention
strategies.
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Pulmonary Arterial Hjrpertension. Persistent primary piilmon8U7 hjrpertension oc-

curs in approximately 1 in 1,000 births and adult respiratory distress syndrome
(ARDS) anects about 150,000 Americans per year and causes deaths in half of them.

Currently available treatments for these conditions involve prolonged, costly medical

care, and often cause serious general complications. Nitric oxide, a natxiraily occur-

ring, inexpensive local vasodilator shows much promise as a noninvasive therapy to

reverse the pulmonary arterial h)T)ertension that characterizes persistent pul-

monary hypertension of the newborn and ARDS.

Improvea Treatment of Sickle Cell Disease. Sickle cell disease affects approxi-

mately 1 in 400 African Americans in the United States and a total of more than

50,000 Americans. Recent research advances offer great promise for developing new
treatment strategies and perhaps even a cure. NHLBI-supported investigators have

reported that certain drugs effectively stimulate fetal hemoglobin production
to re-

place the defective form of hemoglobin manifested in patients with sickle cell dis-

eases. At the same time, such exciting new approaches for cure as marrow trans-

plantation and gene tiierapy
are under investigation.

In addition, uie NHLBI has sought to stimulate and encourage research efforts

specifically addressing the special health needs of women and minorities related to

cardiovascular, lung, and blood diseases. Two new programs, Collaborative Projects
on Women's Health and Collaborative Projects on Minority Health, are designed to

produce new information on prevention, detection, and treatment of these diseases

and improve the health of these groups.
Question. What's the status of those select projects?
Answer. Although many of the projects are ongoing, the NHLBI had intended to

expand support for these and other highly promising research avenues.

Question. How will the fiscal year 1994 budget impact
on those projects?

Answer. Due to the anticipated eUmination of the four percent incretise in

noncompeting awards, it is likely that all of the existing research activities sup-

Borted
by the NHLBI will be hindered. In addition, the proposed 1994 budget is

kely to reduce the funds available to the institute to initiate and to stimulate new
research programs in these and other similarly promising directions.

Question. Will funding for these research projects be reduced as a result of this

budget?
Answer. The NHLBI will reduce the level of funding for its Comprehensive Sickle

Cell Center program, so progress toward a safe and effective treatment for sickle

cell disease may be impairea. In addition, the NHLBI will be unable to fiind the
numbers of collaborative projects on women's health or on minority health that it

had planned.

HARKIN-HATFIELD MEDICAL RESEARCH TRUST FUND PROPOSAL

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 bilUon a year would be
adaed to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be
funded, and in general, and in terms of the long-term benefits to scientific research
in your area?
Answer. An increase of 50 percent over the fiscal year 1994 request level would

enable the NHLBI to fund approximately 1,400 competing researcn project grants,
a success rate of 50 percent of^the total number of

applications
reviewed. This com-

pares to 621 competing grants fixnded at the request level, a success rate of approxi-
mately 22.9 percent.
There are numerous scientific opportunities that could be pursued if additional

funds were available. Remarkable breakthroughs are being realized in molecular ge-
netics in cardiovascular, lung, and blood diseases that will lead not only to new
treatment and prevention strategies, but more important, to cures. For example, a

genetic approach to hypertension is now feasible and timely, due to exceptional
progress in molecular genetics, including advances in technology and analytic meth-
ods that allow rapid construction of genetic maps. Hypertension is largely a disorder
of adult onset, so knowledge of an individual's genetic propensity to develop it could
be available decades before the disease becomes apparent. This would permit early
intervention in susceptible individuals that would offer the real prospect

of preven-
tion. Knowledge of the genetic determinants of hypertension would also offer the op-
portunity to target those individuals who would oe most likely to benefit from either

genetic or lifestyle modifications. The impact of such preventive measures will be

far-reaching, since behavioral and environmental modifications are likely to be more

I
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cost-eflFective than life-long drug therapy. Similar promising opportunities currently
exist for a number of other complex diseases, including stroke, atherosclerosis, the
anemias, the hypercoagulable syndromes, asthma, and obesity, each of which results
from an interaction of the effects of several genes and environmental factors. Given
the recent advances in molecular genetics, and the availability of current state-of-
the-art methodologies to map specific loci in tiie human genome, an unprecedented
opportunity now exists to

identify
the genetic basis for these ana other diseases. As

a result, it will be possible to select treatment alternatives that are tailored to the
needs of individual patients and to develop new targeted and specific interventions.
It will also be possible to identify individuals who are at risk for developing disease
before clinical symptoms appear, so that new and more selective prevention strate-

gies can be devised. The proposed budget for fiscal year 1994 does not permit new
efforts to pursue such opportunities.

GENE THERAPY

Question. Drs. Broder, Gorden, and Lenfant, please give me a synopsis of gene
therapy and its potential.
Answer. Gene therapv is the introduction of a gene (or genes) into a patient's cells

to provide a new set oi temporary or permanent instructions to these cells. Adding
a gene may be used to: (1) restore a function that is absent due to an inherited gene
defect; (2) acquire a new function that is not normally present; (3) enhance a normal
cell function; or (4) prevent a cell function.
Gene therapy could revolutionize medical treatment by offering new opportunities

for the prevention, cure, and control of a wide range of diseases. The most obvious
application of gene therapy is inherited genetic conditions. Although each condition,
such as cystic fibrosis, hemophiUa, fanulial hypertrophic carfiomyopathy, and
Gaucher's disease, is rare, collectively they have a large impact on human health.
Other targets for gene therapy include the multifactorial diseases, which are due
to complex interactions between one or more genes and the environment. These
widespread, common illnesses exert an immense social and economic toll, as tiiey
include diseases responsible for the leading causes of death in the United States,
such as heart disease, hypertension, stroke, and asthma. Gene therapy could also
be used to treat or prevent infectious diseases, such as AIDS, by adding genes that
make a patient resistant to infection.

This new branch of medicine began September 14, 1990, when NIH scientists

working at the National Heart, Lung, and Blood Institute and the National Cancer
Institute treated two children with a very rare but lethal blood disorder that is due
to an inherited, genetic defect that devastates their immune systems and makes
them excessively vulnerable to infectious diseases. Adding a normal gene allows tJie

immune system to function
properly.

The children are doing well, but must be treat-
ed repeatedly because the white blood cells carrying the new gene live only a few
months. Hence, a new gene therapy trial is underway to evaluate the effect of add-
ing the gene to special immortal cells (called stem cells), so tiiat a single treatment
could lead to a permanent cure. Examples of other inherited diseases being treated
with gene therapy

include cystic fibrosis and familial hypercholesterolemia, a dis-
ease of Upid metaboUsm that leads to early heart attacks. To date, the largest num-
ber of gene therapy trials focus on the addition of genes to boost the immune

systems
s abiUty to recognize and destroy a variety of different forms of cancer, in-

cluding melanoma, neuroblastoma, ovarian cancer, renal cell carcinoma, lung can-
cer, and brain tumors.

Question. How far are we from wider testing of this innovation and what do we
need to get there.
Answer. Gene therapy offers tremendous potential for the prevention, treatment,

and cure of a broad range of human ailments. In spite of ite vast potential, gene
therapy is still in its infancy, facing many difficult technical hurdles before it can
achieve widespread clinical application. Current methods to transfer genes into the

patient's cells are complex, cumbersome, labor intensive, inefficient, and costly.
Once inside the cell, the genes do not always work properly and have a tendency
to be turned off. Cells carrying the transplanted genes are often short-lived. It is

difficult to deliver the genes to a special set of cells while leaving all other ceUs un-
touched. These are some of the reasons current human gene therapy efforts are lim-
ited to advanced medical centers. Greater dissemination of this form of therapy will

require the development of simple and easy to use methods that can be employed
in ordinary cUnicaf settings.

Consequently, wider clinical application of this promising branch of medicine will

require new and expanded research efforts on the basic, biological tasks involved,
including the selection of appropriate target cells, methods for fi*ansferring the new



758

gene into the target cells, techniques to deliver genes to a specific part of the body,

unproved ability to generate large amoimts of delivery systems that bring the genes
to the cells, ways to insiire that the inserted gene is mnctional for sustained periods
of time and is regulated in the appropriate manner, and the development of new
animal models for pr«dinical studies. In addition, efficient regulatory procedures
and adequate personnel will insvu*e prompt review of proposed gene therapy proto-
cols and the assessment of safety and effectiveness of current trials.

There are cvurentJy 47 gene therapy projects to put a variety of genes into hu-
mans that are approved or underway world-wide. Fewer than 100 people have actu-

ally received this form of therapy. Adequate and sustained resources to advance the
Nation's research efforts and to insure proficient regulatory procedures will quicken
the pace with which gene therapv becomes a part of mainstream medicine. It is pos-
sible there will be a commercially licensed product for gene therapy, and the nxim-

ber of cUnical gene therapy trials will be in the hundreds, before the end of the dec-

ade.

SLEEP DISORDERS

Question. Dr. Lenfant, the National Commission on
Sleep

Disorders Research re-

centiy reported that 40 million Americans are chronically ill with various
sleep

dis-

orders, costing this nation nearly $16 billion annually for treatment and care. In ad-

dition to the financial costs, is the human tragedy of sleep related accidents. Most
recently, an accident in the Pacific Northwest captured the headlines of the media.
On Easter morning a truck, whose driver reportedly had fallen asleep, took the lives

of four family members when his truck struck a mini-van with four passengers.
At the Commission's recommendation, I have worked with Senator Kennedy and

other members of the Labor and Human Resources Committee to incorporate in the
NIH reauthorization bill provisions to establish a National Center for Sleep Dis-

orders Research. As you kiiow, the bill estabUshes the center within your institute.

Do you support the establishment of this center?
Ajiswer. Yes, the NHLBI supports and welcomes the estabUshment of the Na-

tional Center for Sleep Disorders Research within the Institute. Since the NHLBI
already has a substontial sleep program, we feel that the Center would be a logical
extension of many ongoing or planned activities as well as provide the Institute with
a broader mandate for sleep disorders research.

Question. What do you see as the major role of the center?
Answer. The major role of the Center will be in the coordination of all sleep re-

search to capture the fiill spectrum of activities fix)m basic research to knowledge
dissemination. One particularly important role of the Center would be to develop
a national public awareness and education program aimed at all health profes-

sionals, industry, policy makers and the general public. Other activities could in-

clude trie development of multidisciplinary research and training programs for sleep;
esteblishment of a network of clinical centers to evaluate novel therapies for sleep
disorders; develop programs to fill gaps in understanding the biochemical, cellular

and molecular mecnanisms of sleep, circadian rhythms, sleep deprivation and day-
time

sleepiness; promote studies on the genetic relation of sleep as well as chnical
studies 01 insomnia, narcolepsy and the parasommas.

Question. Will it supplant the ongoing sleep research programs of other NIH insti-

tutes?
Answer. No, although the Center will have a rather broad mandate it will not

supplant research now being conducted at various institutes, but rather it will at-

tempt to supplement that work by identifying and responding to gaps in the knowl-

edge base and ensuring that crosscutting research activities receive appropriate
at-

tention. It will serve as a focal point through which knowledge can be snared across

government agencies to capitalize on each others' strengths and assure efficient uti-

lization of limited resources.

GENDER DIFFERENCES

Question. Dr. Lenfant, a great deal of attention has been focused on gender dif-

ferences in treating coronary heart disease, especially in the area of bjrpass sur-

geries. What are the latest findings and research activities in this area?
Answer. The latest national date from U.S. hospital discharge diagnoses and pro-

cedures are for 1991. In that year, there were a total of 407,000 coronary artery by-
pass procedures of which 296,000 were in men and 111,000 were in women. The
number of these procedures performed in women in 1991 was substantially higher
than in the five previous years (106,000 in 1990; 97,000 in 1989; 83,000 in 1988;
88,000 in 1987; and 70,000 in 1986). Thus there is a trend suggesting increased uti-

lization of coronary bypass surgery among women. In the NHLBI Arteriosclerosis

I
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Risk Factors in Communities Study, investigators found that for cases of acute myo-
cardial infarction on hospital chart review in four communities, the likelihood of
women having coronary bypass siu^ery was one-half that for men. Trends in these

Erocedures
will continue to be monitored. Also, in the post-coronary artery

iobehavioral study, differences hy gender in psychosocial adjustments and health
related quality of hfe will be identified.

Question. How are recent advancements in gene therapy being applied to the
treatment of cardiovascular diseases?
Answer. The appHcation of gene therapy techniques to the treatment of cardio-

vascular diseases is in the very early stages of development. However, a number of

important advances have been made. Iryection of recombinant gene constructs di-

rectly into the myocardium has been shown to be practical and an efiBcient mecha-
nism for manipulating gene ejcpression in the hemts of large animals. An animal
model of famihal hyperupidemia was used to demonstrate uiat an appropriate re-

ceptor gene for low density Upoproteins introduced into deficient Uver cells could

dramatically reduce blood cholesterol temporarily. Research is proceeding to develop
a system with longer lasting effects. The endothelial cell has been modified in a
number of ways to introduce specific genes to improve the outcome of balloon

angioplasty. For example, in animal models several groups have developed methods
for introducing genes that prevent the formation of clots in injured arteries. Other
groups are working on the use of endothelial cells to hne stents, devices which are
used to keep an artery open afi«r angioplasty.

National Institute of Dental Research

Questions Submitted by the Subcommittee

improving oral health in americans with disabilities

Question. What initiatives has NIDR launched to improve oral health in Ameri-
cans with disabiUties?
Answer. In Broadening the Scope, the NIDR Long-Range Research Plan for the

Nineties, the Institute emphasizes the need to increase research addressing the oral
health needs of individuals at high risk for oral health problems because ofsystemic
disease, systemic disease treatments, handicapping conditions, and limited edu-
cation or access to oral health care. Our research includes:

Collaboration with private organizations and consortia, such as Oral Health 2000,
which is mounting m^jor oral health promotion/disease prevention campaigns to
educate patients and providers and improve access to oral health care.
Establishment of a National Oral Health Research Clearing-house to serve as a

centralized resource of information for patients, families, and providers.
The development and testing of intra-oral slow-release devices to prevent dental

caries in individuals with mental or physical handicaps. These devices may be espe-

cially important for institutionalized patients.
Clinical studies of dental implants as permanent tooth replacements in patients

bom with ectodermal dysplasia (congenitally missing or malformed teeth).
CUnical studies and trials comparing the timing and surgical approaches to the

repair and rehabilitation of cleft lip and cleft palate to maximize improvements in

appearance and oral motor functions such as speech and breatiiing fiinctions.

Efforts to enhance wound healing and regeneration of structure and fiinction of
bone and soft tissues in cases of orofacial &auma, disease, or disfiguring surgery
in cases of head and neck cancer.

Patient education and intervention programs to prevent oral health problems in
individuals with systemic disease (such as diabetes) or who receive radiation or

chemotherapy for head and neck cancer.
Research to develop better means of controlling pain and improving function in

individuals with temporomandibular (jaw) disorders and other chronic pain condi-

tions, including arthritis and diabetic neuropathy. Control of pain often leads to im-

proved function and mobility, resulting in greater independence, better diet and self-

care, and significantly adding to the quality of life.

DENTIST-SCIENTIST PROGRAM

Question. What is the stetus of your dentist-scientist program?
Answer. The Dentist Scientist Award (DSA) program is now in its eighth year,

and has reached a "steady state" operation with about 25 individuals entering the

program each year and 25 "graduating." Thus, at any given time, approximately 125

persons are enrolled in the l3SA program.
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Question. Are you getting a sufficient number of applicants?
Answer. The niunber of applicants to the program, both for the individual award

and for the institutional award, appears to be satisfactory to maintain a steady-
state program.

Question. What can you tell me about where the recent dentist-scientist graduates
are working?
Answer. The DSA graduates are obtaining excellent positions; for example, many

are Assistant Professors at such institutions as: the University of Michigan; Ohio
State; University of Maryland; University of Nebraska; Baylor College of Dentistry;
University of Texas, Houston and San Antonio; University of Medicine and Den-

tistry of New Jersey; University of California, San Francisco; Eastman Dental Cen-

ter; Forsyth Dental Center; University of Tennessee; Washington University;
State

University of New York, Buffalo* Marquette University; University of North Caro-

lina; Duke Universitv; Medical College of
Geoi^ia;

Bowman Gray School of Medi-

cine; University of Washington; University of Oklahoma; and
University

of Iowa.
One DSA graduate started as an Associate Professor at the University of Southern
California. A number have gone on to receive additional postdoctoral research train-

ing at institutions such as the University of Michigan, the University of Southern
Ctuifomia, and tiie University of Washington, as well as the intramural research

program at NIDR.

ORAL CANCER

Question. Dr. Loe, I understand that your Institute is expanding research in the
area of oral cancer. Can you describe your plans in this area/
Answer. In addition to research on inadence, causes, diagnosis, and prevention

of oral cancer and precancer that NIDR currentiy supports through regular research

grants and contracts, we are planning to explore the feasibility of establishing oral

cancer research units within the Comprehensive Cancer Centers funded by the Na-
tional Cancer Institute (NCI). These oral cancer research units would emphasize
basic mechanisms and prevention strategies and would be established within the
inner cities where there is a concentration of ethnic minorities in which oral malig-
nancies and premalignancies are disproportionately represented.
NIDR will also be co-sponsoring—with CDC and likely with NCI, the American

Dental Association, and state health departments—a mc^or initiative to develop a
national cancer control and prevention program for use by state health departments
and others in the field.

In our intramural research program, we are supporting small programs in the mo-
lecular etiology of oral squamous cell carcinoma, the most dangerous of the oral can-
cers. Using basic research findings, we are developing tests to aid in its early diag-
nosis, treatment, and prevention. Our Institute, in cooperation with NCI, is plan-
ning clinical trials to evaluate chemopreventive agents, such as retinoids, for popu-
lations known to be at high risk for developing squamous cell neoplastic disease.
The involvement of NIDR staff in these efforts provides a very important perspec-
tive that uniquely relates to NIDR's expertise, namely the oral cavity component to
this research. Another of our mojor goals in this area would foster more active par-
ticipation of dental practitioners in the diagnosis, treatment, and chemoprevention
of oral cancer.

Question. On the surface, it sounds like your work in oral cancer might overlap
with the work of the Cancer Institute. Can you describe how it differs and, also,
tell the Committee how you coordinate your work with the Cancer Institute?
Answer. I would characterize this relationship as complimentary ratiier than over-

lapping. Nearly 100 percent of the applications related to oral cancer received byNIH are dually assigned to both NIDR and NCI. Appropriate staff from both Insti-

tutes negotiate the correct assignment if, in their
opinion,

the DRG has erred in its

assignment. NIDR and NCI also fii^uentiy co-funa conference grants and are con-

sidering co-funding traditional research grants of mutual interest.

The NIDR and NCI have long held a mutual interest in cancers of the oral cavity
and pharynx. In August 1990, the directors of NIDR and NCI met to review areas
of common interest and to explore cross-Institute collaborations. Several

projects
were identified to advance the science base for tiie

etiolos^
and prevention of uiese

cancers. Two major projects were subsequentiy initiated. (Dne was the development
and pubUcation of a statistical review of trends in the incidence, mortality, and sur-
vival of oral cavity and pharyngeal cancer, based on the NCI's SEER data firom

1974-1987. This document was completed in 1991 and has been widely distributed

throughout the United States. The monograph was a collaborative effort of NIDR,
NCI, and CDC. It represents the first monograph to ever describe in detail trends
of these cancer types fi:t>m national registry data.

I
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The second project is the development of a case-control study of etiologic risk fac-
tors of oral and pnaryngeal cancers in Puerto Rico. Incidence and mortauty of these
cancers in Puerto Rico is substantially higher than in the United States. The rea-
sons for this excess morbidity and mortality are not known. The study will inves-

tigate the role of tobacco, alcohol, dietary factors, and the presence of the human
papilloma virus as potential etiolo^c agents. The studjr protocol was developed by
staff of the NCI and NIDR, who will serve as co-invesngators. Data collection was
formally initiated in February 1993.

REGIONAL RESEARCH CENTERS FOR MINORITY ORAL HEALTH

Question. Dr. Loe, in your statement you state that your surveys indicate that
"blacks and Hispanics are in worse oral health than whites." Will the new minority
oral health centers address this problem? And if so, how?
Answer. The long range overdl objectives of the minority centers are to improve

the oral health status of minorities, to increase the number of minority scientists

engaged in oral health research and research training, and to improve die research
infrastructure at

minority
dental schools and dental schools serving large minority

populations. The currently funded minority centers are strategicafly located in or
near geographic areas where there are concentrations of ethnic minorities.

Question. How many minority oral health centers do you plan to have over the
next 2 to 3 years?
Answer. We are currently supporting six Phase I minority centers; these will be

replaced in late September 1995 with three Phase II centers, which will be funded
for 5 years at an estimated annual cost of $750,000 each.

Question. Will that number be sufficient to meet the severe oral health problems
you mentioned in your statement?
Answer. Because of the long standing neglect of minority health in general and

minority oral health in particular, we anticipate that significant progress will be
made in addressing the problem through the tiiree full-scale centers.

LONG-RANGE PLANS FX)R MINORITY ORAL HEALTH

Question. For the record—provide the Committee with a description of your long
range plan to address the proolems of minority oral healUi.

Ajiswer. The oral health of minorities in me United States has been a concern
of the NIDR for a number of years. Although considerable experience has been
gained in community-based demonstration research over the past several decades,
particularly in the area of prevention activities, oral health activities have been no-

tably absent. Based on the experience in other areas of healtii, community-based re-
search to facilitate oral health can be developed and successfully implemented with
a minority focus.

In May 1989, the NIDR convened a Working Group on Minority Oral Health,
which addressed research and training issues. The concept for Regional Research
Centers in Minority Oral Health grew out of this working group as did the concern
for minority oral health as a primary consideration for epidemiologic research. In
September 1990, a contract was awarded to a minority firm to provide scientific di-
rection for the development of comprehensive and systematic data on the oral health
of black Americans and to develop a detailed plan for a prototype, baseline epi-
demiologic study of the oral health of this subpopulation. Based on the evaluation
of the final report from the contractor and an intramural review of the state of the
science, a concept for 'Targeting Oral Health Promotion in a Minority Community"
was developed. The concept was reviewed and given high priority by the NIDR Ex-
ecutive Staff in December 1992 and was approved by tiie NIDR Advisory Research
Council in

January 1993. A 5-year contract will be let in early fiscal year 1994.
This project will focus on one geographically defined community with one or more

minority population groups to assess the feasibility of a community defining and
managing its oral health. The major rese£irch issue to be addressed is wheuier a

community can define, manage, and improve the oral health of its members through
the use of focused interventions to alter one or a combination of factors (such as
individual actions, social and health care delivery, financial and healtii care pay-
ment systems, environmental, policy) known or assumed to fiifect oral health status
and relevant knowledge, attitudes, and behaviors.

MATERIALS RESEARCH

Question. Dr. Loe, the need for improved biomaterials, especially to treat the el-

derly and other QX)ups at high risk, will continue for decades ahead. And given the
concerns about the safety of mercury-containing dental amalgams—please describe
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your current program in materials research and tell us what you plan to do in this

area over the ne:rt 5 years.
Answer. NIDR supports the development of new materials for preventing oral dis-

ease and restoring d!amaged tissues. It also supports the development of methods
for evaluating the oiocompatability of restorative maxillofacial materials and assess-

ing the inte^ty of the tissue-material interface. Other research focuses on dental

implants, replants, and ti'ansplants and pulp biology. A mtgor focus of the program
is research aimed at the development of non-mercury containing materials for pos-
terior restorations as well as the development of new methodologies to reduce mer-

cviry exposure from existing amalgams.
l^he NIDR has a comprehensive research agenda on dental amalgam and alter-

native restorative materials. Although this agenda is planned to be accomplished
over the next 8 years, the program has broken out the short-term initiatives to be

accomplished over the next 5 years.

Recentiy an announcement was issued for new Specialized Materials Science Re-
search Centers for proposals to conduct research leadine to the development of new
or unproved biocompatible dental restorative materials as alternatives to dental

amalgam.
The program encourages research to improve adhesive bond strengths and to un-

derstand uie mechanisms of bonding and the influence of varying tooth structural

characteristics. New alloy combinations with enhanced biocompatibility are needed
as are unproved ceramic and glass-ceramic materials with long-term color stability.
The program also encourages research to evaluate the clinical performance of cel-

cium phosphate materials for alveolar ridge augmentation, immediate tooth root re-

placement, stebilization of metal implants, ana repair of periodontal defects. Other
research focuses on the evaluation of tooth preparation methods, the development
of more precise computer-aided dentistry and manufacturing systems for making
dental restorations, and the development of dental applications of new laser and
microwave devices.

Materials for the controlled release of diagnostic and therapeutic agents are also

of program interest.

The focus of implant research is on improving the implant-tissue interface, devel-

oping improved implant materials, and supporting clinical trials including those in-

volving medically compromised subjects. Multicenter trials will be supported
throu^ consortium arrangements with industry and universities. The program also

encourages research on tooth replants and transplants.
The NIDR recently issued an announcement for the support of Clinical Core Cen-

ters for Preventive and Operative Dentistry. The centers are intended to serve as
focal points for strengthening the nation's oral health clinical research capability,

enhancing clinical decision-making, and facilitating the development of new ap-

proaches
for dental caries diagnosis, prevention, and treatment in the light of recent

knowledge of caries etiology and pathogenesis.

PREVENTION AND MEDICAL RESEARCH

Question. America will spend more than $900 billion on health care in 1993, and
the vast mjgority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—publicly and
privately funded research will account for only 2 percent of the nation's health care
teb.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremenaous opportunities that exist in prevention activities, can you

{ilease
provide us with some example of basic research on disease prevention at your

nstitute?

Answer. The National Institute of Dental Research has been in the forefront of

prevention research since its esteblishment in 1948. At that time NIDR supported
the first clinical trials demonstrating the efiGcacy of water fluoridation in tne pre-
vention of dental caries. Since then, we have supported additional caries prevention
research in relation to dental sealants (plastic nhns) used to coat the chewing sur-
faces of teeth to prevent decay, and the development of intra-oral devices for the
slow release of fluoride for use in individuals at high risk for caries. Other basic
research relates to the identification of the protective and remineralizing compo-
nents of saliva in order to develop artificial salivas that could be used to prevent
or reverse caries lesions in individuals at high risk.
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With the advent of genetic engineering approaches, there has been a resurgence
of interest in the development of vaccines against oral diseases. NIDR is supporting
reseeirch on vaccines for dental caries, some forms of periodontal disease, and ortd

herpesvirus infections. Other prevention-related basic research includes behavioral

science studies to develop interventions to effect long-term changes in behavior to

prevent oral diseases, especially in patients at high risk, including older adults and
individuals with diabetes. We have also been active in research to prevent oral com-

plications of cancer treatments. In other studies, early interventions using

pheumacologic agents and behavioral approaches are being used to prevent chronic

orofacial pain.

Question. What cost savings does this research provide?
Answer. Epidemiologists and economists have analyzed oral disease trends and

dental care expenses over the decade and report that, in comparison with health

care costs in general, per capita dental expenditures have showed slower growth.
It is estimated tiiat the American public has saved approximately $40 billion in

1990 dollars over the period 1979-1989. Their analysis has attributed these savings
to improved oral healtii resulting from more effective preventive measures that were

developed through a sustained agenda of oral health prevention research and
science transfer. The NIDR has been the nation's primary sovuxe of support for oral

health research since its establishment in 1948.

Question. What prevention initiatives are planned for 1994?
Answer. Our plans for 1994 include several major initiatives to further the pre-

vention of oral diseases:

Research to develop and test oral biomarkers for diagnostic screening for disease

or of risk for disease. Saliva and other oral fluids are easily sampled without the

expense or possible risk involved in drawing blood. We plan to use molecular biology

techniques to identify markers for oral diseases (e.g., dental caries, periodontal dis-

eases, oral cancers) and also systemic diseases (e.g., peptic ulcer, Sjogren's syn-

drome, HIV infection). Early diagnosis has the potential for interventions to reverse

or prevent disease or disease compUcations. Biomtirkers can also indicate compli-
ance with risk reduction regimens (such as tobacco cessation programs or changes
in diet).

The mapping and sequencing of genes or gene markers associated with genetic
diseases of the craniofacial tissues, teeth, and bones. Results could be used in diag-
nostic screening tests for prevention or early intervention. Included in this research

are studies of certain families of genes and gene products that are important in the

normal development of the craniofacial tissues as well as in their repair and regen-
eration. Geneticallv engineered analogues of these molecules can be used in den-

tistry, surgery, and orthopedics to enhance wound healing, restore function, and pre-
vent the long-term compUcations and disabilities due to msease and trauma.

Clinical studies and trials to test vaccines and other immunologic approaches to

oral disease prevention in clinical studies. For example, we are ready to test the use

of monoclonal antibodies ageiinst caries-causing bacteria. The antibodies can be ap-

plied directly to oral tissue surfaces to provide protection against tooth decay.
"The development of materials and methods that are alternatives to mercury-con-

taining dentfu amalgams. The goals of this research are to develop restorative mate-
rials that minimize trauma and destruction of healthy tissues and in this way help
to preserve the tooth over the lifetime. The newer materieds can also incorporate

preventive agents such as fluoride to provide further protection against oral disease.

Other prevention research in 1994 is targeted to early diagnosis and treatments

of oral cancer and pre-cancerous lesions to control or reverse the cancer process; re-

search to prevent chronic orofacial pain; and research for the more effective repair
and restoration of function in cases of birth defects, trauma, or surgery.

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. We will pvu^ue research in all the initiatives described, but it will be nec-

essary to limit the number and duration of studies accordingly.

Question. What prevention initiatives will go unfunded because lack of resources?

Answer. A number of clinical studies and trials may go unfunded, including test-

ing of vaccines and immunologic approaches to prevention of dental caries;

multicenter validation of prevention of oral compUcations of cancer therapy; use of

guided tissue regeneration and bone growth factors to reverse tissue destruction in

advanced periodontitis; evaluation of antimicrobials and fluoride to prevent dental

caries in patients with dry mouth; multicenter vaUdation of oral disease indicators

(probes of plaque or saUva); new modaUties for improving periodontal health in risk

groups; and multicenter validation of biomarkers of oral cancer risk, diagnosis, dis-

ease progression and treatment outcomes.
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Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. Currently supported disease-prevention clinical trials include the follow-

ing:
A double blind randomized clinical trial of vitamin supplementation (beta-caro-

tene, vitamin C, and vitamin E) to reduce/reverse oral mucosal lesions.

Evaluation of pulsed infrared lasers on dentin to remove caries, reduce

hypersensitivity, enhance hardness, decrease permeability, and provide for caries in-

hibition.

Testing of a variety of pre-operative coagulant factors, intra-operative materials,
and post-operative agents to determine their effectiveness in preventing hemorrhage
in hemophiUac patients, including individuals with HIV infection, who undergo den-
tal extractions.

Comparison of the efficacy of two dental sealants—one with and one without fluo-

ride—to prevent dental caries in children ages 5 to 12 who have moderate to high
caries experience.
Evaluation of the effectiveness of daily fluoride application for root surface caries

in older adults.

A clinical trial comparing the effects of two different self-applied fluoride regimens
on root and coronal caries in adults.

Evaluation of the effectiveness of combined self-applied fluorides and sealants for

caries prevention on schoolchildren living in a non-fluoridated rural county.

Comparison of programs of combined daily fluoride tablets and weekly fluoride

mouthrinsing with eiuier regimen used £done, in elementary schoolchildren living in

a fluoride-deficient community.
Multi-center controlled clinical trial evaluating the effectiveness of the drug

pilocarpine to restore salivary function in patients with dry mouth conditions.

Evaluation of treatments to control/prevent periodontal disease in Native Ameri-
cans with non-insulin dependent diabetes.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Molecular biology has greatly accelerated prevention efforts by providing
the knowledge and techniques for identifying and sequencing genes associated with
disease (with Implications for early diagnosis, treatment, and ultimately prevention
through gene therapy). Currently, over 70 genes have been mapped that are related
to craniofacial disorders, 30 related to dental disorders, and 20 related to clefting.
In the area of infection and immunity, molecular biology has identified virulence
factors of oral pathogenic microorganisms, observed the cascade of events in re-

sponse to infection and described the cells and cell products activated in inflamma-
tion and immune responses.

This knowledge has been appUed to the genetic engineering of vaccines and
monoclonal antibodies to

protect against oral ouseases including dental caries, peri-
odontal diseases, and oral herpes simplex viruses. Cell and molecular biology tech-

niques have also been applied to the development of biological markers of disease
or risk for disease in saliva or other easUy sampled oral tissues. The identification

of various families of growth factors, immunostimulanta, and other molecules has
also led to the production of genetically ei^ineered analogues that can be used to

enhance wound healing and regeneration of oral soft and hard tissues, and reverse
disease processes. Some studies have identified small proteins in the connective tis-

sue linings of body organs that can prevent the spread of cancer in animals.

NEW AND INNOVATIVE RESEARCH

Question. What are some of the most promising research projects now being fund-
ed by your Institute?

Answer. The following are promising areas of research with important applica-
tions for disease prevention and early intei^entions:

1. Use of saliva and other oral tissues as biomarkers of disease and health status.

Researchers are applying molecular biology techniques to develop tests that use
saliva or other easily sampled oral tissues to detect disease or risk factors for dis-

ease and to measure levels of specific compounds in circulation, including nutrients,
hormones, medication, and drugs of abuse. Such tests would be more widely accept-
ed by individuals and obviate the risks, inconvenience, and costs of drawing blcxxl

or taJdng urine samples.
2. Development and testing of biomaterials and methods as alternatives to dental

amalgams to treat dental canes.
All Americans remain at risk for dental caries and tooth loss across the life span.

Millions of Americans have had, and continue to have, amalgam restorations to
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treat dental caries. Concerns raised abut the safety of dental amalgams because of
the slow release of mercury vapor in the mouth have led to a PHS

report affirming
their safety but

charginjp;
NIDR to develop a research agenda to

explore questions
of safety and efficacy of all existing materials further and to develop new or im-

proved materials.
3. The eradication of caries in children and adolescents.

Despite impressive gains in the oral health of young people, the average 17-year-
old has eight decayed, missing, or filled tooth simaces. The extent of dental caries
is much higher among poor children, especially among ethnic and minority groups.
As Johnathan Kozol has written, "Bleeding gums, impacted teeth, and rotting teeth
are routine matters for the children I have interviewed in the South Bronx. Chil-
dren get used to feeling constant pain."

i Other pockets of disease occur among chil-

dren with systemic disease or mental or physical handicaps. The cost of untreated
tooth decay in young people is measured m diminished school performance and ab-
sence because of the pain and suffering of dental disease. Untreated tooth decay can
lead to tooth loss ana systemic sequelae as well as the need for more costly dental
treatment. Continued lack of treatment also increases social consequences such as

poor self-image and appearance, and lowered hiring potential.
Question. What*s the status of those select projects? How will the fiscal year 1994

buaget impact on those projects? Will funding for these research projects be reduced
as a result of this budget?
Answer. The NIDR is pursuing these important research opportunities to the ex-

tent that current funding levels permit. In fiscal year 1994, it will be necessary to

limit the size and scope of some projects, while the start-up for certain others will

be postponed.

HARFON-HATFIELD TRUST FUND

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a

yeeir
would be

added to the NIH budget. This would average a 50-percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be
funded, and, in general, in terms oi the long-term benefits to scientific research in

your area?
Answer. A 50-percent increase in the NIDR budget would allow the Institute to

pursue vigorously the high priority initiatives envisioned in our long-range research

plan for the nineties:

Move toward the complete eradication of dental caries and periodontal diseases

by focusing on the individuals and groups at highest risk: poor children, ethnic and
racial minorities with limited access to oral hetuth care, and individuals whose oral
health is compromised by systemic disease treatments, and disabilities. We would
implement demonstration research projects using proven means of prevention, such
as the use of fluorides and dental sealants, and we would conduct multicenter clini-

cal trials of dental caries and periodontal disease vaccines and other immune ap-
proaches to prevent these bacterial infections. We would explore research to develop
and test oral rinses—designer salivas—to remineralize tooth enamel in the early
stages of decay and conduct studies of chemotherapeutic agents to destroy patho-
genic oral bacteria as well as drugs to enhance tissue repair and regeneration in

advanced cases of periodontal disease.

Fully implement the Research and Action ProCTam for Improving the Oral Health
of Older Americans and Other Adults at High Risk. NIDR has been committed to

this program following analysis of national survey data in the mid-1980s that
showed that 40 percent of Americans 65 or over are missing all their teeth, while
the remainder experience the worst oral health of any age group. In addition, ma-
ture adults and older Americans are more likely to be suffering fi-om chronic dis-

eases such as diabetes that increase the risk for oral health problems, oral cancers,
chronic orofacial pain conditions such as post-shingles pain, autoimmune diseases,
and the dry mouth effects of drugs in common use among the

elderly.
With addi-

tional funding, greater efforts can be made to promote oral health and prevent oral

disease and tootii loss in the elderly and other high-risk adults. Clinical studies and
trials to reduce risk factors (such as uncontrolled diabetes) can be targeted to com-
munities, nursing homes, veterans hospitals, and senior citizen centers. A
multicenter clinical trial of the safety and efficacy of dental implants to replace one.

1 Kozol, Johnathan, Savage Inequalities: Children in American Schools, Crown Publishers,
New York, 1991, p. 20.
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several, or all the teeth could be launched. This trial could revolutionize dentistry
in the ftiture, eliminating the need for removable dentures and bridgework.
As oral health research has matured, investigators have increasingly explored the

intimate connection between the mouth and the rest of the body. The result has
been a new focus on "special care" patients—individuals of any age whose oral

health is directly or indirectly affected by systemic diseases. Sjogren^ syndrome is

an autoimmune disease in which the salivary and tear glands are gradually de-

stroyed. The ectodermal dysplasias are genetic diseases that manifest as missing or
malformed teeth, hair, nails, and sweat glands. Other genetic disorders that affect

the oral tissues include oral clefting syndromes, amelogenesis-dentinogenesis and
osteogenesis imperfecta. Paget's disease, osteoporosis, rheumatoid arthritis and os-

teoarthritis are systemic diseases which can affect craniofacial bones and joints, as
well as other parts of the body. Chronic pain conditions, such as the pain associated
with bone and joint diseases (including the temporomandibular or ^aw joint) are
more common in older adults and can severely restrict the quality of life, interfering
with activities of daily living. With a 50-percent increase in funding, oral health re-

searchers can advance understanding of the disease mechanisms of all these debili-

tating health problems with the potential for developing approaches that not only
prevent the oral health consequences, but also can be applied against the systemic
disease itself.

National Institute of Diabetes and Digestive and Kidney Diseases

Questions Submitted by the Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this wul go toward treatment and care. A very small percentage
of this total will be spent on research and prevention activities—^publicly and pri-

vately funded research will account for only two percent of the total, and prevention
activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and pre-
vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremenaous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. Much of the research supported by the NIDDK has as its ultimate goal
the prevention of disease. I would like to answer your question with a few specific

examples, in the areas of diabetes mellitus, end-stage renal disease, obesity, nutri-

tion, osteoporosis, hormone-responsive cancers, risk factors for cancers of the diges-
tive tract, and end-stage liver msease.

Diabetes Mellitus: Diabetes afiOicts an estimated 13 to 14 milUon people in the
U.S. Estimates of the annual cost of diabetes and its compUcations in terms of treat-
ment and lost productivity range from $20 to $40 billion. The goals of basic and clin-

ical research on prevention of diabetes
complications

focus on biochemical and ge-
netic markers to determine who is likely to aevelop diabetes; intervention strategies

involving diet, exercise, and drugs to delay or prevent the disease in those individ-
uals who are susceptible; and delaying serious compUcations in those who already
have diabetes. The search for diabetes genes is a research emphasis. In addition to

offering important screening techniques, identification of the genes for diabetes
would provide insight into the molecular mechanisms of disease and ultimately lead
to new strategies to prevent diabetes.

End-Stage Renal Disease: In 1990, approximately 210,000 Americans had end-

stage renal disease (ESRD). The total direct medical payment for treating ESRD in
1990 was estimated to be $7.6 billion. Prevention research in the area of ESRD is

multifaceted, involving efforts toward improving the understanding, diagnosis, treat-

ment, and prevention of the major kidney disorders that eventually progress to com-
plete kidney failure. These disorders include: diabetes; hypertension-associated kid-

ney disease; glomerulonephritis; cystic kidney diseases; and vascular or toxic iryury
to the kidney. Research goals include: finding accurate and noninvasive or mini-

mally invasive methods of predicting which patients with kidney disease will

progress to ESRD; clarifying the molecular mechanisms of immune, vascular, and
toxic injury to the kidney in order to find those that are amenable to intervention;
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expanding research on developmental disorders of the kidney; and investigating the

genetics of ESRD.
Obesity: Obesity is well established as a mapor risk factor in many of the leading

causes of morbidity and mortality in the U.S., including diabetes, cardiovascular dis-

ease, certain cancers, gallstones, and stroke. At least 25 percent of adults in the
U.S. are obese (about 34 million individuals). Obesitj^-related research includes basic
research studies on: the genetic components of obesity; nutrient influences on gene
expression; nutrient metaboUsm as a component of cell function; nutrient-drug
interactions; brain-gut peptides and their role in regulating factors that affect sati-

ety; and studies of energy regulation and the physiological basis of energy balance
in individuals, such as individual differences in energy intake, metabolic rate, lipid
oxidation, and nutrient partitioning.

Nutrition: Dietary excesses or imbalances have been associated with many of the

major health problems in this country, including diabetes, osteoporosis, kidney dis-

ease, digestive diseases, stroke, heart disease, AIDS, and cancer. Nutritional factors
also may play an important preventive role. They are beUeved to protect against
free radicals, compounds that appear to be involved in promoting initiation of a
number of cancers, as well as in cardiovascular diseases, cataracts, degenerative

processes of the nervous system, and the aging process. Anorexia often is observed
m association with many chronic disorders including end-stage renal and liver dis-

eases, cancer and tuberculosis. Malnutrition in HIV infection may contribute to im-

paired T cell function, disordered gastrointestinal absorption, and altered host re-

sponse to infection. Nutritional disorders also contribute to the morbidity and mor-
tality of cystic fibrosis. The NIDDK is pursuing basic nutrition research that in-

cludes such areas as: the use of nutrient antioxidants to combat free radicals;

changes in nutrient needs with life-cycle; nutrient influences on gene expression;
nutrient metabolism as a component of cell function; nutrient-drug interactions; and
the causes of disease-related anorexia.

Osteoporosis and Related Bone Diseases: Osteoporosis is a common condition, af-

flicting an estimated 24 million Americans. The economic burden on the U.S. of

osteoporosis and associated fractures is estimated to be at least $7 to $10 billion

annually. Goals of NIDDK-supported basic and clinical research related to the pre-
vention of bone loss focus on understanding the endocrinology and metabolism of
bone and identifying wavs to interfere with factors leading to Done loss or abnormal
bone formation. Researchers are also studying bone loss that results from decreased

estrogen production as a result of menopause, endocrine disorders, or glucocorticoid
therapy.
Hormone-Responsive Cancers: Certain body organs, and cancers that develop

within them, are responsive to hormones. Devising new diagnostic and therapeutic
interventions with potential for prevention and/or treatment of two such cancers,
prostate and breast cancer, is a high priority of researchers in endocrinology. Basic
research in endocrinology has led to fundamental advances in knowledge of the
mechanisms of hormone action in the regulation of cell growth, development, and
function. This research, in turn, has provided new opportunities for vmderstanding
molecular mechanisms of cancer. Cells, such as those of the prostate and breast, re-

spond to a variety of hormones and growth factors, including androgenic steroids
and fibroblast growth factor, and estrogen, progesterone, and growth factors, respec-
tively. In hormone-responsive tissues such as the prostate and breast, hormone
analogs have been successfully used to prevent growth and spread of cancer.
Risk Factors for Cancers of the Digestive Tract: MaUgnancies of the digestive

tract are the most commonly occurring malignancies of any organ system, causing
80 new cancers per 100,000 population per year, or 22 percent of all cancers. The
NIDDK is encouraging basic research that could result in treatments and preventive
interventions for chronic infleimmatory diseases implicated in the genesis of cancers
of the digestive tract, for example: colon—inflammatory bowel disease research on
genetic markers, immune regulation, and development of therapeutic and diagnostic
options; stomach—the mode of H. pylori transmission and its mechanisms of cell in-

jury, as well as examination of the virulence factors important in persistence of in-

fection with this organism; liver—promising antiviral drugs to improve management
and treatment of viral hepatitis; and pancreas—identification of the specific genetic
elements relevant to diabetes mellitus, a disease which increases by threefold the
risk for developing pancreatic cancer.

End-Stage Liver Disease: Cirrhosis characterized by injury to the liver may result
from chronic viral hepatitis, drugs and toxins, chronic alcoholism, and primarj' bili-

ary cirrhosis. The NIDDK is pursuing research in structure-based design of drugs
to treat liver diseases that lead to cirrhosis, in order to prevent their ultimate pro-
gression to end-stage liver disease. For example, until recently, no treatment was
available for chrome viral hepatitis. Using recombinant alpha interferon in small
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clinical trials, intramural investigators have now demonstrated promising thera-

peutic results in chronic hepatitis B and C, as well as chronic delta hepatitis.

Question. What cost savings does this research provide?
Answer. Let me answer you in the form of an example that is now well estab-

lished that makes this sort of connection very clear. This is the discovery that, in

most patients with peptic ulcer disease, the disease is caused bv a bacterivun and
can

easily
be treated oy a combination regimen including antioiotic therapy. We

sponsored a clinical trial that showed this combination therapy not only leads to

more rapid heaUng of ulcers than the old-style therapies, but most importantly, ap-
pears to prevent recurrence of ulcer disease in the

majority
of patients. Since peptic

ulcer disease affects up to 10 percent of the adult U.S.
population

and is one of the
most common medical conditions encountered in clinical practice, there is no doubt
tiiat this has major cost consequences. It has been estimated that this treatment
will save $760 million in realizable annual cost savings. The present value of NIH
support in this area has been less than 4 percent of this single year's savings. The
research that led to the discovery of the role of Helicobacter pylori infection and the

development and recurrence of ulcers of the small intestine was basic research that
uncovered a totally new and successfol approach to ulcer treatment.

Question. What prevention initiatives are planned for fiscal year 1994?
Answer. Most diseases in our research portfolio are chronic, with associated enor-

mous costs due to the need for long-term treatment. Diabetes alone costs the health
care system over $20 billion each year in the United States. To address the impor-
tance of preventing chronic diseases and their complications, we have an across-the-

board focus on prevention in all of our programs. For example, we are now initiating
a major clinical trial on primary prevention of non-insulin-dependent diabetes, or
NIDDM. This trial will include 50 percent minority participation,

and will have

major consequences for treatment of a devastating condition that
disproportionately

affects minorities. It also includes a collaborative effort, cofunded by tne Office of
Research on Minority Health at the NIH and the National Institute of Child Health
and Human Development, to focus on prevention of obesity-related NIDDM among
minority women with a history of gestational diabetes. The NIDDM trial dovetails

with the conclusion of a major NTDDK clinical trial aimed at delaying the
complica-

tions of insulin-dependent diabetes (IDDM). The results of this study, the Diaoetes
Control and Complications Trial (DCCT), have just been announced. The trial was

actualljr stopped early because the intervention, strict control of blood glucose by fre-

quent insulin injections and blood monitoring, was so successfiil in preventing pro-
gression of microvascular complications. I think it is safe to say that this trial will

have a major impact on the treatment of IDDM, and that the results will also be
utilized in treatment of NIDDM patients. In addition to these major clinical studies
in diabetes, we also have undertaken a basic research initiative to identify the genes
responsible for diabetes and their mode of action.

Another m^jor area of focus is end-stage renal disease. We are addressing under-

lying causes of kidney failure through basic and clinical studies in this area. These
include a large clinical study of kidney disease and hypertension in Afiican-Ameri-
cans and an initiative to reduce mortality and morbidity in the end-stage renal dis-

ease population. We also hope to be able to announce the results of a long-term clin-

ical trial, the Modification of Diet in Renal Disease (MDRD) study.
In addition, the NIDDK has taken a lead role in obesity prevention.

Our major
Obesity Initiative began with the convening of a national task force to advise us in
this area and the establishment of three new Obesity/Nutrition Research Centers
to foster an interdisciplinary obesity research base and to encourage pilot studies.

We now, with cofunding from the Office of Research on Minority Health, have initi-

ated a clinical trial to improve the long-term outcome of obesity treatment in minor-

ity women and to reduce disease risk factors in this population. In the coming year,
we expect to award a contract for establishment of an Obesity Resource Information
Center that will translate research findings for use by cUnicians and the pubUc. In
other areas, the NIDDK is involved in research relating to prevention of ulcer dis-

ease, osteoporosis, breast cancer, benign prostatic h37)erplasia, and AIDS wasting.
Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. Unfortunately, because budget constraints tend to fall most heavily upon
new and competing grants, they impair ovu- most effective means to develop new ini-

tiatives. Our current projections for 1994 new and competing research grants place
the number of grants we can fund at the lowest level in decades. In addition, we
anticipate that those grants we are able to fund will experience an average 30 per-
cent program adjustment. Obviously this type of severe pruning in the number of
new and competing grants and the level of support

for those that are funded will

reduce the momentum of research across the board. Examples of the types of re-
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search that will be affected include oxir initiative to identify the genes involved in

diabetes; a major obesity initiative that is just beginning to address one of the kev

prevention issues in this country; an exciting initiative to look at antioxidants, sucn
as vitamin E, in prevention of disease; and a range of important studies on kidney
disease in African-Americans and on the urologic^ disorders of women. These are

merely a few of the dozens of initiatives that will see the pace of research reduced
under the current budget proposals.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. Some of the research opportunities we would not be able to exploit fully

or pursue optimally in fiscal year 1994 are listed below.—In the areas of diabetes, endocrinology and metabolism research: clinical trials

of preventive intervention strategies in non-insuUn-dependent and insulin-de-

pendent diabetes mellitus; search for the diabetes genes; development of im-

proved methods to achieve euglycemia ("tight control" of blood sugar) in dia-

betics; research on the mechanism of action of estrogen in bone; initiatives to

prevent bone loss through calcivma intake, hormone replacement, and treatment
of medical conditions leading to loss of bone; new diagnostic and therapeutic
interventions with potential for prevention and/or treatment of cancers of the

prostate and breast; and new approaches to gene therapy for inherited meta-
Dolic diseases, such as cystic fibrosis and Tay-Sachs disease.—In tiie areas of digestive diseases and nutrition research: new and improved
therapies for liver diseases that can lead to end-stage liver disease; increased
research on the physiologic basis of obesity, including energy regulation and the

physiological basis of energy balance, the role of brain neuropeptides in central

regulation of factors affecting satiety, determinants of obesity during the early

stages of life, and genetic components of
obesi^;

basic research into the patho-
genic role of Helicobacter pylori in the natural history of duodenal ulcer msease
and a clinical trial on tiie prevention of duodenal ulcer by eradication of

Helicobacter pylori; clinical trial on prevention of re-bleeding from esophageal
varices; clinical trial on prevention of recvurence of hepatitis B after liver trans-

plantation; cUnical trial on surgical intervention for morbid obesity; clinical trial

of immunosuppressants in the treatment of Crohn's disease; and clinical trial

on gallstone formation in obese persons dvuing weight loss.—In 9ie areas of kidney, urologic, and hematologic diseases research: basic stud-

ies on non-immune renal tissue injury and regeneration, relationship of ion

transport mechanisms in the renal tubiile to diseases of the kidney, kidney graft
survival in African-Americans, prevention and treatment of vuinary tract stone

disease, urologic disorders of diabetes mellitus, hematopoietic stem cell biology,
and hematopoietic gene regulation; establishment of research centers of excel-

lence in molecular hematology; cUnical trial on evaluation and treatment of IgA
nephropathy; clinical trial on prevention and treatment of diabetic kidney dis-

ease in adolescents; clinical tried of peritoneal dialysis; clinical studies on pre-
vention of kidney disease in Pima Indians with diabetes; and epidemiologic
studies to identity the causes of progressive renal disease in the Zuni Indians.

Question. What cUnical trials are you currently supporting or planning to initiate

that have a focus on disease prevention?
Answer. We have just issued an RFA for a very large clinical trial on primary

prevention of non-insulin-dependent diabetes, or NIDDM, in individuals at risk for

this disease. This trial will include 50 percent minority participation, and will have

major consequences for treatment of a devastating condition that disproportionately
affects minorities. We also are moving into the fiul-scale phase of a clinical trial on
kidney disease and hypertension in African-Americans, as well as a pilot study of

benign prostatic hyperplasia drug therapies, an effort to reduce mortality and mor-

bidity in the end-stage renal disease population, and clinical studies to look at

immunomodulation as a means of preventing development of insulin-dependent dia-

betes (IDDM).
We now are winding up two important ongoing prevention studies. First and fore-

most is the Diabetes Control and Complications Trial (DCCT). We have just an-
nounced the results of this trial, which was stopped early because of the success of

the intervention. The DCCT provides crucial evidence that tight control of blood

sugar levels of IDDM patients can ameliorate and delay onset of the complications
of diabetes. This is an important result, that we believe has relevance to the treat-

ment of millions of NIDDM patients as well. We also are concluding the Modifica-
tion of Diet in Renal Disease (MDRD) study. The results of this trial will provide
new information about the management of diet and blood pressure among persons
with established kidney disease.
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Question. What role does basic research, such as molecvilar biology, play in the

development of disease prevention efforts?

Answer. By defining normal human physiology and revealing how and why a dis-

ease develops, basic research provides clues about possible interventions to treat or

prevent disease. Further, the research methods developed in the laboratory often
nave broader applicability, for example, in screening for disease, testing treatments,
and producing agents that are used for disease prevention or treatment.
An excellent example of the importance of basic research in the prevention of dis-

ease manifestations is cystic fibrosis (CF), a disease within the mission of the
NIDDK. In the early 1950's, NIDDK-supported scientists discovered a key metabolic

abnormality in CF—high levels of salt in sweat of patients. This led to a test that
has been essential for diagnosis and provided a clue to the molecular error causing
the disease. After years of searching for a fundamental effect that could explain all

the manifestations of the disease, basic advances in cellular
biology

led to an
NIDDK-supported researcher's breakthrough discovery in 1'j83 that the secretory
ducts of the tissues lining CF-affected glands showed reduced permeability to chlo-

ride ions. At the same time advances were being made in molecular genetics, and
the search for the CF gene became a research goal. NIDDK-supportea researchers

developed new techniques in molecular biology, applied them directly to the search
for the CF gene, and, in 1989, identified the defective gene in CF. Identification of
the gene has led to intensified research efforts, including human trials of gene ther-

apy for CF and clinical studies of innovative methods of preventing CF complica-
tions.

All of the current human trials in gene therapy are based not only on increasing
knowledge about the specific disease but also on decades of basic genetics research,
from the discovery of tne gene and the "cracking" of the genetic code to recent suc-

cesses in developing methods for the introduction of healthy genes into the genome.
In other areas, oasic research to develop methods for determining which individuals
are susceptible to a specific disease or to specific disease complications will play a

major role in prevention efforts, which can then be targeted to specific groups at
risk. Research to determine the structure of biologically significant proteins should
allow manipulation ofprotein interactions, one avenue being pursued, for exaraple,
in AIDS prevention efforts. Further, bfisic research has made it possible to produce
recombinant human proteins for use in treating and preventing disease comphca-
tions. For example, the NIDDK supported much of the basic research that led to

the production of recombinant human erythropoietin as a treatment to prevent se-

vere anemia in end-stage renal disease.

NEW AND INNOVATIVE RESEARCH PANEL QUESTIONS

Question. What are some of the most promising research projects now being fund-
ed by your Institute?

Answer. Let me answer broadly by focusing on three m^jor aspects of our port-
folio: diabetes, obesity, and end-stage renal disease. Each of these affects millions
of Americans and offers tremendous possibilities for prevention, with enormous re-

lated public health con8e<juences.
Diabetes afOicts an estimated 13 to 14 million people in the U.S. Estimates of the

annual cost of diabetes and its complications in terms of treatment and lost
produc-

tivity range fii^m $20 to 40 billion. The Institute has planned a multi-faceted initia-

tive to delay onset of or to prevent both non-insulin-dependent diabetes mellitus
(NIDDM) and insulin-dependent diabetes mellitus (IDDM). Accomplishing these

goals requires an intensive effort to identify the genes responsible for diabetes and
extensive clinical trials of promising prevention and intervention approaches. For
NIDDM, a major clinical trial will aim to prevent or slow disease progression in tar-

get individuals with impaired glucose tolerance, a history of gestational diabetes,
and/or newly diagnosed NIDDM, utilizing interventions such as diet, exercise, and
pharmacologic agents. To prevent overt IDDM, a clinical trial is proposed to test

interventions in prediabetic individuals, using parenteral
insulin or oral administra-

tion of autoantigens. This strategy is vaccine-like in that the mechanism may be in-

duction of tolerance through exposure to autoantigens. Identification of the genes for

diabetes will provide insight into the molecular mechanisms of disease and ulti-

mately lead to improved strategies to prevent diabetes in the future. In addition,

finding the genes that confer increased risk for diabetes will enable us most effec-

tively to identify at risk patients within the entire population for applying preven-
tive

strategies.
Obesity is well established as a mfg'or risk factor in many of the leading causes

of illness and death in the United States. At least 25 percent of adults in the U.S.
are obese (this is 34 million individuals), and even more disturbing, childhood obe-
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sity has been rising. Minority populations and women are affected disproportion-
ately

—nearly half of African-Ajnerican, Mexican-American, and Native-American
women are overweight. It has been estimated that Americans spend between $30
and $40 billion each year on weight loss treatments, most of whicn are unsuccessful
in the long term. Even beyond this direct cost, obesity and inadeauate nutrition con-
tribute to the overwhelming costs associated with diabetes, cardiovascular disease,
certain cancers, gallstones, and stroke. Nutritional approaches and prevention of

obesity are likely to prolong the healthspan; and to delay the onset or slow liie pro-

gression of these diseases, yielding billions of dollars in additional health care sav-

ings. Our obesity research initiative seeks basic knowledge in areas such as energy
balance in the individual, satiety factors that control hunger, and the genetic and
environmental determinants of obesity. We also are trying to address the very dif-

ficult problem of long-term weight maintenance. We have just begun a
study, which

we are cofunding with the Office of Research on Minority Health, that will look at
the long-torm outcome of obesity treatment in minority women. This study will also
examine the effects of treatment on risk factors for diseases.

In 1990, approximately 210,000 Americans had end-stage renal disease (ESRD),
including more than 195,000 who were treated under the Medicare program. Afri-

can-Americans had nearly a fourfold greater rate, per milUon population, of ESRD
than whites. The total direct medical payment for treating ESRD in 1990 was esti-

mated to be $7.6 billion. If the annual rate of increase in ESRD treatment costs re-
mains approximately 20 percent, the Federal Government will be spending approxi-
mately $13.02 billion by the year 1995 to treat this disease. The prevention of ESRD
requires a multifaceted research approach toward improving the understanding, di-

agnosis, treatment, and prevention of the major kidney disorders that eventually
progress to complete kidney failure. These disorders include: diabetes, hypertension-
associated kidney disease, glomerulonephritis, cystic kidney diseases, and vascular
or toxic

iniury
to the kidney. The NIDDK has developed an initiative to prevent

ESRD, with the following goals: finding accurate and less invasive methods of pre-
dicting which patients with kidney disease will progress to ESRD; investigating life-

style changes that might slow progression; clarifying Uie molecular mechanisms of

injury to the kidney; encouraging structure-based design of drugs to prevent or slow

progression; increasing research efforts toward understanding the abnormalities
that cause kidney diseases affecting children or beginning in cmldhood; and inves-

tigating the genetics of ESRD.
Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for those research projects be reduced
as a result of this budget?
Answer. We have already issued an RFA for a major clinical trial to prevent or

delay onset of NIDDM by means of diet, exercise and pharmaceutical interventions.
This trial is scheduled to begin in fiscal year 1994, if funding permits. Likewise, the
Institute is poised to develop a collaborative clinical trial to attempt prevention of
IDDM in high risk individuals, using parenteral insulin or oral administration of

autoantigens. In addition, the NIDDK currently is supporting a number of studies
of the genetics of diabetes. Aided by Congressional support, the Institute has
launched its major obesity initiative with the fiinding of three Obesity/Nutrition Re-
search Centers. These centers will provide vital research resources to support the
ongoing base of obesity and obesity-related research in \he institutions funded, to
foster multidisciplinary approaches among investigators affiliated with the Centers,
and for a "Pilot and Feasibility^' component that includes model biomedical research
and translation efforts for the cliniaal application of research. In addition, we are

supporting a number of major studies to address the problems of end-stage renal
disease. One of the most important of these is the Afiican-American Study of Kid-
ney Disease and Hypertension (AASK), a pilot clinical trial that is now in the re-
cruitment phase.

HARKIN-HATFIELD TRUST FUND IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a year would be

added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe tiie impact of that increase on your Institute's budget,

in terms of success rate of grants, the kinds of new projects that could be funded,
in general and in terms of the long-term benefits to scientific research in your area?
Answer. With an increase of 50 percent over our 1993 level, we would be able,

for the first time in a decade, to fiilly fund our research centers and 45 percent of
our reseauxh grant applications. We would be able to imdertake mjg'or new initia-
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tives in molecular medicine, genetics, and structured biology, which are relevant to

£ill our disease areas, and to intensify efforts in priority areas such as diabetes and

kidney disease in minority populations, women's urologic health, and obesity.
In addition we would also augment our intramural research program and fund

new research centers in obesity, diabetes, digestive and kidney diseases, urology,
molecular hematology, and gene therapy. Finally, we have a number of chnical

trials that we have not been able to pursue due to lack of funding. These include

trials on diabetes prevention, treatment for inflanmiatory bowel disease, and evalua-

tion and treatment of IgA nephropathy, a disease that can lead to end-stage kidney
disease.

GENE THERAPY

Question. In the past, the Committee has supported gene therapy research centers

because of the hope and promise they hold for genetic diseases like cystic fibrosis

and some cancers.
A week or so ago we heard the exciting news regarding the infant who was given

gene therapv to correct an immune disorder.

Drs. Broder, Gorden and Lenfant, could you please give me a synopsis of gene
therapy and its potential?
Answer. Research programs supported by the NIDDK in the areas of molecular

genetics and cell biology nave helped to form the knowledge base for current human
gene therapy protocols. In ongoing studies, NIDDK-supported researchers are iden-

tifying genetic defects involved in diabetes and in endocrine, metabolic, digestive,

kidney, urologic, and hematologic diseases. They are aJso developing animal models
for gene therapy, techniques for gene targeting, methods for gene transfer, and
methods of controlling gene expression. Inborn errors of metabohsm, such as cystic

fibrosis, are particular targets for NIDDK-supported gene therapy research. In fact,

in fiscal yetir 1993, the NIDDK will be funding two new gene tnerapy centers with

emphasis on cystic fibrosis.

A few examples of NIDDK-supported gene therapy research follow.—In early June 1992, as a result of NIDDK-supported animal studies, grantee Dr.

James Wilson (University of Michigan) began a human protocol in gene therapy
for familial hypercholesterolemia. The approach used in the protocol to intro-

duce functiomng genes into the liver may also be appropriate for treatment of

severed other fated
genetic disorders, such as tyrosinemia, alpha-1-antitrypsin

deficiency, and Crigler-Najjar syndrome. Research is also under way to target

fenes
directly to the liver without first having to remove liver cells.

'he goal of curing cystic fibrosis (CF) by gene therapy became feasible when,
in 1989, NIDDK-supported scientists discovered the genetic defect causing the

disease. Ongoing NlDDK-supported studies of gene therapy for inborn errors of

metabolism include promising results by intramural and extramural reseeirch-

ers on the use of AAV (adeno-associated virus, type 2) as a vector for inserting

healtiiy "CF" genes into human airway cells. NIDDK scientists have used AAV
to correct the UF defect in cultured human airway cells.—In other research on viral snd non-viral means of transferring and targeting

genes to cells, one promising approach involves linking the desired gene to a
molecule for which a norm^ transport mechanism exists in the target cells.

This polymeric immunoglobulin receptor transports immunoglobulins into liver,

intestinal, and airway cells and thus is an excellent target for receptor-mediated
gene transfer. Success has also been achieved in transferring genes for human
growth hormone into muscle cells, for clotting factor IX into rat

capillary cells,

and for adenosine deaminase into human hematopoietic progenitor cells and
into vascular smooth muscle cells of rats.—Several animal models for gene therapy have been developed. These include cor-

rection of hjrpercholesterolemia in a rabbit model, direct transfer of dystrophin
in a mou.se model of Duchenne muscular dystrophy, and creation, by gene trans-

fer, of a pig model for arterial vasculitis. The NIDDK supports a program
proje<:t at tiiie University of Michigan entitled "Experimental Models of Gene
Therapy."

Gene therapy has the potential for revolutionizing health care. Many of the dis-

eases that have so far eluded eSiective treatment are
genetic

or likely have genetic
components. If the genetic components can be identified precisely and if the disorder

can be precisely corrected long-term at the gene level, the patient should be able

to lead a normal life, without the health complications or cumbersome treatments
that typify many of the megor health problems of today.

Question. How far away are we fi-om wider testing of this innovation and what
do we need to get there?



f;

773

Answer. These questions were among the central ones addressed an NIDDK
"Symposium on the Impact of Molecvilar Genetics on the Treatment of Genetic Dis-

eases," which was held in November 1992. At that meeting, experts expressed a

high degree of optimism regarding the movement of gene therapy approaches from
the laboratory to clinical applicability in the not-too-distant fiitvire. However, they
also emphasized that much additional research is needed on vector systems, gene
transfer and targeting methods, control of gene expression, characterization ana iso-

lation of stem cells, and on the basic molecular and cellular understanding of the

genetic bases for specific diseases. Until many questions in these areas are an-

swered and until techniques are streamhned, gene therapy in the cUnical setting
can occvu" only on a very small-scale, experimental basis.

BASIC RESEARCH

Question. What are the Institute's top priorities in basic research on the kidney?
Answer. We see a need to stimulate more basic research in the following areas:

cellular and molecular events of normal glomerular function and in glomerular scar-

ring; mechanisms of immune and nonimmune injury to the kidney; basic biology of

hypertension-related kidney disease, particularly in African-Americans; and cellular

and molecular events that determine progression to end-stage renal disease in some

patients with IgA nephropathy.
Question. Does this list include research on the genetics of kidney disease?
Answer. Understanding the genetics of kidney diseases is a major, overarching

joal, and much of the fundamental kidney research we
support

focuses on the mo-
ecular and genetic basis of both normal kidney function ana kidney disease. In ad-

dition to finding and exploiting the genes for iimerited diseases such as Alport's syn-
drome and polycystic kidney msease, we need studies to explore the increasingly ap-
parent role tiiat genetic predisposition plays in many other diseases of the kidney.
These include diabetic kidney oisease, IgA nephropathy, and probably hypertensive
kidney disease. Further, renal injury can alter gene activity. We are at a point now
in research where innovative diagnostic, therapeutic, and prevention strategies are

likely to be developed at the level of the gene.

FEWER GRANT APPUCATIONS

Question. I note a decrease in applications received for grants in basic kidney re-

search. Are there any diseases where grant applications are down? How about NIH-
wide?
Answer. The numbers of kidney-related research applications assigned to the

NIDDK were 354 in 1987, 441 in fiscal year 1988, 426 in 1989, 371 in 1990, 388
in 1991 and 361 in 1992. The higher figures in 1988 and 1989 are attributable to

an unusualW large response to reauest for applications on AIDS-related research.

This type of^change is alarming only if the cause is misinterpreted. These tjrpes of

fluctuations have occurred in many other programs of both the NIDDK and the
NIH.

Question. Are some researchers simply giving up, considering that only 18 percent
of approved grants are funded?
Answer. It is really too soon to answer vour Question. Researchers are making ef-

forts to compete successfully even in a tight budget climate. However, it would seem
logical that some researchers would become discouraged as their chances for success
decrease. We are seeking to maximize the number of grantees we can fund by work-

ing with grantees in
developing

cost-effective budgets and then passing on the budg-
et savings to other potential grantees.

INFLAMMATORY BOWEL DISEASE AND INTERSTITIAL CYSTITIS

Question. Dr. Gorden, as Director of NIDDK, you have been instrumental in

effecting many positive changes and encouraging the Institute to expand research
activities into areas that have previously been ignored. I

certainly appreciate your
leadership, particularly in pursuing research to treat digestive diseases and wom-
en's urological diseases, specifically Inflammatory Bowel Disease (IBD) and intersti-

tial cystitis.
What are the plans of NIDDK to further IBD research and ensure that adequate

training opportunities will exist for IBD and IC researchers?
Answer. The NIDDK, in collaboration with consultants fix)m the IBD research

community, recentiy completed a strategic plan for inflammatory bowel disease

(IBD) research. This plan sets forth an overall strategy for IBD research, identifies

areas of research opportvmity, and elaborates specific NIDDK plans to facilitate the
reseeut^h agenda. To begin implementation of these plans, the institute issued a Re-
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quest for Applications (RFA) in January 1993 entitled "Research into Pathogenesis
& Etiology of Inflammatory Bowel Disease and Celiac Disease." The RFA covers
basic and clinical aspects of a broad array of IBD-related topics including: genetic
markers; immune regulation, specific lymphoc)rte subsets, epithelial cell biology,
bacterial inflammatory products, viral infections, and therapeutic options. The
NIDDK has received a large number of applications in response to the RFA and ex-

pects to support approximately 6-10 of these. In fiscal year 1994, the Institute will

begin to sponsor a series of workshops to establish or enhance focussed interdiscipli-

nary ties that will invigorate IBD research. In addition, the institute is exploring
the new funding mechanism of interactive research proiect grants (interactive ROls)
to encourage effective design and utilization of researcn resources, as well as to de-

velop interdisciplinary ties across institutions.

One of the specific strategic aims of the IBD strategic plan calls for augmentation
of the pool of IBD researchers, both through encouragement of young investigators
in the field and through recruitment of established investigators from other dis-

ciplines. To accomplish this aim, the NIDDK will issue an BFA in fiscal year 1994
for cUnical investigator awards and physician scientist awards (KOSs and fells) tar-

geted to IBD research. The institute hopes to make approximately three such
awards per year for five years, while also continuing to emphasize individual fellow-

ships and FIRST awards for IBD researchers.
The NIDDK has also taken several steps to ensure adequate research training op-

portunities in IC. The NIDDK and the American Foundation for Urological Diseases

jointiy issued an RFA for a pilot program to enhance recruitment of M.D.'s and
Ph.D.'s into basic research training in urology. The NIDDK also conducts grants
workshops at the annual meetings of the American Urological Association to assist

young urologists in understanding how grants are reviewed and funded at the NIH.
To encourage established researchers to apply their expertise to the problems of IC,
the Institute has sponsored workshops that stimulate contact across scientific dis-

ciplines and has issued RFAs specifically intended to bring non-IC researchers into

the area of IC.

Question. You may be aware that the Crohn's and Colitis Foundation has funded
a repository of genetic material fi-om approximately 1000 people with IBD across the

country. This gene bank is an important resource. Does NIDDK have any plans to

utilize this gene bank in future research initiatives?

Answer. We have been appreciative of the efforts of the Crohn's and Colitis Foun-
dation on behalf of IBD research. The gene bank you mentioned is just one example
of the ways in which they are encouraging this field. Recently the NIDDK completed
a long range plan for IBD research, which includes discussion of the enhancement
and utilization of research resources such as this gene bank. One of our expert advi-

sors on the plan, who is an IBD Center director, also is working with the CCFA
to develop this resource.

In keeping with the IBD strategic plan, the NIDDK proposes, in fiscal year 1994,
to

explore
the general need for and uses of biological and data resources in IBD re-

searcn. The plan suggests that such resources might be supported and utilized

through existing IBD centers and program projects or through the new interactive
ROl mechanism. This latter mechanism is being explored as a potential means to

allow appUcants who are not necessarily affiliated with a single institution to apply
jointiy with a coordinated package of ROls. Such a consortium might focus around
coordinated utilization of the gene bank or other resource, and would promote inter-

disciplinary ties and diverse geographical contacts.
In terms of current utilization of the gene bank, I can tell you that it is an excel-

lent resource for investigators who wish to submit ROl grant applications in the
area of genetic aspects of IBD. Indeed, we already have received such an

application
proposing to make use of it, in response to our January Request for

Applications
entitled: "Research into Pathogenesis & Etiology of Inflammatory Bowel Disease
and Celiac Disease."

In the future, continued review of the need for
specific

resources and initiatives

will be part of an ongoing process for updating the IBD strategic plan. The NIDDK
will confer annually with a subcommittee of tiie National Digestive Diseases Advi-

sory Board constituted to review the Institute's research portfolio and to reexamine
the promising areas of science addressed in the plan. In addition, the National Dia-

betes, Digestive, and Kidney Diseases Advisory Council and the Board itself will be
asked for advice and input to future revisions of the strategic plan.

Question. As you know, interstitial cystitis is a debihtatmg oladder disease, which
mostiy affects women. In fiscal year 1993, this Committee appropriated $4 million
"for prevention and cure of interstitial cystitis." Is this money being allocated spe-
cifically to address IC?
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Answer. In response to the Committee's action, we issued two RFAs in fiscal year
1993: "Innovative Approaches to the Study of Interstitial Cystitis" and "Interstitial

Cystitis and Other Bladder Disorders of Women." Together, these two RFAs should

stimulate a broad range of research on questions related to IC. The former RFA is

intended to attract non-IC investigators to IC research and thus to bring some new

approaches to the study of this puzzling disease. The latter RFA was issued to stim-

ulate basic bladder research wiui relevance to urologic disorders in women, particu-

larly IC, urinary tract infections, and urinary incontinence. The hope is that this

broader approach will complement our existing IC portfoho and lead to clues about
IC that might be missed by limiting grant appUcations to those focused exclusively
on IC. We nave received a total of 64 appUcations in response to these two RFAs.

UROLOGY STUDY SECTION

Question. I understand there is currently no specific urology study section within

NIDDK. What are you doing to address the current lack of sufficient urological ex-

pertise within the current NIDDK study sections?

Answer. In meetings with the NIH Director and the Director, Division of Research

Grants, the NIDDK has requested and supported the creation of a urology study
section and increased urology representation in study sections that review urology

grant applications. In addition, the National Kidney and Urologic Diseases Advisory
Board has made these recommendations in their 1993 annual report. The final deci-

sions in this regard, however, rest with the Division of Research Grants.

GENETIC RESEARCH IN INFLAMMATORY BOWEL DISEASE AND INTERSTITIAL CYSTITIS

Question. In recent months, we have read of significant breakthroughs in genetic
research. Does the NIDDK plan to initiate any genetic research in IBD or IC?
Answer. The NIDDK already is supporting

research to elucidate genetic aspects
of IBD and IC. Genetic discoveries that characterize these diseases and their dif-

ferences will help in diagnosis as well as in the search for cures. For instance, inter-

esting genetic clues are offered by studies of the appearance of certain specific sur-

face antigens on the blood cells of patients with IBD. While evidence is preliminary,
a number of studies show an association of the HLA DR2 antigens with ulcerative

colitis. Data also suggest correlations between Crohn's disease and the surface anti-

gen region called HLA DR4. Preliminary studies indicate that urotheUal cells in bi-

opsy specimens fix>m IC patients may show increased expression of HLA-DR. Al-

though increased expression of this gene is not specific for IC, it may be a usefiil

marker in the pathologic evaluation of biopsy tissues fi^m IC patients.
In February, 1993, the NIDDK completed a strategic plan for IBD research that

calls for continued investigation of the epidemiology/molecular genetics of IBD.
Studies of the genetic linkage between characteristics of individuals and known ge-
netic markers on chromosomes may lead ultimately to the isolation of genes that

are involved in IBD. The plan states that IBD genetics research has a potential pay-
off in

tiierapeutic strategies and in development of clinical submarkers and pre-
clinical markers. Until more is known about the genetic basis of EBD, genetic ther-

apy seems a more remote possibility, but new discoveries may change the field dra-

matically in the future.

Genetics research in IC will be pursued as new clues arise. The current state of

the science is such that more information on the natural history and pathology of

the disease is necessary before any concentrated effort in genetics would be useful.

Specimens collected from patients participating in the IC Patient Data Base will

lixely provide an excellent resource for genetics studies in the future, as such stud-

ies become appropriate.

HIV-AIDS RESEARCH

Question. In testimony before the House Labor-HHS Appropriations Subcommit-
tee earlier this month. Secretary Shalala discussed fiinding devoted to HTV-AIDS re-

search at NIH. Secretary Shalala pointed out that other areas of medical research
will derive considerable benefit from HIV-AIDS research. Has there been AIDS-re-
lated initiatives that have benefitted research into IBD, IC or other diseases under
NIDDK's purview.
Answer. Although advances in AIDS research have not yet provided a clear-cut

breakthrough for diseases under the NIDDK purview, there is no doubt the basic

research on AIDS and research to develop anti-HIV treatment will affect research
on the viral and immune system diseases within our mission. These include hepa-
titis, insidin-dependent diabetes, Graves disease, and lupus nephritis. If it turns out
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that the immune system plays a role in the development of IBD and IC, as many
researchers propose, these diseases, too, may eventually benefit fi-om AIDS research.

Recent research suggested a role for the immune system in the IBD process. Cells

from the intestines of Crohn's and ulcerative colitis (UC) patients are known to re-

spond differently to lymphokines than those fi"om normal patients. In UC, most of

the damage to the colon is apparently due to the immune activation of white blood

cells fi-om the blood stream that have infiltrated the wall of the colon. Fvuther, spe-
cific antibodies have been found against certain white blood cells in UC patients.
These clues make it clear that changes in the activation, regulation, and action of

immune cells must be investigated as an essential source of information about the

cause of IBD. It also follows that modulation of the immune system is a logical tar-

get for therapeutic intervention. In addition, it is now clear tiiat intricate physical
and chemical interactions exist between the immune and neuroendocrine systems.

Thus, further investigation is needed of the interactions between the immune sys-

tem and the neuropeptides and neurohormones that influence the gut and may play
a role in IBD.
Researchers have also done preliminary studies of biopsy specimens fi^m IC pa-

tients showing increased expression of HLA-DR (a major t3T)e of antigen that trig-

gera an immune response wnich may lead, for example, to rejection oi transplanted
tissue). These studies suggest that urothelial cell activation in IC may result in ab-

errant immune responses and immune activation within the bladder. As such leads

are followed up, researchers will be looking for clues fi*om other areas, such as AIDS
research, that might provide further insight into the causes and treatment of IC.

National Institute of Neurological Disorders and Stroke

Questions Submitted by the Subcommittee

prevention and medical research

Question. Given the tremendous opportunities that exist in prevention activities,

can you please provide us with some examples of basic research on disease preven-
tion at your Institute?

Answer. The NINDS is pursuing basic prevention research in many areas, among
them stroke, head and spinal cord injury, genetic disorders affecting the nervous

system, neurodegenerative disorders, neonatal brain injury, and epilepsy.
Stroke is the third leading cause of death in the United States. An estimated

500,000 strokes occur each year. About one-third of these strokes are fatal, and an
estimated three million people are living with the consequences of stroke. Basic re-

search on the prevention of stroke encompasses the prevention of both the initial

stroke and recurrent stroke, as well as strategies to limit anv resulting neurological

damage. Efforts to prevent stroke are furthered by research to identify more pre-

cisely the risk factors for stroke and programs to promote awareness of the early

signs of impending stroke and encourage prompt medical treatment.

Over 2 rnillion head injuries occur each year. Approximately 100,000 victims die

and 500,000 require hospitalization. Traumatic brain injvuy is considered the prin-

cipal cause of permanent brain damage in young adults and results in 5,000 new
cases of epilepsy annually. Traumatic spinal cord injury claims

approximately
10,000 new vidims each year. The major consequences for survivors oi head or spi-

nal cord injury include paralysis and disorders of cognition, perception, and lan-

guage. Two opportunities to prevent the consequences of head injuir and spinal cord

injury have been identified through research: prevention of the damage resulting
from trauma to the nervous system and restoration of nervous system function to

prevent permanent disability.
At least 25 percent of the 4,000 known genetic disorders affect the nervous system

directiy; many more have ancillary effects. Approximately 1 million Americans have
inherited faulty genes that damage the brmn and nerves. Some disorders are appeu"-
ent at birth; others, such as Huntington's disease and amyotrophic lateral sclerosis

(ALS, also known as Lou Gehrig's disease), exhibit symptoms later in life. By under-

standing the genetic basis of the nervous system, we increase understanding of how
the nervous system develops and works and how we can repair or treat neurogenetic
defects. Within the last three years, scientists have identified genes associated with

more inherited disorders of the nervous svstem than any other body svstem. This
sets the stage for discovering the gene product responsible for disease. These discov-

eries will oner the prospect of primary prevention through genetic counseling and

gene therapy. Fuller understanding of the effects of genes and their products will
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also generate strate^es for intervention to ameliorate or prevent the effects of ab-
normal genetic activity.

Neurc^egenerative disorders include the dementias, such as Alzheimers disease,
and motor system disorders, such as ALS and Parkinsons disease. Although dif-

ferent, each is ch£tracterized by loss of nerve cell function, often in highly specific
areas of the brain. Dementia currently affects more than 1 of every 30 Americans
and strikes half of those who live past 85. Parkinson's disease, the dystonias, and
other motor system disorders severely incapacitate large numbers of people in all

age groups. Most neurodegenerative disorders develop slowly over time; therefore,

prevention efforts will require methods to improve diagnosis and intervene
early

in
the disease process in order to arrest the progression ofdisease and promote healthy
nervous system function.

COST SAVINGS

Question. What cost savings does this research provide?
Answer. The magnitude of the health care costs of neurological disabilities can

only be realized when considering both direct and indirect costs associated with
chronic, long-term conditions such as epilepsy, Parkinson's disease, spinal cord in-

jury,
or traumatic brain

injury. The direct costs of
physicians, nursing care, custo-

dial care, hospital, rehabilitalaon, pharmaceutical, and, other services are consider-
able for these brain diseases and disorders. These costs combined with the indirect
costs of lost productivity, caregivers, and educational costs, contribute significantly
to the overall health care costs facing this nation. It is estimated that 1 out of every
7 health care dollars is spent for disorders of the brain and nervous system.
The cost to the nation in terms of medical expenses and

productive years lost due
to head and spinal cord trauma is estimated to be $35 billion per year. Similarly,
the cost of stroke is estimated to be $25 billion a year; and inherited neurological
disorders, $30 biUion a year. Estrmates for the costs of neurodegenerative disorders

approach $100 billion per year.
Advances in therapies fmd treatments for neurological disorders can produce real

health care cost savings. For example, spinal cord injuries tend to affect the young
in greater numbers. Medical expenses are high over a long period of time, especially
in the years immediately following the injury. Advances in treatment, such as

methylprednisolone therapy, can make the difference between function that is lost

immediately, that which recovers, and that which becomes
progressively

worse. It

could make the difference between a life spent on crutehes or in a wheelchair, pro-
foundly affecting the health care costs to patients, as well as the economic costs to

the nation. All these factors being considered, treatments that preserve some func-
tion in as few as 5 percent of

spinal cord-iiyured patients would result in an esti-

mated annual cost savings of $20 million.

The risk of stroke increases with age. We must continue to stress stroke preven-
tion and brain

protection during the early phases of the acute stroke episode. Far
more lives will be saved and the quality of life improved by preventing stroke than
by treating it. Therapies that prevent stroke and protect tne brain during acute
stroke will greatly reduce healtn care coste to patients. For instence, reduction of
20-30 thousand strokes annually through the use of aspirin or warfarin in patients
with atrial fibrillation resulte in an estimated annual savings of $200 million a

year.
The health care cost associated with neuronal degenerative disorders primarily af-

fecting the aged, like Alzheimer's disease and Parkinson's disease, can be financially
devastating to both patients and their families. Advances in treatment that result
in an incremental increase in function or delay progression of these

neurodegenerative disorders translate into economic savings.
One of every 100 Americans has epilepsy. For most persons with epilepsy, drug

costs comprise a m^or health care burden. Previously, no new drugs to treat epi-

lepsy were introduced in the United Stetes for a period of more than 10 years. Dur-
ing the Decade of the Brain, new drugs and surgical techniques could become avtiil-

able to patients.
All of these potential research advances could translate into health care cost sav-

ings and an increase in productivity and the quality of life for patients.

PREVENTION INITIATIVES

Question. What prevention initiatives are planned for 1994?
Answer. The NINDS will continue efforts to further identify the risk factors for

stroke, particuleirly for minority populations and women, so that appropriate pre-
vention strategies can be identified and developed. New studies to understand the
risk of recurrent stroke are

especially important because of the link between mul-

tiple strokes and dementia. Additional stoidies to elucidate the pathophysiology of
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stroke, together with new intervention modalities will help prevent some of the dev-

astating effects of stroke.

Immediately following head or spinal cord injury, a cascade of biochemical events
that causes irreparable cellular damage is triggered. Early intervention in the first

hours after trauma can significantly reduce cell loss and prevent neurological dys-
function. Studies to develop new and more efficient strategies and treatments, and
controlled clinical trials to evaluate them are planned.

Studies will be initiated to investigate the role of the body's growth and trophic
factors in maintaining and promoting healthy nerve cells. Findings will help clarify
unanswered questions about the mechanisms of neurodegenerative disorders. Addi-
tional studies are needed to identify dependable markers to diagnose patients witii

Alzheimers disease, ALS and Parkinson s disease early, before the course of the dis-

ease advances. In this way, appropriate therapies can be initiated to arrest the

symptoms and prevent progression of the disease.
The NINDS plans to expand research in the area of gene therapy for nexirogenetic

disorders, including the evaluation of new therapies.
Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. There will not be sufficient resources to fund all of the exploratory Head
Iryury Centers that are expected to submit meritorious applications for full funding.
The program will be carried forward, but at a reduced level.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The proposed budget will limit the number of clinical trials and research

projects aimed at preventing neurological disorders. In addition, the proposed reduc-
tion in FTEs will challenge our ability to maintain the level of clinical research ac-

tivity in our intramural research program. We may not be able to take advantage
of all the opportunities that may materialize as fetal tissue transplantation moves
beyond acute treatment to early intervention to prevent further deterioration in

neurodegenerative diseases. This
type

of surgical procedure, with the accompanying
tests, medical care, and clinical followup is very costfy and it is unlikely that insur-
ance companies will provide sufficient funding to offset the cost of conducting this

research.

Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. The NINDS currently supports numerous clinical trials that focus on pre-

vention. Among these are trials to further evaluate the efficacy of carotid

endarterectomy, a surgical procedure to remove blockage in neck arteries. This
treatment has been shown to reduce the stroke rate in people with severe blockage.
The current trial is evaluating its use for stroke prevention in those with less se-

verely clogged carotid arteries. In another trial, prevention of recurrent stroke by
antiplatelet treatment is being analyzed. The NINDS has recently initiated a clim-
cal trial that will evaluate the use of estrogen in women for the prevention of stroke.

The prevention of neonatal seizures is the main thrust of several ongoing clinical

trials supported by NINDS. New treatments for the prevention of post-traumatic
seizures are also being examined.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Basic biological research is the foundation upon which eflFective preven-
tion and treatment modalities are built. Understanding molecular mechanisms that

govern cellular
activi^

will enable scientists to devise strategies to correct or aug-
ment the faulty gene mnctions that cause genetic disorders. Basic research is essen-
tial for analyzing the mechanisms involved in stroke and for investigating methods
to restore function to stroke and spinal cord injured victims. As more is learned
about the moleculsu" basis of disease, investigators will be able to identify risk fac-

tors for neurological disorders. With this knowledge in hand, effective interventions
can be instituted early to prevent or greatly amehorate the disease.

PROMISING RESEARCH

Question. What are some of the most promising research projects now being fund-
ed by your Institute?
Answer. Ongoing research studies to understand, prevent, and treat neurological

and neuromuscular disorders and to restore nervous system fvmction offer tremen-
dous hope to the millions of Americans affected by neurological disorders. Msg'or ef-

forts in stroke research have been undertaken to characterize risk factors for stroke
in various

population groups and to identify and develop methods of prevention and
treatment. Tnrough such efforts, the success of medical and surgical approaches
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against stroke have been demonstrated. Other interventions under study include the

regulation of hydrogen ions, alteration in brain temperature, inhibition of excitatory
amino acids, and regulation of blood flow to damaged tissues. Because of research

progress, the public and many health professionals are changing the way they think
about stroke; in fact, NINDS has joined with several organizations to provide guide-
lines to health professionals on the need for emergency evaluation and treatment
of stroke.

Research has revealed a "indow-of-opportunity" in the hours following trauma to

the central nervous system during which cell-saving therapy may be possible to pre-
vent further damage and disability. Some of the most promising research in head
and spinal cord injury capitalizes on the opportunities presented by this "window"
to understand the cellular and metabolic changes that are taking place and to de-

velop appropriate interventions. Through ongoing research projects, scientists are

also seelang ways to restore nervous system function following injury. For instance,
scientists have shown that nerve cells from the mammalian central nervous system
sprout new branches when they are in contact with supporting cells, which dem-
onstrates that adult brain cells have the capacity for repair and growth. How this

property can be used to repair the injured brain, with its billions of nerve cell con-

nections, needs to be thoroughly investigated. New treatments can be developed,
tested against existing forms of therapy, and evaluated in carefully designed con-

trolled clinical trials.

Through ongoing studies in neurogenetics, scientists are uncovering the genetic
basis of some of the most devastating neurological disorders including disorders of

childhood and neurodegenerative disorders of later life. Discovery of the genetic
bases of neurological and neuromuscular disorders has created expanded research

opportunities to correlate the genetic findings with cellular and metabolic changes,
improve diagnoses, and develop animal models to characterize disorders and to de-

velop appropriate therapies.

Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for these research projects be reduced
as a resiilt of this budget?
Answer. Under the fiscal year 1994 budget proposal, estimated total funding for

many diseases and disorders will decrease. The Institute will have to make difficult

choices among the many promising research studies ready to be carried out.

HARKIN-HATFIELD MEDICAL RESEARCH TRUST FUND PROPOSAL

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, and in terms of the long term benefits to scientific research
in your area?
Answer. The National Advisory Neurological Disorders and Stroke Council re-

cently completed a status report and update of the "NINDS Implementation Plan
for the Decade of the Brain" which describes recent progress and opportunities in

neurological research. In preparation of both reports, comments were solicited from
more than 200 lay and professional organizations. An increase of 50 percent for the

budget would permit NINDS to initiate implementation of the recommendations
contained in Status Report. An additional 591 competing research projects could be
funded and an overall success rate of 52 percent could be achieved in fiscal year
1994.

As evidenced by new initiatives recently annovmced by several organizations con-

cerned with brain disorders, there is widespread consensus on the potential for neu-

rological research to further benefit millions of Americans. Initiating and maintain-

ing the level of research effort made possible by a 50 percent increase in funding
would provide the necessary foundation for investigators and research teams across

the country to move new treatments for head and spinal cord injury from the lab-

oratory to the bedside; to evaluate promising treatments for stroke; to fully pursue
the multidisciplinary approach needed to advance understanding and treatment of

neurodevelopmental disorders; to apply new findings in genetics to the treatment
and understanding of an array of neurological and neuromuscular disorders; and to

pursue new discoveries about the brain's mnction in health and disease, paving the

way for further clinical advances.
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MULTIPLE SCLEROSIS

Question. Dr. Grady, you stated in your remarks that the first drug for the treat-

ment of Multiple Sclerosis recently was recommended for Food and Drug Adminis-
tration approval. Can you tell me when the FDA is expected to formally approve
this drug? How long after FDA approval will it be before the drug is available to

MS patients?
Answer. In March of 1993, a Food and Drug Administration (FDA) Advisory Panel

recommended tJie approval of a drug, beta interferon, for the treatment of multinle
sclerosis (MS). At present, this recommendation is being considered by the FDA. No
definite date for approval has been determined. If the drug is approved, it should
be quickly available to MS patients.

ARACHNOroms

Question. My staff has had discussions with NIH officials about the need for ex-

panded work to look into the causes and potential treatments of a horrible disabling

diseas', arachnoiditis. This disease causes great pain and sufiering to those individ-

uals. I believe that more must be done by the National Institutes of Health to look

into this disease. Can you tell me what, if any, ongoing or planned work NIH has
to study arachnoiditis?
Answer. The National Institute of Neurological Disorders and Stroke (NINDS)

supports a vigorous research program to understend and seek new treatments for

pain and nerve damage. Chronic pain can result from a number of different insults,

including diabetic neuropathy, head or spinal cord injury, and stroke. Arachnoiditis
is one form of spinal cord iryury involving inflammation and severe pain. A better

understending of the nervous system's chemical basis for transmitting pain signals
is the best approach for the development of new strategies for treating pain. It is

this area tiiat is receiving NINDS research emphasis. In the past year, NIH did not

support any projects specific to arachnoiditis. However, research to understand the
mecnanisms of chronic pain and to develop improved methods of pain control will

benefit patients with arachnoiditis as well as many other painful and disabling con-

ditions. To further these efforts, NINDS has issued program announcements to so-

licit new research applications on chronic pedn and NINDS staff continue to encour-

age new studies in pain research.

MULTIPLE SCLEROSIS

Question. Dr. Grady, you steted in your remeirks that the first drug for the treat-

ment of multiple sclerosis recently was recommended for Food and Drug Adminis-
tration approval. Can you tell me when the FDA is expected to formally approve
this drug? How long after FDA approval will it be before the drug is available to

M.S. patients?
Answer. In March of 1993, a Food and Drug Administration (FDA) Advisory Panel

recommended the approval of a drug, beta interferon, for the treatment of multiole
sclerosis (MS). At present, this recommendation id being considered by the FDA. No
definite date for approval has been determined. If the drug is approved, it should
be quickly available to MS patients.

National Institute of Allergy and Infectious Diseases

Questions Submitted by the Subcommittee

Question. America will spend more than $900 billion en health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—pubhcly and

privately funded research will account for only two percent of the total, and
preven-

tion activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and pre-
vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for milhons of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremendous opportunities that exist in prevention activities, cc-.n you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. NIAID is currently supporting an extensive range of basic research ac-

tivities in disease prevention. The following is an overview ofthose activities:
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AIDS.—^An important element of the NIAID's disease prevention activities is re-

search on the prevention of HIV transmission. Although high-risk behaviors for HIV
transmission are known, the cofactors for viral transmission remain obscvire. The
NIAID sponsors several mtyor cohort studies that are researching the potential role

of sexuafly transmitted diseases, host factors, viral factors, and a variety of environ-

mental factors and cofactors in HIV transmission. Among these studies are the

Multicenter AIDS Cohort Study (MACS), the Heterosexual HIV Transmission Study
(HATS), the Women and Infants Transmission Study (WITS), and the Women's
Interagency HIV Study (WIHS).
One important strategy for the prevention of HIV infection is the development of

£in HIV vaccine. Studies with the macaque monkey model showed that animals that

had been successfully vaccinated against one strain of SIV using a whole, inac-

tivated SrV vaccine also were protected against a second strain of the virus. This

result is significant because it indicates that the variation seen in immunodeficiency
viruses may not be as formidable an obstacle to AIDS vaccine development as was
once feared. In continuing studies with an inactivated SIV vaccine, researchers

found that immunized macaques were protected fi"om SIV 8 months after receiving
a final booster dose. This finding suggests that long-lasting immunity can be in-

duced by a vaccine without the continuous maintenance of peak immune response.
Another study showed that a live recombinant vaccine administered with a subunit

protein boost protected macaques fi-om SIV, lending fiirther support to a combina-
tion strategy for producing an AIDS vaccine.

An AIDS vaccine must provide long-term protection as well as a broad immune
response that involves both types of lymphocytes: T cells (which use cellular mecha-
nisms) and B ceUs (which produce antibodies). Consequently, NIAID-supported re-

searchers are studying potent and novel vaccine adjuvants.
Childhood Infectious Diseases.—Despite enormous advances in medical tech-

nology, infectious diseases continue to cripple and kill children throughout the

worla. NIAID has joined a global initiative to develop new and improved children's

vaccines that are safer, more effective, cheaper, and easier to administer. The Chil-

dren's Vaccine Initiative (CVI) is an international effort to ultimately develop a sin-

gle, heat stable, oral vaccine that will provide lifelong immunity to the m^or infec-

tious diseases of childhood. NIAID's contribution to this goal includes research on
new and improved vaccines that will protect against speofic priority diseases and
are potentiaUy applicable for use in universal cluldhood immunization programs.
Vaccination continues to be the focus of efforts to control influenza, which remains

a major uncontrolled health problem in the United States. NIAID supports a com-

prehensive program to develop new and improved vaccines to protect against influ-

enza. Applied research efforts are contributing to the rapid development of a live,

cold-adapted (ca) influenza vaccine. Studies have shown that this alternative vac-

cine is safe, produces immune responses that mimic natural infection, and is as ef-

fective as the licensed product. Additionally, the ca vaccine has prospects for greater

efBcacjr
in certain

populations,
such as young children, when used in conjunction

with tne inactivated vaccine.

Sexually Transmitted Diseases.—In the field of sexually transmitted diseases

(STDs), ^fIAID is sponsoring research on the development of vaccines against gonor-
rhea and chlamydia infection. In addition, the development of simple, rapid, and in-

expensive diagnostic tests that are appropriate for resource-limited settings is vital

for the prevention and control of S'TDs. This goal is i)articularly important for

women because their cases of STDs often are asymptomatic and because some STDs
are more difBcult to diagnose in women than in men. NIAID has joined other na-
tional and international agencies and organizations to develop the STD Diagnostic
Network, a collaborative effort to expedite the development, testing, and distribution

of more efficient and less expensive STD diagnostics. Scientists are evaluating the

applicability of advances in biotechnology to the development of more sensitive tests

to detect S'TDs and prevent their complications.
Tuberculosis.—^After decades of steady decline, the incidence of tuberculosis (TB)

has begvin to rise in tiie United States, where about 1 million people are infected

with Mycobacterium tuberculosis. Nearly 26,000 new cases of TB were reported in

1990, a 9-percent increase over 1989. The increase in active disease among patients
with AIDS and the increasing emergence of drug-resistant cases of TB have raised

additional concerns about the reemergence of tnis disease. NIAID supports a fiiU

range of basic, clinical, and applied research projects on TB, including efforts to de-

velop new and improved vaccines and diagnostic tests as well as more effective and
less toxic antituberculosis drugs. Studies mclude efforts to isolate protective and di-

agnostic antigens for TB and investigations of TB-induced immvmosuppression.
Clinical trials conducted through the Terry Beim Community Programs for Clinical
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Research on AIDS are evaluating the safety and efficacy of drugs to prevent active

TB in patients infected with HIV and M. tuberculosis.

TVanspZanto^ion.—Successful transplantation requires that the organ or bone

being introduced is not recognized as foreign. This recognition is based on major
histocompatibility complex (MHC) antigens, proteins located on cell surfaces that

identify what is uniquely self to the immune system. Matching for MHC antigens
is recognized as an ideal criterion for selecting donors for transplants. The NIAID

supports research to characterize histocompatibility antigens and to determine the

manner in which tiiey condition responses
to foreign organs and tissue. Institute-

supported researchers recently found that when transplant patients have a certain

histocompatibility antigen (DRw52), they are particularly able to recognize any
donor organ as being foreign and thus are more likely to mount a reaction against
the transplant. DRw52 is the first "immune response gene" to be mapped in humans
and has broad implications for the ability to induce tolerance in transplant recipi-

ents.

Asthma.—^To address the increasingly serious problem of asthma in minority chil-

dren living in urban areas, the NIMD has funded eight groups fi-om seven cities

throughout the United States to conduct the National Cooperative Inner City Asth-

ma Study. The firat phase of this study will identify factors, particularly behavioral

factors, that are contributing to alarming increases in morbioity and mortality from

asthma among minority children in inner cities. In the second
phase,

the identified

factors will form the basis of a multicenter clinical trial to develop and evaluate be-

havioral and social approaches to reducing these rising asthma rates.

Another program sponsored by the NIAID to reduce asthma morbidity and mor-

tality among Blacks and other minority groups involves the Asthma Education Pro-

gram for Hospitalized Inner-City Children, which is funded under the Institute's

Centers for Interdisciplinary Research on Immunologic Diseases. The study tested

a self-management education program designed to help hospitalized
asthmatic chil-

dren control acute episodes of their disease. The study found that the education pro-

gram increased the children's knowledge of the early warning signs of acute asthma,
flheir sense of personal control, and their use of self-management techniques for

acute asthma episodes. The program also decreased the children's use of emergency
hospital services. In addition, the NIAID's Asthma and Allergic Disease Cooperative
Research Centers, as well as its Immunologic Disease Cooperative Research Cen-

ters, are exploring ways to reduce the severity and incidence of asthma in minority

populations through outreach, demonstration, and education programs in inner

cities.

Question. What cost savings does this research provide?
Answer. NIAID research programs in disease prevention have and will continue

to improve the Nation's public health and reduce health care costs, as well as con-

tribute to global health priorities. Several selected examples of health care cost sav-

ings are described below:
AIDS.—^The potential impact of the AIDS epidemic on the public health as well

as on the economy is staggering, as the number of HIV-infected persons continues

to grow. This lends urgency to the need for increasing research efforts for new and

improved drugs that can slow progression of HIV infection and that can prevent,

treat, or cure opportunistic infections. It also supports the critical need for AIDS
vaccine development.

Nationally, current estimates are that the cumulative costs of treating all persons
with HIV will reach $10.4 billion by 1994:—^As of 1991, the cumulative cost of treating all HIV-infected persons was esti-

mated to be $5.8 billion; one-third of this amount ($1.4 billion) represents the

cost of treating HIV-infected persons who have not progressed to AIDS, and the

remaining two-thirds ($4.4 billion) represents the cost of treating persons with

AIDS.
—The national cost of treating HTV infection in the United States is estimated

to increase at a rate of 21 percent annually between 1991 and 1994.—The combined Federal/state Medicaid price tag for AIDS was an estimated $1.3

billion in 1990. Assuming that Medicaid retains its current 25-percent share of

the total direct care costs of AIDS, the combined Federal/state Medicaid AIDS
bill could reach $2.6 billion by 1994.—Individual state spending on AIDS is estimated to have soared to more than

$330 million for fiscal year 1991, representing more than a twelvefold increase

since 1986.
Childhood Diseases.—Nowhere is the cost savings for prevention research more

evident than in the area of vaccines. NIAID, among others, has supported the devel-

opment of two generations of vaccines against Haemophilus influenzae type h (Hib).

According to NIAID estimates, the total direct and indirect costs associated with
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Hib in 1 year are about $650 million. The first-generation vaccine was estimated

to save the Nation $196 million in direct and indirect costs; however, it was ineffec-

tive in children younger than 18 months. NIAID-supported researchers also helped
develop a second-generation conjugate vaccine, approved in late 1990, which is 90-

percent effective in infants as young as 2 months. Effective use of the second-gen-
eration Hib vaccines in the United States could result in total savings of nearly
$400 milUon per year, nearly doubling the cost-effectiveness of the first-generation
Hib vaccine.

Vaccines to prevent measles, mumps, and rubella (MMR) were licensed in the

1960s, leading to an almost 99-percent decrease in the number of cases of these
childhood illnesses in 1985. WiHiout a vaccine program, the total direct and indirect

costs from these diseases would exceed $1.8 billion per year. The vaccines are ex-

tremely cost-effective; $14 is saved for every $1 spent on measles, mumps, and
rubella immunization.

Chickenpox is estimated to cost the Nation $440 million in total costs each year.
This expense primarily represents the cost of parents' loss of income from work and
could be nearly eUminatea by vaccinating all children; however, no licensed vaccine

currently is available. An effective vaccine would prevent infection and reduce asso-

ciated costs for care of normal children with chickenpox as well as prevent morbidity
and mortality in children with weakened immune systems, in whom infection is life-

threatening. NIAID-supported scientists developed a vaccine against chickenpox and
tested the vaccine in immunocompromised children. Investigators are currently per-

forming additional clinical trials to further evaluate the vaccine's safety and effi-

cacy. If the vaccine is fully utilized in children with leukemia and lymphoma in the
United States, estimates of maximum potential cost savings are $6.2 million per
year in reduced treatment costs.

Research into the development of better ways to diagnose rotavirus infection,

which is the most common cause of hospitalization for childhood diarrhea in the

U.S., as weU as to develop an effective vaccine will help prevent the estimated

583,000 hospital days for cluldhood diarrhea in the United States, costing more than
$400 million per year.

Sexually Transmitted Diseases.—^NIAID studies include behavioral research to ex-

amine ways of changing behaviors that contribute to STD transmission and research

to improve tlie diagnosis, treatment, and prevention of the many causative orga-
nisms. More than 13 million Americans contract an STD each year at a cost exceed-

ing $5 billion. By the age of 21, one of every five Americans has been treated for

an STD. Pelvic Inflammatory Disease (PID) and PID-associated ectopic pregnancy
cost the Nation $4.2 billion in direct and indirect costs each year. Assuming the cur-

rent incidence, the total direct and indirect costs of PID are projected to approach
$10 billion per year by the year 2000.

Herpes simplex virus infections occur for the first time in 500,000 persons in the
United States each year, while an additional 10 million have recurrent infections,
at an annual cost of $96 million. Nearly half of all babies bom to mothers with pri-

mary herpes infection develop neonatal herpes; if untreated, 40 percent of these oa-

bies die, and one-half of the surviving babies suffer permanent neurologic damage.
Approximately 1,800 cases in newborns occvu" annu^ly, despite the approximately
750,000 cesarean deUveries that are performed to prevent this condition. NIAID-
supported researchers showed that acyclovir was an effective drug for treating
neonatal herpes. The total cost of this research over 15 years was $4.2 million, but
the research is estimated to vield potential total savings of $170.3 milUon in lifetime

costs for all babies bom with congenital herpes in a given year. NIAID studies are
also under way to develop a vaccine for the prevention of sexually transmitted her-

pes.
Asthma.—^Asthma is among the most common chronic diseases in the United

States and is associated with significant disability and diminished productivity. The
costs associated with this disease are considerable. The total cost for asthma is esti-

mated to be $6.2 bUlion per year. Direct medical costs are estimated to be $3.6 bil-

Uon. Inpatient hospital services represented the largest single direct medical ex-

penditure^—$1.6 billion. An additional $2.6 billion is expended in indirect costs asso-

ciated with death, disability, and loss of
productivity.

The largest single indirect cost

of asthma is lost output due to school absenteeism—nearly $1 billion. In 1985, the

average family with an asthmatic child who had moderately severe disease spent
6.4 percent of their yearly income on asthma-related expenses; low-income families

spent nearly 12 percent of their income.

Question. What prevention initiatives are planned for 1994?
Answer. NIAID's planned prevention initiatives for fiscal year 1994 include the

following projects:
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AIDS

Expansion of AIDS Vaccine Evaluation Units;
HIV Vaccine Trials and Epidemiology Repository;
Correlates of Immunity in AIDS Vaccine Kecipients;
Master Contract for Preclinical HIV Vaccine Development;
National Cooperative Vaccine Development Groups; and
Biological Mechanisms of HTV Sexual Transmission.

Microbiology and Infectious Diseases

Tuberculosis Prevention and Control Research Units;

Development of Diagnostic Tests for Tuberculosis;
Approaches for the Development of New and Improved Multicomponent Vaccines;

Immunologic Intervention in the Disease Process; and

Investigative Group for Hepatitis: Molecular Pathogenesis, Immunology, and Vi-

rology.

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?
Answer. The fiscal year 1994 President's Budget level will allow the NIAID to

maintain its ongoing programs at minimal levels.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The following clinical trials will not be funded in fiscal year 1994:
Passive Immunotherapy Trials in HIV Infection;
Prevention and Control of Sexually Transmitted Diseases and HIV Infection;
The EfiBcacv of and Factors Related to Perinatal and Heterosexual Transmission

of Hepatitis C) Virus;
Clinical Trials to Reduce the Incidence and Severity of Sequelae Following Pelvic

Inflammatory Disease (PID); and
IVIG in Pre-Insulin-Dependent Diabetes Mellitus (IDDM).
Question. What clinical trials are you presently supporting or will you support in

1994 tiiat focus on disease prevention?
Answer. In fisceil year 1994, the NIAID has several on going trials in the area

of prevention. Within the AIDS program area there are several protocols related to

prevention being conducted in our MDS Clinical Trials Group, the Community Pro-

gram for ClinicjQ Trials on AIDS, and our Division of AIDS Treatment Research Ini-

tiative. In the area of allergy and immunology, we have the National Cooperative
Inner-City Asthma Study and the Cooperative Clinical Trials in Renal Transplan-
tation. The area of microbiology and infectious disease supports several trials in the
area of vaccine development against childhood diseases such as pertussis and

Haemophilus influenza type b. We are also supporting trials in the area of sexually
transmitted diseases that focus on prevention. Due to the reemergence of tuber-

culosis, NIAID has expanded its prevention efforts in this area. In fiscal year 1994
we will initiate a trial on INH prophylaxis in the prevention of tubercular disease
in persons who are infected with HIV and Mycobacterium tuberculosis and in HIV-
infected, anergic individuals.

Question, miat role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Extraordinary advances in molecular biology and immunology create op-

portunities for improving the safety, efBcacv, and efficiency of existing vaccines for

diseases such as pertussis and measles and for enhancing the development of new
vaccines. The investment in the scientific base that underlies vaccine research and
development has yielded impressive results. In the last decade alone, eleven new or

improved vaccines have become available. In addition to vaccine development, basic
research into the mechanisms of disease pathogenesis provides investigators with
the tools needed to interfere with the progression of disease, thus preventing the

development of life-threatening sequelae.
Question. What are some of the most promising research projects now being fund-

ed by your Institute?

Answer. The following is an overview of some of the most promising research

projects currentiy being ninded by the NIAID:
AIDS and Sexually Transmitted Diseases (STDs).—^The National Institute of Al-

lergy and Infectious Diseases (NIAID) leads tiie NIH research effort against AIDS
ana STDs. NIAID conducts and supports research to develop therapies to fight AIDS
and STDs and their complications and is working to develop effective vaccines.

The need for microbicides (virucides and bactericides) that are not necessarily
spermicidal is underscored by the availability of a number of effective contraceptive
devices that offer no protection against sexually transmitted infectious agents or

that, arguably, may increase the risk of sexually transmitted pathogens. Diiring the
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reproductive years, it is likely that one's contraceptive needs may change. However,
the need to prevent transmission of infectious agents is a lifetime concern. Cur-

rently, no barrier methods exist that prevent infection and permit conception. Topi-
cal microbicides are chemical barriers, desi|;ned

for intra-vaginal use, which will in-

activate sexually transmitted viral, bacterial and protozoan agents. Ideally, these

compounds will have no inherent toxicity or spermicidal activity and may be used
without partner knowledge or consent. Over the next several years, research to-

wards the development of microbicides will be a priority of the Institute.

Regarding AIDS, NIAID-supported clinical trials continue to identify and evaluate
new therapies that slow the progression of HIV disease and control the opportvm-
istic infections and cancers associated with AIDS. These studies are carried out by
NIAID's AIDS Clinical Trials Group (ACTG), the Terry Beim Community Programs
for Clinical Research on AIDS (CPCRA), the Division of AIDS Treatment Research
Initiative (DATRI), and the NIAID/Clinical Center AIDS Program on the NIH cam-

pus.
One promising new drug being tested in the ACTG, d4T (stavudine), was devel-

oped by NIAID's National Cooperative Drug Discovery Groups. In the fall of 1992,
d4T received approval under the new Food and Drug Administration (FDA) "parallel
track" progreun, which provides patients early access to experimental drugs still in

clinical trials.

Another promising agent blocks a gene called tat that is crucial to HIVs activity
in infected cells. PreUminaiy evidence suggests that a tat inhibitor is safe and mav
be effective in stopping HIV replication in chronically infected cells, those in which
HIVs genes are already integrated into those of the host cell. Plans are in place
to evaluate a tat inhibitor, both alone and in combination with zidovudine, in pa-
tients with HTV disease.

A recent discovery, supported by the NIAID, has found that in cell cvdture experi-
ments, high levels of AZT, ddl, and nevirapine in combination stopped the growth
of HIV £ind its spread to other cells. Investigators theorize that such combination

therapy, which uses two or more different drugs simultaneously to attack reverse

transcriptase, might slow HIVs development of resistance. Due to the toxicity of

currently approved anti-HIV drugs, and the ability of the virus to mutate and be-

come resistant to these agents within 6 to 12 months of beginning their use, this

novel combination therapy has become a top priority of the NIAID AIDS research

program.
The development of a safe and effective vaccine to prevent HIV infection is an

international public health priority and a major goal of NIAID research. NIAID-sup-
ported researchers are now testing seven candidate HIV vaccines, alone and in com-
bination, in uninfected volunteers enrolled in pilot clinical trials. These trials are

designed to evaluate the vaccines' safety and abilib? to stimulate the immune sys-
tem. At the same time, in coordination with other U.S. and international organiza-
tions, NIAID is lajring the groundwork for larger trials to test the effectiveness of
one or more vaccines in preventing HIV disease.

NIAID-supported researchers repoit that a vaccine made from gpl20, a protein
foxind on the outer coat of HIV, combined with a novel immune stimulant appears
to boost the body's immune response to the vaccine, with only minor side effects.

Ongoing NIAID studies are assessing other substances that can enhance the im-
mune response to HIV vaccines. Many researchers think that these substances,
called adjuvants, will prove crucial in evoking a strong immune response to an HIV
vaccine.

In the past year, NIAID-sponsored investigators have reported that a combination
of two vaccines, a primer vaccine followed by a booster shot, produces stronger im-
mvme responses than any single vaccine tested thus far.

Investigators are encouraged by the promise of this approach because of the suc-
cess of a similar "prime-boost" strategy in monkeys. After giving the monkeys a
combination of vacanes against a virus called simian immunodeficiency virus (SIV),

NIAID-supported researchers found that the animals were not infected when the
same strain of SIV was later injected into the bloodstream. Previously, only animals
vaccinated with a whole killed virus were protected against SIV infection. The whole
killed virus approach is considered less safe as a potential vaccine in humans.

Children's Vaccine Initiative.—^Two central approaches are being evaluated under
the Children's Vaccine Initiative: multicomponent vaccines and maternal immuniza-
tion. Both of these approaches are focused on the overall concept of providing protec-
tion to infants at the earliest possible time, with the least amount oi intrusion.
The multicomponent vaccine approach may provide the greatest amount of protec-

tion with the least amount of effort. Current hurdles wmch need to be addressed
include the (1) formulation of multicomponent vaccines that would be safe.
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immunogenic, and efficacious; (2) exploration of alternative routes of administration;
and (3) the testing of these vaccines in appropriate populations.

Currently, we are exploring the potential of mucosal immunization through the

support of studies devoted to the preclinical evaluation of novel strategies to deliver

vaccines (e.g. oral) and to enhance the mucosal (i.e. gut) response to these vaccines
as well as evaluating the use of multicomponent vaccines. The second general ap-

proach is maternal immunization. The theory behind maternal immunization is that
vaccination of pregnant women could elicit sufficient antibody directed against bac-

terial (e.g. Group B Streptococcus and Haemophilus influenzae type B) or viral (e.g.

Respiratory Syncytial Virus) antigens to protect their infants. Maternal immuniza-
tion could therefore be viewed as an approach which could provide or enhance im-

munity in the youngest infants, through passive immunization, obviating the need
for neonatal immumzation which, because of the immaturity of the immune system,
may be ineffective under some circumstances.
Under this focus, we are supporting studies to test the feasibility of this approach

in the human population by developing baseUne information, using a primate model,
on several candidate vaccines for the maternal immunization approach.

Tuberculosis (TB).—^TB is a chronic bacterial infection that is spread through the
air and is characterized by weight loss, fever, night sweats, loss of appetite, chest

pain, and cough. Some 1.7 billion people—one-third of the world's population
—are

infected with me predominant TB organism, Mycobacterium tubercmosis.
In the United States, TB has re-emerged as a serious pubUc health problem. In

1991, a total of 26,283 active TB cases, in all 50 states, were reported to the Centers
for Disease Control and Prevention, an increase of 18 percent since 1985. In addi-

tion to those with active TB, an estimated 15 miUion people in the United States
have latent TB infections and may develop active TB at some time in their lives.

Due to their compromised immune systems, individuals infected with HIV are very
susceptible to being infected with TB.
With input from the experts in the field, NIAID developed a TB Research Agenda

in fiscal year 1992 and has been in the process of implementing this ambitious

agenda through the support of various projects that are focusing on the basic biology
and pathogenesis of TB, the development of new drugs, epidemiological studies, and
studies aimed at improving diagnostic techniques.

Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? WiU funding for these research projects be reduced
as a result of this budget?
Answer. Since these projects represent "cutting edge science", they are considered

top priority initiatives for the Institute in fiscal year 1994 and the funding for these
imtiatives has been accommodated within the fiscal year 1994 Budget as presented
to Congress.

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a year would be

added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projecte that could be

funded, and in general, and in terms of the long-term benefits to scientific research
in vour area?
Answer. A 50 percent increase to the fiscal year 1994 NIAID level would enable

us to raise our success rate to 45 percent for unsolicited investigator-initiated re-

search project grants. This would be consistent with NIAID's long-standing commit-
ment to support innovative research in the extramural commumty. The additional
funds would also enable us to increase the number of research career awards, pro-
vide stipend increases to our training and fellowship awards, expand our program
to provide awards to underrepresented populations, and enhance our Minority Bio-
medical Research Support program, and increased emphasis placed on awards to

physician scientists.

Areas that would benefit significantly by such an increase in funding include the

following:
Basic biomedical research.—^NIAID would increase significantly the level of sup-

port to basic biomedical research projects. Basic research is the foundation for most
advances made in medicine today. Vaccines to prevent disease, drugs to treat dis-

ease, gene therapy to reverse disease, and tests to diagnose disease would not exist

today if it were not for the investment made beforehand in basic biomedical re-

search. Basic biomedical research provides the springboard that enables biomedical
discoveries to be employed in patient care. Biomedical discoveries occur in all

spheres of science but they originate at the basic biomedical research level.

I
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The NIAID would expand its intramviral research activities highlighting studies

in the area of pathogenesis, tuberculosis, AIDS, Lyme borreliosis, chronic fatigue

syndrome, sexually transmitted diseases, tropical medicine, vaccine development,

cj^kines and their role in inflammation and immunity, and new programs in struc-

tural bioloffir and gene therapy.
Vaccine Development.—The NIAID would substantially expand and enhance its

vaccine program, with special emphasis placed on vaccines targeted to children's

diseases. These vaccines would not only be efficacious and safe but would reduce

the immunization schedule to one series of vaccinations rather than the six that are

currently recommended. This endeavor woxild revolve around accelerating the devel-

opment of children's vaccines such as pertussis, polio, rubella, measles, and group
B streptococcus; developing vaccines for emerging infectious diseases, such as tuber-

culosis, Lyme borreliosis, cholera, malaria, dengue and influenza; and expanding
basic and cUnical research into vaccine development for diseases that are major kill-

ers and disablers around the world, such as hepatitis, sexually transinitted diseases,

tropical and parasitic diseases, rotavirus, and respiratory syncytial virus.

The NIAID would also initiate new clinical trials of canmdate vaccines for cholera

and evaluate prevention and treatment therapies for neonatal groiu) B streptococ-

cus. NIAID would expand the development and testing of vaccines for chicken pox,

group B streptococcus, measles, ana rotavirus infections, and intensify basic re-

search and development within the Children's Vaccine Initiative.

Tuberculosis.—iTie NIAID would double the resources it currently spends on tu-

berculosis to improve diagnostic techniques, develop vaccine candidates, and drug
treatments. The NIAID would accompUsn this by expanding its support for its Na-
tional Cooperative Drug Development Groups for TB (NCDDG-yTB); establishing co-

operative research centirs to perform research on new diagnostic assays and innova-

tive treatment strategies; increase support for studies on the mechanisms underly-

ing drug resistance and the development of new drugs to overcome resistance.

NDUD would provide additional support to the Terry Beim Community Programs
for Clinical Research on AIDS, specifically tareeted to cUnical trials addressing is-

sues associated with people infected with both 'TB and the AIDS virus.

AIDS /HIV.—The NIAID would expand its basic, clinical, and epidemiologic stud-

ies with special emphasis on expanding access to AIDS cUnical trials through its

AIDS Clinical Trials Group, the Terry Beim Community Programs for Clinical Re-

search on AIDS, and our Division of AIDS Treatment Research Initiative clinical

testing network. Emphasis would be placed on ensuring the participation of minori-

ties, injection drug users, women, ana children in AIDS cUnical trials. NIAID would

intensify its efforts to develop new treatment and prophylaxis for HIV and associ-

ated opportunistic infections. Such efforts would include increased basic research ac-

tivities in immunology and structural biology to provide greater insight into the

workings of the virus and enable researchers to develop potential therapies to com-

bat it.

NIAID would expand the development and clinical testing of candidate simian

immunodeficiency virus and HIV vaccines, recombinant HIV vaccine subunits, and
vaccine adjuvants using its vaccine discovery network and domestic and inter-

national clinical sites.

Tropical Diseases.—The incidence of tropical diseases are increasing in the United

States as commercial and business travel and immigration trends increase the port-

ability of these diseases around the world. United States involvement in peace keep-

ing missions also expose large numbers of military personnel into direct contact

with these otherwise exotic" organisms.
Malaria is one of many tropical diseases. Malaria exists in 103 countries, infects

approximately 270 miUion people, kills between one milUon and two milUon people
each year, and costs approximately $10,000 per person to treat. The most distxirbmg
fact about malaria is tiiat in many areas the treatment of choice, chloroquine, is no

longer effective in treating malaria due to drug resistant strains of the disease.

Cholera, once liiought to be a remote problem, has become a significant problem
over the past two years in this hemisphere. Since the epidemic began in January
1991, in Chimbote, Peru, 21 countries, including the Umted States, have reported
a total number of 731,312 cases of cholera with 6,323 attendant deaths.

The NIAID would increase support for its intramural laboratoiy of malaria re-

search, its Tropical Medicine Research Centers, and its Tropical Diseases Research

Units. The increased fUnding would aUow the NIAID to intensify basic research ef-

forts and develop new drug therapies and vaccines for the most prevalent tropical

and parasitic diseases.

Sexually Transmitted Diseases.—Every year, between 9 milUon and 11 million

people, of whom 3 million are adolescents, contract at least 1 sexually transinitted

disease (STD), resvdting in treatment costs exceeding $5 bilUon. STDs can increase
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the transmission of HIV 3-5 fold. We would increase otir support towards the initi-

ation of additional clinical trials of candidate vaccines against STDs. We would initi-

ate treatment trials for genital tract infections of women in mid-pregnancy who are
at greater risk of premature deUveries. We would also begin a clinictd trial on the

prevention and control of sexually transmitted diseases and begin a clinical trial

targeted to reducing the incidence and severity of sequelae following pelvic inflam-

matory disease.

Immune system mediated disorders affect millions of Americans, resulting most
often in chronic pain and suffering and considerable medical costs and loss of pro-
ductive work days. Autoimmune diseases, such as diabetes, systemic lupus
erythematosus, and rheumatoid arthritis affect 2.5 million Americans. Allergic dis-

eases represent one of the largest causes of illness and disability in the United
States, affecting more than 40 million Americans and resulting in nearly 20 million

doctor visits per year. Asthma afQicts between 9 million and 12 million Americans.
Asthma affects a disproportionate number of minorities and is responsible for one-
half million hospital visits annually. Transplantation rejection of an acute nature
occurs at least once within the first year in 50 to 55 percent of kidney transplant
redpients. Ultimately, 100 percent of all kidney transplants are eventually rejected.
The NIAID would provide funds for research in structural biology and gene ther-

apy. These scientific areas would advance the understanding of basic immunology
and disease progression, and allow scientists to develop therapies to reduce or re-

verse immune disorders. With additional funds, NIAID would begin clinical trials

to examine several immunosuppressive therapies in pediatric transplantation and
conduct a study to evaluate a prophylactic therapy for insulin-dependent diabetes.

Question. Dr. Fauci, can you discuss the benefits to be derived from AIDS re-

search for other diseases? Is it true that our understanding of the basic cause and

possible treatments of diseases stands to benefit from research objectives otherwise

specificaUy labeled as "AIDS" at the NIH?
Answer. There are indeed many crossover benefits fix)m HIV/AIDS research to

basic and clinical sciences. The scientific insight and expertise gained from HIV/
AIDS research will be utilized to resolve a wide spectrum of other basic scientific

issues in the fields of virology, immunology, microbiology, molecular biology, oncol-

ogy, and animal models. Similarly, many of these important advances can be di-

rectly applied to clinical medicine. HIV/AIDS research has helped estabUsh new ap-
proaches for the design and conduct of clinical studies addressing the special re-

cruitment requirements of women, minorities, and other underserved populations.
Therefore, the nation's investment in HIV-related research is providing major bene-
fits in understanding and treating other diseases.

New strategies for targeted drug and vaccine development are being developed
which are benefitting research on other diseases. The use of sophisticated computer
imaging and crystallography permits the structural description of key proteins and
enzymes that can be identified as targets for therapeutic agents. The dehneation of
the structural biology of infectious agents can also be used to design and develop
potential vaccine candidates for the treatment and prevention of different diseases.

SLmilarly, new and innovative technologies resulting from such investigations can
be used to detect the presence of specific infectious agents for diagnostic purposes
and for monitoring purposes during therapy. An example of these new technologies
is poljonerase chain reaction.

New animal models of viral diseases are being developed that allow for studies
to better understand the stages of viral infection and disease progression. Animal
models are also used in testing potential therapeutic agents ana vaccine candidates
for safety and efficacy in preclinical studies prior to the initiation of clinical studies

involving humans.
The advancement of basic scientific imderstanding is being made through HIV/

AIDS studies investigating:—the function of the immune system which has implications for diseases such as

hepatitis, herpes, certain IjTnphomas and sarcomas, and autoimmune diseases

including systemic lupus erjrthematosus"—the mechanisms of gene expression wnich will fiirther research on oncogene
transformation that can resmt in neoplasia and cancer;—the pathology of the central nervous system which will fiirther research on de-

mentia, Alzneimer's disease, neuropsychological disorders, and multiple sclero-

sis;—the transmission of sexually transmitted diseases, including hepatitis, herpes,
svphHis, chlamydia, and gonorrhea, and associated behavioral factors;—the blood-brain barrier ^mich will further research on the mechanisms involved
in passage of infectious agents across this barrier as well as passage of thera-



789

peutic agents across this barrier for treatment of various diseases such as en-

cephalitis and meningitis;—the development of cardiovascular diseases which will further research on pul-
monary, cardiac, £ind rheumatic disorders resulting fix)m various infections;—the development of nutritional disorders which will further research in such
areas as wasting s3nidromes, metabolic abnormalities, and gastrointestinal dys-
functions;—the development of the nervous and immune systems in children which will fur-

ther research on the neurological and neuropsychological disorders and
immunological disorders including certain autoimmvme disorders and cancers;
and—retroviral-associated malignancies, such as Kaposi's sarcoma, cervical dysplasia,
anogenital cancers, and non-Hodgkin's lymphoma.

Other tangible benefits include:—expanded cooperation among Federal, university and pharmaceutical industry
researchers in the identification, development and preclinical evaluation of po-
tential therapeutic agents and vaccine candidates;—^new approach-as for conducting clinical trials, including community-based trials,
which capture the expertise of community physicians. Similarly, AIDS clinical

trials have demonstrated the importance oi providing ancillary services to re-

cruit and ensure the continued participation of underserved populations such as

women, children, minorities, and injection drug users in clinical trials for other
diseases. These services provide for general health care, transportation, obstet-
rical care, day care for children, and other related services;—the formation of community advisory boards to assist clinical trial sites in as-

suring close cooperation witii community constituency groups;—development of clinical trial protocols which include the appropriate testing pro-
cedures to assvire that the scientific questions are eflBciently and effectively ad-

dressed;—identification of surrogate markers that reliably provide valid information for

determining the outcome of clinical studies;—
provision of access to experimental therapeutics through the parallel-track
mechanism. This mechanism permits access to therapeutic regimens for individ-
uals who would not otherwise qualify for participation in specific clinical stud-

ies;—initiation of new strategies for drug administration taking into account drug
dosing, toxicity, resistance, and routes of administration;—delineation of NDTs vmique role of conducting clinical studies directly compar-
ing therapeutic agents fi:x)m different pharmaceutical manufacturers;—creation of new regimens for the prevention, treatment, and control of opportvm-
istic infections;—
^promotion of international collaboration for tracking the natural history and ep-
idemiology of infectious diseases, for obtaining and identifying variants of infec-
tious agents fix)m different geographic regions, and for developing the infi-a-

structvirie necessary to conduct therapeutic and vaccine efficacy trials in inter-
national sites that have populations with high risks of infection; and—development and implementation of innovative recruitment and training pro-
grams to assure that sufBcient numbers of appropriately trained researchers
are available to conduct biomedical studies.

Question. Describe the recent state of scientific biomedical research that is under-
way at NIAID.
Answer. The re-emergence of tuberculosis (TB) as a serious public health problem

in the United States has led to renewed research efforts to develop improved diag-
nostic lests, therapies, and preventive strategies. NIAID has the primary respon-
sibihty within the U.S. Public Health Service for research on tuberculosis. As part
of its comprehensive research agenda, NIAID supports basic research on the TB or-

ganism, studies to develop and evaluate tests for rapid diagnosis of active TB and
rapid tests to determine drug susceptibility, studies aimed at designing new drugs
and

developir^
new animal models to assess those drugs, cUnical taials to evaluate

the safety and efficacy of new drugs, and research to develop and evaluate new TB
vaccines.

Effective vaccines have contributed enormously to improvements in public health
in the United States during the last century. Research conducted and supported by
NIAID has led to new or improved vaccines for a varietv of serious diseases, includ-

ing rabies, measles, rubella, hepatitis, and pneumococcal pneumonia. NIAID support
for the development and testmg of a new type of vaccine against Hemopmlus
influenzae type b led to the virtual elimination of Hib-caused menin.gitis, a major
killer and crippler of young children. Vaccine evaluation units for the testing of new
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vaccines in people are supported by NIAID at a number of U.S. medical centers. In

addition, the Institute supports five AIDS vaccine evaluation units for the testing
of candidate AIDS vaccines.

To move closer to the ideal of universal, worldwide elimination of vaccine-prevent-
able childhood diseases, NIAID has joined research institutions around the world in

the Children's Vaccine Initiative (CVI). The CVI was envisioned as a means to find

safe, effective, heat-stable vaccines that could be orally administered early in life.

In more immediate practice, it has emerged as a way to exchange old technology
for making vaccines for novel, innovative technologies. The CVI encompasses re-

search on vaccines for many diseases important to children's health, such as pertus-
sis, polio, respiratory 8ync3iial virus, rotavirus, hepatitis A, measles, mumps, group
B streptococcus, and malaria.
The NIAID is responsible for conducting and supporting basic research on the

pathogenesis of the human immunodeficiency virus (HIV), which causes acquired
immunodeficiency syndrome (AIDS); developing new drug therapies for AIDS pa-
tients; carrying out epidemiologic studies to assess the impact of HIV on the popu-
lations most severely affected by the epidemic; developing and testing HIV vaccines;
and conducting clinical trials of promising experimental drugs for HIV infection and
related opportunistic infections and cancers. NiAID's national network of adult and

pediatric clinical trial sites and vaccine research units have enrolled more than

30,000 participants in clinical studies since 1987. NIAID-funded researchers have
made significant progress over the last few years with the result being that AIDS
patients are living longer and support the prospect that a vaccine to prevent AIDS
may be feasible.

Other STDs are spiralling nationwide. Annually, more than 13 million Americans

acquire an infectious disease other than AIDS through sexual contact. Such sexually
transmitted diseases (STDs) as gonorrhea, syphilis, chltunydia, genital herpes, and
human papillomavirus can have devastating consequences, particularly

for young
adults, pregnant women and infants. These STDs can result in pelvic inflammatory
disease, infertility, ectopic pregnancjr, cervical cancer, fetal wastage, prematurity,
and congenital infections. Scientists m NIAID-supported STD Cooperative Research

Centers, other NIAID-fiinded researchers, and investigators in NIAID laboratories

sire striving to develop better diagnostic tests, particiiTarly for resource-limited set-

tings, improve treatments, and discover effective vaccines.

Research on asthma and many types of allergies has led to a greater understand-

ing about their underlying mechanisms and contributed to the development of effec-

tive ways to help affected individuals. NIAID has established a network of asthma
and allergic disease centers to rapidly transfer results from fundamental studies in

immunology and clinical studies of allergy to clinical practice. In addition, NIAID
has an extensive program to develop, test, and distribute many reagent materials
for use in allergy research. The Institute also supports the National Cooperative
Inner-City Asthma Study to identify and define factors that influence the disease's

severity and to design and evaluate programs to reduce asthma episodes and deaths

among AMcan-American and Hispanic children.

Worldwide, diarrheal diseases are a maior cause of illness and death in infants

and children, killing between 5 and 10 million children per year. By contrast, viral

hepatitis in its various forms can cause severe disease in olaer children and adults,

altnough it is predominantly an asymptomatic disease in younger age groups.
NIAID also supports basic research on the pathogenesis of many enteric agents
causing these diseases and research aimed at developing and testing antiviral

agents and vaccines. NIAID supports efforts to develop new or improved vaccines
for diarrheal diseases such as cholera, rotavirus, shigellosis, and typhoid fever.

NIAID supports studies aimed at improving immunosuppressive therapies, devel-

oping reagents needed for precise tissue matching, defining the genetic regulation
of the immune response, and understanding the molecular mechanisms responsible
for controlling immune system genes. NIAID is participating in the first NIH coop-
erative clinical trial in kidney transplantation, designed to translate recent develop-
ments in basic research into new therapies to prevent kidney graft rejection.

In the United States today, respiratory infections are the major cause of acute ill-

ness. Influenza, pneumonia, and respiratory sjTicytial and parainfluenza virus infec-

tions take a particularly severe toll on infants, children, and the elderly. NIAID-sup-
ported research focuses on developing animal models for basic pathogenesis and im-

munology studies, developing new and improved vaccines to prevent these illnesses,
and evaluating promising antiviral therapies.

Malaria, filanasis, trypanosomiasis, leprosy and other tropical diseases disable

and kill millions of people worldwide. NIAID's research efforts in tropical medicine
are conducted by U.S. and foreign investigators receiving Institute support and by
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NIAID scientists in Bethesda. NIAID supports a nvimber of centers for tropical med-
icine research in tropical countries for the study of diseases endemic in those areas.

Question. What promising research areas have you found regarding Chronic Fa-

tigue Immune I^siunction Sjmdrome (CFIDS) that are worthy of investigation next

year?
Answer. We fire very enthusiastic about the new integrated studies of factors

needed to maintain the body's systems in equilibrium (homeostatis), which are being
carried out in our CFS Cooperative Research Centers Program and related CFS in-

dividual research projects. These studies address the fundamental biologic processes
that may underlie the profound fatigue experienced by patients in response to mild
exercise. These studies may help to explain perturbations in immunologic and
neuroendocrine parameters seen in CFS patients as a group, because abnormal

immunologic and neuroendocrine profiles can result when the body is out of balance.

By studying basic physiological cheu-acteristics that are reflective of homeostatis,
such as temperature fluctuations, breathing patterns, heart rates, sleep patterns
and cytokine responses, investigators hope to gain a better understancung of the
fund£unental cause of CFS.

Question. Does NIAID plan to continue research on immune abnormalities? Spe-
cifically, is there hope for a meaningful diagnostic test for CFIDS in the near fu-

ture?
Answer. In-depth immunological characterization of CFS patients and control

groups is a major thrust in both our intramural and extramural research programs.
We hope that the result of these studies will lead to tests in the fiiture that may
be useml in the diagnosis of CFS.

Question. Please report on the progress
of the interagency task force and its co-

operation with extramural researcn.
Answer. The DHHS CFS Interagency Coordinating Committee (CFS ICC) has

been very effective in enhancing communications between agencies. Regular meet-

ings facilitate identification of useful areas for collaborative research, sharing re-

search results, sponsorship of workshops and conferences, and formulation of de-

partmental goals. The CFS ICC assures that pamphlets prepared by individual

agencies for circulation to patients and physicians are concordant and accurately re-

flect the most cvurent information. Efforts are being made to enhance communica-
tions with constituency organizations through circulation of meeting minutes and
inviting representatives of support groups to present their recommendations to the
committee at an annual meeting. Since its inception, the committee has promoted
joint participation in conferences, advisory meetings and workshops sponsored by
NIAID, NIMH, CDC and FDA. NIAID and CDC have provided research and clinical

support for each other's research projects.

Question. Does NIH plan to establish a CFIDS Coordinator?
Answer. In 1991 Dr. John La Montagne was appointed as the NIH Coordinator

for CFS research and chair of the NIH CFS Coordinating Committee. The commit-
tee has grown into an active forum for sharing research and other CFS information.

Question. Does NIAID plan to establish a CFIDS Advisory Committee?
Answer. The National Advisory Allergy and Infectious Diseases Council, chartered

by Congress, approves all funded CFS research proposals and is regularly kept ap-
prised of CFS research progress and activities through presentations by staff and
summary reports of conferences and workshops. Directors of NIAID's CFS Coopera-
tive Research Centers and principal investigators on other CFS research grants
serve informallv as advisors to our extramural CFS research program staff who also

interact with the CFS Special Emphasis Panel formed by the Division of Research
Grants.

National Institute of General Medical Sciences

Questions Submitted by the Subcommittee

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—publicly and

privately funded research will account for only two percent of the total, and
preven-

tion activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.



792

Given the tremendous opportunities that exist in prevention activities, can you
please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. The mission of the National Institute of General Medical Sciences

(NIGMS) is to support research and research training in the basic biological
sciences. Projects supported by the NIGMS are largely mvestigator-initiated, and
they provide the foundation for subsequent disease-targeted studies supported by
the ouier components of the NIH. The following are examples of basic research re-

lated to disease prevention supported by the NIGMS.

INDIVIDUAL RESPONSIVENESS TO DRUGS AND PREVENTION OF TOXICITY

NIGMS supports basic pharmacological research to identify factors and clarify the
mechanisms involved in interindividual variability in response following drug ad-

ministration. The basic and clinical knowledge obtained from this research provides
the basis for the rational and safe use of drugs. For example, NIGMS supports, and
will continue to support, research to enhance the safety of anesthetic agents. Re-
search has been conducted to elucidate the enzymatic mechanisms of anesthetic

bioactivation and the clinical pharmacology of anesthetic toxification. This knowl-

edge may be used to identify patient populations and individuals potentially at risk

for anesthetic toxicity. Climcal strategies may then be devised for avoiding specific
anesthetic agents or administering protective adjuvants.

PATHOGENESIS AND PREVENTION OF MULTIPLE ORGAN FAILURE

Multiple organ failure (MOF) is a major problem following traumatic injury. It is

the leamng cause of mortality and morbidity in traiuna and Dum patients. Its etiol-

ogy has remained elusive, but inflammation seems to play an important role in its

pathogenesis. The NIGMS supports several research projects to elucidate the ante-

cedents of MOF. Through research on such factors as intestinal injury and the

pathogenesis of post-traumatic sepsis,
a rational basis may be providea for the clini-

cal prevention and treatment of MOF.

PREVENTION OF WOUND INFECTION

One of the most powerful means which clinicians possess to enhance early wound
healing and resistance to infection lies in the control of oxygen delivery via blood

perfusing the injured tissue. NIGMS-supported investigators are studying specific

impediments to oxygenation and testing strategies to overcome these impediments.
These studies are expected to provide tne basis for simple and inexpensive changes
in strategies of surgical care that will lead to major reductions in infections and
other wound complications.

Question. What cost savings does this research provide?
Answer. Basic research undoubtedly underlies most, if not all, major medical ad-

vances (including preventive measures), whose cost savings aie innumerable.

Question. What prevention initiatives are planned for 1994?
Answer. The NIGMS has identified several areas of research and research train-

ing related to disease prevention that could be pursued in ftiture years if resources

permit. These areas include studies involving targeted drug design- growth factors

and wound healing; tissue engineering; cell growth and division; ana research train-

ing targeted toward prevention of AIDS, tuberculosis, and breast cancer.

Question. What imtiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. Because the NIGMS supports primarily basic undifferentiated research,
the scope of NIGMS grant applications is detenmned by scientific opportunity and

investigator initiative. Fiscal constraints will reduce the number of high-quality re-

search proposals in the areas outlined above.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The same principle as discussed above will apply; there are numerous in-

vestigator-initiated grant proposals that will go unfunded.

Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. The NIGMS supports basic biomedical research, which does not include

clinical trials.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Much of the prevention-related research supported by NIGMS relies upon
fundamental methods and principles such as those oi molecular biology. This in-
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eludes research in genetic drug poljmiorphisms, cell growth and division, and tissue

engineering. An understanding of these basic processes provides the groundwork for

the development of preventive measures.

Question. What are some of the most promising research projects now being fund-
ed by your Institute?

Answer. There are a remarkable nvimber of areas of basic research that are ripe
for exploration. These include research on: new drug delivery methods; the synthesis
of safer, more efifective drugs; the development of new models witii which to study
disease; studies on the molecular basis of anesthetic action; methods to reduce the

morbidity and mortality associated with bum and trauma further studies on the cell

cycle and how genes get "turned on and off;" and, the new field of biomolecular engi-

neering, which has formed at the intersection of biology and chemical engineering.
Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for these research projects be reduced
as a result of this budget?
Answer. It is primarily the pace at which we discover key information about basic

life processes, as well as the pace with which those discoveries can be followed up
that is determined by the size of a particular NIGMS appropriation. Every effort

will be made to prioritize the research funding so that, in keeping with its mission,
NIGMS will fund a broad array of vital basic research.

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be
funded, and in general, and in terms of the long-term benefits to scientific research
in your area?
Answer. Depending on the allocation of additional funds among mechanisms, a 50

percent increase in NIGMS's budget could result in a research project grant success
rate of over 50 percent.

In terms of tiie new research that could be funded with such an increase, it is

important to again emphasize that the scope of NIGMS grant applications is deter-

mined by investigator initiative and scientific opportunity. However, based on our
current knowledge, a significant increase in funding would be anticipated in the fol-

lowing areas:

1. Biomolecular Engineering.—Research efforts would probably fall into three
broad areas—protein engineering, tissue engineering, and metabolic engineering.
The ultimate goal of protein engineering is to design proteins with predetermined
functions, while tissue engineering will focus on developing biological substitutes
that restore, maintain, or improve tissue function. Metabolic engineering will con-
centrate on ways to manipulate the enzymatic, transport, and regulatory functions
of the cell. Studies in these areas should eventually allow the control of metabolic
reactions central to a number of diseases, as well as affect procedures in the bio-

technology industry.
2. Rational Drug Design.

—Knowing the three-dimensional structure of a pharma-
cologically significant macromolecule, such as an enzjmie or a receptor site, can ac-

celerate the cQscovery of drugs. The rational design of drugs is accomplished by com-

bining macromolecular structural information with computer modelling to develop
small molecules that can bind to and alter enzyme or receptor function. The devel-

opment and application of powerful new techniques for structure determination and
computer modelling is an absolute necessity in modem approaches to drug develop-
ment.

3. Cell Biology.
—Increased knowledge of the structure, function, and genetic de-

terminants of cell behavior wiU lead to a broad range of important biomedical appU-
cations. Developing knowledge of the effect of growth factors has lead to an under-

standing of how they may aSect cellular repair processes. These include tissue re-

pair following surgery and trauma. In recent years, an explosion of knowledge about
the complex molecular events that regulate cell division has occurred. The picture
that has emerged has opened numerous avenues for research related to important
issues such as embryonic development and tumor formation. Finally the molecules
that are involved in cell adhesion are seen as djmamic contributors to many vital

processes in the body. They have been found to be a factor in embryonic develop-
ment, wound healing, inflammation, and cancer metastasis, and even in some cases
of viral penetration of the cell.
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NEED FOR NIGMS-SUPPORTED BASIC RESEARCH

Question. Dr. Kirschstein, I am a great fan of the work that your Institute sup-

ports. Many programs at the NIH are very identifiable, like cancer, heart, kidney,
and the like.

Many people do not understand the pivotal role of your Institute, because, to put
it bluntly, no one ever gets sick fi*om or dies of "general medical sciences."

I understand that NIGMS is the so-called "basic research" institute at the NIH.
Can you explain for the Committee what that really means, and how your mission
and work differs from that of the other parts of NIH?
Answer. NIGMS is indeed the basic research institute at NIH. Unlike the basic

research funded by the other institutes at NIH, the basic research NIGMS supports
is of a fundamental nature. It is not

specifically targeted to a
particular

disease or

a dysfunction of a pjuticular organ or tissue. Instead, it is aimed at discovering how,
at the most fundamental levels how life processes work and how and why those

processes may go awry. Thus, studies done by NIGMS grantees are in such basic
areas as genetics, cell biology, molecvilar biology, chemistry, enzymology, pharmacol-
ogy, and biophysics. It is mipossible to tell the precise direction which such fun-
damental research will take. However, as such studies develop and evolve, discov-

eries are made by NIGMS grantees which turn out to have relevance to one or more
particular disease entities, and those discoveries are then applied in the research

supported by other institutes at NIH.
For example, NIGMS supported the initial studies of Drs. Joseph Goldstein and

Michael Brown who sought to understand how steroid chemicals were transported
from the blood stream through the cell wall into the interior of the cell. They discov-

ered that the cell membrane had a special receptor for these steroids which bound
to them and allowed them to enter the cell. One of the steroid chemicals is choles-

terol. Drs. Brown and Goldstein discovered the cholesterol receptor and, imme-
diately, it became apparent that this discovery was crucial in an understanding of

myocardial infarction or heart attack. The National Heart, Lung and Blood Institute

has since supported this work and in 1985, Drs. Brown and Goldstein won the Nobel
Prize for this landmark work.

Thus, all Institutes are dependent upon NIGMS activities as "feeders" to their

own mission-oriented studies. In addition, through its multidiscipUnaiy predoctoral

(graduate) training programs in fundamental biological and chemiced sciences,
NIGMS provides research training for researchers whose studies will be supported
by other Institutes. About one-half of the trainees supported by NIGMS in the past
currently have research grants from the other Institutes.

The basic research supported by NIGMS also has tremendous implications for the
nation's industrial well-being, and discoveries made by NIGMS grantees have re-

sulted in entirely new fields of commercialization. Perhaps the best example of this

is the birth of the multibillion dollar biotechnology industry in 1976, whicn followed
the 1973 cloning of a gene, and the basic gene-splicing ejqjeriment performed in

1974. Both of these discoveries were made and perfected by NIGMS grantees.
More recently, basic research funded by NIGMS has been applied promptly to

other commercifiJ uses. For example, forensic work has been eimanced by the use
of "DNA fingerprinting" techniques. This technology grew out of the 1978 work of
Dr. Daniel Nathans on restriction enzymes. (Dr. Nathans was awarded the Nobel
Prize for this groundbreaking research.) In addition, the use of antisense RNA to

block gene expression, first reported by an NIGMS grantee in 1985-86 has been
used by the agricultural industry to develop a tomato whose ripening has been de-

layed to permit enhanced fruit stabihty during shipping. Finally, the development
of reseeirch and medical instrumentation and research-related coinputer software
have been developed for commercial purposes following results of NIGMS-supported
research.

In summary, not only do NIGMS-supported research discoveries routinely "feed"

into the work of the other categorical institutes of the NIH, but they also have enor-
mous implications for the industrial well being of our nation.

Question. Dr. Healy, I note fi-om your budget documents that the number of full-

time training positions are projected to increase by 312 positions and yet the aver-

age research training costs are projected to fall fi:t)m fiscal year
1993 to fiscal year

1994. Given the continued growth in the costs of Uving, what is the rationale for

reducing stipends for trainees. What impact might this have on attracting high
quality trainees?
Answer. We are deeply concerned about the level of stipends that NIH can pay

to trainees. However, stipends and tuition are not being decreased fi-om the 1993
level. The NIH does not support the same institutions year after year. The change

I
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in average costs is reflected in the tuition difference of private versus public institu-

tions. There is no significant impact on recruiting or attracting quality trainees.

National Institute of Child Health and Human Development

Questions Submitted by the Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-

age of this total will be spent on research and prevention activities—publicly and

privately funded research will account for only two percent of the total, and preven-
tion activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and pre-

vention are a critical investment in America's future, an investment that will reduce

our health care costs, improve our competitiveness, and improve the quality of life

for naillions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us witii some examples of basic research on disease prevention at

your Institute?

Answer. Examples of basic research on disease prevention at the NICHD include:

(1) prevention of birth defects; (2) normal developmental behavior; and (3) medical

rehabilitation.

PREVENTION OF BIRTH DEFECTS

Current molecular research on developmental biology and regulation of genes con-

trolling early development holds the vUtimate key to understanding the cause of

birth defects and ways to minimize their occurrence. This research also encompasses
basic studies leading toward gene therapy, using animal models created by gene
knockout techniques. Among other advances, NICHD researchers (1) are developing
a relatively noninvasive and rapid method for monitoring the genetic status of the

developing fetus, using fetal cells isolated from maternal blood and analyzed for

chromosomal defects; (2) have shown that gestational diabetes of early pregnancy
is also associated with abnormalities in fetal ^wth, which affects birth outcomes

and infant mortality; (3) have developed a rapid test to diagnose intra-amniotic in-

fection that can be used to improve clinical management of women experiencing pre-
mature labor; and (4) are developing new genetic techniques and potential therapies
to help avoid and treat serious childhood diseases.

NORMAL DEVELOPMENTAL BEHAVIOR

Researchers must establish the concepts and measures for healthy development
during the period of middle childhood (roughly ages 6-11) so that we will be able

to understand how children thrive during the expanded challenges of adolescence.

Since adolescents with the most severe problems tend to have early onset of those

problems, the behaviors we need to address may weU begin during middle child-

hood. Improvement of interventions with young adolescents requires improvement
in this basic behavioral scientific base.

MEDICAL REHABILITATION

After injury to the central nervous system, such as spinal cord injiiry (SCI) or

traumatic brain injury (TBI), many body functions are affected. The National Center
for Medical Rehabilitation Research (NCMRR) has identified the whole body re-

sponse to the initial irgviry as a high research priority and is actively supporting
research to prevent secondary conditions. Studies supported by the NCMRR include

improving male fertility after SCI, preventing falls in persons with functional im-

pairment^, and providing replacements for structures lost as a result of injury

throuj^ tissue engineering. In addition, the NCMRR supports trainees who are de-

veloping improved rehabuitation interventions for persons with mobility impair-
ments and for children with traumatic brain injury. Other NICHD trainees are ex-

amining the changes in executive function in children after TBI correlating MRI
data with behavioral changes.

Question. What cost savings does this research provide?
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Answer. This research will provide the basic knowledge that will lead to preven-
tive interventions. Prevention of disease and disability through such interventions
will ultimately be less costly than the treatment and control of the diseases they
prevent. For example, planned research includes a project on predicting and pre-
venting insulin-dependent diabetes mellitus (Type I or juvenile diabetes). The goal
of this initiative is to predict which children are at risk of IDDM and to develop
effective interventions to delay or prevent the onset of the condition.

Question. What prevention initiatives are planned for 1994?
Answer. NICHD s major prevention activities include research in reproductive bi-

ology, contraception, immunization, childhood health and
mortality,

and health and
behavior. This research—which focusses on preventing unintended pregnancies, im-

proving birth outcomes, and preventing infant/childhood morbidity and mortality
—

are essential to the nation's public health and economic interest. The NICHD pre-
vention program represents a complementary balance of basic, applied and clinical

initiatives.

The mjgor new prevention initiative in fiscal year 1994 is in the area of AIDS re-

search where an increase of over 50 percent over the fiscal year 1993 Appropriation
is provided. This increase wiU enable the NlCffl) to expand its pediatric AIDS clini-

cal trials network and to increase research on barrier contraceptives. NICHD also

plans to initiate a national study of behaviors that put individuals at risk for HIV
infection and other STDs. This research is aimed at

providing knowledge that will

be useful in preventing the transmission of AIDS ana other STDs as well as unin-
tended pregnancy.

In fiscal year 1994, NICHD will also continue to collaborate with the OfiBce of Re-
search on Minority Health in its support of community based researchprojects that
focus on interventions to assist minority youth in behavioral change. These projects
emphasize behavioral change aimed at the prevention of STDs, including AIDS, as
well as violence prevention and the prevention of unwanted pregnancy.
What initiatives will you have to reduce in 1994 because of budget constraints?
Answer. With the exception of AIDS research, all of the prevention activities

planned for fiscal year 1994 will be reduced fix»m what was originally envisioned.
The NICHD, however, has a strong commitment to prevention research and will

continue to maintain a strong pro-am in this area.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The fiscal year 1994 budget, excluding AIDS, reflects an overall reduction

of about 1 percent fi-om the fiscal year 1993
Appropriation.

While ongoing preven-
tion programs will continue at approximately tne same or a slightly lower level of

funding, no m^yor new initiatives will be undertaken.

Question. What clinical trials are you presently supporting or will you support in
1994 that focus on disease prevention?
Answer. The following clinical trials are currently being supported:

AIDS

—^Phase III study to evaluate the safety, tolerance, and efficacv of early treatment
with zidovudine (AZT) in asymptomatic infants with HIV infection;—^A phase III randomized, double-blind controlled study of the use of HIV-specific
immune serum globulin (HIVIG) for the prevention of maternal fetal HIV trans-
mission in pregnant women receiving Zidovudine;—^A placebo controlled, phase I cRnical trial to evaluate the safety and
immunogenicity of recombinant envelope proteins of HTV-1 gpl60 and gp 120
in children > = 1 month old with asymptomatic HTV infection;—^A phase I study to evaluate the safety and immvmogenicity of recombinant
HlV-1 envelope antigen in children bom to HTV infected mothers;—^Active immunization of HIV-infected pregnant women: A phase I study of safety
and immunogenicity of a rgpl20/HIV-l vaccine; and—^Development and testing of a new male condom.

NON-ATOS

—^Antenatal
phenobarbital

in the prevention of neonatal intracranial hemorrhage;—Thyroid releasing hormone (TRH) and the prevention of chronic lung disease;—Placental transfiision in low birth weight infants;—Definition of risk factors for pulmonary hypertension of the newborn;—Screening for risk factors for preterm labor;—Spermicide releasing diaphragms;—Development and testing of new spermicides;—Long-acting androgen in contraceptive development;
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—Prenatal diagnosis using fetal cells in maternal blood;

—The evaluation of different strategies to increase early participation in prenatal

care;—^Randomized trial to increase utilization of preventive health services hy moth-

ers of infants to increase well baby clinic attendance and immunization cov-

erage and decrease iJie risk of injuries;
—U.S. safety trial of NICHD pertussis toxoid in DTP vaccine;—Effects of quality of energy intake on low birth weight Infants;—Comparison of sphincter prosthesis and sphincterotomy; and
—RehabiUtation reseeuxh for management of chronic pain.
In addition to these ongoing trials, the following protocols are planned to be initi-

ated in fiscal year 1994.—Screening Newborns for Sepsis using DNA Probe;—Long Acting Progestin in Contraception Development;—New Estrogens in Contraceptive Development;—^Postcoital Use of Antiprogestins;
—Trial to Decrease Substance Abuse During Pregnancy;—Preventing Problem Behavior among Middle School Students;—Increasing Actions to Prevent Childhood Injiuy; and
—Prevention of Disordered Eating and Promotion of Healthful Weight Regulation.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Basic science research encompasses a wide range of disciplines that are

the foundation for vmderstanding and interpreting the body's cellular mechanics at

a structural and functional level. These basic sciences seek to answer why there is

disease by defining what is normal and abnormal at a microscopic level and as such,

provide fundamental knowledge for disease prevention.
One example of NICHD sponsored research illustrates how laboratory endeavors

translate into disease prevention. Vaccine development is underway to prevent dis-

ease but creating an effective vaccine requires knowledge about the life cycle of the

invading microorganism and details about the process of altering normal tissue and

producing disease, specifically in humans. There are critical elements to consider

like tuning, cellular transportation, viability and the body's immune response to a

foreign compound. Additional considerations include synthesizing the vaccine

compound such that there is chemical balance and stability, and proper inhibition

of the organism's ability to produce disease by "disassembling" the organism and re-

constructing a usefiil form. These fundamental studies are an essential part of the

knowledge base used to develop preventive interventions like vaccines.

PROMISING RESEARCH AREAS

Question. What are some of the most promising research projects now being fund-

ed by your Institute?

Answer. In NICHD, three of our most promising areas of research with imminent

payoff are development of a post-coital contraceptive, use of nitric oxide to treat cer-

tain disorders oi pregnancy and of the newborn infant, and development of gene
therapy for genetic disorders causing mental retardation.

POST-COITAL CONTRACEPTION BY ANTIPROGESTINS

Prevention of pregnancy after xmprotected intercourse is an important yet ne-

glected aspect of our overall contraceptive armamentarium. Data indicate that half

of the 3.5 million unintended pregnancies in the U.S. and a comparable percentage
of induced abortions could be prevented if a post-coital contraceptive (morning-after

pill) were readily available. Emergency contraception can protect rape victims as

well as others not prepared for coitiis. No
post-coital

methods are approved and rou-

tinely available in the U.S. Entities used elsewhere, while efficacious, must be taken
withm 72 hours of coital exposure, and have undesirable side effects including nau-

sea and vomiting.
Recent studies indicate that antiprogestins, such as RU-486, are highly effective

(virtually 100 percent) post-coital agents with almost no side effects. Our mscussions
with the pharmaceutical industry indicate littie likelihood that RU-486 will be test-

ed and marketed for use as a post-coital contraceptive rather than an abortifacient.

The NICHD has developed and patented another antiprogestin that testing shows
to be comparable to RU—486. Steps are under way to conduct the studies necessary
to estabUsn the lowest effective dose and longest-time interval for post-coital contra-

ception, followed by tJie clinical trial necessary to provide the safety and efBcacy
data needed for FDA approval. This activity has been assigned highest priority in

68-620 O—93 26
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our contraceptive development research program and could produce a low cost mar-
keted product in 3 to 4 years.

NITRIC OXIDE TREATMENT FOR DISORDERS OF PREGNANCY AND THE NEWBORN INFANT

Nitric oxide, a small, simple, short-lived (5 sec) molecule, has generated enormous
excitement in obstetrics and neonatology due to its possible use for treating several
disorders that have responded poorly to other therapy. It has the potential to create
the next substantial decrease in infant mortality comparable to what has been
achieved with surfactant. Inhaled nitric oxide produces dilatation of the vessels of
the lung near the gas-exchanging alveoli; it then binds avidly with hemoglobin and
is rapimy inactivated so that no direct effect on systemic blood pressure occurs.

Other forms of administration include amyl nitrite (which provides a rapidly avEiil-

able source of exogenous nitric oxide) and nitroglycerine which acts as a specific ni-

tric oxide donor. Because of its fundamental role as a selective local vasodilator, ni-

tric oxide represents an exciting potential new therapy in the treatment of a wide

range of vascular disorders. These include primary pxilmonary hypertension of the
newborn (PPHN) and congenital heart disease, as well as a treatment for toxemia
of pregnancy (preeclampsia) and premature labor. It has already been successfully
used to treat 18 to 21 newborns with severe PPHN and 9 postoperative pediatric
cardiac patients. Nitric oxide may have additional beneficial effects because it inhib-

its platelet aggregation and adhesion, which decrease blood flow to the lungs. In-

haled nitric oxide may also serve as a diagnostic agent.
Target areas for NICHD research with inhaled nitric oxide in infants include

study of efficacy and safety of inhaled nitric oxide compared to current therapy in

two major neonatal diseases, PPHN and congenital heart disease; and the useful-

ness of inhaled nitric oxide as diagnostic agent in the selection of appropriate medi-
cal or surgical therapy for such conditions as congenital diaphragmatic hernia.

NICHD research with inhaled nitric oxide in pregnant women will include studies

of the role of nitric oxide in the physiological and pathophysiological regulation of

blood pressure and local blood flow in the mother (e.g., preeclampsia), the placenta,
and the fetus; and the role of nitric oxide as a tocolytic to stop premature labor.

GENE THERAPY FOR GENETIC DISORDERS CAUSING MENTAL RETARDATION

Although the initial disorders for which gene therapy has been attempted are not
associated with mental retardation (MR), some of the most valuable potential appli-
cations for this new treatment modality are in genetic disorders that produce this

condition. These MR-associated disorders are more difficult to approach, but real

progress has been made in several areas of research. The number of cloned and
characterized genes is increasing rapidly, and includes the genes for phenyl-
ketonuria, Lesch-Nyhan syndrome, and most recently, adrenoleukodystrophy, as
well as others. We have a much better understanding of the natxire of the disease-

producing mutetions, and we know much more about the regulation of gene expres-
sion. Improved retroviral vectors have been introduced and expressed in a wide vari-

ety
of cell types including hepatocjrtes, fibroblasts, keratinocytes and endothelial

cells, some of which have been reintroduced into animals. Methods to identify and
enhance homologous recombination and gene knock-out have been developed, open-
ing the possibility of correcting defective resident genes. As one example, NICHD-
supported investigators have inserted the gene for PKU into liver cells of a PKU-
mutant mouse and had it function to correct the defect, bringing human trials clos-

er. An alternative approach also to be pursued is fetus-to-fetus transplantation, in

which normal fetal cells are i^jected into another fetus to correct a genetic abnor-

mality diagnosed prenatally. For many conditions, gene therapy represents the first

effective treatment ever available, and with NICHD support oisorders with MR will

be included in the progress represented by this advance.

Question. What's the status of those selected projects? How will the fiscal year
1994 budget impact on those prmects? Will funding for these research projects be
reduced as a result of this budget?
Answer. Ongoing research in these areas will continue at approximately the fiscal

year 1993 dollar level.

HARKIN-HATFIELD TRUST FUND IMPACT

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
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Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, and in terms of the long-term benefits to scientific research

in yovu* area.

Answer. A 50 percent increase for the NICHD in fiscal year 1994 would enable

the institute to pursue vigorously the many research opportunities that are now be-

fore us. A 50 percent increase over fiscal year 1993 would provide a total budget
of $791.6 million for NICHD. Significant increases would be provided in all of the

Institutes's major areas which include Research for Mothers and Children, Popu-
lation Research, and Medical Rehabilitation Research. Special emphasis would be

placed on priority areas such as infant mortality, SIDS, women's health, contracep-
tive research, AIDS, congenital abnormalities, mental retardation, the development
of orthotics and prosthetics, vaccine development, and basic science support empha-
sizing developmental biology, neuroscience, and molecular medicine. "The number
and scope of clinical trials would also receive significant expansions.
For research project grants approximately 50 percent of NICHD applications could

be awarded at levels much more consistent with study section recommended levels.

Virtually all of the Institute's research would be expanded, with emphasis on pre-
mature labor, prevention of low birth weight, prevention of congenital abnormalities,
care of the premature infant, infertility and gynecologic disorders, adolescent devel-

opment including teen pregnancy, and factors that put individusQs at high risk for

HIV infection and other STDs.
An increase of this magnitude would greatiy accelerate the pace of scientific dis-

covery and the transfer of research results to health care. This would ultimately en-

able NICHD to come closer to achieving its goal of assuring that all children are

bom healthy, wanted, and able to function as adults, fi-ee fi"om disease or disability,

at their full potential.

PREVENTION OF DISABILITIES

Question. The Administration has focused on children and disease prevention. I

applaud their efforts and look forward to working with them. The National Institute

of Child Health and Human Development (NICHD) has been committed for a quar-
ter of a century to these two important issues. What new research areas are you
planning in child or himian development, particularly in the area of disability pre-
vention?
Answer. Disability can be defined as a state or condition that disadvantages a per-

son in such way that the individual does not have the mental, social or physical ca-

pability to live a normal functional life. The National Institute of Child Health and
Human Development (NICHD) promotes and supports epidemiologic, behavioral, so-

ciologic, biologic and rehabilitation research that is aimed at preventing disabilities.

A brief description of different areas in which the Institute conducts disability re-

search follows. Most of these efforts are not new but represent expansion or in-

creased emphasis in certain areas.

DISABILITIES RELATED TO CHILDHOOD INJURY

The NICHD is planning to expand its systematic basic research programs at the

community level to prevent unintentional iiyuries in children and reduce the rate

of pre-adolescent injuries associated with poisoning, drowning, bums and pedestrian
accidents. The adolescent focus is placed upon reducing the rate of injuries associ-

ated with bicycle, automobile, sports and swimming accidents.

DISABILITIES AND DYSFUNCTION RELATED TO RISK-TAKING BEHAVIORS IN

ADOLESCENTS/PREVENTION THROUGH SOCIAL-BEHAVIORAL RESEARCH

The msgor goals of ongoing and expanding initiatives in this area are to:—increase the knowledge base for designing interventions to prevent STDs, AIDS,
and unwanted childbearing; and—develop and evaluate new and existing interventions that are culturally appro-
priate, cost effective and effective fi"om a public health standpoint.

The NICHD is planning further studies that identify (1) different health protec-
tive behaviors among subpopulations; (2) specific variables amenable to program
intervention; (3) motivations for avoiding risk behaviors; and (4) how adolescents

perceive and value potential health outcomes.
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SECONDARY PREVE>rnON OF LEARNING DISORDER SEQUELAE

Children with learning disabilities comprise at least 50 percent of all children
with disabilities. NICHD is designing ana evaluating early learning interventions
to prevent significant disabling sequelae later on in development. Emphasis is being
placed on developing a knowledge base and appropriate interventions targeted to

early and middle childhood.

DISABILITY RELATED TO BIRTH DEFECTS AND CONGENITAL MALFORMATIONS

NICHD's upcoming research focus on preventing birth defects and genetic disease
uses available and new technology that can identify and locate involved genes to

further study gene function and explore applications for gene therapy. In addition,

plans include developing non-invasive, safe, accurate and inexpensive techniques for

grenatal
diagnosis of genetic disorders and pregnancy complications, useable in the

rst trimester. Specific work is expanding in the use of maternal-fetal blood ssun-

pUng in the first trimester to help make the diagnosis of chromosomal anomalies.

DISABIUTIES RELATED TO INFERTILITY

In addition, the Institute plans to expand research efforts in areas of prevention
and treatment of pelvic inflammatory (usease in adolescents which results in a de-

bilitating problem of infertility. The NICHD is further assessing infertility related

to fibroids, dysfunctional uterine bleeding, and uterine prolapse that lead to

hysterectomies and loss of normal reproductive and ovarian function.

DISABILITY RELATED TO AGING

The National Center for Medical Rehabilitation Research is developing interven-

tions that target the aging population to prevent musculoskeletal degeneration of
the knee and shoulder joints, and reduce accidents associated with rapid fatigue of

muscles used to maintain mobility independence.

INFANT MORTALITY

Question. The National Institute of Child Health and Human Development
(NICHD) has created an intramural research program on perinatal research in an
effort to test new interventions on lowering the infant mortaUty rate in the District

of Columbia. What is the status of that project, and how is NICHD coordinating
with DC hospitals and institutions to ensure that the project is successful?

Answer. The intramural Perinatology Research Branch was esteblished in 1992,
at the direction of Congress. The Branch Chief designate, Dr. Roberto Romero, has

begun the Branch's research. Addressing one of the most important causes of pre-
mature delivery and infant mortaUty, Dr. Romero and his colleagues have developed
a rapid biochemical test for infection in the amniotic fluid. They have also designed
strategies to prevent and treat such infections at the earliest possible times. In addi-

tion, this group has also continued to refine the techniques of ultrasonography, so
as to visualize birth defects in utero at a very early time in pregnancy, and to cor-

rect surgically these defects without disrupting the pregnancy.
With regard to NICHD's coordination with Washington, D.C. hospitals and insti-

tutions in this effort, a permanent facility for clinical and laboratory research of the

Perinatology Research Branch will soon be identified in an appropriate university-
based hospital setting and associated satellite facilities within the District of Colum-
bia. Scientific staff will be assisted by university personnel under a support contract

arrangement.

National Eye Institute

Questions Submitted by the Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—publicly and

privately funded research will account for only two percent of the total, and
preven-

tion activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reauce



801

our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us witii some examples of basic research on disease prevention at

your Institute?
Answer. Eye diseases cost the Nation $22 billion a year for the care and service

provided for all blind and visually impaired citizens. Since its inception, the NEI
nas committed a significant portion of its annual budget to investigations of fun-

damental vision research in the cure and prevention of eye diseases. These inves-

tigations, employing the powerftd tools of molecular biology and biotechnology, have
contributed to the rapid progress in biomedical research generally. It is our hope
that even greater progress will be made in preventing and treating ophthalmic dis-

orders as we continue to learn more about the eye and the visual system. Research

projects include crosscutting multidisciplinary basic research on retinal and cho-

roidal diseases, glaucoma, cataract, and strabismus, amblyopia, and visual process-

ing.
Research initiatives include work to:—identify age-related changes in the retina which contribute to the development

of macular degeneration;—^basic research to determine the possible genetic, immunological, nutritional,

and other factors that make the macula highly susceptible to degenerative dis-

eases;—retinal cell transplantation and optic nerve regeneration; augmentation of the

lens' natural defense mechanisms which prevent or retard catajactogenesis;—genetic expression of lens-specific proteins;—molecular oiology, cell biology, ana immunology to determine the causes of glau-
coma and to develop means of prevention;

^^ffective means of early detection;—molecular mechanisms of fluid production and transport in the eye and on the

cause of
optic

nerve damage in glaucoma;—
^investigations of ways to prevent or delay the formation of cataracts;—research on the cell biology of the retina as it relates to diabetic retinopathy;
and—^work on the aldose reductase protein using the tools of molecular biology to fur-

ther advances in the prevention of cataract, retinopathy, neuropathy and
microvascul£ir disease.

In the last year alone, NEI scientists and grantees have reported several impor-
tant research findings. For instance:—Cataract reseaixh recently took a giant step forward when an NEI grantee re-

ported that a lens protein called an alpha crystallin seems to suppress protein

aggregation that leads to cataract. With this seminal finding, it may now be

possible to determine the role of alpha crystallins in maintaining lens trans-

f»arency
and to begin to develop an entirely new approach to preventing or de-

aying cataract formation.—NEI scientists are investigating a novel and promising strategy for treating
autoimmvme uveitis, a potentially blinding inflammation of the inner eye. Some
of their patients with this type of disease are regularly taking large amounts
of S-antigen, a protein in the retina that can cause autoimmune uveitis. The
scientists hope that this therapy will reprogram the patients' immune system
to recognize and stop attacking this common retinal protein. To date, each pa-
tient has maintained good visual acuity on the S-antigen regimen. Although
these findings are promising, future studies with additional patients will be
needed to evaluate better the effectiveness of this therapy.

COST SAVING BENEFITS OF BIOMEDICAL RESEARCH

Question. What cost savings does this research provide?
Answer. The Nation's investment in vision research clearly continues to pay off".

Not only is the investment in basic and clinical research improving public health,
the application of these advances are also proving to be highly cost-effective. We es-

timate, for example, that the Diabetic Retinopathy Study alone may save the Nation
$2.8 billion by tne year 2000 due to reduced Government health care expenditures
and sustained

patient productivity.
This figure is all the more impressive when we

consider that: (1) even people wiui advanced retinopathy
have a 95

percent
chance

of maintaining their vision when current treatment guidelines are followed, and (2)

the Diabetic Retinopathy Study cost $10.5 million to conduct. Recent CDC data indi-

cates that approximately 24,000 people still lose their vision each year to diabetic
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retinopathy, primarily because they do not have regular eye examinations that

would allow practitioners to treat the disease before vision is threatened. If we could

educate people with diabetes to have at least an annual dilated eye examination—
this is a major campaign of our National Eye Health Education Program—I think

that blindness from diabetic retinopathy could be almost eliminated.

The recent NEI grantee reported finding regarding the suppression of protein ag-

gregation that leads to cataract offers tremendous health care cost savings. Current

projections indicate that the number of cataract operations is expected to increase

to 2 million per year by the mid 1990's. However, if the rate of cataract development
could be delayed by 10 years, approximately 50 percent of cataract operations would
be avoided and about $2.5 billion could be saved annually.

Blindness from glaucoma is estimated to cost the U.S. in excess of $1.5 billion an-

nually in Social Security benefits, lost tax revenues, and health care expenditures.
The NEI extramural program activities in glaucoma are directed towards alleviating
this health burden through research directed toward understanding the mechanisms
of the disease through basic research, identifying risk factors, and prevention of

blindness.
I might also add that a recent NEI research finding will help to contain our Na-

tion's health care costs in other areas. The Collaborative Corneal Transplantation
Studies, for example, reported recently that expensive, time-consuming tissue tjrping

tests do not improve the chances for successful corneal transplantation in patients
who are at high risk for ^afl rejection. Absent these results, it is likely that tissue

typing would nave been unplemented clinically, adding at least $1,000 to the cost

of this sight-savingoperation, which now costs about $5,000.

Currently, the NEI is conducting the Age-related Eye Disease Study and macular

degeneration research projects. Age-related macular degeneration (AMD) is an im-

portant and growing public health problem in older Americans. By 1995, it is esti-

mated that 1.7 million Americans will have decreased vision fix)m AMD, and

100,000 will be blind from the disease. The prevalence of AMD is expected to rise

to 2.6 million by the year 2020, and to 6.3 by the year 2030, when even greater per-

centages of our population will have entered the retirement years. The major goal
of the NEI research in age-related macular degeneration to prevent or delay the pro-

gression of AMD. If the number who are blind from this disease could be reduced

by 50 percent, the cost to the federal government for federal payments to citizens

could be reduced by $250 million dollars per year.
Advances in ocular imaging techniques will greatiy enhance the diagnosis and

ability to treat glaucoma and other diseases of the eye. And it is likely that progress
in the neuroscience of vision will lead to a better understanding of cross eye, lazy

eye, optic neuritis, and other disorders of the central visual pathways.
In another NEI-supported clinical trial, the Cryotherapy for Retinopathy of

Prematurity Study, savings to the government made possible by this trial are esti-

mated between $20 million and $60 million each year.
In sum, these and other basic and clinical research investments and advances will

continue to demonstrate the cost-effectiveness of NEI-supported research studies.

I might also add, the National Eye Health Education Program is also key to the

NEI eye disease and vision impairment prevention initiative. The NEI sees edu-

cation as a logical and fitting final step in the basic-clinical biomedical research con-

tinuum that is its purview. The investment in high-quality basic and clinical re-

search will have littie real benefit unless the results and recommendations from
such studies are widely and suitably incorporated into patient care, and until the

public becomes aware of the steps they can take to ensure their own eye health.

One means of ensuring that the results of research are used for the benefit of all

Americans is through the National Eve Health Education Program (NEHEP). The

goal of the NEHEP is to prevent blindness in the over 60 million people in the U.S.

at high risk for glaucoma or diabetic eye disease through increased awareness

among health care professionals and the public of scientifically-based health infor-

mation that can be applied to preserving sight and the importance of early detection

and treatment of eye diseases.

PREVEhfTION INITIATIVES—PLANNED

Question. What prevention initiatives are planned for 1994?
Answer. The Institute will continue to work on ongoing research project and eye

health education initiatives in retinal and choroidal diseases, cataract, glaucoma,
corneal diseases, strabismus, amblyopia, and visual processing.

Question. What initiatives will you have to reduce in 1994 oecause of budget con-

straints?
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Answer. The research initiatives that would be curtailed include research in age-
related macular degeneration, glaucoma, diabetic eye diseases, cataract, cUnical

trials, retinal degenerations, gene therapy, transplantation, and Decade of the

Brain.

PREVENTION INITIATIVES—CHALLENGES AND OPPORTLTNITIES

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The NEI would delay basic research in a number of areas including glau-

coma, cataract, diabetic eye disease, age-related macular degeneration, gene ther-

apy, and transplantation. With regard to clinical prevention research initiatives,

clinical trials that would go unfunded include:—Therapeutic Oxygen in Retinopathy of prematurity;—Contact lens evaluation in keratoconus;—^Advance retinopathy of prematurity study;—^Effects of light reduction on retinopathy of prematvuity;—^"Ireatment of congenital esotropia;—Phase III for cryotherapy for retinopathy of prematurity;—Safety and efBcacy of AIDS therapeutic regimens; and—^Therapeutic agents and strategies for CMV retinitis treatment.

CLINICAL TRIAL SUPPORT

Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. The Institute supports the following clinical trials.—

^Age-related Eye Disease Study;—Central Vein Occlusion Study;—^Endophthalmitis Vitrectomy Study;—Maoilar Photocoagulation Study;—Ocular Hypertension Treatment Study;—Prospective Study of Diabetes Control and Retinopathy;—Studies of Retinitis Pigmentosa and Allied Diseases;—Studies of the Ocular CompUcations of AIDS;—^The Silicone Study;—Collaborative Corneal Transplantation Study;—Herpetic Eye Disease Study;—
Prospective Evaluation of Radial Keratotomy Study;—^Advanced Glaucoma Intervention Study Fluorouracil Filtering Study;—Glaucoma Laser Trial;—Ischemic Optic Neuropathy Decompression Trial;—Optic Neuritis Treatment Trial;—^Trial of Topical Cysteamine;—Treatment of Glaucoma;—Treatment of Uveitis;—^Evaluation of Antiflammins in Uveitis; and—^Treatment of Congenital Esotropia Trial.

MOLECULAR BIOLOGY OF PREVENTION

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efiforts?

Answer. Molecular biological approaches are instrumental in the development of

clinical therapies for the prevention of inherited retinal diseases, age-related
macular degeneration and the complications of diabetes. More specifically, molecular

biology is being used to develop drug therapies for diabetic retinopathy, by inhibit-

ing an important enzjone, eildose reductase, which is involved in the complications
of this blinding disease. The identification of binding site domains of aldose reduc-

tase is crucial for developing and testing site-specific inhibitors. Identifying genetic
defects in inherited retinal diseases such as retinitis pigmentosa and macular de-

generation are instrumental in the development of molecular tools targeted at pre-
vention of this disease. These include diagnostic genetic screening and gene therapy,
aimed at correcting the gene defect or preventing the complications of these dis-

eases.
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PROMISING RESEARCH

Question. What are some of the most promising research projects now being fund-

ed by your Institute?

Answer. There are a number of promising research projects currently being fund-

ed including animal studies to investigate the underlying mechanisms by which in-

herited retinal diseases cause retinal degeneration and eventual blindness; identi-

fication of the functional domains of aldose reductase; determination of gene defects

in inherited retinal diseases such as retinitis pigmentosa; identification of genes and

proteins involved in the molecular basis of the visual processes and development for

use as candidate genes in inherited retinal diseases; and research to further the un-

derstanding of the molecular basis for processing visual information.

Question. What's the status of those select projects?
Answer. These projects are currently funded.

Question. How will the fiscal year 1994 budget impact on those projects?
Answer. Funding continues in the fiscal year 1994 budget.

Question. Will funding for these research projects be reduced as a result of this

budget?
Answer. Funding for the these projects may be reduced to accommodate the eco-

nomic constraints of the fiscal year 1994 budget.

MEDICAL TRUST FUND—QUALITY OF LIFE OPPORTUNITIES

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be

added to the NIH budget. This would average a 50 percent increase for each of the

Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase would be on your In-

stitute's budget, in terms of success rate of grants, the kinds of new projects that

could be funded, and in general, and in terms of the long-term benefits to scientific

research in your area?
Answer. 'The fiscal year 1994 citizen group's proposed professional judgment budg-

et for the NEI totals $359,553,000:

PROFESSIONAL JUDGMENT BUDGET FOR THE NEI—FISCAL YEAR 1994

iDollars in thousands]

Professional judgment

Mechanisms Selected mechanism assumptions

Number Amount

Research project grants 1.093 $229,622 50 percent success rate.

Core grants 36 13,189 7 new core grants.

Other research 283 42.307 5 new clinical trials.

Research training 289 8,454 + 10 percent number of trainees.

R&D contracts 10.500

Extramural construction 10,500

Intramural research 32,124

Research, management, and support 12.857

Total, NEI 359,553

More specifically, the investment impact and distribution would include:

-I- $25 million for Age-Related Macular Degeneration. AMD is an important and

growing public health problem in older Americans. By 1995, it is estimated that

1.7 million Americans will have decreased vision fix)m AMD, the prevalence is

expected to rise to 6.3 milhon by the year 2030, when an even greater percent-

age of our population enters its retirement years. Unfortxmately, there is no

proven way to either prevent macular degeneration or to treat the vast majority
of people who have the disease. The investment would provide for an expansion
of basic research on the retina to identify genetic, nutritional, or other age-relat-

ed changes in the retina which contribute to the development of AMD; ftirther

exploration of transplantation techniques, use of growth factors, and other ap-

proaches for rescuing degenerating retinal cells; characterization of biological

factors and inhibitors to prevent me development of abnormal blood vessels in

AMD; and, launching new clinical trials to determine the effectiveness of vita-

mins, nutritional supplements, and minerals in preventing or treating AMD.
+ $13 million in Glaucoma. The most common form of glaucoma is called open-

angle glaucoma, a leading cause of blindness in the Umted States and the num-
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ber one cavise of blindness in African Americans. Approximately 3 million Amer-
icans have glaucoma—but about one-third are unaware of it. At present, glau-

coma cannot be cured. The scientific and technology capability now exist to

make substantial progress against glaucoma through accelerated basic research

on the molecvilar me<Sanisms of fluid production and transport in the eye and
on the cause of optic nerve damage in glaucoma; research to determine wlw the

rate of glaucoma is higher and the disease possibly more severe in African

Americans: the development of better noninvasive methods for evaluating the

health of the optic nerve: tiie development of new drugs and biologies to control

intraocular pressure; ana additional clinical trials of glaucoma treatments.

+ $10 million in Diabetic Retinopathy. About one half of the Nation's estimated

14 million people with diabetes have at least
early signs of diabetic retinopathy.

Expanded research in diabetic retinopathy includes an acceleration of research

on the cell biology of the retina, including research on newly discovered growth
factors which may play a role in the development of abnormal and destructive

retinal blood vessels; tiie development of new drugs and molecvilar genetic tech-

niques to inhibit aldose reductase activity, as accumulating experimental evi-

dence indicates tiiat this enzjmae is involved in the pathogenesis of diabetic reti-

nopathy; studies to vmderstand how blood flow is regulated in the retina; and
clinical investigations to assess risk factors for the severity and progression of

diabetic retinopathy.
-I- $10 million for Cataract. A major public health problem in this country, cata-

ract is a leading cause of blindness in the world. At present, surgery to remove
the opaque, non-fiinctioning lens, followed by placement of a corrective contact

or implanted lens is the only effective treatment for cataract. To capitalize on

the scientific and technological capability that now exists to make a greatly ex-

panded effort to develop effective strategies to prevent or delay the formation

of cataracts, research efforts would include: investigations of ways to augment
the lens's natural defense mechanisms, which prevent or retard cataract forma-

tion; conduct molecxilar genetic studies to determine how the genetic expression
of lens-specific proteins is regulated; biochemical studies to determine the criti-

cal changes in lens proteins tiiat occur with age; and clinical studies to evaluate

the safety and efficacy of anticataract drugs and methods of clinical manage-
ment.

+ 14.9 million in other Crosscutting Critical Health Needs. Woven throughout this

spectrum of opportunities are investments in "Decade of the Brain" research ini-

tiatives and clinical trials in glaucoma, low birth weight infants with eye com-

pUcations, and corneal disease, as well. NEI researchers are at the threshold

of advances in visual neuroscience and in gene therapeutic approaches.
PHirther

research includes: work one understanding how we "see", molecular and genetic

unraveling of the Phototransduction Cascade, and expanded research on the

candidate gene approach to the inherited retinal degenerations. Potential re-

wards from visual neuroscience research are great because the visual system af-

fords a superb model of the highest levels of information processing, perception,
and control of movement by tiie brain. The retina is part of the Drain and is

connected to it by optic nerves. These investments would allow the NEI to fur-

ther improve tiie quality of life by reducing the extent of vision problem for mil-

lions of Americans.

MAJOR ACCOMPLISHMENTS

Question. You are celebrating your 25th Anniversary of the NEI. Could you cite

the major accomplishments of this research support?
Answer. One of the NEI's major accomplismnents has been to improve the treat-

ment or diabetic retinopathy, a potentially blinding compUcation of diabetes. When
the NEI was formed in 1968, diabetic retinopathy was a nontreatable condition.

Most people went blind within five years of developing the advanced form of the dis-

ease. In the 1970s, NEI-supported the landmark clinical trial, the Diabetic Retinop-

athy Study. It established laser surgery as safe and effective treatment for diabetic

retinopathy. Knowing that laser surgery worked, the NEI-supported a large, follow-

up clinical trial, the Early Treatment Diabetic Retinopathy Study. That trial has

provided guidelmes on when and how to use laser surgery safely and most effec-

tively. Today, current treatment is so effective that even people with advanced reti-

nopathy have about a 95 percent chance of keeping their vision when they receive

timely treatment.
Another important accomplishment has been in the treatment of retinopathy of

prematurity, a disease of the developing retina that affects about 2,500 premature
infants in the United States each year. A nationwide, NEI-supported clinical trial
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found that briefly freezing the outer part of the retina with a probe can protect the

vision of many premature infants. Because of these findings, practitioners are now
better able to combat the disease and reduce its bUnding effects.

The NEI has also helped to improve the treatment of glaucoma, uveitis,

cytomegalovirus retinitis, cross
eye,

ocular cystinosis, herpes of the eye, ocular

histoplasmosis, and other eye conditions and vision impairments. In addition, NEI-

supported studies have helped to improve corneal transplantation; provided greater

insight into radial keratotomy, a common form of refractive surgery; and enhanced

greatly our understanding of the human eye in health and disease.

The Institute has also increased national focus on research on blinding eye dis-

eases and the special problems of individuals who are blind or visually impaired-
established a strong, well-managed, and highly-efficient extramural and intramural
research program, and the NationaJ Eye Health Education Program; and pioneered
efforts in methodology of epidemiology and biostatistics as vital components of mod-
em clinical vision research and in strategic program planning.
NEI researchers are at the threshold of advances in visual neuroscience and in

gene therapeutic approaches. Further research includes: work one understanding
how we "see" molecular and genetic unraveling of the Phototransduction Cascade,
and expanded research on the candidate gene approach to the inherited retinal de-

generations.

MAJOR BREAKTHROUGH—^NEXT TWENTY FIVE YEARS

Question. What would you predict as the msgor breakthrough for the next 25

years?
Answer. A major breeikthrough for the next twenty five years would be the intro-

duction of genes into patients to prevent, treat and even cure blinding eye diseases.

Advances in the identification of the molecular defects in inherited ocular diseases

and the development of safe, efficient and reliable gene transfer techniques make
human gene therapy a feasible approach.

DIABETIC RETINOPATHY

Question. According to recent news articles, we have made progress in preventing
blindness from diabetic retinopathy. Through research, will it ever be possible to

prevent diabetic retinopathy?
Answer. Through research sponsored by the National Eye Institute we have dem-

onstrated that prompt treatment for diabetic retinopathy reduces the risk of blind-

ness by 95 percent. Even with only half of those needing treatment receiving it, the

federal government saves at least 3 billion dollars over a ten
year period. Through

expanded and improved education, and increased access to medical services, all per-
sons with this severe form of diabetic retinopathy

could receive treatment and the
federal government would save an additional 3 billion dollars.

Additional research will result in the eventual prevention of diabetic retinopathy
and the other complications of diabetes. Development of new methods, such as treat-

ment with aldose reductase inhibitors, will eventually eliminate the costly complica-
tions of diabetes.

Question. How close are we to a preventive approach and how much money would
it save society and more specifically the government?
Answer. Treatments such as aldose reductase inhibitors combined with very good

control of blood glucose should further reduce the risk of complications of diabetes.

Preventing blindness from diabetic retinopathy can save at least $6 bUlion dollars

over 10 years.

National Institute of Environmental Health Sciences

Questions Submitted by the Subcommittee

prevention and medical RESEARCH

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—pubhcly and

privately funded research will account for only two percent of the total, and preven-
tion activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of Ufe
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for millions of Americans. We cannot have a strong Nation and strong economy
without a healthy population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute.

Answer. The problem of lead poisoning illustrates the contribution NIEHS basic
research makes to protecting the pubUc health. NIEHS supported the work that
showed that even at low blood lead levels, children had measurable neurobehavioral
eflFects that translated into lower intelligence scores, learning problems, and a re-

duced Likelihood of finishing high school. Because lead is an environmental contami-
nant derived from human activities, exposure to this compound can be controlled or
eliminated. Congress, acting on results of NIEHS studies, has initiated a number
of important legislative proposals aimed at reducing lead exposures in children.

Question. What cost savings does this research provide?
Answer. Because over 3 miUion children in the U.S. have blood lead levels that

are above the current standard of 10 micrograms per deciliter, the cost of this envi-
ronmental contaminant is tremendous. The CDC estimates that health care costs

for these children is $5,000 per child. Not included in this estimate are the hun-
dreds of thousands of dollars of income that these children will not realize as adults
because of their impaired mental capacity. By alerting the nation to the long-term
costs of lead, NIEHS research has spurred a number of programs to reduce lead ex-

posures.
Question. What prevention initiatives are planned for 1994?
Answer. NIEHS is sponsoring clinical trials to evaluate the effectiveness of oral

chelation in treating children suffering fix)m low-to-moderate blood lead levels. If the
neurobehavioral consequences of lead exposure can be reduced, this therapy would
offer tremendous long-term savings both in terms of costs and hvunan suffering. Be-
cause the chelator is orally administered, it would be much less expensive to admin-
ister than traditional chelators that require a hospital stay.

Question. What initiatives will you have to reduce in 1994 because of budget con-
straints?

Answer. Hazard identification, whereby chemicals are tested for their potential to

cause health problems, has been a cornerstone of the nation's prevention strategy.

Only by understanding the toxicity of the multitude of chemicals in commercial use
can regulatory agencies rationally design risk assessment schemes to ensure that
human exposures are at health-protecting levels. The costs of conducting long-term
hazard identification studies are increasing, therefore each year a smaUer nvunber
of chemicals can be selected for testing.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. With the resovu-ces available in fiscal year 1994, the Institute will fund

the highest priorities first. For lower priorities we may curtail basic studies of envi-
ronmental factors related to asthma, Alzheimer's, and birth defects. Research on al-

ternative animal models to rapidly and cheaply predict human toxicity will be de-

layed; development of better risk assessment methods will be cvutailed; new re-

search center grants dealing with minorities' and women's health issues will not be
initiated; and we will probably be unable to pursue the establishment of an environ-
mental exposure/health hotline aimed at helping the pubUc obtain information that
could lead to lifestyle changes to lower exposures.

Question. What cUnical trials are you presently supporting or will you support in
1994 that focus on disease prevention?
Answer. Lead escposures among children are widespread in this country and the

costs to the child and society can extend through life due to the resulting
neurobehavioral deficits from these exposures. Beginning in late 1993 and continu-

ing in 1994, the NIEHS will be conducting clinical trials to evaluate the effective-
ness of an oral chelator to circixmvent these neurobehavioral deficits among exposed
children. If proven effective, this therapy will be a vital adjvinct to the nation's cur-
rent scheme of remediating environmental lead.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Human health and human disease are both outgrowths of molecular
events. Understanding the molecular basis of human disease can lead to innovative

therapies that interrupt disease progression early in the process before clinical ef-

fects are shown. By increasing our understanding of the molecular basis of disease
and by adapting molecular tecnniques in the prevention and intervention of disease,
the nation can realize tremendous long-term savings, both in terms of monetary
costs and in terms of human suffering.
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NEW AND INNOVATIVE RESEARCH

Question. What are some of the most promising research projects now being fund-
ed by yovir Institute?

Answer. Three of the most promising research projects at NIEHS are:

Lead clinical trials.—^Although it is Known that low blood lead levels cause meas-
urable neurobehavioral problems in children, it is unknown if treating these lower
blood lead levels will have any lasting impact.

To address this research need, the
NIEHS will be sponsoring a formal, randomized, controlled, multi-center clinical

trial of the effectiveness of oral chelation treatment in preventing cognitive delays
in children with low-to-moderate blood lead levels.

Alzheimer's Disease.—The neurological system is particularly vulnerable to envi-

ronmental toxicants and it is thought that exposures to environmental agents might
play a role in age-related neurodegenerative disorders such as Alzheimer's disease.

The recent discovery of a class of neurotransmitters—the excitotoxins—holds prom-
ise in helping to define the role environmental agents play in some neurological dis-

orders. Endogenous excitotoxins such as glutamate and aspartate are able to trans-
mit neurological signals in the brain by binding to specific protein receptors. There
is

preliminary
evidence that environmental contaminants, such as lead and mer-

cury, can bind to these receptors and interfere with the orderly progression of neuro-

logical transmission. NIEHS plans to conduct clinical studies wmch capitalize on
these research findings. It will initially establish the anatomical description of nitric

oxide synthetase and glutamate receptor subtypes in identified sets or central neu-
rons loiown to be vulnerable to age-related injury and to be involved in

neurodegenerative disorders such as Alzheimer's disease. The role of exogenous com-

pounds in these same svstems will then be studied. Results from this clinical re-

search effort will help clarify
the role of environmental agents in the development

of age-related dementias sucn as Alzheimer's disease.

Women's health.—A number of environmental compounds have the abihty to

mimic the female hormone, estrogen. These compounds can be either syrithetic, such
as DDT metabolites, or natural, such as plant phytoestrogens. Their ability to mimic
this important regvilatory hormone can potentially affect a wide range of female dis-

orders. These disorders include endometriosis, endometrial cancer, breast cancer,
ovarian cancer, osteoporosis, miscarriages, infertility, and birth defects. To explore
the environmental components of these disorders, NIEHS is initiating clinical stud-
ies examining molecular changes caused by the most potent environmental estrogen,
diethvlstilbestrol or DES. The uterine and reproductive tract cancers of women ex-

posed,
to DES in utero will be examined to gain an understanding of the molecular

basis for pathological changes caused by this environmental estrogen. Other work
on human uterine tissues is examining the pattern of overproduction of regulatory
proteins which might lead to endometriosis and endometrial cancers. A similar

project is ongoing for dual primary breast-ovarian carcinoma. Possible future

projects include the effect of environmental estrogens on bone density and
osteoporosis, the effect of dieting on release of pesticides stored in women's adipose
tissues, and the effect of stress on ovulation, hence fertility, in women.

Question. What's the status of those select projects, how will the fiscal year 1994

buQget impact on those
projects,

and will funding for these research projects be re-

duced as a result of tJiis Duaget?
Answer. The lead clinical studies will be started in 1993 and continue in 1994.

Preliminary work on the molecular basis of neurodegenerative diseases will begin
in 1994. Relating this work to actual environmental exposures and translating these
results into relevant therapies will be delayed. The women's health initiatives will

continue in 1994, but development of effective treatments based on this research
will be delayed.

HARKIN-HATFIELD TRUST FUND IMPACT

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a year would be

added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, and in terms of the long-term benefits to scientific research
in your area?
Answer. Should such an increase become available to the Institute, the success

rate for new and competing research
project grants could reach 50 percent. Many

different diseases have been shown to have environmental causes, including cancer,
birth defects, neurological impairments, immvme disorders, and lung dysfunctions.
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Because environmental exposures can be controlled, they represent one of the most

Rromising
means of improving our nation's health. Increased funding will enable tiie

riEHS to conduct hazard identification for a much greater nvimber of environ-
mental agents, to generate a more meaningful molecular understanding of the ways
environmental exposures contribute to human disease, and to use this knowledge
to develop innovative molecular prevention/intervention therapies that would com-
plement primary prevention schemes for environmental diseases.

IMPACT OF EARMARK FOR BREAST CANCER

Question. With funding for fiscal year 1993 ($251,187,000) about $400,000 below
that for fiscal year 1992 ($251,575,000) and the entire increase for fiscal year 1994
earmarked for breast cancer, NIEHS cannot possibly initiate any new research with-
out dropping ongoing studies. What has been the impact on the National Toxicology
Program, on the new initiatives that you hope to fund, on research on noncancer
effects, which we know can be terribly important, on multiple chemical exposures,
and on many other areas of concern to the public?
Answer. In a climate of declining budgets one is faced with reducing ongoing ac-

tivities across-the-board and not initiating aiw new activities; attempting to rank
everything—onjgoing and new—in some sort of'^priority order and fUnmng what you
can while eliminating the rest; or some combination of the two. Through its strate-

S'.c

planning process NIEHS is using the latter approach. In its 1987 report to the

ongress on Identifying and Regulating Carcinogens", the Office of Technology As-
sessment referred to a National Research Council review of testing needs which esti-

mated that only about 8 percent of 53,500 chemicals witJi significant human expo-
sure had been tested adeauately for carcinogenicity. That situation has changed lit-

tle in recent years. As tne National Toxicology Program Director, my gosQ is to

strengthen the NTP as the Nation's premier toxicology research and testing pro-
gram. To accomplish this goal, I asked the NTP Boardof Scientific Counselors and
outside experts to conduct an extensive review of various NTP activities. As a result
of this review, it was recommended that the NTP look for more innovative ap-
proaches to evaluating toxicity, place more emphasis on non-cancer endpoints and
on mechanistic research, both oi which would lead to improvements in the risk as-
sessment process. While there is a need for increased emphasis on mechanistic re-

search, it cannot be accomplished at the expense of reducing the budget for evaluat-

ing the toxicity and carcinogenicity of chemicals to which humans are or may be

exposed. Therefore, expansion of mechanistic research in this area must be put on
hold. Also, relative to mitiatives such as environmental equity, women's health, mi-

nority health, non-cancer health efifects, and multiple chemical exposures, new
projects must be delayed in some cases and expansion of recently initiated projects
must be curtailed.

LEAD

Question. Since NIEHS was established by the HEW Secretary in 1969, it has
supported research on the health effects of lead exposure. The resmts on these stud-
ies are really behind the current national effort to reduce exposure to lead exposure.
In 1989, Kathryn Mahaffey, a research chemist at NffiHS, testified before my sub-
committee that NIEHS was spending approximately $7 million on 34 research

grants and center grants that nad a component on lead research. How much are

you currently spenmng?
Answer. NIEHS has

played
a pivotal role in lead research, including the discovery

that even relatively low blood lead levels in children, less than 45 micrograms per
deciliter, can cause neurobehavioral problems that translate into lower intelligence
scores, reduced attention spans, and aecreased probability of completing high school.
The Institute spent $11.2 million in fiscal year 1992 and estimates that it will spend
$11.5 million in fiscal year 1993. The fiscal year 1994 President's Budget requests
an amount of $13.6 million. These figures include research grants, R&D contracts,
and an intramural research component. Recently the Institute has initiated new
studies to: improve treatment for lead; determine the source of blood lead during
pregnancy; and develop a nutritional approach to prevent the transplacental trans-

port of lead during pregnancy.
Question. Are your cfinical studies in this area adequately funded?
Answer. NIEHS plans to conduct a maior clinical trial in lead poisoning research

beginning in June 1993. Its goal is to evaluate the effectiveness of chelation therapy
in treating children suffering fi"om the relatively low exposures found to have a
neurobehavioral effect. The duration of the trial is anticipated to be five years and
wiU cost between $23-$30 million. The trial will also receive some funding support
through an intraagency agreement with the NIH OflBce of Research on Minority
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Health. With respect to funding, we are doing the best we can with the resources
available.

Question. Would you provide me with any new results as soon as they are peer
reviewed?
Answer. As results of these and other NIEHS-supported studies are peer re-

viewed, they will be transmitted both to you and to other policymakers in the lead

poisoning prevention arena.

NEUROTOXICITY

Question. The 1990 OTA report on "Neurotoxicity" concluded that given the threat
that neurotoxic substances pose to public health, federal research prograxns were
not adequately addressing neurotoxicity concerns. Of the money NIEHS spent on in-

tramural neuroscience research in fiscal year 1992, what percentage was devoted to

studies in which neurotoxicology was the primary focus?

Answer. As indicated earlier, NIEHS is putting greater emphasis on non-cancer

endpoints such as neuro-degradative disorders. In fiscal year 1992 more than one-
third of the funding for intramural neuroscience research was devoted to studies in

which neurotoxicology was a mtgor focus. At the present time, a search committee
is being formed to recruit a new Laboratory Chief for intramural neuroscience re-

search, and neurotoxicology will be an important component of his or her research-
related responsibilities. In addition to research conducted in-house, R&D contract-

supported studies were performed to evaluate the neurotoxicity of chemicals for the

NTP, including the neurotoxicity of AIDS therapeutics.
Question. Are there plans to specifically include this research as a priority in the

NIEHS Strategic Plan?
Answer. Yes, the NIEHS Strategic Plan places a mtyor emphasis on basic biology

and integrative systems including neurotoxicology and environmental neurosciences.

SUPERFUND

Question. The Superfiind Amendments and Reauthorization Act of 1986 estab-

lished a university-based multidisciplinary research program that brings together
biomedical scientists, chemists, engineers, ecologists, and geoscientists to explore
the full scope of our Superfiind problems and seek solutions. No other agency pro-
vides support for this kind of collaboration among scientists who study effects on
human health and the environment, how toxic waste can migrate fi-om a waste site,

and develop new technologies for treatment and disposal. With fiscal year 1992 and
1993 appropriations of $31,915 million, NIEHS funded 18 grants involving over

1,050 scientists in an extensive collaborative network. What effect will the cut to

$7.9 million in the fiscal year 1994 request have on this program?
Answer. The NIEHS Superfund basic research and training program's primary

goal is to provide a unique opportunity for researchers fit)m the biomedical sciences,

engineering, ecology, and the geosciences to ejcplore the scope of the problems of un-
controlled hazardous waste and to seek solutions. The Program is designed to pro-
vide a broader and more detailed body of scientific information to be used by state,

local, and federal agencies and by private organizations and industry in making de-

cisions related to tne management of hazardous substances. Continued
support

of
these scientists in their collaborative efforts is crucial to protect those at risk fi*om

the health hazards of toxic waste sites.

The Program's budget has grown from $3 million in fiscal yeeir 1987 to about $32
million in fiscal year 1993. Decreasing the funding by 75 percent, or $24 million,
fix»m the

previous year would significantly reduce the overall effectiveness of the

Program, both quantitatively ana qualitatively. Specifically, the Institute would be
forced into the position of not honoring its commitments to its grantees. NIEHS
would have to eliminate the three recently funded pilot programs at Colorado State

University, the University of Nevada, and Cornell University. Further, NIEHS
would be forced to discontinue the four new programs initiated in 1992, Harvard
School of Public Health, Tulane University, the State University of New Jersey at

Rutgers University, and the University of North Carolina at Chapel Hill and elimi-

nate eight of the remaining 11 programs.
In addition to the effectiveness of the research being conducted by the grantees,

such a reduction would have a major impact on all current efforts in the areas of

technology and information transfer. The transfer of research developments to their

application in the field and potential commercialization would be interrupted and
the continuum of the researcn would be broken and would take years to re-estab-

Ush.

Question. Are there any alternative sources for funding?
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Answer. No, funding for the Superfund Amendments and Reauthorization Act is

the primary responsibility of the Environmental Protection Agency under the aus-

pices of the Subcommittee on VA, HUD, and Independent Agencies. NIEHS' portion
is handled through an interagency agreement with EPA. We are unaware of any al-

ternative sources for funding.

WOMEN'S AND CHILDREN'S HEALTH

Question. Two areas of great concern to me are women's health and children's
health. What is NIEHS doing to increase our understanding of the impact of envi-
ronmental agents on women's and children's health?
Answer. NIEHS has a long-standing commitment to protecting both women's and

children's health. Examples of that commitment are its research into the con-

sequence of low-lead exposures on children's intellectual development and its work
into the consequences of exposvires to environmental estrogens on women's health.
NIEHS interest in women's health stems from the assumption tiiat women are at

greater risk than men from the effects of environmental estrogens and other fat-

soluble environmental toxicants. Important diseases that need to be examined for

environmental components include cancers of the breast, uterus, and ovaries, auto-
immune diseases, endometriosis, uterine fibroids, and osteoporosis. Children's
health is an important component of NIEHS research because the developing fetus
and young children represent particularly vulnerable targets for environmental
agents. An adverse effect sustained during these periods can cause health problems
throughout an individual's life. These studies are tremendoxisly complicated by the
fact that health problems may not even be apparent until many years after the

original exposure. Understanding how environmental agents effect changes in devel-

oping organisms will be instrumental in designing prevention and intervention

strategies to circumvent these problems. In June 1993, NIEHS sponsored a national
conference on women's health and the environment.

PREVENTION

Question. With medical costs soaring, prevention must be an essential element of

any national health care policy. How can the studies supported by NIEHS contrib-
ute to prevention of disease and to reducing health care costs?
Answer. Many different diseases have been shown to have environmental causes,

including cancer, birth defects, neurological impairments, immune disorders, and
lung dysfunctions. Because environmental exposures can be controlled, they rep-
resent one of the most promising means of improving our nation's health. NIEHS
will have an important role to play as the nation develops prevention and interven-
tion policies to reduce health care costs. Hazard identification done by NIEHS will
continue to be an important component of the nation's primary prevention strategy.
For that reason up to 80 percent of the Institute's buoget could be considered tar-

geted toward prevention. More recently the Institute has been considering ways to

capitalize upon recent advances in biomolecular techniques to develop new preven-
tion and intervention strategies. This past year Institute scientists have been evalu-

ating the opportunities in environmental health sciences for developing prevention
and intervention techniques. These techniaues will rely on innovative manipulations
of metabolizing enzymes, receptors, and otner molecular components which underlie
the mechanism of environmentally-induced diseases.

National Institute on Aging

Questions Submitted by the Subcommtitee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very smeill percent-
age of this total will be spent on research and prevention activities—publicly and

privately funded research will account for only two
percent of the total, and preven-

tion activities account for less than four percent of tne nation's health care tab. This
is despite the fact that health care professionals agree that research and prevention
are a critical investment in America's future, an investment that will reduce our
health care costs, improve our competitiveness, and improve the quality of life for

miUions of Americans. We cannot have a strong Nation and a strong economy with-
out a healthy population. Given the tremendous opportunities that exist in preven-
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tion activities, can you please provide us with some examples of basic research on
disease prevention at your Institute?

Answer. Basic research on aging is conducted with the ultimate goal of ensuring
independence and productivity for older Americans through the prevention of dis-

ability and by reducing the need for long-term care. Knowledge gained will also be

generalizable to other age groups. The three following examples typify the role that
basic research on aging now plays in the development of preventive strate^es:

Oxidative Damage and Aging.—^Whereas most species nave a characteristic maxi-
mum life span, few members of a species actually live to the maximum life span.
This diversity in life span within a species is limced to risk factors, one of wnich
is the constant intracellular production of low levels of toxic "oxygen radicals" as
a result of normal metabolic processes. These compounds can damage DNA, pro-
teins, and lipids. Research has been directed towards establishing correlations

£unong oxidative damage, antioxidant defense systems, aging and life span. Evi-
dence continues to accumulate about the considerable destructive power of oxygen
radicals. This work may be highly relevant to the development of preventive inter-

ventions for chronic diseases that are more prevalent in older persons such as car-

diovascular disease and cancer.

Longevity Assurance Genes.—^Aging, longevity and cellular senescence are, in part,
under genetic control. Identification and characterization of the specific genes which

promote longevity and postpone aging and cellular senescence are central to under-

standing the fundamental molecular mechanisms which govern longevity and aging
in humans. Moreover, knowledge of these fundamental mechanisms will guide and
hasten the development of effective prevention and intervention strategies to extend
human longevity and health span. Candidate genes have already been identified in

human cell lines.

Caloric Restriction Studies.—In carefiUly controlled studies, mice were allowed a

nutritionally balanced diet approximately 40 percent lower in calories than those in

a control group allowed to feed at will. This restriction in the number of totel cal-

ories consumed has been shown to extend life span in rodents by as much as 40

percent and prevents or delays the onset of age-related pathologies such as tumors
as compared with control animals. These and related studies in caloric restriction

should provide fiirther insight into those mechanisms responsible for relation of
life span and the prevention and control of those diseases associated with human
aging.

Question. What cost savings does this research provide?
Answer. Basic research seeks to identify fundamental principles, relevant not only

to aging research, but also to biomedical research in general. The application of this

fundamental science to promote health and dimimsh chronic disease holds the

promise of significant cost savings.

Currently, Alzheimer's disease alone costs this nation a conservatively estimated
$90 billion annually, including direct medical costs as well as indirect costs in areas
such as lost workforce productivity by family members who must act as caregivers.
If we were able to delay the onset of its debilitating symptoms by five years, the

potential exists, due to the dramatic growth in the incidence rate of this disease
with age, to reduce by nearly hali" the $90 billion annual cost of this disease.

An additional estimated $55 billion cost is attributed annually to chronic physical
conditions in older persons that directly contribute to frailty, conditions such as car-

diovascular disease, osteoporosis, and urinary incontinence. Osteoporosis, which is

of special concern to older women, is a major risk factor for fracture of the hip; it

alone accounts for over $10 billion in direct and indirect costs. NIA research on

osteoporosis focuses on cause and prevention with special attention on the role of
exercise and nutrients: a delav of five years in the average age of onset for

osteoporosis and resultent hip fracture would also have a marked effect, reducing
by nearly half the incidence of hip fi-actures and the need for costly long-term care.

In general, there is a kev role for research directed at reducing the incidence of
disease and disability which will reduce long-term care costs. Ultimately, unless we
can reduce new case (incidence) rates, the annual costs 3-om Alzheimer's disease
and other chronic disabling conditions of the elderly will be frighteningly amplified
by the certain increase in 5ie numbers of older persons in our society. Because NIA
supports research on aging and those diseases common to older Americans, its re-

search programs should be viewed as an investment to bring about a reduction in

long-term health care costs. Results of our nation's investment in aging research
could have a lasting impact for our society by benefiting present as well as future
older Americans.

Question. What prevention initiatives are planned for 1994?
Answer. NIA's portfolio on prevention research is broad, and transverses many

priority and special interest research areas. Approximately half of the NIA budget
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is categorized as prevention related research; the following examples typify preven-
tion research currently being supported

and that will continue to receive support in

fiscal year 1994 under the President's Budget:
Alzheimer's Disease (AD).—^NIA research efforts include studies on the diagnosis

and etiology
of AD. Work will continue on rare familial AD genetic mutations, the

biochemicfl pathways responsible for pathogenesis, the role of neurotrophic factors,

and netirotoxicity with the aim of malang possible the design of effective diagnostic,

treatment, and ultimately, prevention strategies for the luture. Within the intra-

mural research program, researchers will continue to explore the potential opportu-
nities of new fiinctional magnetic resonance imaging technology for improved diag-
nosis and monitoring.
Women's Health Issties.—^NIA would provide priority to basic and clinical research

on the perimenopausal transition in women's aging, in order to form the basis for

preventive strategies for diseases such as osteoporosis, cardiovascular disease, and

urinary incontinence. One recentiy
initiated study will document the physiologic and

sociobehavioral antecedents and consequences of the transition from pre- to

postmenopause. NLA would fund basic research on age-related changes in the molec-

ular tmd cellular action of estrogen, other sex steroids, and other systemic hormones
in the regulation of bone formation and resorption in osteoporosis, the protective ef-

fects of estrogen in cardiovascular disease, and the effects of decreased estrogen lev-

els on the genitourinary system.
Nutrition.—Research will continue on the role of nutritional factors in preventing

age-related diseases. Investigations will include basic studies of the age-associated
£uterations in metabolism of essential nutrients, dietary factors, and metabolic proc-
esses which may contribute to malnutrition and epidemiologic studies to determine
the incidence and prevalence of malnutrition in community populations.

Oxidative Damage.—Correlations have been estabUshed between oxidative dam-

age, antioxidant defense systems, aging, and life span. Understanding of free radical

processes may lead to tiie discovery and implementation of dietary (e.g.,
vitamin E),

pharmacologic or genetic interventions to prevent disease and disabihty, and to in-

crease the healthy life span.
Prevention of Age-Retated Diseases IDisabilities.—Research continues on the pre-

vention of diseases and disorders associated with aging, including cancer, diabetes,

cardiovascular disease and stroke, and the increased susc^tibihty
of older people

to infectious diseases such as pneumonia and influenza. Efforts are being made to

investigate the efficacy of vacanes for pneumonia and influenza and on methods to

promote their use by older persons. In addition, new pharmacologic £uid behavioral

interventions are being investigated to reduce or prevent age-related cognitive de-

cline and increase the level of independent functioning.
A clinical trials initiative termed "STOP-IT" (Sites Testing Osteoporosis Preven-

tion/Intervention Treatments) will continue in 1994 to test promising ways to main-
tain or increase bone strength in persons over 65, including companion studies on
the causes of progressive bone loss in late life. Another initiative is exploring inter-

vention techniques, with a focus on exercise, to prevent frailty and injviries. Results

of these trials have provided convincing evidence of the benefits of exercise for main-

taining independent function in older persons. Studies such as these are providing

promise that many problems associated with aging are preventable or modifiable.

Question. What mitiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. In fiscal year 1993, the estimated levels of support for NIA prevention
research is $214 million; the fiscal year 1994 President's Budget would provide an
estimated $210 million for prevention research. The level of funding for most of

NLA's prevention related initiatives, including those related to malnutrition, would
be decreased or funded below planned levels because of budget constraints.

Question. What prevention initiatives will go unfunded oecause of a lack of re-

sources?
Answer. Several new initiatives would not be started in fiscal year 1994 due to

budget constraints; three major initiatives are detailed below:

Dynamics of Health, Aging and Body Composition.—The prevalence of dependence
increases witn age and results in a large social and economic burden. This would
be a study on how weight and body composition (muscle, bone mineral content, fat

distribution), and change in these parameters leads to the onset of functional limita-

tion and the increased incidence or worsening of weight-related health conditions.

From this study of a group of older men and women, initially free of early depend-
ency and disability, would evolve new strategies for prevention of functional decline.

Independence Clinical Trials.—^This initiative would study the efficacy of interven-

tions designed to maintain physical functional abilities in reducing dependence as

measured by clinical endpoints, such as incidence of multiple functional deficits or
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nvtrsing home stays. The trial would be targeted at high-risk groups whose inde-

pendence is especially dependent on physical performance abilities.

Herpes Zoster Prevention.—Research supported by the NIA has demonstrated that
administration of attenuated vaccine to older individuals can induce a long-lasting
increase in their immunity to Varicella-Zoster Virus (VZV). These observations sug-

gest that administration of YZV vaccine to older people may reduce the subsequent
incidence and/or severity of herpes zoster. A major clinical trial of a vaccine for her-

pes zoster would be necessary to reach a definitive answer on its effectiveness.

Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. The NIA currently supports several clinical trials that focus on disease

Prevention,
increasing independence and preventing disabilities in older individuals,

rials focusing on Alzheimer's disease include:—^Testing of compounds aimed at ameliorating the cognitive deficit and behavioral

symptoms associated with Alzheimer's disease and at slowing, halting, or pos-

sibly reversing, the progressive decline of cognitive/behavioral function in Alz-

heimer's disease.—Studies to determine the effectiveness of behavioral interventions to manage the

noncognitive behavioral disorders associated with Alzheimer's disease.—Comparison of the effect of orally-administered tetrah^drobiopterin to patients
with probable Alzheimer dementia on the rates of decline in their cognitive and
motor functions to the expected rate of decline.—Evaluation of effectiveness of special care units for managing dementia patients
and reducing the burdens of care.

Trials which focus on the physical aspects of aging such as osteoporosis, hyper-
tension, urinaiT incontinence, and frailty include:

—STOP-IT (Sites Testing Osteoporosis Prevention/Intervention Treatments)—
These trials test promising ways to maintain or increase bone strength in per-
sons over 65, including companion studies on the causes of progressive bone loss

in late life.—Cooperative studies of intervention techniques for frailty and injuries. Results
of these trials have provided convincing evidence of the benefits of exercise for

maintaining independent function in older persons.
-MDlinical trials of nonpharmacologic intervention to examine the feasibility of

substituting diet therapy for medication in older subjects with hypertension.—^Trifils to test interventions (e.g. urinary incontinence, arthritis, respiratory tract

infections, etc.) to help older people live independently and avoid institutional-

ization or prolonged hospitalization.—Studies of the effect of thiazide administration and the rate of bone loss in two
cohorts of elderly subjects, normal and hjrpertensive.

The fiscal year 1994 President's budget woiild allow continuation of these ongoing
clinical trials but would not allow the initiation of new clinical trials.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Basic research on both normal aging as well as disease conditions
preva-

lent in older Americans serves to develop the knowledge base required for the ra-

tional development of preventive interventions that will have a positive impact on
the health and lives of our population. By supporting basic science, both in the lab-

oratory as well as in the field through epidemiologic and demographic studies of our

population, NIA works to ensure that scientists in clinical research will be able to

work fi-om a solid foundation. An understanding of the mechanisms responsible for

the aging process at the molecular level could make possible the development of

strategies to forestall or prevent many of the conditions unfortunately common to

older persons.

NEW AND INNOVATIVE RESEARCH

Question. What are some of the most promising research projects now being fiind-

ed by your Institute?
Answer. NIA faces a broad challenge: we must develop strategies to reduce those

risk factors that lead to loss of independence and are driving the need for costly long
term care. The top risk factors for nursing home placement must be identified and
brought under control or prevented. Unless substantial advances can be achieved in

the prevention and treatment of those diseases and conditions which lead to disabil-

ity, the growth in size of our oldest age groups will have a devastating impact on
future health care costs with major impact on Medicare. Including basic research
on aging and the key role it will play, three research areas link directly with this

challenge:
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Alzheimer's Disease.—Recent discoveries emanating from basic research on Alz-

heimer's disease (AD) have given new insights into this dread disease and the prom-
ise that more abnormal steps along the pathway of this disease will soon be found

to be the targets of novel medications. Researcn has progressed to the point that

there is increasing hope and optimism that we mav soon be able to delay the onset

of the debilitating symptoms of AD by five years. In Ught of this progress, NIA has
established a network of 28 research centers and a 32 site national consortivmi to

identify and test new interventions to preserve brain function and control the be-

havioral sjonptoms of AD.
Alzheimer's disease is defined most simply as dementia with amyloid plaques and

neurofibrillary tangles. These plaques are derived from a large precursor protein,

tiie "amyloid precursor protein,
or APP. Even though it is not yet entirely clear how

amyloid plaques are related to neurodegeneration, another connection between the

amyloid precursor protein and the causes of AD has recently been discovered. Gte-

netic evidence has linked mutations in the vicinity of the beta-peptide region of the

APP gene with development of early onset dementia in a handful of families.

Major breakthroughs have occurred in Alzheimer's disease research in the last

year which give promise that fiirther research into the etiology and pathogenesis of

AD is likely to lead to tiie development of rational therapies in the near future.

Now, the amyloid peptide has been discovered to be produced and secreted normally

by a variety of ceU types, including brain cells, suggesting that production of this

peptide per se is not sufficient to cause Alzheimer's disease, but that overproduction
or aggregation may be.

The location of the
jgenetic

lesion which appears to be responsible for the inherit-

ance of most cases of early-onset familial Alzheimer's disease has been identified

within a small region of chiromosome 14. The biochemical role of this mutation will

not be known until tiie nucleotide sequence of the gene is determined. Further re-

search in this area may provide another potential tJirget for intervention in the cas-

cade of events which trigger the clinical manifestations of the disease.

Disability and Aging.—Newly released data reinforce the idea that many prob-
lems associated wim aging are modifiable. Analyses have revealed that the rate of

chronic disability declined between 1982 and 1989. Moreover, the decline was pro-

portionately larger at advanced ages, especially beyond 75 years of age. It is hypoth-
esized that these positive changes are linked to the application of findings from be-

havioral as well as biomedical research. NIA supports research which combines
tiiese two complementary approaches to develop new interventions that have the po-
tential of further lowering (usability rates and extending independent fiinctioning.

Many target problems currentiy focused upon are prime indicators for nursing home
admittance: falls, injuries, and fractures (especially of the hip).

Fracture of the mp is the most serious complication of osteoporosis, and causes

hospitfidization, millions of dollars in direct and indirect costs, and disability for

more than 275,000 older people aimually. Approximately one-half of those who incur

hip fractures are left; with permanent loss in their level of physical independence
and the requirement for costiy long-term care. NIA is emphasizing researcn in this

area, because a delay of five years m the average age of onset for osteoporosis would
have a tremendous effect on reducing its impact, decreasing by 50 percent the inci-

dence of hip fractures and tiie need for costiy long-term care.

Certain chronic diseases and conditions, mcluoing osteoporosis and incontinence,

disproportionately affect women. There are also many questions surrounding the

health implications of menopause and hormonal changes in women. In view of these

important concerns, NIA will continue to focus support toward research on women's

healtii, including the recentiy initiated Women's Health and Aging Study. This par-
ticular study wfll help determine what diseases and other events primarily cause

and influence disability in women age 65 years and older.

Basic Research on Aging.—^As previously described, basic research serves to de-

velop the knowledge base required for the rational development of interventions

that will have a positive impact on the health and lives of our population. In addi-

tion to basic biological research, NIA supports a portfolio of behavioral research fo-

cussing on the behavioral and socitd issues surrounding both normal aging and dis-

ability. By supporting basic science, NIA works to ensure that scientists in clinical

research will be able to work from a solid foundation.
NIA supports research on how both "normal" aging as well as disease states in

older persons effect change in the cardiovascular system. Cardiovascular diseases

and stroke account for more deatiis in the age range 76-84 years than the next nine

leading causes of death taken together; the costs due to loss of independence and
the requirement for long-term care are enormous. NIA intramural scientists have
been at the forefront of research to identify and characterize the basic mechanisms
that control myocardial function, the adaptive changes in cardiac structure and
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function that occur with aging, and changes which predict the development of dis-

ease.

Understanding the mechanisms that underlie neuronal cell loss will provide op-

gortunities
to ameliorate the progressive loss of central nervous system capability,

rain aging is a relatively slow, long-term process that can involve neuronal dys-
function or degeneration and neuronal death. This stands in contrast to the loss of
neurons and unpaired br£dn function that accompanies the rapidly progressive dis-

orders such as Parkinson's disease, Alzheimer's disease and amyotrophic lateral
sclerosis.

Many of the studies funded by the NIA seek to develop epidemiologic and demo-

graphic data vital to the rational development of its other research programs. NIA's
OfiQce of Demography on Aging coordinates and facilitates research activities in pop-
ulation aging. Reliable data and well-planned analvses regarding patterns of disease
and disability, work and retirement, health and independence, and personal fi-

nances are critical for the design of intervention studies as well as the construction
of nationed recommendations about health care delivery and financing.

Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for tihese research projects be reduced
as a result of this budget?
Answer. NIA accords these broad research categories the highest priority, and

through its research management activity in fiscal year 1994, will work to ensure
that these initiatives and others receive careful consideration when specific funding
decisions are made in fiscal year 1994. It is anticipated that most research initia-

tives active in fiscal year 1993 would continue at a somewhat slower pace in fiscal

year 1994 under the President's Budget.

HARKIN-HATFIELD TRUST FUND IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a year would be

adaed to the NIH budget. This would average a 50
percent

increase for each of the
Institutes and Centers at the NIH. Could you brieuy describe what the impact of
that increase on your Institute's budget, in terms of success rate of grants, tiie kinds
of new projects that could be funded, and in general, and in terms of the long-term
benefits to scientific research in yoiu- area?
Answer. By stabilizing the annual NIA budget at an initial level of approximately

$600 million, the Harkin-Hatfield Medical Research Trust Fund would strengthen
and provide stability to the extramural grant portfolio and provide a sound fiscal

structure. Most importontly, it would generate interest among young investigators
in the biomedical field and strengthen training initiatives to develop a new genera-
tion of researchers on aging which is of criticS importence to the field. This would
demonstrate to the scientific community and the general public a commitment to

maintaining health and independence for older Americans and reducing the severity
of illness and disability afflicting a rapidly increasing elderly population.
Long-term benefits from esteblishment of this proposed trust ftind would be a re-

duction or elimination of those risk factors which
presently

lead to the need for cost-

ly long-term care and the loss of independence among older Americans. Dming the
next 50 years, those at greatest risk for illness and disability

—the 85 and older

group;
—are likely to increase from between six to twelve-fold in number. Successful

containment of health care costs will depend upon preventing and cxuing those dis-

eases and disorders such as Alzheimer's disease that produce the greatest need for

long-term care.

The President's Budget would support a success rate of 20 percent for research

project grants; an increase of this magnitude would allow a 50 percent success rate.

Also of key importance at this budget level would be the expansion or initiation of
research funded through other mechanisms of support. The following entries rep-
resent several of NIA's areas of highest priority for new initiatives and promising
scientific opportunities, all of which focus towards the ultimate goal of prevention
of disability and costly long term care. Included are the potential impacts that
should result fi-om each of these increased research endeavors:—Promote basic and clinical research related to Alzheimer's disease (AD), with

particular attention to recruiting Afiican-American and Hispanic research sub-

jects through additional Alzheuner's Disease Centers or Satellites. Impact:
Produce more representative samples of minority individuals in clinical trials of

promising therapies for AD victims.—
Significantly expand studies of AD in which a genetic linkage has been estab-
lished. Particular focus will involve work on the

apolipoprotein
E (ApoE) gene.

Impact: ApoE is a blood protein which has been found in association with AD,
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and carrying this gene may increase an individual's susceptibility to AD, thus

making ApoE a
potential

risk factor for AD and a marker for early diagnosis

and potential early intervention.—^Further clarify the origins of the brain cell pathology in AD. Impact: Open up
new possibilities for early diagnosis and treatment, preferably before clinical

symptoms occur.—Implement an additional clinical trial for Treatment of Cognitive Impairments/
Behavior Disorders Associated with AD. Impact: Provide miproved treatments

for the behavioral s3Tnptoms associated with AD.
—Implement an initiative on Famify Caregiving for AD. Impact: Improve care of

AD patients and reduce burdens for family members; reduce the need for or du-

ration of institutional long-term care.
—^Expand the Drug Discovery Groups for AD to investigate analogs of compounds

that occur naturally in the body to eventually reverse the cell dysfunction
that

leads to nerve cell death in AD. Impact: Promise of new agents that could block

the changes leading to nerve cell dysfunction and death.
—^Expand studies on malnutrition and failure to thrive in older persons, a major

cause of mortality and disability in old age. Impact: Improve health and reduce

long-term care needs of older persons.—Implement clinical trials of interventions to reduce ii\jurious falls as a foUowup
to the FICSIT trials. Impact: Reduce osteoporosis, increase bone strength, re-

ducing falls, fractures, and concomitant costly disability.—Implement a study on Impaired Myocardial Function. Impact: Increase under-

standing of unpaired myocardial function and heart failure in older people as

a risk factor for frailty.—Increase funding for Older Americans Independence
Centers. Impact: Explore

aditional interventions to improve indepenaence and reduce need for long-term
care services.—Increase funding for basic aging research: longevity assvirance genes, cellular

senescence, DNA repair, biomarkers, immunology of aging, endocrinology of

aging, etc. Impact: Improve understanding of basic cell senescence and its rela-

tion to age-related pathologies.—Implement initiative on the effects of comorbidity and functional status on sur-

gery for older-aged patients with breast, ovarian, and colon cancers: Impact: Im-

prove treatment for older cancer patients.—Support studies on early detection of breast cancer in older women. Impact: Im-

prove diagnosis and treatment of breast cancer in older women through earlier

screening.—Increase support for studies of the oldest-old, including supplement for the

Health and Retirement Study and the Longitudinal Study of Aging. Impact:
Close major data gaps on the oldest-old in order to investigate apparently de-

clining disability in tiiis group.—Initiate a new centers program of population aging. Impact: Establish infra-

structure to enhance research on demography of aging in such areas as the old-

est-old, forecasting active life me/ expectancy, long-term care, health and retire-

ment, and women s health.—Support for studies examining the influence of health practices and life-styles

on morbidity, disability, and mortality. Impact: Design of interventions to pro-
mote health and functioning in older popmations by studying the causal link-

ages among behavioral, social, and physiological processes.—Initiative on patients and health-care providers. Impact: Determine factors in-

fluencing decisions by health-care providers and older patients in order to im-

prove decision-making, treatment and quality of life.

—^implement a new imtiative on changes in women during the perimenopause:
clinical, biological, behavioral, and social aspects. Impact: Identify interventions

for improving long-term healtii and functioning of women.

ALZHEIMER'S DISEASE RESEARCH

Question. Dr. Healy, while we support the need for more research on AIDS, can-

cer, and women's health, I am troubled that the budget overlooks a disease that is

just as widespread and potentially more costly than any epidemic we have ever

faced.

This budget proposes to cut research on Alzheimer's (from $291 million this year
down to $287 mimon) in fiscal year 1994. We are talking about a disease that al-

ready affects 4 million people and costs this country over $100 billion a year. Ac-

cording to the former Director of NIA, Dr. Franklin Williams, if science just came

up wiSi an accurate diagnosis, it woiild save $1 billion a year in Medicare costs.
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At a time when so much attention is being focused on controlling health costs,
how do you justify cutting a program that will save hundreds of billions of dollars—
not to mention millions of lives?

Answer. The fiscal year 1994 budget request for NIH was predicated on invest-

ment of significant additional resources in several specific research areas, including
AIDS, tuberculosis, women's health, minority health, and vaccine development, and
on the maintenance of a conservative NIH budget total. Because of this constraint,
other research areas, including Alzheimer's disease, would reflect a decrease in

funding in fiscal year 1994 relative to fiscal year 1993.

Question. According to the National Institute on Aging, as much as $305 million
covdd effectively be used to mount an all-out effort to conquer Alzheimer's disease.

In developing this budget, how much did you ask 0MB to allot for Alzheimer's re-

search?
Answer. The fiscal year 1994 budget would provide $200 million to the National

Institute on Aging (NIA) for Alzheimer's disease research. Although no specific
amount for Alzneimer's disease research was specified in the Department's budget
submission last fall to 0MB, the total budget allocated to NIA at that time was a
baseline amount of $428.3 million. Approximately half of NLA's budget is utilized

for research related to Alzheimer's disease, which would equate to about $214 mil-

lion.

ALZHEIMER'S DISEASE

Question. Dr. Cohen, as you know this Subcommittee has repeatedly emphasized
the importance of Alzheimer's disease research. Each year, I have pushed for higher
investments in Alzheimer's disease and each year scientists report important ad-

vances in learning about this disease. My immediate concern is that by cutting

funding for Alzheimer's disease research in the fiscal year 1994 budget, the Admin-
istration is sending a message which will result in researchers leaving the field.

What do you estimate will be the effects of the proposed $5 million cut in research
on the Alzheimer's disease research program at the NIH? What research opportuni-
ties will be lost?

Answer. For fiscal year 1994 under the President's budget, an estimated $286.8
million would be spent NIH-wide on research related to Alzheimer's disease; $200
million of this amount relates to the National Institute on Aging. Even though this

represents a reduction relative to fiscal year 1993, we will continue to fund the

highest quality research grant applications and hope that the budget reduction can
be managed so that it has the smallest effect as possible.

Last year major advances occurred in basic research on Alzheimer's disease, yield-

ing positive breakthroughs which suggest that studies into the etiology and patho-
genesis of Alzheimer's msease are

likely
to yield definitive answers in the near fu-

ture. There is increasing hope that a significant impact can be made upon the dis-

ease as researchers intensely pursue the clues that will allow them to unlock its

mysteries. We will continue to support as many grants as we can to pursue these

promising opportunities.
Question. What is the President's budget recommendation for AD research in fis-

cal year 1994 and how does it compare with the funding level recommended by the

Secretary's Advisory Panel on Alzheimer's disease?
Answer. For Alzheimer's disease research, the President's budget recommends

$200 million for NIA and $286.8 million for NIH as a whole. This compares with
a $500 million overall level recommended by the Panel.

HEALTH CARE COSTS AND THE IMPACT OF AGING RESEARCH

Question. Dr. Cohen, your written testimony discusses the crisis which will

conifront this nation unless medical research develops the treatments necessary to

reduce the number of elderly Americans afflicted with chronic disabling diseases,
such as Alzheimer's disease. Could you provide greater detail on the projected costs

which will confront the nation's health care system if these advances are not made
and provide the cost savings associated with tne development of treatments to delay
onset or prevent one or more of these disorders?
Answer. Currently, Alzheimer's disease alone on an annual basis costs this nation

a conservatively estimated $90 billion, including direct medical costs impacting
Medicare and Medicaid, as well as indirect costs in areas such as fix>m lost

workforce
productivity by family members who must act as caregivers. Due to the

dramatic growth in the incidence rate of this disease with age, if we were able to

delay the onset of its debilitating symptoms by five years, the potential exists to re-

duce by nearly half the $90 billion annual cost of this disease.
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A similar toll is extracted on oxir nation by chronic conditions that directly con-

tribute to physical frailty, conditions such as cardiovascular disease, osteoporosis,

and urinary incontinence. Osteoporosis, which is of special concern to older women,
is a major risk factor for fracture of the hip and accounts for over an estimated $10
billion in direct and indirect costs, and disability for more than 275,000 older people
annually. NIA research focuses on cause and prevention with special attention on

the role of exercise and nutrients: a delay of five years in the average age of onset

for osteoporosis and resultant hip fracture would have a tremendous effect, reducing

by nearly half the incidence of hip fractxires and the need for costly long-term care.

XJltimately, unless we can reduce new case (incidence) rates, the annual costs

from Alzheimer's disease and other chronic disabling conditions of the elderly will

be frighteningly amplified by the certain increase in the numbers of older persons
in our society. Much of this increase in numbers is linked to the "graying of Amer-

ica," those demographic changes that are and will occur as the baby-boom genera-
tion ages, markedly shifting upwards the median age of America's population. Dis-

regarcSng any inflationary cost increases and assuming no progress in the develop-
ment of treatment or preventive measures, the sheer numbers of those afQicted with

Alzheimer's disease or with physical frailty are likely to increase by conservative es-

timates, three- to four-fold over the next 50 years. A $600 billion annual cost to the

nation from chronic disabling conditions in older persons is unacceptable, as would
be the nightmare vision of nearly 20 million Americans and their families suffering

from Alzheimer's disease.

There is a key role for research directed at reducing the incidence of disease and

disability which will reduce long-term care costs. Because NIA supports research on

aging and those diseases common to older Americans, its research programs should

be viewed as an investment to bring about a reduction in long-term health care

costs. Results of our nation's investment in aging research could have a lasting im-

pact for our society by benefitting present as well as future older Americans.

National Institute of Arthritis and Musculoskeletal and Skin Diseases

Questions Submitted by the Subcommittee

prevention and medical research

Question. Given the tremendous opportunities that exist in prevention activities,

can you please provide us witii some examples of basic research on disease preven-
tion at your Institute?

Answer. Basic research is essential to understanding ways to prevent the many
rheumatic, musculoskeletal and skin diseases. It is through the conduct of basic re-

search that we will come to understand the fundamental mechanisms that cause

these disabling diseases and disorders.

The prevention of rhevunatic diseases will depend, to a great degree, on identify-

ing genetic and environmental factors that contribute to each of the rheumatic dis-

eases, developing tests to identify and monitor those who are at risk, and designing
effective therapies matched to the specific basic abnormalities.

Advances in molecular biology have led to identification of important genetic fac-

tors that confer susceptibility to certain rheumatic diseases, such as rheumatoid ar-

thritis, spinal arthritis, and systemic lupus erythematosus. Understanding how
these genes confer disease

susceptibili^ may enable correction of the genetic defect

and prevention of disease. In an animal model of lupus, it is now possible to prevent
all manifestations of lupus by introducing a

very
small change in a single gene.

Basic science has also led to identification of detailed mechanisms that drive inflam-

mation in rheumatic diseases. In animal models of arthritis, compounds have been
found that interfere with essential steps in the inflammatory pathway and turn off

the destructive inflammation. These molecular preventions, which alter a critical

gene or block inflammation, will form the basis of truly effective early treatments
tor rheumatic diseases.
Other basic studies may lead to preventive strategies for osteoarthritis. A number

of investigators are studying the molecular events that occur early in this most com-
mon form of arthritis, and are developing ways to facilitate detection and monitor-

ing of osteoarthritis in its early stages. The ability to identify people with early dis-

ease, combined with an understanding of the disease process at the molecular and
cellvilar level, will enable more effective prevention of osteoarthritis.

Basic research in bone biology will lead to improved methods of prevention for

osteoporosis, an eminently preventable disease, through both pharmacologic inter-

vention and life-style improvements. NIAMS-supported researchers are studying
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fundamental mechanisms and factors that control the destruction and formation of

bone. Insights into these processes gained through basic research are already being
applied to the design of more specific treatments, with fewer side effects, for

osteoporosis. Also being explored is how the food source of calcium influences the

degree to which the body can absorb calcium and the physiologic processes that de-

termine its absorption. Understanding these processes mU enable determination of
how calcium can best be used to build strong bones and prevent osteoporosis.

In the area of musculoskeletal biology, researchers are determining the basic bio-

logical facts concerning the most commonly ii\jured structiu^s, such as ligaments of
the knee, and the repair processes that tsuce place in the cartilage of knee. Results
from this research will enable earlier correction of such and thus prevent disability.

Repetitive motion syndromes affect more than 2,500,000 people in the United
Stetes. Basic research on the mechanics of small repeated motion, for instance, by
grocery check-out clerks or typists, has led to a better understanding of the work-

place environment that leads to injury. Anatomic studies are explaimng how these

injuries take place within individuals. This will enable redesign of workplace archi-

tecture and machinery and protective devices for workers, with an eye towards pre-

venting injuries due to such repetitive motion.
The Hottest area in skin disease research in the last few

years
is the isolation of

the genes underlying a number of skin diseases, some of them fatal early in life,

others disabUng, and others requiring significant medical care costs and occasional
time off fi:t)m work. The most prominent discoveries were of the genes for three
forms of the blistering skin disease epidermolysis bullosa (EB) and the gene for

epidermolytic h)rperkerato8is, a form ot the scaly skin disease ichthyosis. These re-

sults have already been applied to the most primary form of prevention, prenatal
diagnosis.
Another area importent to prevention research grew directly out of basic science

research on the conditions necessary to grow various components of skin in the lab-

oratory. This led to the development of cultured, laboratory-grown
skin coverings for

both acute wounds such as bums and chronic wounds such as leg ulcers. This clini-

cal application of basic research findii^s is the basis for secondary prevention—
eliminating death or disability aRer the iiyury or disease has occurred.

Question. What cost savings does this research provide?
Answer. The above-cited research has the potential to effect mtnor cost savings.

The economic impact of all rheumatic diseases in 1980 was $21 oillion. Approxi-

mately 37 million Americans have arthritis. In 1987, rheumatoid arthritis was re-

sponsible for an estimated 2.1 million lost workdays,
12 million days in bed, and

27.8 milUon days of restricted activity. Systemic lupus erythematosus, a disease
that effects primarily young women between the ages of 15 and 45, can be tremen-

dously costly
and disabling. Osteoarthritis, the most common form of arthritis, af-

fects 16 million Americans. Advances in basic research that can identify important
genetic factors responsible for causing these diseases, as well as identify people
early in the disease, has the potential tor tremendous health care cost savings.

Similarly, basic studies on calcium nutrition aimed at increasing bone density—
and thus preventing bone fi-actures in postmenopausal women and elderly men—
could have tremendous cost savings implications. Thirty million Americans have

osteoporosis or other bone disorder. Each year 250,000 people are hospitalized with

hip fractures and are temporarily disabled. About one-tnird will become totally de-

pendent, and one-half will never walk independently again. Even a small reduction
in hip fi-actures would result in large savings.

Basic research on ligaments, tendons, and cartilage
haa the potential to reduce

significantly the billions of dollars that
sports

imunes cost the Nation each year.

Redesigning work place environments could significantly reduce medical costs (car-

pal tunnel syndrome alone, a major component of the repetitive motion syndromes,
cost up to $5,000 per case for surgical care.)
Research aimed at developing cultured skin coverings for wounds has the poten-

tial of saving $100,000 or more in health care cost per patient hospitalized with se-

vere bums. These cultured skin coverings could also result in significant gains in

wages by workers who are disabled or hospitalized with bed sores, a major problem
in long-term care facilities. Uncovering the underlying cause of blistering and scal-

ing skin diseases, such as epidermolysis bullosa and ichthyosis, and ultimately pre-

venting these disabling diseases can save hundreds and thousands of dollars in

medictu costs and prevent the tremendous pain and suffering experienced by the in-

dividuals with these diseases and their families.

Question. What prevention initiatives are planned for 1994?
Answer. The Institute will continue ongoing efforts in fiscal year 1994. The goal

of a research initiative that will be supported through fiscal year 1994 is to inves-

tigate mycoplasma and other infectious agents as causes of rheumatoid arthritis and
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other inflammatory rheumatic diseases. The identification of pathogenic organisms
that cause rheumatic illness could provide new approaches for developing preventive
measures.

In the area of basic research, NIAMS launched several initiatives in lupus that

will be awarded at the end of fiscal year 1993 and supported through fiscal year
1994. Specifically,

NIAMS invited applications for studies on the causal mechamsms
of tissue injury m systemic lupus erythematosus. The cause of lupus—which affects

black women predominantly—appears to result fi*om disturbance in the immune
system brought about by the interplay of genetic, hormonal, and environmental ele-

ments. The identification of environmental factors that may induce the disease or

cause its exacerbation are also encouraged. These initiatives could lead to fi"esh ap-

{)roaches
to lupus prevention. Pressure ulcers (bed sores) affect up to 40 percent of

ong-term chronic care patients. The cost of treatment for just two types of these

ulcers (venous and decubitus) is estimated to be between $2 and $5 billion per yeeir.

The Institute plans to issue a request for new research applications soon that will

enable the initiation of research to identify factors that cause development of these

ulcers and generate intervention strategies.
To enhance the Institute's education and community outreach program for preven-

tion of osteoporosis, NIAMS is establishing the National Resource Center on

Osteoporosis and Related Bone Disorders, which will become operational in fiscal

year 1994.

Suestion.
What initiatives will you have to reduce in fiscal year 1994 because of

get constraints?
Answer. In fiscal year 1993, NIAMS launched several new initiatives in lupus,

rheumatoid arthritis, wound healing, and sports injury. In addition, with the pas-

sage of the NIH Revitalization Act of 1993 (Public Law 103-43), the NIAMS is di-

rected to expand and intensify its research on osteoporosis
and related bone dis-

orders. In addition, Public Law 103-43 directs the >flAMS to expand its research

on rheumatic diseases in children. These are all research areas that the Institute

will support in fiscal year 1994. However, within the current budget, th.-je will not

be expanded to the extent possible given the scientific interest in these very impor-
tant and disabling disease areas. The Institute received numerous scientifically mer-
itorious applications in response to tiiese RFAs and will be unable to support many
of these applications.

Questions. What prevention initiatives will go unfiinded because of lack of re-

sources?
Answer. The NIAMS will continue to fiind ongoing prevention initiatives under

the fiscal year 1994 request, but we will not be able to launch any major new initia-

tives.

Questions. What clinical trials are you presently supporting or will you support
in 1994 that focus on prevention?
Answer. The NIAMS is currentiy supporting several clinical trials that focus on

prevention. In Lyme disease, tiie NIAMS is supporting a trial comparing three

treatments of early Lyme disease. Other trials, described brieflv below, address im-

portant questions in tJie prevention of osteoporosis and related fractures.

NIAMS-supported researchers are conducting a trial of an intermittently applied
slow release sodium fluoride formulation in addition to calcium citrate in patients
with spinal osteoporosis. This combination may augment spinal bone mass and pre-
vent vertebral fi-actures, one of the more common fractures caused by osteoporosis.
A trial comparing exercise, hormone replacement, and their combination for the

prevention of bone mineral loss in postmenopausal women is being conducted by

NIAMS-supported investigators. Women experience an acceleration of bone mineral
loss Lmmeoiately following the menopause. Hormone replacement with estrogen and

progestin (to counteract the increased risk of endometrial cancer of unopposed estro-

gen) is considered an effective preventive intervention. Regular weight-bearing exer-

cises are also thought to be importtint in the maintenance of bone mass and

strength. This trial :s designed to determine if the effects of exercise and hormone

replacement are additive or synergistic.
Other researchers are conducting a long-term trial of the efficacy of increased cal-

cium intake in the prevention of spine fractures in elderly women. Women in the

active treatment arm are receiving 1200 mg per day of calcium in the form of cal-

cium carbonate in addition to tiieir normal dietary intake (estimated to be 800 mg
per day or less).

Studies are also underway comparing the effects of weight-bearing exercise train-

ing, non-weight-bearing exercise training, and passive weight-bearing activity.

Using a cross-over design, the effects of these regimens on the bone mineral content

of the femvir, lumbar spine, and distal radius (common fracture sites related to

osteoporosis) are being tested in postmenopausal women aged 62 to 72 years.
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The NIAMS has also been co-sponsoring the Postmenopausal Estrogen/Progestin
Interventions (PEPI) Trial with the National Heeirt, Lung and Blood Institute and
other NIH Institutes. This multicenter trial has been examining the benefits and
risks of various combinations of estrogen and progestin on risk factors for cardio-
vascular and other diseases in postmenopausal women. The NIAMS has been sup-
porting the component of the study related to the effects of these regimens on bone.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Basic research plays a critical role in the development of disease preven-
tion eflForts. Basic research leads to discovery of the fundamental mechanisms that
cause disease. This knowledge enables the design of specific, targeted agents that
interfere with these mechanisms and thereby prevent the development or progres-
sion of disease. Basic research also leads to development of new methods with appli-
cations in disease prevention. For example, molecular biology techniques are used
to engineer new vaccines and disease-preventing pharmacologic agents, and to de-

sign gene therapies. A huge arsenal of new approaches in basic research areas such
as structural biology, human genetics, molecular and cell biology, and immunology
is at our disposal for studying the fundamental causes of disease and developing
new agents and technologies to prevent disease. Following are just a few examples
that illustrate the importance ofbasic research for disease prevention.
Use of the powerful techniques of molecular and cell biology has yielded a host

of new information on how certain enzymes destroy cartilage in osteoarthritis, a de-

generative joint disease that affects an estimated 16 million Americans. Basic re-

search has also revealed the existence of natural agents in the body that can inhibit
these collagen-chewing enz3rmes. An increased understanding of these processes
may allow researchers to develop therapeutic agents that prevent cartilage break-

down, and thus prevent disease.

Molecular biology and genetics are making it
possible

to determine, with increas-

ing sensitivity, those people who are genetically predisposed to developing rheu-
matoid arthritis and certain other rheumatic diseases. laentifying susceptible indi-

viduals is a first step in disease prevention. Study of the complex biochemical mech-
anisms involved in the invasive destruction of the joints in rheumatoid arthritis is

providing opportunities to develop and test drugs that may prevent onset or progres-
sion of this crippling disease.
The recent boom in basic research on the human genome has greatly benefitted

research on inherited rheumatic, skin, muscle, and connective tissue disorders. The

genes responsible for a number of these diseases have already been identified, and
insights are being gained into how these specific genetic defects actually cause dis-

ease. These findings should enable testing of individuals for the presence of disease-

causing genes, and, ultimately, may lead to the use of gene therapy to prevent de-

velopment of tiiese genetic diseases or to lessen their severity.
Basic research is also uncovering the detailed mechanisms by which decreased es-

trogen levels at menopause accelerate bone loss, and by which estrogen replacement
prevents such losses. This knowledge will enable development of new drugs that can
prevent bone loss as estrogen does, but with greater specificitv and fewer side ef-

fects. Basic research can also can lead to completely unexpected benefits for disease

prevention, as witnessed by the recent discovery that a transgenic mouse model
originally developed to study the immune system may turn out to be an ideal model
for the study of osteoporosis.

NEW AND INNOVATIVE RESEARCH PANEL QUESTION

Question. (For all Institute Directors.) What are some of the most promising re-

search projects now being fiinded by your Institute?
Answer. There is much exciting research being funded by the NIAMS. The follow-

ing examples highlight four of the most promising areas.

OSTEOPOROSIS

The current level of public and scientific interest in osteoporosis is fueled by the

growing recognition that osteoporosis is an eminently preventable disease. Scientists
&om many disciplines of basic research are being attracted to bone biology because
of the opportumties in molecular and cell biolo©r to mobilize new approaches to

osteoporosis. These scientists are bringing new insights into the field.

In order to capitalize on this, NIAMS has developed a strategy to focus efforts of
both basic and medical scientists to mobilize results from the laboratory to the clini-

cal setting
—The BONES Initiative (Basic Osteoporosis New Experimental Strate-

gies).
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The initiative includes research in several areas: growth factors and other regu-
lators of bone metaboUsm; estrogen and androgen effects on bone; the roles of me-
chanical-gravitational forces on bone; biochemical markers; new tools to measure
bone density and architecture; and fundamental research on nutrition and exercise.

These areas are ready to yield exciting results in the next 3 to 5 years.
(1) Biochemical markers of bone remodeUng—several substances in blood and

urine have been identified that can be used to identify individuals who are losing
bone or forming new bone, or to follow the effectiveness of a treatment regimen.
These need to be tested in critical clinical trials.

(2) Exercise—^it is not precisely clear exactly what type of exercise and how much
exercise is beneficial for bone. We are ready to capitalize on basic research being
conducted on the influence of gravitational forces and its interaction with growth
factors and hormones.

(3) Calcium "builds strong bones and teeth", but we need to know precisely how
much is needed during the different phases of life, and what is optimal to prevent
fi'actures late in life? NIAMS is actively promoting the study of calciiun require-
ments throughout the life cycle. This could prove to be one of the most effective and
cost-saving methods for preventing fi-actures in the elderly.

MOLECULAR MEDICINE EN RHEUMATOID ARTHRITIS AND LUPUS

Both diseases are immune-induced disorders that affect women much more fre-

quently than men. Moreover, SLE affects Afiican-American women three times
more frequently than white women. Both diseases are severely disabling and costly.
Recent advances in molecular biology have identified important genetic aspects in

both illnesses. Other basic science advances have identified, in exquisite detail, how
inflammation, characteristic of both diseases, is driven and how an individual's ge-
netic background controls the inflammation.
In animal models of lupus it is now possible to prevent all manifestations of lupvis

by introducing a vety small change in a single gene. In other animal models it is

possible to use a very small fragment of a protein to block an essential step in the

pathway that leads to inflammation and effectively turn off the destructive inflam-

mation. It is fidso possible to administer compounds that block critical enzjones that
cause the inflammation.

It is, therefore, foreseeable that one of these molecular preventions—altering the
critical gene, using a protein fragment to stop inflammation before it gets under

way, or blocking an enzyme that is critical to the final development of inflamma-
tion—will form the basis of truly effective early treatments for both rheumatoid ar-

thritis and systemic lupus erythematosus.
Scientists have recently developed the technology to isolate and sequence anti-

genic peptides and have used peptides to induce "unresponsiveness or tolerance" to

prevent or halt disease. The development and testing of an experimental peptide
and or cDNA vaccine for rheumatoid arthritis could be achieved within the next
three to five years. NIAMS supported scientists have the expertise and the nec-

essary reagents and experimental systems to test peptide and genetic vaccines

against rheumatoid arthritis. There are at least four outstanding groups in the USA
that would be ready to start work in these potential vaccines if fluids become avail-

able.

MUSCLE FITNESS IN HEALTH AND DISEASE

Muscvilar fitness is a vital element of general whole-body fitness. Muscle strength
is destroyed or diminished by iryuries, disease, genetic disorders (such as musciilar

dystrophy), and inflammatory diseases (such as poljrmyositis). Muscle injuries, pri-

marily fix)m sports related activities, led to 2 million emergency room visits in 1988
and cost more than $65 billion in 1979. As a result of immobilization frova. disease
or injury or space flight, muscle can lose 50 percent of its mass and strength within
2 weeks. Muscle weakness impairs recovery in the chronically ill and incresises the
risk of falls in the elderly.
Current research using the techniques of molecular, cellular and physical biology

are defining in detail the mechanisms by which muscle strength is maintained in

health, and lost in illness and immobilization. It is Hkely that within the foreseeable
future these processes will be sufficiently understood by new research findings that

preventive measures can be recommended as public health poUcy for the healthy,
and therapeutic restorative measures can be instituted rapidly for those who are Ul

or disabled.
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WOUND HEALING: PREVENTION AND NEW TREATMENTS

Decubitus ulcers "pressure sores" affect the elderly and disabled; they comprise
a critical problem for up to 40 percent of long-term chronic care residents. The cost

of these pressure sores is $3 to $6 billion per year. In addition to chronic wounds,
acute wounds such as from thermal bums and surgical and other incisions cost bil-

lions of dollars and many lives. New knowledge about woiind healing will be life-

saving to many of these individuals, and will shorten stays in both hospitals and
nursing homes.
A workshop on the "Pathogenesis of Chronic Wound Healing" was held this year

at the NIH. The workshop provided a forum for scientists fix)m a broad range of

disciplines to share current knowledge, develop new hypotheses, and identify needs
for future research. Future studies would focus on factors that impede the liberation

of growth factors for healing and on determining the efBcacy of electrical stimula-
tion.

Basic research in this field has identified several critical biological factors that
control skin integrity or are impaired in patients with chronic wounds. These in-

clude both stimulants to normal skin growth and toxic factors that acciimulate in
areas of skin iiyury. Artificial skin of various sorts, ranging fix)m simple cultured-
skin derived directfy from the patient to multilayered constructs that are completely
established and banked far in advance of any potential use, are now available ex-

perimentally and commercially in limited areas. They may become widely available
for many different applications within the foreseeable futiire. Current science allows
us to be optimistic that both chronic and acute skin wounds will be rapidly treatable
and chrome wounds effectively preventable.

Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for these research projects be reduced
as a result of this budget?
Answer. These select projects are currently ongoing research initiatives. The fiscal

year 1994 budget request will slow the pace oi this research, and therefore, delay
the translating of basis research to the bedside. Funding for these areas may be re-

duced as a result of the fiscal year 1994 budget; it will not be expanded to capitalize
on the research opportunities available.

HARKIN-HATFIELD TRUST FUND IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $6 billion a year would be

adaed to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of the increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projecte that could be
funaed, and in general, and in terms of the long-term benefits to scientific research
in vour area.

Answer. A 50 percent increase in funding for the NIAMS would almost reach our

professional judgment budget for fiscal year 1994. In terms of success rate for re-

search project grants, we would fund approximately 50 percent compared to the esti-

mated success rate of 17.5 percent under the fiscal year 1994 request. This increase
would enable the NIAMS to expand our funding for research grants in all fields of
science under the purview of the Institute, such as, women's health, including

osteoporosis, lupus and rheumatoid arthritis; exercise physiology and sports medi-
cine; joint replacements and cartilage transplants; structural biology; and the ge-
netic and autoimmune basis of rheumatic and skin diseases. We would fund more
clinical trials to hasten the appUcation of basic research findings to treatment of pa-
tients. We would also increase the research career and research training programs
to ensure a sufficient number of trained professionals to lead us into the 21st cen-

tury.
We would expand our steUar Intramural Rese£U"ch Program in all areas and

add; needed research programs in bone biology and bone diseases, psoriasis, osteo-

arthritis, scleroderma, low back pain, and exercise physiology.
Question. What steps have you taken since our last appropriations bill to begin

a cUnical trial on the effectiveness of intravenous antibiotics in the treatment of
rheumatoid arthritis?

Answer. In December of 1991, the NIAMS initiated and began supporting a
multicentered clinical trial to assess the efBcacy of the antibiotic minocycline in

treatment of rheumatoid arthritis (MIRA). This trial has been referred to as the
MIRA trial. It is scientifically necessary that before the Institute could proceed with
a request to the scientific commvinity for a clinical trial on the effectiveness of intra-

venous antibiotics in the treatment of rheumatoid arthritis, that we have the results

of the MIRA trial.

I
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The MIRA trial is a miilticenter clinical trial that is assessing the safety and effi-

cacy of ortd minocycline (an antibiotic with many other effects) in the treatment of

rheumatoid arliritis. In total, 219 patients have been enrolled and randomized to

minocycline or placebo treatment. TTie MIRA protocol called for 48 weeks of active

treatment. The last patients were evaluated in late May 1993. The MIRA Steering
Committee will be meeting in early August to examine tne data and the first analy-
ses. A manuscript describmg the results will be

prepared
for publication in a medi-

cal journal and an abstract has been submitted to the American College of

Rheumatology for presentation at its annual scientific meeting in November 1993.

Once final results of the trial are available, we will be pleased to report this to the

Committee.
Once we have the data fi-om the MIRA trial we will have more information to

know the scientific rational for proceeding with the evaluation of the effectiveness

of intravenous antibiotics. Intravenous antibiotic therapv is usually reserved for

treatment of infections Uiat are not adequately treated with oral agents.
In an effort to learn more about the role of mycoplasma in arthritis, the NIAMS

issued a request for applications on "Mycoplasma and Other Infectious Agents as

a Cause for Rheumatic Diseases." We received 27 appUcations in response to this

announcement and tiiey are currently under review.

Question. In a recently held scientific workshop held by NIAMS on fibromyalgia

syndrome (FMS), the assembled researchers concluded that there are clear abnor-

mahties in the neuroendocrine system of FMS patients. Compared with normal

healthy individuals, FMS patients have three times higher amounts of Substance

P, a pain enhancing chemi(^, and one half the amount of serotonin, a pain relieving

substance. Significant abnormaUties in the metabolism of an essential amino acid,

L-tryptophan, were also found to be present in the blood samples of FMS patients.
What is NIAMS' plan for fiirther research in this area?
Answer. At the Fibromyalgia Research Planning Workshop held on May 19, 1993,

advances and opportunities related to fibromyalgia research were presented
and

considered. Among the most promising areas were those of neuroendocrine studies

relating to the hypothalamic pituitary adrenal axis that showed abnormalities in the

body's response to stressors, electroencephalographic studies of sleep anomalies, and
alterations in neurochemistry. One investigator at the workshop found that in his

studies substance P was elevated and that serotonin levels were altered in the cere-

brospinal fluid of fibromyalgia patients compared to healthy control subjects.
How-

ever, these findings did not correlate with symptoms. These results are interesting,
but difficult to interpret at this stage.
The NIAMS is very encouraged by the discussions at the workshop and is cur-

rently reviewing the transcripts and manuscripts fi*om this meeting. Based on the

recommendations fi^jm the workshop, the NIAMS plans te issue an announcement
to the scientffic community inviting research applications on fibromyalgia.

Question. In the same workshop, it was generally concluded that most treat-

ments—for example: low dose serotonin modulators, exercise and stress reduction

therapy—^have oiJy minimal favorable impact.
It's estimated that there's only a 25

percent improvement in just one-third of the patients after treatment. What are

NIAMS' research plans to investigate improved treatments for FMS patients?
Answer. Treatment for fibromyalgia has advanced through the realization that

this form of rheumatism did not respond well to the usual analgesics and non-steroi-

dal anti-inflammatory agents used for other rheumatic disorders. Advances in un-

derstanding have led to the incorporation of exercise, stress reduction, and tricyclic

and other compounds into the therapy for fibromyalgia. It appears that many pa-
tients lose this favorable response over the long term. Opportunities for the develop-
ment and identification of new and novel treatments for fibromyalgia patients are

likely to result from an investment in basic neuroscience studies that may delineate

rational targets for
specific

interventions.

The NIAMS is reviewing the transcripts fi"om the workshop and based on the rec-

ommendations will issue an announcement for additional research on fibromyalgia.
In addition, it is the Institute's hope that the workshop and the dissemination of

the information fi:t)m the workshop to the scientific community will stimulate more
interest which will result in more investigator-initiated applications submitted to

theNIH.
Question. Osteoarthritis is the most common form of arthritis and it afflicts over

16 million Americans. Dr. Shulman, please tell me about this disease and what

progress has been made in understending the factors leading to osteoarthritis?

.Aaiswer. Osteoarthritis was once thought to result only fi-om the normal aging
process and wear and tear over a lifetime. It is now believed that genetic defects,

physical and mechanical factors, and biochemical events also contribute to the dis-

ease. Osteoarthritis, or degenerative joint disease, is a progressive deterioration of
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cartilage in the joints leading to chronic pain and disability. Molecvilar biologic tech-

niques have provided insights into the mechanisms by which cartilage undergoes
degradation and repair to maintain their integrity. Research has yielded new infor-

mation on the biochemistry and structure of both normal and osteoarthritic car-

tilage. Recently, insights have been gained into the role of specific enzymes—
metalloproteinases—that break down cartilage in the disease process. Natural
agents in the body that can block the activity of these destructive enzymes are also

being studied. Such knowledge should enable development of new therapeutic
agents that can prevent cartilage breakdown.

Question. Given the large number of people aflQicted with this disease, what level
of research investment do you plan to make in this area next year, as well as over
the next five years?
Answer. In the fiscal year 1994 request, the NIAMS estimates that $9,918,000

will be
spent

on osteoarthritis research. Research on osteoarthritis is and will con-
tinue to be a high priority for this Institute. Current research in this area includes
individual research project grants as well as a specialized center of research on os-

teoarthritis. We will continue over the next five years to fund highly meritorious re-

search appUcations in this area to the greatest extent possible.
Question. Also, we are learning more and more about the benefits of exercise to

both the physically fit person, as well as those with musculoskeletal diseases and
disorders. Dr. ShuJman, what do we know about the effects of exercise on a person
with osteoarthritis?

Question. Chronic joint pain, loss of range of motion, and muscle weakness are
all associated with osteoarthritis; as a resvdt of these symptoms, a patient's mobility
may be limited. Treatment has traditionally involved anti-inflammatory agents,
range-of-motion exercises, and the avoidance of weight-bearing exercise. Some physi-
cians have advocated walking as part of the treatment regimen; others have advised

patients to limit walking and other weight-bearing activities. A recent study con-
cluded that a program of supervised fitness walking and patient education can im-

prove fiinctional status without worsening pain or exacerbating arthritis-related

sjTnptoms in patients with osteoarthritis of the knee.
The goals of exercise include maintaining or increasing joint motion, strengthen-

ing surrounding muscles, increasing aerobic capacity, assisting with weight loss

(which has been shown to be effective in reducing OA symptoms), and improving
functional capacity in performing household tasks. Among the most helpfiil exercises
is walking—an activity that is easy, can be gradually increased, and consists of
smooth rather than jerky motions.

Question. Total joint replacement is a major treatment for arthritic conditions. Os-
teoarthritis is one of the conditions that requires total joint replacement. The aver-

age cost per joint replacement with routine care ranges between $15,000 to $25,000.
What are some of the recent advances in this area?
Answer. Osteoarthritis continues to be the leading cause of total joint replace-

ments. Some 10 years ago a new approach emerged for total replacements. In the
total hip, the metal stem which supports the articulating ball of the prosthesis was
coated with a porous layer to allow the ingrowth of bone fi"om the surrounding
femur. The theory was that bone ingrowth would make a solid, long-lasting integra-
tion between the device and surrounding bone and avoid cement loosening. A more
recent approach has been the inclusion of hydroxyapatite or other biologicSly active
materials which may enhance the bone ingrowth process. Finally, cement in a
standard metal-cement-bone prosthetic device has now reached a third generation
of development with new materials and procedures.
As joint replacements are a common procedure with great ability to retvuTi a pa-

tient to pain-fi-ee mobihty, it is important that total joint replacements have the

longest possible duration of pain-fi-ee and functionally successfiil results. NIAMS
plans to hold a Consensus Development Conference on total hip joint replacements.
This conference will develop and disseminate a panel report that summarizes the
current state of technology and clinical outcomes from stuoies on these devices.

Question. It is our unaerstanding that hundreds of total joint replacements are
done every year. With the population getting older, the number will be increasing.
Are you satisfied that you are making an investment in this area comparable to the
size of the problem?
Answer. As you have stated, health care costs associated with total joint replace-

ment are quite substantial. In fact, many of the diseases within the mandate of the
NIAMS are the most costly and disabling diseases affecting nearly every American.
Many research opportunities in joint replacement exist in terms of basic science

questions regarding biomaterials and biology of bone-implant interface. Similarly,
clinical outcomes studies such as studies on cement vs. cementiess devices are also
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needed. The NIAMS is committed within its given resources to support the exciting

and much needed research in the area of totaljoint replacements.

National Institute on Deafness and Other Communication Disorders

Questions submitted by the Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and

the vast majority of this will go towards treatment and care. A very small percent-

age of this total will be spent on research and prevention activities—publicly funded

research will account for only two percent of the total, and prevention activities ac-

count for less than four percent of tne nation's health care tab.

This despite the fact that health care professionals agree that research and pre-

vention are a critical investment in America's fiiture, an investment that will reduce

our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a health population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. The NIDCD is conducting basic research on disease prevention in a num-
ber of areas. Scientists have identified a six-generation pedigree with 55 deaf family
members in an Arab-Israeli family with maternally transmitted hearing impair-
ment. Deafness appears only if both a mitochondrial chromosome mutation and a

defect in a nuclear chromosome are present. Since mitochondrial mutations can be

acquired during the lifetime of an inmvidual and are thought to be important in the

pathogenesis of the aging process, it is quite possible that many cases of deafness

that develop with age represent the accumulation of mitochondnal mutations, par-

ticularly if some intSviduals are predisposed to this development by the inheritance

of nuclear and mitochondrial genes. In both cases, early diagnosis of the predisposi-

tion could allow the prevention of deafness. A gene responsible for the X-linked form

of Kallmann's syndrome, an inherited disorder whose two main features are an ab-

sence of the sense of smell and a failure of the gonads to matxire, has recently been

identified. Scientists are also attempting to understand how genetic factors contrib-

ute to language impairment in children. There is significant evidence that families

of language impaired children show a history of impairment in other family mem-
bers. Despite the increased incidence of boys relative to girls affected with language
disorders, ihe family history pattern does not support a gender-linked genetic dis-

order. Rather, an autosomal dominant transmission appears more likely.

In research on otitis media, the most common treatable infectious disease among
children, scientists have identified molecular mechanisms of ear infection in the

characterization of adhesive proteins of nontypable Hemophilus influenzae (NTHi).

A prerequisite for ear infections is bacterial atmerence to the mucosal surface of the

throat, and a fimbrial protein in NTHi is apparently responsible for this phenome-
non. Understanding the fimbrial protein and its receptor will lead the way to the

development of a new type of vaccine targeted at preventing NTHi ear infections

in young children.

Additaonally, the NIDCD currently funds several grants related to early detection

and treatment of hearing impairment, and in March 1993 co-sponsored a Consensus

Development Conference on the Early Identification of Hearing Impairment in In-

fants and Young Children. The consensus panel concluded that because recent tech-

nological developments have produced screening methods that are rapid, reliable,

sensitive, and easUy administered, universal screening for hearing impairment
should be initiated in early infancy, preferably before discharge from the hospital,

regardless of whether the newborn is at high or low risk for hearing impairment.

Question. What cost savings does this research provide?
Answer. Cost savings derived fi-om the early diagnosis of hearing impairment are

significant: proper intervention and treatment strategies
at a young age can lay the

foundation for successful employment and societal interaction later on. Investiga-
tions into the genetics of hearing loss, specific language impairment, stuttering, and

dyslexia (the last three being addressed in fiscal year 1994 prevention initiatives)

would culminate in substitution therapy or gene transfer therapy, and all would
have profound impact on productivity and quality of life. The cost of treatment in

the United States for otitis media is estimated to be $1 bUlion per year. The devel-

opment of a vaccine against otitis media would be valuable financially and person-
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ally, relieving a child of the possible ciunulative effects on speech and language de-

velopment resulting £rom recurrent middle ear infections.

PREVENTION RESEARCH

Question. What prevention initiatives are planned for 1994?
Answer. The NIDCD will spend approximately $16 million in fiscal year 1994 in

activities on disease prevention. 'Die NIDCD will accelerate research on both

syndromic and nonsyndromic hereditary deafness, including investigation into
Usher s3mdrome type 1 and type 2 and Waardenburg syndrome type 1 and 2.

The Institute will also direct efTorts toward the development of an effective con-

jugate vaccine against nontypable Hemophilus influenzae (NTHi). The vaccine
would provide early immunogenicit^ so that infants could be protected against otitis

media and its associated hearing impairment during the period critical for speech
and language development.
The NIDCD is concerned about the influence of diminishing senses of smell and

taste on the nutritional habits of older Americans. Loss of an ability to discriminate

among a variety of foods may lead to repetitive and, therefore, limited diets for

these individuals. Research will be aimed at understanding the nature of the estab-

lishment of food preferences over the life span as they relate to the chemical senses.

Additional studies will evaluate the extent to which early dietary experiences influ-

ence the response characteristics of peripheral taste buds as well as Drain areas re-

sponsible for processing taste information and will yield information about nutri-

tional choices throughout the life span.
In the area of language, research is laying the groundwork for the prevention of

aphasia (the loss of language function) through the pharmacotherapeutic ameUora-
tion of brain ii\jury secondary to stroke and head trauma.

In the area of smell, the olfactory system may prove to be an effective mechanism
for bypassing the blood-brain barrier to deliver fiierapeutic agents to the brain in-

cluding those to prevent the effects of toxic substances on the brain. Overlapping
studies will determine the effects of airborne inorganic and organic substances on
olfaction and nasal trigeminal chemoreception.
The NIDCD will also be conducting a survey of current physician practices in

identifying infants and children with hearing impairments. The survey will be dis-

tributed to 1,800 physicians nationwide and will serve as an important instrument
in determining identification practices and effecting a change in the age of identi-

fication of hearing impairment (currently close to 3
years

of age). The professional
education campaign will be based on the results of the survey, and the public edu-
cation campaign will complement the professional one.

The opportunity exists to accelerate progress in understanding specific language
impairment, stuttering, and dyslexia using the productive new tools of molecular ge-
netics to isolate the gene(s) responsible for these disorders. The determination of a

hereditary basis for Qiese disorders would greatly contribute to the development of

precise identification measures and improved intervention strategies. Basic research
on inner ear-specific cDNA libraries will lead to an understanding of the genes that
maintain and repair the inner ear fix)m noise-induced hearing loss and other envi-

ronmental hazards such as ototoxic drugs.
Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. The following prevention initiatives will be reduced in scientific scope in

fiscal year 1994 because of budget constraints: Progress will be slowed on those
forms of hearing impairment that are hereditary; scientific efforts into the develop-
ment of a vaccine against otitis media will be delayed; and the survey of physician's
practices in early identification of hearing impairment in infants and children also

will be delayed.
Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The following prevention initiatives will go unfxmded in fiscal year 1994

because of a lack of resources: research into the diminished senses of smell and
taste on the nutritional habits of older Americans; research into the

pharmacotherapeutic prevention of aphasia; research on the effects of pollutants on
the olfactory and gustatory systems; studies of molecular genetics of specific lan-

guage impairment, stuttering and dyslexia; and studies of genes that maintain and
repair the inner ear fix)m noise-induced hearing loss.

Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer.

i

f
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MAJOR NEW CLINICAL TRIALS TO BE FUNDED IN FISCAL YEAR 1993 AND FISCAL YEAR 1994

[Dollars in thousands]

Focal Mtr—
fitie

1993 1994

Development of a model system for early identification of hearing loss $1,000 $1,000

Olfactory evoked potential „ 750 750

Treatment of dysosmia 300 300

Treatment of stuttering 750 750

CMV/HIV/AIOS in hearing impairment and other communication disorders „ 380

NIDCD/DVA clinical trials for hearing aid technologies 1,000

Speech and language acquisition in the congenitally deaf child in a hearing family 300

Immune-mediated sensorineural hearing loss 750

Outcome measures for hearing aids 300

Development of language assessment measures 500

Evaluation treatment and prognosis of VSL-related sequelae of closed head injuiy 500

Electgustometric assessment of taste nerve loss 600

Therapy for idiopathic articulatory deficiencies 500

Diagnosis and management of perilymphatic fistula „ 750

Development of taste test „ 500

Total
2^00

8.800

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Molecular biology plays a great part in disease prevention efforts. Early
research suggests that the ear may be acclunated to withstand the effects of loud
noise with httle residual permanent effect on hearing. Similarly, studies are exam-
ining whether individuals susceptible to noise form and retain heat shock proteins
in the inner ear. As a means of protecting hair cells from the effects of trauma,
other studies have examined the possible effects of stimulating the auditory efferent

pathways. It is beUeved that the acoustic stapedius reflex provides protection to the
inner ear from intense, low-frequency sounds, and observations appear to bear out
this longstfuiding theory. With the id.entification of these events, it may be possible
to interrupt or prevent the process of hair cell loss. Knowledge of the genes that
maintain and

repair
the structure and function of the inner ear can lead to the de-

velopment of molecular biologic preventive strategies.

NEW AND INNOVATIVE RESEARCH

Question. What are some of the most promising research projects now being fund-
ed by your Institute?
Answer. One of the most promising researchprojects now being funded by the

NIDCD is on hereditary hearing impairment. This work has brought the modem
tools of molecular biology to the hearing losses that appear in families, sometimes
as they accompany life-threatening or life-limiting oiseases such as neurofibro-

matosis, type 2. This research takes advantage of unique populations in other areas
of the world including India and Costa Rica as they contribute to the cluster of dis-

coveries that are required to understand the full function of the genetic bases of

hearing. Through international consortia and national collaboration, the pace has
quickened. Knowledge gained from the study of the genetic bases of sjrndromes and
diseases affecting hearing will lead to more accurate diagnosis and improved genetic
counseling as well as improving educational interventions. This knowledge is also

essential for substitution therapy and gene transfer
therapy.

Substitution therapy
provides the missing enzyme or other substances produced by the gene. Gene trans-
fer therapy involves restoring or replacing the gene. Transgenic mice are creating
a window for NIDCD scientists into the world of gene funrtion in hearing as weU
as all forms of hereditary hearing impairment.
Another promising area of research is development of vaccines against otitis

media. Nine out of ten children under the age of six will have at least one bout with
otitis media. Otitis media is an infection of the middle ear which is often marked
by pain, fever, and loss of hearing and can include tinnitus and vertigo. It is known
to parents and physicians as an extremely costly disease, accounting tor the greatest
number of visits to physicians involving antibiotic therapy for young children. Otitis

media is costly for the child as well, especially the one who has suffered recurrent
or chronic infections from infancy. The cost is revealed in delay of communication
and language learning as well as absence from school and activities that are impor-

68-620 O—93 27
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tant for the social development of the child. With effective vaccines against the

pneumococcus and the nontypable Hemophilus influenzae, the incidence of otitis

media could be drastically reduced. Improved knowledge of the effects of antibiotic

therapy, the predisposition of children to be at high risk and lasdng the foundation
for the development of vaccines are the three-pronged attack being launched by
NIDCD both intramurally and extramurally against uiis expensive disease.

A third exciting research project is on regeneration of sensory cells. The hair cells

in the hearing part of the inner ear are responsible for receiving sound waves and

converting them into the neural impulses that the brain recognizes as sound.

Through a careful progression of studies, NIDCD-supported scientists have shown
that fish, amphibia, juvenile and, more recently, adult birds have an ability to re-

generate hair cells. These regenerated cells have established neural connections.

They have also been demonstrated to have the
response properties of the original

cells. The practical importance of this research is oramabc—it appears that all of

this knowledge is contributing to the possibility of a cure for many forms of
sensorineural hearing loss such as that occurring in older people. An extremely in-

triguing recent finding showed that in guinea pigs that had nair cell loss caused

by ototoxic drugs—in mis case aminoglycoside antibiotics—^that the hair cells regen-
erated. This finding is significant in that it had formerly been believed that the
mammalian inner ear was incapable of regeneration. Means of promoting hair cell

regeneration are the subject of expanded and intense investigation.
Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will fiinding for these research projects be reduced
as a result of this budget?
Answer. Rapid progress is being made by NIDCD-supported scientists on those

forms of hearing impairment that are hereditary. When tne NIDCD was formed in

1988, no genes for hereditary forms of deafness had been found. Now twenty-two
genes responsible for hearing impairment have been located. The study of genetic
disorders of hearing will require tne development of cDNA librtuies of the inner ear,

organ of Corti, hair cells, and supporting cells and stria vascularis. These libraries

are the best way to find genes that code for proteins necessary for the processes of

hearing. They also permit the identification of mutations that cause heeiring loss.

NIDCD scientists are involved in long-term prospective studies of children with
otitis media to investigate the specific biochemical, immunological and demographic
factors that differentiate high- from low-risk individuals. Long-term observations
from one cohort have shown the persistence of the disease in many children despite
medical and surgical attention. Trie three most common micro-organisms that cause
otitis media are the pneumococcus, nontypable Hemophilus influenzae and strepto-
coccus. A conjugated vaccine for Hemophilus influenzae type b which is successful

in establishing immunogenicity in infancy has been developed. A conjugated vaccine

against the pneumococcus is entering Phase I clinical trials. Through a collaboration

with the NICHD, two promising antigens are being evaluated as potential con-

jugated vaccines against the nontypable Hemophilus influenzae.

Sensory cells were completely replaced within 24 to 48 hours recently in the
mouse cochlea which is important as the first mammalian model. Importantly, there
are indications that the age of the animal does not affect the degree of its recovery
frora the injury and suggests that age may not be a limiting factor in regeneration.
Very recently, when the mouse embryonic ear was cultured with retinoic acid, an
excessive number of cells was produced. This was the first demonstration of induced
hair cell development and differentiation in the cochlea of a mammal.
The fiscal year 1994 budget will have an impact on these projects in that the re-

search will proceed but the progress will be slowed.
The NIDCD will be faced with a challenging situation in fiscal year 1994. We will

be able to fund only the highest priority research.

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a year would be

added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe the impact of that increase on your Institute's budget,

in terms of success rate of grants, the kind of new projects that could be fiinded,
in general, and in terms of the long-term benefits to scientific research in

your
area?

Answer. At this level of support, the NIDCD would be able to fully funa 223 com-

peting research project grants which would reach a 43 percent success rate. The
NIDCD would be able to take fiill advantage of the most promising research oppor-
tunities available. Thirty centers would be funded which would

permit
the NIDCD

to expand its very successful National Multipurpose Research ana Training Centers;
research career award progreim would be expanded, as well as other research. Re-
search training program would be expanded to enhance our existing focus on
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predoctoral training. The research and development contract program would be ex-

f>anded
to include important clinical trials in hearing aid technology, speech and

anguage acquisition in the congenitally deaf child in hearing families, the develop-
ment of a taste test, and electrogustometric assessment of taste nerve loss. The In-

tramtiral Research Program would be increased to fully utilize the new laboratory

space we will be acquiring at 5 Research Court, Rockville, MD.
The NIDCD would support a greater amovmt of research in the molecular genetics

of hereditary hearing impairment and vaccine development against otitis media in

botih the Intramural and Extramural Research Programs. In our Extramural Pro-

gram, we would support a greater amount of research in sensory cell regeneration

(hearing and vestibular). We would also support a greater amount of research in fla-

vor enhancement for nutrition of the elderly; molecular genetics of specific language
impairment, stuttering and dyslexia; pharmacotherapy for aphasia; and rehabihte-

tion for childhood and adult aphasia. The increased support in research would en-

sure that the most promising research opportunities available to the NIDCD would
be implemented.

Question. Dr. Snow, last year the Institute announced a joint initiative with the

Veterans Administration to foster research on the development of a new generation
of hearing aids. What is the status of the initiative? If it is not yet underway, how
much would it cost to begin the program in fiscal year 1994?
Answer. Following a meeting of thirteen experts in the area of hearing aid re-

search and development in July, 1992, the NIDCD and the DVA targeted several

priority areas. Several initiatives are in various stages of development. Briefly,

these initiatives include: a program announcement on the effects of amplification on

speech understanding in noise; a program announcement on outcome measvu^s for

hearing aid fitting; a request for proposals for a program of device development; a
conference on hearing aid researcn and development; and, clinical trials. The pro-

gram announcements will encourage the submission of grant applications in the

specified topic areas, the request for proposals will support contracts for the design
and evaluation of new technologies and strategies for hearing aids, the conference

will provide a national forum for the presentation of researcn relevant to hearing
aids, and the clinical trials will allow for the determination of subgroups of hearing

impaired individuals who benefit most fix)m the existing and newly developed hear-

ing aid technologies. The NIDCD is moving forward with each of these initiatives

and is convening an Ad Hoc Advisory Committee on Hearing Aid Research and De-

velopment in July, 1993, a clinical trial protocol writing committee in September,
1993, and a conference planning committee in November, 1993. The estimated cost

of the hearing aid initiative is approximately $2.3 million.

National Institute of Mental Health

Questions Submitted by the Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—pubhcly and
privately funded research will account for only two percent of the total, and preven-
tion activities account for less tJian four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. Developing the knowledge necessary to prevent mental illness wovdd rep-
resent the ultimate achievement of NIMH biomedical and behavioral research. Such

knowledge could also contribute to the prevention of other disorders whose etiology
and course are intertwined with mental illnesses and their precursors. NTMITs pre-
vention research agenda is threefold: to provide basic concepts that must constitute

the core of prevention science; to identify optimvun research methods and tech-

niques; and to support substantive, methodological, and integrative research pro-

grams and research training for the scientists in this specialized field. Fundamental
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to the success of prevention efforts in which the NIMH is and will be involved is

a commitment that good intentions will be anchored firmly in solid science.

NIMH prevention research currently focuses primariljy on six high priority areas:

socioemotional and developmental problems among infants and young children at

risk; conduct and other behavioral msorders in school-aged children; anxiety and de-

pressive disorders in children and adults; promotion of mental health through the
enhancement of protective factors; prevention of suicide and suicidaUty in high risk

populations; and prevention of HIV/AIDS aiid mental disorders in HIV-infected indi-

viduals, people at high risk for infection, their families, caretakers, and loved ones.
One priority prevention area is a program of research demonstrations on serious

conduct problems and youth suicide. These prevention trials are studying a range
of factors that place young people at risk, persist over time and span several do-

mains—problems at tne level of the individual, the family, the peer group, school,
and community. Another NIMH research area which promises to lead to future pre-
vention efforts is studying how behavior influences the development and course of

physical and mental illnesses. For example, how do different types of stress affect

the immune system; what are the underlying disease mechanisms responsive to

psychosocial interventions; what types of approaches (e.g. community programs,
multi-media efforts, cognitive/behavioral strategies) or combinations of approaches
are most effective in changing health damaging behaviors? Answers to these ques-
tions can aid prevention research across the NIH.

Question. What cost savings does this research provide?
Answer. More than 5 million people suffer fi'om such severe illnesses as schizo-

phrenia, m^'or depression, manic-depressive illness, panic disorder, and obsessive-

compulsive disorder. All mental illnesses cost the nation a staggering $148 bilhon
in 1990 for direct and indirect costs. Costs for some specific disorders were esti-

mated to be:

Billions

Anxiety disorders $46.6

Schizophrenic disorders 32.5
Affective disorders 30.4

It is also estimated that treatment costs exceed $200,000 for each AIDS
patient

over the last two years of life. Improved treatments and services that result from
NIMH research can greatly lower these costs to individuals and society. Prevention
of mental disorders is the ultimate goal of many areas of NIMH research. Some ex-

amples of NIMH prevention research cost savings include:—an experimentally tested program for unemployed workers that reduced symp-
toms of depression and helped them find better pajdng, more satisfying jobs. Per

participant, the program cost about $286 while netting an additional $1,128 in

federal and state taxes paid.—a finding that 15 minutes of tactile stimulation three times a day increased pre-
mature infants' weight gain, responsiveness to social stimulation, and develop-
ment at 8 months of age. In addition, hospital costs were reduced an average
of $3,000 per infant receiving the stimulation because they went home sooner
than controls.—a study of prenatal and infancy home visitation that improved a wide range of
maternal and child health outcomes among poor, unmarried, and teenaged
women bearing first children in a semiruraf county in upstate New York. By
the time children were 4 years of age, the average per-fanuly government sav-

ings were $1,772 for the sample as a whole, and $3,498 for low-income famihes.
These savings do not take into account additional health and social benefits of
the proCTam to participants.

Question, yfhat prevention initiatives are planned for 1994?
Answer. In fiscal year 1994, NIMH plans to increase support for:

Studies of Gender Differences. Some of the most common mental disorders—major
depression, dysthymia, phobias and panic disorder—strike approximately twice as

many women as men. Eating disorders affect an estimated 4 mUhon adolescent and
young adult women in the U.S. Research on the role of biological smd

psychosocial
factors, like self-esteem, is essential. Research to explore the relationsnip of affec-

tive, addictive, and impulsive disorders with eating disorders may determine indi-

vidual differences that predict risk or confer protective factors. These studies can

significantly contribute to future prevention efforts.

Initial Planning for a Multi-year Effort to Prevent Mental Disorders in Infants
and Children, and Related Child Abuse. The NIH has begun planning for a broad

prevention initiative with proposed costs of $1 billion. For its part, the NIMH will

engage in initial planning for a multi-year effort aimed at preventing serious con-

duct problems in children and child abuse through comprehensive, sustained.
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multifaceted programs. These programs might include, but would not be limited to,

parenting skills training, teacher classroom management skills training, child social

skills and problem-solving training, and coordination efforts among tne home, the

schools, and the broader community.
Expansion of the AIDS Multisite Prevention Trials. Cvurent work in the preven-

tion of HIV infection has identified some mtgor strategies that can improve tiie ef-

fectiveness of prevention intervention. Controlled trials in multiple sites witii var-
ious populations are critically important to determine the effectiveness of prevention
approaches.
AIDS Prevention Efforts for Women. In the United States, the percentage of

women with AIDS who were infected through heterosexual transmission grew fi'om

13 to 34 percent during the decade between 1982 and 1992. NIMH is planning to

develop multicultural prevention efforts that are tested with different etnnic minor-
ity women.
Targeting Community-Based Institutions for AIDS Prevention. While effective

programs will continue to be targeted at the schools, another m^or initiative is the

development of intervention ana diffusion strategies that could be used in other

community-based institutions. Businesses, prisons, religious institutions, service

clubs, ana PTAs, are examples of places with the potential to effectively sponsor pre-
ventive programs.

School-based Age-appropriate Curricula. Recent research supported by the Insti-

tute has demonstrated tnat educationally appropriate interventions increase the

knowledge of second- and fourth-grade children two grade levels beyond their cur-
rent status. The Institute intends to followup this finding and evaluate the results.

Question. What initiatives will you have to reduce in 1994 because of budget con-
straints?
Answer. Budget constraints will require NIMH to forgo new research efforts in:

Epidemiology of Mental Disorders in Racial and Ethnic Minority Populations. Pre-
vention of mental disorders in racial/ethnic minorities must be based on sound

epi-
demiologic knowledge. There is a critical need for comprehensive research on the

prevalence and incidence of disorders in minority populations and the measurement
of psychopathology in these groups. Research on behavioral factors as they contrib-
ute to development and management of chronic disease that disproportionately af-

fect these populations is crucial to promote both physical and mental nealth.
Research on the Prevention or Reduction of Mental Illnesses in the Elderlv and

Their Caregivers, including the prevention of depressive illness in Alzheimer^ dis-

ease patients, increased education of primary care physicians to improve their abil-

ity to detect and treat depression in the elderly, ana identification of caregivers who
are themselves at risk lor stress-related mental disorders. Improved criteria are
needed for defining behavioral, mood, and cognitive deficits in the elderly to dis-

criminate s^ptoms when they result fit)m physical illness, occur alone, or accom-
pany Alzheimer's disease, schizophrenia, or other mental disorders.

Question. What prevention initiatives will go unfunded because of a lack of re-
sources?
Answer. NIMH will not be able to fund:
Child and Adolescent Epidemiologic Catchment Area Studies. There is a critical

need for prevalence and incidence data on specific mental disorders in children and
adolescents, as well as data on nsk and protective factors. NIMH has been working
toward a large-scale, multi-site, community epidemiologic survey of children and
adolescents that would provide this needed database wMle examining risk factors,
the comorbidity of mental disorders with alcohol or drug abuse, and risks for youth
suicide.

A research initiative focusing on the best ways to provide services for children and
adolescents. As indicated in the National Plan for Research on Child and Adolescent
Mental Disorders, childhood and adolescent disorders cost America $1.5 billion in
treatment costs each year, even though less than one-fifth of afflicted children re-
ceive the treatment they desperately need. Preventing relapse is a crucial part of

prevention efforts in mental disorder research due to evidence that each occurrence

may be not only progressively disabling, but also may increase susceptibility to more
frequent relapses, furthermore, NIMH research continues to show connections be-
tween childhood and adult disorders that may illuminate ways to prevent, or ame-
liorate future mental illness.

A Planned Emphasis on Training Researchers. The numbers of capable scientists
focussed on child and adolescent disorder research must be increased because
progress in prevention has been hampered by the lack of investigators having exper-
tise with this

population.
The training of prevention researchers is particularly

under-developea in the United States, and involves special challenges because of tiie

multidisciplinary, complex methodological requirements of scientmcally-soimd pre-
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ventive intervention research. Because multidisciplinary training is not currently
conducted at traditional training sites, the number of sites specifically designed to

offer comprehensive prevention research training should be increased.

Question. What clinical trials are you presenuy supporting or will you support in
1994 that focus on disease prevention?
Answer. Currently at NIMH, "clinical trials" is defined as research involving pa-

tients who are already ill and, thus, meet diagnostic criteria for mental disorders.
Clinical trials are frequently used to examine the efficacy of medications or other
treatments for ill patients.

In contrast, "prevention," inherently means intervening before people are ill and
meet diagnostic criteria. Thus, accormng to strict definitions of "clinical trials" and
"prevention," NIMH does not fund any prevention research using the clinical trials

method. NIMH does, however, fund considerable research using a "prevention trials"

methodology, which includes randomized, controlled studies in applied settings to

determine the efficacy of interventions aimed at avoiding montal disorders and re-

lated problems before they occur. Phase III and IV prevention trials are currently

underway in the priority areas of Socio-Emotional Problems Among High Risk In-

fants and Toddlers, Conduct Disorder in School-Age Children, Anxiety and Depres-
sion Resulting fi"om Stressful Life Conditions, Enhancement of Coping Mechamsms,
and Prevention Methodology.
A key NIMH AIDS initiative is the multisite trial that is testing an intervention

across multiple populations in diverse geographic settings at 7 sites. By developing
a greater understanding of the role of various behaviors and

practices
in the trans-

mission and spread of HIV these investigators have devised an intervention pro-
gram that can be tailored to meet the specific needs of different populations. NIMH
is focusing these trials on hard to reach individuals who continue to engage in high-
risk behaviors. Priorities include: identification of determinants of high-risk sexual
and drug using behaviors; determinants of maintaining low-risk behaviors; the so-

cial contexts in which risk-taking behavior occur; the impact of affective states (e.g.,

depression, anxiety, and social isolation) on risk behavior; the effects of cognitive im-

pairment on adherence to risk reduction guidelines; and the development of more
accurate methods to assess behavioral determinants, patterns of risk behaviors, and
behavior change. New activities would include: augmenting the trial by including
women and children in selected sites; supporting additional culture-specific ap-
proaches to HIV prevention; and establishing a systematic dissemination activity to

catalog and translate emerging research findings to a wide range of Federal, state,
and local program planners.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Basic research which elucidates mechanisms of brain function and dys-
function and the origins of normal and abnormal behavior is essential to an under-

standing of disease processes and forms the basis for treatment and prevention
strategies. For example, molecular biological techniques and methodologies have
been applied to the study of neurotransmitter and receptor systems in me brain.
Recent oiscoveries about the transport and receptor system for dopamine may ulti-

mately hold the key to better design of drugs to treat schizophrenia. NIMH sci-

entists have isolated and cloned the genes for three of the five dopamine receptors
so far discovered. Such knowledge, that is, discovery of how neurotransmitters effect

and fine-tune interactions between cells in the brain, and what happens when these
interactions are disturbed, has led to more specific and effective anti-psychotic
drugs, such as clozapine. These scientific breakthroughs are critical to the preven-
tion of future deterioration of patients with mental diaorders. NIMH-supported basic
research also seeks an understanding of brain development and its relationship to

behavior; regulation of interacting neurotransmitters, neuroregulators, and
neurohormones; regvdation of neurontQ gene expression; the relationship of neuronal

activity to physiological processes and systems; and, the development and emer-
gence of cognition, intuition, and emotion.

NEW AND INNOVATIVE RESEARCH PANEL QUESTION

Question. (For all Institute Directors.) What are some of the most promising re-

search projects now being funded by your Institute?
Answer. Some of NIMH's most promising research projects include:

Services Research. NIMH has made a commitment to embark on a new genera-
tion of research into treatments for severe mental disorders as a result of Caring
for People with Severe Mental Disorders: A National Plan of Research to Improve
Services. Services research encompasses not only studies of the effectiveness of

treatments, but also the way service systems affect the delivery of treatment and
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its cost-effectiveness. Research will focus on treatments and on the most effective

strategies for actually applying them in real-life service settings.

Treatment Improvement Research. The NIMH Treatment Research Initiative is

dedicated to improving the lives of individuals with severe mental disorders by fo-

cusing on the empirical question of what treatment works for which person. Re-

search directions include: basic, clinical, and services research programs to solve the

critical problem of treatment resistance/refractoriness in major mental disorders; re-

search on the long-term treatment of chronic and/or recurrent mental illness; re-

search directed at special populations that are now sometimes neglected in treat-

ment research; effective interventions integrating biological, psychosocial, and reha-

bilitative therapies; and improving criteria and instruments for assessing outcome.

Another important subject for research is interaction between individual vulner-

ability and resilience factors and specific environmental factors as they bear on the

development of severe mental disorders including bipolar disorder, major depres-

sion, and schizophrenia.
Research on mental disorders in children and adolescents: Mental disorders in

childhood and adolescence are diverse in their severity, duration, and ultunate pub-
lic health and economic impact. Research on mental illnesses seen in children and
adolescents demonstrates that they may have lifelong consequences; even when dis-

orders do not persist into adulthood they can
profoundly

distort normal psycho-

logical and social development. Virtually all of the major mental illnesses begin in

adolescence. Clinical investigators are now giving renewed attention to the first

onset of illness as an opportunity to prevent the progression of mental disorders.

Medication Discovery and Development. Significant advances have been made
during the past decade in the areas of moleciuar/genetic/cellular biology and phar-

macology, resulting in discoveries such as new molecular mediators and receptor

mechamsms, compounds with novel action mechanisms, and new peptide-based

dings. These recent discoveries have set the stage for the development of more effec-

tive medications for mental disorders. Building on the knowledge base of neuro-

science and clinical research, NIMH intends to advance our understanding of how
psychotherapeutic agents affect normal and pathological brain fiinction; define the

neural substrates and mechanisms involved in mediating drug effects on behavior;

and, facilitate the discovery and development of novel drug treatments in order to

improve treatments of mental disorders.

AIDS Research. Pending the development of a vaccine for AIDS, behavioral meth-
ods offer the most effective, economical forms of prevention. Since AIDS was first

identified, NIMH has taken the lead in generating a research knowledge base for

prevention programs armed at high-risk populations. The Institute is actively devel-

oping behavioral strategies
to prevent the nirther spread of the disease through the

determinants of high-nsk sexual and drug-using behaviors; determinants of main-

taining low-risk behaviors, especially for hard-to-reach populations; the social con-

texts in which risk-taking behaviors occur; and the impact of affective states on risk

behaviors. Because children with AIDS are living longer than was expected, NIMH
is also conducting a multi-site methodological study to identify effective longitudinal

strategies for assessing infants and children infected with HIV. The researcn is test-

ing a developmental model in combination with a neurodevelopmental and neuro-

logical test battery. This collaborative study is being conducted by NIMH, the Na-
tional Institute of Allergy and Infectious Diseases, and the National Institute of

Child and Human Development under the aegis of the AIDS Clinical Trials Group.
Human Brain Project: Understanding brain fiinction requires the integration of

information from the level of the gene to the level of behavior. At each of these

many and diverse levels there has oeen an explosion of information with concomi-

tant, and increasing specialization of scientists. The price of this progress and spe-
cialization is that it is becoming virtually impossible for any individual researcher

to maintain an integrated view of the brain. The Human Brain Project is a broad-

based long-term research initiative which supports research and development of ad-

vanced technologies to open information superhighways to neuroscientists and be-

havioral scientists, and provide an information infrastructure for the neurosciences

of the 21st century. This project has been enthusiastically endorsed by the Institute

of Medicine.

Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for these research projects be reduced
as a result of this budget?
Answer. NIMH is making significant progress in each of these promising areas.

Very brief highlights include:

—Services Research: A new NIMH program announcement is encouraging re-

search grant applications for services research studies that examine alternative

approaches of integrating mental health, rehabilitation, substance abuse, gen-
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eral health, income support, and/or housing services for persons with severe
mental disorders.—Treatment Improvement. An outgrowth of the NIMH National Plan for Schizo-

phrenia Research, the NIMH Treatment Research Initiative was launched in

fiscal year 1993. Research will be focused on treatment resistance/refractoriness

in major mental disorders.

—Child and Adolescent Mental Disorder Research. NIMIfs research is guided by
National Plan for Research on Child and Adolescent Mental Disorders. Because
the plan involves research areas across the entire Institute, a Consortium for

Research in Child and Adolescent Mental Disorders was established in 1990
that is also forging linkages with other NIH Institutes and with other federal

components. One example of progress is a multisite, multimodal treatment

study of attention-deficit hyperactivity disorder in childhood.—Psychotherapeutic Medication Development Program (PMDP). Two contracts
are underway for the PMDP. One supports the synthesis of new psycho-
tiierapeutic medications. The second supports the evaluation of new and exist-

ing psychotherapeutic medications through basic pharmacological profiles and
performance of FDA-required animal toxicity testing for drugs for use in hu-
mans.—AIDS Research. NIMH has been instrumental in supporting and encouraging
work which is focused on behavior change and the prevention of HTV infection.

NIMH is supporting a large-scale field trial being undertaken in 16 small cities

in different regions of the country. The investigators have found that it is pos-
sible to change risk behavior levels in community populations by identifying

popular trend setters or ''opinion leaders" and teaching these individuals to

communicate effective AIDS prevention messages to their finends and acquaint-
ances. This model is based on previous NTMH-supported research on the inter-

vention approach, "diffusion of innovation." In the community populations
where the experimental program was conducted, there was a reduction of al-

most 50 percent in mean frequency of high risk behavior, and 25 percent of

those formerly at high risk completely ceased high-risk sexual behavior prac-
tices. This study indicates that it is possible to produce change in entire commu-
nities by enlisting the efforts of persons already popular and trusted to redefine

social norms and discourage risk behavior. This may prove an important inter-

vention approach for adolescents and neighborhood communities.—Human Brain Project. Pilot studies are now underway along v/ith a new pro-
gram announcement, "The Human Brain project: Phase I Feasibility Studies."

The 'Thase I" efifort will support the development of technologies to acquire,
store, manage, analyze, integrate and disseminate neuroscience information. A
goal is to promote communication and collaboration across scientific disciplines
and geographic locations.

The Human Brain Project and medication development are examples of areas
where competing priorities will force NIMH to forego funding of excellent proposals
within existing fiscal year 1994 resources. NIMH also will not be able to expand the
NIMH Diagnostic Centers for Psychiatric Linkage program and other research on

schizophrenia in childhood that emphasizes genetic potential, neurodevelopmental

Processes,
and relationships to the adult form of the disease. Researchers across the

eld NIMH investigates have submitted grant proposals for other studies that could
lead to breakthroughs in such priority areas as child tmd adolescent mental dis-

orders and women's mental health.

HARKIN-HATFIELD TRUST FUND IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfield medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a year would be

added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, and in terms of the long-term benefits to scientific research
in your area?
Answer. NIMH would be able to fund 2,456 research project grants, an increase

of 736 over the President's fiscal year 1994 Budget request. This is a 43.0 percent
increase over the President's Budget request of 1720 research project grants and
would mean a success rate of 50.1 percent. Unlocking the secrets of the human
brain has been called one of the last fix)ntiers of science and medicine in this cen-

tury. Developing the fundamental base of neuroscience and behavioral research to

do this is central to the mission of the Institute. Under this plan NIMH wovild be
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able to fully fiind its strategic approach to conquering mental disorders through its

four National Plans: The National Plan for Schizophrenia Research; Approaching
the 2l8t Century: Opportunities for NIMH Neuroscience Research (also called the

Decade of the Brain Plan); The National Plan for Research on Child and Adolescent

Mental Disorders; and Caring for People With Severe Mental Disorders: A National

Plan of Research to Improve Services. Other areas that would be significantly im-

pacted are cross-cutting areas such as mental disorder prevention, rural mental

health, populations with special needs, psychotherapeutic medication development,
and AIDS.

MENTAL AND ADDICTIVE DISORDERS

Nearly 40 million American adults suffer from mental or addictive disorders, and

some 12 million American children suffer from mental disorders such as depression,

autism, and learning disabilities.

Question. In this Congressionally-declared Decade of the Brain, how can we rec-

oncile the President's suggested cuts to NIMH and NIAAA, and nominal increase

to NIDA? What programs will not be funded?
Answer. NIMH has taken a strategic approach to conq^uering

mental disorders

through its four National Plans: The National Plan for Schizophrenia Research; Ap-

proaching the 21st Century: Opportiinities for NIMH Neuroscience Research (also

called the Decade of the Brain Plan); The National Plan for Research on Child and
Adolescent Mental Disorders; and Caring for People With Severe Mental Disorders:

A National Plan of Research to Improve Services. NIMH would lose the energy driv-

ing the implementation of the recommendations of these national research plans.

The promise of the 1990s, which the Congress has declared the "Decade of the

Brain," will not be fulfilled in this new era of brain and behavioral sciences. The
Human Brain Project is one example of an area where competing priorities have

forced NIf*IH to forego funding within existing resources. Researchers across the

field NIMH investigates have submitted grant proposals for studies that could lead

to breakthroughs in such priority areas as child and adolescent mental disorders

and women's mental health.

Question. NIMH has funded some exciting and innovative prevention research

demonstrations. For example, interventions designed to orevent and control the de-

velopment of conduct disorders in young people potentially
hold promise for prevent-

ing a wide range of behavioral problems, including violence. Please describe current

NIMH intitatives in the prevention research area, whether you propose to continue

support for the prevention research demonstration initiative, and if so, at what level

you hope to do so.

Answer. NIMH prevention research plans focus on six high priority areas:

socioemotional and developmental problems among infants and young children at

risk; conduct and other behavioral disorders in school aged children; anxiety and de-

pressive disorders in children and adults; the promotion of mental health through
the enhancement of protective factors; the prevention of suicide and suicidality in

high risk populations; and the prevention of HIV/AIDS and mental disorders in

HIV-infected individuals, people at high risk for infection, their famihes, caretakers,

and loved ones.
The conduct disorder prevention research demonstrations are theory-driven,

multi-site, Phase IV controlled trials. This program is unique in its (1) focus on clin-

ical disorder as well as related problems, (2) multifaceted, integrated approach to

intervention, and (3) combined scientific strength in both the intervention and eval-

uation designs. NIMH prevention trials incluoe large nvunbers of both male and fe-

male participants. The trials target high-risk Caucasian, African-American, and His-

panic children and their families, Uving in urban and rural settings.

The currentiy funded conduct disorder prevention research demonstrations will

complete their original three-year grant periods in August, 1993. All of the ori^nal

projects have vmdergone competitive review for continued funding, and five projects

have received fUndable scores for scientific and technical merit. The five competitive
conduct disorder research demonstration projects are located in Chicago, Illinois;

Durham, North Carolina; rural central Pennsylvania; Nashville, Tennessee; and Se-

attie, Washington. Although funding for continuation of the prevention research

demonstration projects was not included as a separate Une item in the fiscal year
1993 NIMH budget, NIMH has estimated a funding level of approximately
$7,000,000 for these projects in fiscal year 1993, with a similar level of support in

fiscal year 1994.

Question. The success of research initiatives at NIMH depends upon a steady in-

fusion of new scientists to pursue research careers in mental health and mental ill-

ness. However, support for research training activities at NIMH has remained flat
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for the last several years. Do you believe that NIMH support for research training
is really adequate to meet the projected needs? What areas do you believe are most
in need of further development and support?
Answer. NIMH's support remained level in fiscal year 1993 because research

training had not yet been reauthorized, so amounts were
appropriated

at the fiscal

year 1992 level. Under the fiscal year 1994 President's budget, NIMH will be able
to support research training at the same level as in fiscal year 1993. It is important
to niulure the future through sound planning, and stable and predictable support.
A continuing stock of skilled investigators is critical for the research enterprise. One
area that needs further development and support is increasing the numbers of high-
ly trained researchers in child and adolescent mental disorders. Research on child

and adolescent mental health services, in particular, has been hampered by the lack
of investigators with skills in this area. The training of prevention researchers is

particulany under-developed in the United States, and involves special challenges
because of the multidisciplinary, complex methodological requirements of scientif-

ically-sound preventive intervention research. Because multidisciplinary training is

not currently conducted at traditional training sites, the number of sites specifically
designed to offer comprehensive prevention research training should be increased.

NIMH also believes that it is most important to expand the institutional and sci-

entific personnel base for clinical research in mental nealth by increasing the train-

ing of medical and graduate students in psychiatric and psychological research, and

strengthening the participation of Historically Black Colleges and Universities in

mental health and behavior research.

Mental health services for persons with HTV disease have been seriously ne-

glected. What plans does NIH have for giving AIDS mental health services a higher
priority?
Answer. Since the ADAMHA Reorganization Act of 1992, the Substance Abuse

and Mental Health Services Administration (SAMHSA) and the Health Resources
and Services Administration have primary responsibility for supporting medical and
mental health care and support services tor persons Uving with HIV and AIDS. The
National Institutes of Healtn are responsible for research and research training ac-

tivities. Although mental health service delivery fiinctions were transferred to

SAMHSA, supporting research studies in the area of mental health services contin-

ues to be a priority area within the NIMH AIDS research effort. NIMH currently

supports numerous research studies designed to elucidate the structure, process,
and financing of mental health services for HIV-related mental disorders and psy-

chological distress; and to develop improvements in treatments and therapeutics.
Since the ADAMHA Reorganization of 1992, we have continued to work collabo-

ratively with our colleagues at the Center for Mental Health Services, SAMHSA,
and at the Health Resources and Services Administration who have primary respon-
sibility for supporting direct care and services for persons living with HIV and
AIDS. In fiscal year 1993, NIDA and NEMH released a Program Announcement,
"Determinants of Effective HIV Counseling," designed to stimulate additional re-

search in this area.

National Institute on Drug Abuse

Questions Submitted by Senator Reid

DECADE of the BRAIN

Question. In this Congressionally-declared Decade of the Brain, how can we rec-

oncile the President's suggested cuts to NIMH and NIAAA and nominal increase to

NIDA? What programs wll not be fiinded?
Answer. The rec[uested increase for NIDA is targeted for research on AIDS and

related tuberculosis. Since research endeavors related to the Decade of the Brain
initiatives are not associated with the AIDS effort, this portion of the budget will

decrease by 4.8 percent. Thus, NIDA will slow the pace of research in the neuro-
sciences and related areas. As a result, the following areas will be comprised.
Advances made in NIDA-funded research using animal models has clearly dem-

onstrated that drug addiction directly involves brain reward systems which mediate
the pharmacological and psychological effects of drug abuse. This evidence comes at

a time when emer^ng brain imaging technologies permit the visualization of the

structure and activity of the brain during the admimstration of drugs of abuse, and
the interaction of drugs, drug abuse medications, and behavioral therapies in the

living brain. An expansion of studies using brain imaging techniques in animals and
humans and other studies that interface biology with behavior will provide impor-
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tant insights as to how drugs affect the central nervous system, and how these ef-

fects correlate witii human biehavior and with changes during drug abuse treatment

and relapse
—and enable us to design more effective behavioral and pharmacological

treatments.
The clinical neuroscience initiative, which is an area of major importance to

NIDA, develops, integrates and validates non-invasive technologies for use in drug
abuse diagnosis and ta-eatment. As part

of this approach, investigators would meas-
ure neuro-anatomical, chemical and physiologicsJ parameters associated with drug
use during the various stages of addictive disorders including craving, tolerance and

dependence, withdrawal, abstinence, and relapse. For various drugs and use pat-

terns, studies would focus on identifying neuronal systems associated with reinforce-

ment and brain reward, the biochemical mechanisms through which they function,

and the effects of drugs upon these systems. Continued research will lead to an-

swers to the most central and baffling problems of addiction, such as why drug-in-
duced euphoria occurs; how environmental variables and cues, learning, and mem-
ory interact in the addiction process; what biological and behavioral mechanisms are

responsible for craving, abstinence, tolerance, and dependence; and why it is so dif-

ficiJt to break the ad^ction cycle.
In addition, this initiative will assess the full range of brain development and

maturation, including possible relationships between early or chronic drug use and
brain function in later life and the onset of subsequent neurological disorders. Par-

ticular emphases will be placed upon studies assessing the prenatal and perinatal
effects of in utero drug exposure through a variety of cognitive function and behav-

ioral tests.

Recent advances in moleculeir biology have afforded great strides in our efforts to

understand and treat addiction to cocaine. Cocaine has been hypothesized to exert

its characteristic euphoric effects through binding to a dopamine transporter pro-

tein, thus blocking tne reuptake of dopamine in certain brain pathways. This block-

ade interferes wiui normal brain activity, and initiates the sequence of events ulti-

mately causing the drug^s effects. Last year scientists at NIDA's Addiction Research
Center as well as a team of extramviral researchers cloned the gene for the trans-

porter protein. This exciting breakthrough will provide an opportunity to develop an

antagonist medication to block cocaine's effects. Such medications are critical be-

cause of the completely overpowering nature of drug craving. Medications that pre-
vent cocaine's euphoric effects would allow for the use of other, nonpharmacological
treatments to interfere with the sequelae associated with drug use. Teams of struc-

tural and molecular biologists are now prepared to modify the receptor protein to

alter the binding of cocaine. The newly synthesized candidate medications will then
be administered and brain imaging technologies will be used to visualize the effects

of the medications on brain structvire and function. A greater understanding of the

interrelationship between the brain and behavior could allow us to modulate and
influence various systems and receptor proteins that can prevent the profound ef-

fects of drugs of abuse.
Another of NIDA's most elusive areas of research has been the isolation of an en-

dogenous brain chemical tiiat binds to the cannabinoid, or marijuana, receptor.
After many years of research, NIDA scientists have isolated a brain chemical that

binds to this receptor. This important finding will lead to the development of medi-
cations that can provide the medicinal qualities of the active ingredient of mari-

juana, without the harmfxil effects.

The Medications Development Program has been successful in conducting re-

search on the mechanisms of action of drugs of abuse, another Institute priority. Ex-

citing and new areas of exploration are the development of medications that do not

cross the placenta or are not active in the fetus, so that drug dependent and ad-

dicted pregnant women csin receive drug treatment without mEg'or influence on the

developing fetus.

In addition, considerable progress has been made over the past decade in develop-

ing effective behavioral therapies, including a range of psychosocial interventions.

Yet, treatment retention and relapse remain problematic m our society, and system-
atic research on psychotherapy and behavior therapy for drug addicts is in its early

stages. Although many forms of therapy exist, most were not developed or tested

specifically for drug abusers. As a result, an expanded behavioral therapeutics ini-

tiative is needed in order to identify, formulate, and systematically test promising
existing psychotherapeutic, behavioral, and counseling interventions as well as de-

velop and test new therapeutic modalities. This highly promising initiative would
build on the knowledge gained fi-om basic behavioral studies to identify, formulate,
and systematically test promising existing psychotherapeutic, behavioral, and coun-

seling interventions as well as to develop and test new therapeutic modalities.
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In turn, those therapies that are shown to be effective in small scale studies

would then be tested through large-scale, nmlti-site clinical trials. For the most effi-

cacious therapies, NIDA would develop systematized guidance on how to implement
the particular therapy and promote widespread appUcation by treatment practition-
ers. Also, through its research dissemination program, NIDA would also develop vid-

eotapes, curricvSa, and other means for translating the results of the research into

clinical practice.

Questions SuBMnrED by Senator Hatfield

PREVENTION AND MEDICAL RESEARCH

Question. Given the tremendous opportunities that exist in prevention activities,

can you please provide us with some examples of basic research on disease preven-
tion at your Institute?

Answer. Prevention research at NIDA focuses both on drug abusing behaviors as

well as the medicsd and social sequelae of these behaviors. A model of drug using
behaviors would show progression from initial drug experience through to drug
abuse and dependence, in which drugs become an integral part of an individual's

lifestyle. This conceptualization suggests the need for a range of preventive services

designed to address each stage of me progressive process, including information dis-

semination and education, alternatives to drug use, and interventions to alter pro-

gression. This continuum and the integration of services form a prevention program
that includes both primary, secondary, and tertiary prevention outcomes.

Primary Prevention: Findings emerging from NIDA research indicate that com-

prehensive strategies that include drug education in the schools, preventive media

campaigns, parent education, community development, and preventive health po-
Uces that aovance anti-drug use social norms can lead to significant reductions in

the use of tobacco, alcohol, marijuana, and other iUicit drugs (Midwestern Preven-

tion Project). Research also indicates that drug prevention initiatives are most effec-

tive when delivered over the entire span of the developmental life cycle and pro-
vided to each new generation.
Secondary Prevention: Treatment of adolescents at high risk of becoming depend-

ent on drugs has been shown to help not only in prevention of progression to drug
addiction but also of associated sequelae such as failure to complete high school,

early pregnancy, and delinquency. Successful outcomes have been found with sev-

eral sta-ategies, particularly those that deal with the families or other social support
units. NIDA is currently supporting several clinical trials and a research center fo-

cusing on the treatment of this population. Program models that focus on homeless

and delinquent adolescents are also being sissessed.

Tertiary Prevention: The effectiveness of treatment in reducing illicit drug use is

well documented through such large scale evaluation projects as the Drug Abuse Re-

porting Project (DARP) and the Treatment Outcome Prospective Study (TOPS). Not

only has treatment been shown to be effective with drug using behaviors but also

criminal behavior, social competence (employment and social functioning) and medi-

cal consequences such as AIDS.
In addition to drug abuse treatment assessment, NIDA also conducts a significant

community-based research program that involves HTV prevention for drug abusers

both in-and out-of-treatment. The in-treatment programs consist of interventions

that retain and engage clients into drug abuse treatment as weU as teaching them
skills to prevent the transmission of HIV; and, for those already infected or mani-

festing AIDS symptoms or tuberculosis, referring them for medical care. Prevention

strategies for the out-of-treatment drug abuser consists primarily of recruitment
into £r\ig abuse treatment and of training of skUls to prevent the transmission of

HIV. Both of these efforts have shown some measure of success particularly in ad-

dressing drug abuse patterns of behaviors.

Examples of such community-based programs include: AIDS Community-Based
Outreacn/Intervention Research Program—a multi-site evaluation of community-
based intervention strategies designed to prevent and reduce the spread of HlV
among injecting drug users (IDUs), their sexual partners, and those at demonstrable
risk of injecting drug use; Women Helping to Empower and Enhance Lives

(WHEEL)—a multi-site pilot test of behavior change on an HTV prevention model

specifically tailored to women's needs in dealing with such issues as family violence

and empowerment in HIV risk reduction; Community Intervention for Multi-Prob-

lem Street Youth at Risk for AIDS—a peer-helper model to reduce runaways' risks

of drug use and HIV infection; and AIDS/Injecting Drug User Social Network Panel

Study—focusing on interventions with street-recruited intravenous drug users.
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Question. What cost savings does this research provide?
Answer. Eflfective prevention programs have tremendous savings both in terms of

economic as well as social costs, and a vigorous prevention research program is cru-

cial in determining the most effective intervention strategies for specific target pop-
ulations. For example, 10 percent of the 28 million adolescents aged 10-17 are at

very high risk for multiple adverse health and behavioral problems. These vouth

have been arrested or committed serious offenses; regularly used drugs, alcohol, and

tobacco; performed unprotected sexual intercourse; experienced earlv childbearing;
were school drop-outs; and experienced higher rates of adolescent depression, sui-

cide, death due to tr^c accidents, violent acts, and HIV/AIDS. The core problem
appears to be drug abuse. Another 15 percent of youth are at high risk. Failure to

resolve these problems has been estimated to cost $240 billion in lost lifetime earn-

ings fix)m each year's class of school dropouts. Social costs are measurable in terms

of the pain, grief, stress, and personal loss of those families and neighborhoods im-

pacted by the problem.
Yet there are clear gaps in funding for strategies to reach

mviltiple problem youth
and for the more difnci5t-to-reach-abuser such as among those that are homeless,
in the criminal justice system and are mentally ill. Furthermore, although there is

an ongoing effort to disseminate NIDA research findings through SAMHSA and the

National Association of State Alcohol and Drug Abuse Directors, the vast majority
of practitioners are not availing themselves of this information.

Question. What prevention initiatives are planned for 1994?
Answer. NIDA has recently completed a 5-year planning process to identify re-

search needs and opportunities. The following prevention initiatives are reflected in

that plan.
A. Prevention Intervention Research for Adolescents at Risk of Multiple Health

and Behavioral Problems. The purpose of this controlled research is to test mvdtiple

ereventive
interventions in 22 matched sites over a 5 to 10 year period targeted to

oth general and high-risk populations focusing on families, urban settings, minor-

ity group needs, and youth violence.

B. Preventive Intervention of Childhood Developmental Risks to Drug Use and
Abuse. The proposed research, based on basic research studies on vulnerability to

and etiology of drug abuse, would test combined cognitive-behavioral preventive
interventions to improve parent practices and children's social competence. Goals in-

clude development of a research program of basic studies to test a variety of child-

parent models to prevent aggressiveness and associated problem behaviors.

C. Drug Abuse Prevention Research for Culturally Diverse Groups. The proposed
research would expand the development and testing of drug abuse prevention strat-

egies for racial/ethnic minority groups. Given the disproportionate impact of drug
abuse on ethnic minority communities, the health and economic loss associated with
substance abuse is significant for ethnic minorities. While some drug abuse preven-
tion programs are effectively reaching ethnic minority groups, substantial research
is needed to design, develop, and test under controlled conditions, strategies that are

culturally competent and sensitive to the needs of ethnic minorities.

D. Prevention Clinical Trial of Comprehensive Strategies for Children, Youth, and
Ftunilies. The purpose of this research is to test the combined efficacy of the most

promising prevention interventions deUvered in the school, home, workplace and

commimity through randomized clinical trials in 11 matched communities over a 5

to 10 year period. Strategies would include preventive media campaigns, social re-

sistance training, parent education, smoking cessation models, student assistance

programs, neighborhood partnerships, and effective drug policies for the school, com-

munis, and workplace.
E. Community-Based Initiatives of Partner Notification to HIV-infected Drug

Users. Research would test new models or adaptation of existing models for com-

prehensive partner notification targeted to HIV infected drug users and their sexual
and/or neeme sharing partners. Exploratory studies would also address issues sur-

rounding the process ofHIV seropositivity disclosure and its consequences.
F. HIV ft-evention Research Centers. Estabhsh multidisciplinary centers (eth-

nography, epidemiology, £ind evtduation research) to focus on community-based eflB-

cacy studies related to the prevention of HTV infection in high-risk populations. In-

cluded in tiie program would be: examination of gender, race, and ethmcity and HIV
risk behavior differences and implications for interventions and the development of

methodological studies related to self reports about behavior change, secondary and

meta-analysis of existing data sets, and cost-benefit studies related to prevention.
G. Ecolo^es of Risk for Drug Use and HIV Transmission in Communities Under-

served by Risk Reduction Interventions. A program to investigate the spread of the
HTV epidemic via drug use related risk behaviors in small metropolitan areas and
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non-metropolitan areas and to assess multiple intervention strategies designed to

limit the spread of HTV in communities underserved by risk reduction interventions.

H. Determinants of Effective HTV Counseling: While a number of PHS compo-
nents are supporting studies of HIV prevention that focus on outcomes, NIDA has
initiated a program to examine the determinants of effective HTV prevention, and
NIDA seeks to expand it in fiscal year 1994. The program is unique because it re-

quires grantees to develop studies that will significantly advance an understanding
of basic behavioral processes and theories that operate in HIV prevention. This will

ensure that scientific knowledge advances regardless of whether or not a specific
intervention has a usefvil outcome.

I. The Spread of Tuberculosis among Drug Users: TB has long been identified as

a prevalent condition among drug users, with large reservoirs of latent infection re-

ported. With the increase in multi-drug resistant strains of TB, NIDA has initiated

a program examining issues around early recognition of TB in drug users, initiation

of effective treatment and prophylaxis, and compUance with therapy. Grant applica-
tions are solicited that target behavioral, medical, and environmental factors rel-

evant to transmission and treatment, and development and testing of theory-based
prevention interventions targeting TB among drug users.

Question. What initiatives would you have to reduce in fiscal year 1994 because
of budget constraints?

Answer. Under the fiscal year 1994 request, NIDA would be unable to conduct
the fiill range of research described above. The number and type of controlled pre-
ventive trials would be curtailed. Prevention research that tests the efficacy of pro-

gr£ims under scientifically rigorous conditions and the support of a network of pre-
vention research centers requires a large sample of individuals, schools, and commu-
nities to permit adequate testing of research hypotheses and to assess the generahz-
ability of research findings. As a result, prevention intervention research frequently

requires annual costs of $500,000 or more per project. Development and initiation

of prevention trials and the expansion of the prevention research centers program
focused specifically upon the needs of culturally diverse populations would be
slowed.

Question. What prevention initiatives would go unfunded because of a lack re-

sources?
Answer. Of the projects described above, only project C, targeting ethnic minority

communities, could be started under the fiscal year 1994 request.

Question. What cUnical trials are you presently supporting or would you support
in 1994 that focus upon disease prevention?
Answer. Preventive clinical trials research is just beginning at NIDA. Examples

of such projects include assessment of preventive interventions for multiple problem
behavior youth (project A above) and clinical trials to test the efficacy of comprehen-
sive drug abuse prevention strategies for youth, families, and communities (project
D above). These projects covild not be adequately implemented under the fiscal year
1994 budget request.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efibrts?

Answer. The value of basic research is the formation of new knowledge as to how
biologic and psychological systems function and which factors and or conditions can
lead to dysfunctionality. This data is important because it leads to new scientific

insights liiat have relevance for the design of more effective prevention (and treat-

ment) strategies. However, basic research alone can not lead to practical scientific

solutions to long-standing social and economic problems, such as drug abuse without
a comparable investment in research to translate basic findings into testable re-

search hypotheses that can be explored through well-grounded preventive interven-

tion clinical trials which bring basic research knowledge to bear upon those commu-
nities at greatest risk for drug abuse problems and consequences.

In addition to basic research in biomedical areas, such as molecxxlar biology, basic

research in behavioral areas has a role in prevention efforts. Advances made
through basic research in core areas of psychology, such as cognitive processing, per-

ceptual processes, interpersonal attraction, and learning, can suggest applications to

health prevention. For example, what factors enhance the salience of specific health

related stimuli or messages (perception and cognition studies)? What factors deter-

mine the acceptance of a health care worker deUvering a prevention message (inter-

personal attraction)? Under what conditions might repetition of a health message
be an unnecessary expenditure of efforts (learning)?
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NEW AND INNOVATIVE RESEARCH PANEL QUESTION

Question. What are some of the most promising research projects now being fund-

ed by your Institute?

Answer. NIDA conducts and supports over 1,000 individual research projects. The

following are but a few examples of the most promising areas of research that are

being investigated.
—Characterizing the cocaine receptor. Scientists at ARC have isolated and cloned

the receptor tor the dopamine transporter. The transporter also binds cocaine,

Sarticularly

in areas where cocaine is known to act.

[itric oxide acts as a neurotransmitter. NIDA investigators have discovered

that gaseous nitric oxide is formed by nevirons and may act as a

neurotransmitter. In excess, the gas may be responsible for the neurotoxic ac-

tions of certain drugs while at normal physiological levels it may play a role

in learning and memory.—Naturally occurring ligand for the cannabinoid receptor identified. Studies by
NIDA researchers inmcate tiiat anandamide, an arachidonic acid derivative,

may be a natural ligand for the cannabinoid receptor. Anandamide inhibits the

specific binding of a radiolabeled cannabinoid probe to brain membranes, indi-

cating that anandamide displaces cannabinoid trom. its receptor.—^Delta receptor cloned. The first opiate receptor gene has been identified and
cloned. This finding should lead to a better understanding of the role of recep-
tors in brain fiinction and how receptors change during drug dependence. It

may also lead to the development of new therapeutic medications.
—Methadone treatment can reduce spread of aids. Methadone treatment can re-

duce spread of AIDS in chronic IDUs. Those out-of-treatment had significantly

greater drug use, engaged in more high-risk AIDS behavior, and had higher im-

tial seropositivity rates and conversion rates. This emphasizes the importance
of attracting drug abusers into treatment and devising strategies to keep them
there for an optimum period of time as the best means for preventing the

spread of HIV infection in this population.—^Unsafe practices associated with drug use. Not-in-treatment IDUs exposed to

behavior change strttegies significantly reduced frequency of drug injecting, use

of "shooting galleries, and sharing of needles. Those who continue to inject

drugs increased use of disinfectants. Twenty-five percent of IDUs contacted en-

rolled in drug treatment programs. Forty-three percent of these had never be-

fore entered treatment despite an average of 11 years of IV drug use.
—Modulation of cell mediated immune fiinction by opiates. Morphine and cocaine

markedly increased the replication in HIV in cocultures of numan peripheral
white blood cells. Naloxone (an opiate antagonist) was found capable of opposing
the effects of both cocaine and morphine.—Cocaine and alcohol make a dangerous mixture. A novel metabolite,

cocaethylene, is formed from cocaine in the presence of alcohol. This compound
is as potent as cocaine at the dopamine transporter site; thus it has strong

pharmacologic activity of its own. These findings imply that effects of cocaine

are likely to be potentiated by alcohol.
—Conditioned behavioral response in cocaine-dependent persons. Conditioned re-

sponses of drug craving and arousal can occur in cocaine-dependent persons

subjected to surroundings or materials associated with previous cocaine use.

Understan{^g the molecular events underlving these cocaine-elicited condi-

tioned responses of arousal and craving could prove highly rewarding in the

search for medications and other therapies to treat cocaine addiction.—Clinical tri^s are leading to new treatments. Buprenorphine, a partial opiate

agonist, is being evaluated in over 600 patients for safety, efficacy and optimal
dose for treating heroin addiction. Several medications have been found that

may be useful for treating cocaine and heroin addiction. The antidepressant

desipramine effectively reduced cocaine abuse in two studies, while amantadine
reduced cocaine abuse in methadone-maintained cocaine abusers.—Paternal drug abuse and its efiects on offspring. Opiates given to male animals
before they reach puberty delay sexual maturation and effect development of

subsequent male progeny. These findings are important as they show long-term,
selective and gender-specific effects on endocrine fiinction in offspring following

paternal ding use.—^Adolescent avoidance of drug use. Based on data from 3,000 secondary school

students, perceived harmfulness of drugs was more powerful in discouraging
general drug use than were reasons such as possible addiction, punishment, or

disappointing one's parents. These observations provide important guidelines
for oesigning prevention and education programs for teenagers.
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—Comprehensive strategy reduces alcohol, marijuana, and cocaine use. Mid-
western Prevention Program (4-yr foUowup) indicates that incorporating the in-

dividual, family, peers, schools, communities and workplace in prevention strat-

egy reduces use of cigarettes, alcohol, marijuana, and cocaine among adoles-

cents. Reductions of 25 percent in smoking, 20 percent in drinking, and 30
per-

cent in marijuana use were seen. Non-program participants were more tnan
twice as likely to have used cocaine in the past month as program participants.—Choosing the best methadone dose. In a study of 50-mg and 20-mg methadone

doses, treatment retention and success were directly related to dose. The higher
dose had cleaner urines and 63 percent retention in treatment, as compared to

48 percent on the lower dose. Also the treatment success rate of methadone
maintained patients has been shown to be greatly enhanced with the addition

of medical services, social work assistance, family therapy and employment
counseling and job training.

Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for these research projects be reduced

as a result of this budget.
Answer. Research in the areas described above will continue under the fiscal year

1994 budget request; howevei', costs for each project would be held to the fiscal year
1993 costs, wiui no increases provided for inflation. This will slow the pace of re-

search in these select areas.

HARKIN-HATFIELD TRUST FUND IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfisld Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the

Institute-3 and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, and in terms of the long-term benefits to scientific research

in yovir area?
Answer. If NIH were to receive a $5 billion increase, and if these funds were

made available incrementally over a three year period, the fiscal year 1994 funding
level for NIDA would be $463.1 million—or 14 percent greater than the fiscal year
1994 request. This amount would enable NIDA to begin implementation of many of

the initiatives outlined in the fiscal year 1994 bypass budget request, which totaled

$504.8 million. NIDA would be able to award 244 research project grants for a suc-

cess rate of 26 percent.
The following are among the initiatives that could be funded with this increase.

Neuroscience. Investigation of the addictive disorders fi"om the standpoint of the

physiological events that occur in the brain may hold the key to understanding the

onset and maintenance of addiction. NIDA would be able to support new centers de-

voted to the clinical neurosciences and in addition provide for needed brain imaging
technology devoted to the study of drug abuse and addiction.

Maternal/fetal effects. Knowledge gained fi-om recent animal studies provides the

opportunity to examine the efferts of drug-specific fetal exposure on the develop-
ment of tiie neuroendocrine, cardiovascular, immune, end other physiological sys-
tems. The increase would provide for a significant increase in project grants that

address these problems and for new clinical cooperative agreements to test new
treatment strategies.
AIDS. The drug abuse prevention and treatment context offers the

oppoi-tunil^
for

interventions aimed not only at drug use, but also directly ai. prevention of HTv in-

fection. The increase would allow NIDA to significantly expand programs specifically

targeted toward women, minorities, and other high-risk groups.
Medications development. NIDA scientists nave cloned the cocaine receptor in the

brain, and this provides a unique opportunity for developing antagonists to cocaine's

euphoric effects. The development and use of such medications should greatly im-

prove the outcome of cocaine addicts seeking treatment. NIDA would be able to ex-

pand its pharmacological research capabilities and establish a nationwide network
of clinical sites where new medications can be tested.

•Treatment research. The increase would allow NIDA to begin a new behavioral

therapeutics initiative which would expand the program of clinical trials to test the

efficacy of new therapeutic interventions and to identify patients in whom these

techniques sire most efficacious. The increase would also provide the opportunity to

expand research into treatment effectiveness through project grants that investigate
the impact of treatment environment, organization structure, and operation on cli-

ent outcome.
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Prevention research. The increase would support studies of the factors underlying
vulnerability to drug abuse in order to construct risk profiles and instruments for

early identification and to identify escalation of drug aouse once initiation and low
level expos\ire occurs. Research would also be conducted at the community level to

develop methodology to assess the relationships between various indices of drug
abuse within a community.

Questions Submitted by Senator Gorton

criterion for funding

Question. Given our limited budget on biomedical research, the appropriations

process becomes an annual rationing of limited funds for unlimited needs to fight
diseases and illnesses in society. The painful task of allocating scarce biomedical re-

search dollars is accompUshed each year with remarkable success by the chairman
and ranking member, m order to make that process less difficvilt, Senator Gorton

successfully offered an amendment to tha NIH Kevitalization Act which provided for

a studv by the Institute of Medicine. That study would result in recommended cri-

teria for Members of Confess to use to assist them in making decisions on bio-

medical research funding. The criteria included the following:

(A) The populations affected by, or potentially affected by diseases and conditions

that are tM^ets for research;
(B) The incidence and prevalence rates of diseases and conditions;

(C) Mortality rates of tne diseases and conditions;
(D) Rates of morbidity, impairment disability, and health status and functional

outcomes of the diseases and conditions;
(E) The economic burden of the diseases and conditions including past and pro-

jected expenditures on diagnosis and treatment;
(F) Other economic and social burdens; and
(G) Potential for medical research on specific diseases to assist basic research ef-

forts.

Are such criteria necessary in your opinion?
Answer. Yes, it is necessary to have generally accepted criteria when making the

difficult decisions regarding the distribution of limited Federal funds for biomedical
research. The criteria suggested by Senator Gorton are among the many factors to

be considered when making biomedical research funding decisions, but they should
not be the only criteria for funding.

Question. Comment on whether these criteria would be useful in assisting us in

making better decisions?

Answer. The criteria and kinds of information identified by Senator Gorton are
useful in making better funding decisions. Yet it is extremely important to under-
stand that basic research is, by definition, not focussed on a particular developmen-
tal effort with readily apparent potential benefits, and findings from basic research
often have unanticipated implications for other fields of study. Although such re-

search is absolutely critical to the development of future applications, criteria for

justifying it are hard to define. Question. What suggestions do you have to improve
the listen criteria?

Answer. A key criterion to be considered in making biomedical research funding
decisions is the state-of-the science, particvilarly technology and opportunities for fii-

tvu-e research in a particular area oi study. Consideration also needs to be given to

identifying areas where relatively small funding increases could
produce relatively

large improvements in patient care potentially resulting in reduced health care

costs. Another important criterion for detennining Federal support for research is

the availability (or lack) of funding fi-om other sources, including industry. Though
only about 4

percent of the Federal budget for drug abuse control is spent on drug
abuse research and the development of new treatments and prevention efforts, these
funds account for nearly 90 percent of all drug abuse research in this country. In-

dustry fimding for ding abuse research is less than 0.1 percent of the total research
investment.

Question. Is it possible to publicize and circulate this information on a regular
basis before m£iking appropriations decisions?

Answer. Data related to Senator Gorton's criteria are generally available from
various sources and could be compiled for Congressional use. Information about the

state-of-the science and research opportunities in a wide range of a:"eas is included
in various planning and budget documents currentiy available.

Question. What do you think the impact of a systematic use of such criteria would
be on the biom^cal research nerformed at individual institutes?
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Answer. Unless the criteria were modified to include additional factors there
would be a detrimental impact on biomedical research. This is particularly true in

the case of basic research where it is not always clear fi'om the start what impact
the research will have and how it will provide knowledge benefiting other areas and
diseases. For example, research on retroviruses was conducted for almost 20 years
before the AIDS epidemic. Without this foundation of basic research, our under-

standing of HIV and AIDS would be in its infancy.

National Institute of Nursing Research

Questions Submitted by the Subcommittee

Prevention and Medical Research

Question. America wiU spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—pubhcly and

privately funded research will account for only two percent of the total, and
preven-

tion activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reauce
our health care costs, improve our competitiveness, and improve the quality of life

for million of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. NCNR's Health Promotion and Disease Prevention Program focuses on

behavioral, physiological, and environmental factors that prevent disease and pro-
mote health across the human life span. Special emphasis is placed on populations
most vulnerable for risk of illness and disability, such as

minority
and ethnic

groups, women, children and adolescents, older people, and physically challenged
persons.

Specific examples of health promotion and disease prevention investigations are
as follows:

Low Birth Weight. Low birth weight infants are 40 times more likely to die dur-

ing their first month of life and 2 to 3 times more Ukely to suffer fi'om chronic dis-

abling conditions, such as blindness, mental retardation, and deafness. The care

f)rovided

in neonatal intensive care units is critical to their survival, prevention of

ife threatening complications and development of chronic disabling conditions. Spe-
cifically, characterization of the individual differences in sucking behavior among in-

fants may permit early identification of impaired infants and assessment of their

neurological development and ability to adjust to their environment, thus allowing
for early intervention and prevention of

complications.
An NINR grantee has dem-

onstrated that tracings of sucking patterns illustrate the organizational differences

between preterm ana full-term infants. This information will lead to the develop-
ment of a clinical tool to assess the level of neurobehavioral maturation in the
neonatal period, identify impaired infants in need of intervention, and measure out-

comes of the interventions. Additionally, the NINR, the National Institute of Child
Health and Human Development, the Office of Minority Research Programs and the
District of Columbia are collaborating on a new major interdisciplinary initiative.

This collaboration will result in the development of scientifically based, coordinated
and integrated intervention programs aimed at reducing infant morbidity and mor-

tality in the District of Columbia. Intervention strategies developed will encompass
the reproductive life-span fi"om the preconceptual to postpartum period.

Children and Adolescents. Important risk factors for chronic disease in later years
begin in health-compromising behaviors that begin in childhood and adolescence.
NINR supports three exploratory centers to investigate health-risk behaviors, strat-

egies for their prevention, and promotion of healthy behaviors in adolescents. These
centers, located at the University of Kentucky, the University of Texas Health
Science Center, and the University of Michigan, are conducting pilot studies on to-

bacco and alcohol use, the effect of zinc deficiency on teen pregnancy, diet and exer-

cise modulation, oral health, and sexual activity. Study populations are drawn fi-om

diverse racial and socioeconomic backgrounds.
Prenatal Care and Health in Pregnancy. NINR is supporting a number of inves-

tigators to design and test maternal support interventions, critical to pregnancy out-

comes. These studies will determine the effects of the interventions on maternal
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health and behaviors, on birth weight and other pregnancy outcomes, and on recov-

ery from pregnancy and delivery.

Preliminary findings are avmlable from a study of low-income African-American
women. These findings indicate a 44 percent reduction in the number of women de-

livering low birth weight babies after receiving prenatal care, coupled with phone
calls from nurses who taught them to be alert for earlv signs of premature labor.

The assessments for danger signs and advice provided by the inexpensive phone
calls appeared to make a difference, since without them, a higher nvunber of women
that received prenatal care alone gave birth to low birth weight babies.

Women's Health at Midlife. To improve the health and well-being of women at

midlife investigations are being conducted by NINR supported researchers. Hor-
monal changes that precipitate disease conditions are responsible for loss of func-

tional ability in many midlife women. Studies are being carried out to determine
the physiological basis for such conditions and to develop interventions that allevi-

ate suffering and disability. Topics under investigation include symptoms related to

menstruation, complications oi hormoned imbalance, sleep disturbances in meno-

pause, decisions regarding estrogen replacement therapy, and correlations between

physical activity and bone mineral density. Nurse scientists, using a rat animal

model, examined the influence of ovarian hormones on gastrointestinal structure

and function. Findings revealed that estrogen replacement and dietary fiber

supplementation may nelp to alleviate the abdominal discomfort and constipation
often experienced by menopausal women.

Screening and Earlv Detection. NINR supports research aimed at the earlv detec-

tion of disease as a deterrent to serious long-term illness through the development
and testing of nursing interventions to increase use of screening tools and self-care

Practices.

A commumty-based nursing intervention to increase colorectal screening
as been tested in a group of socioeconomicsdly disadvantaged, poorly educated

white and African-American older adults. Nurse researchers found that when peers
were used as role models to explain and demonstrate the use of the kits, the rate

of returned kits increased significantly. An average of 88 percent of the intervention

group returned their tests, while only 52 percent of the tests were retiimed by the
control group. This study demonstrates an effective, community-based cancer

screening program developed specifically for socioeconomically disadvantaged peo-

ple.
Tuberculosis: Prevention and Adherence. NINR established a program of research

concerning tuberculosis prevention, adherence and education in fiscal year 1993.

This program builds on existing clinical and population-based studies which focus

on acmerence to therapies, prevention of transmission of disease, and educational
interventions for both vulnerable patient and

professional populations at risk for

multidrug-resistant tuberculosis. Examples of tne studies include but are not lim-

ited to: the development of innovative educational strategies using biological and be-

havioral outcome measures to reach populations with high disease prevalence and
the development and testing of strategies which enable health professionals to tar-

get efforts to address personal, social or cultural barriers to adherence.

Question. What cost savings does this research provide?
Answer. Several NINR supported prevention research projects have demonstrated

cost savings potential through the development of alternative methods of care deliv-

ery and approaches to early hospital discharge. These research projects include: (1)

Transitionsd home follow-up care (THFC) is an effective, high quality model of care

delivery found to significantiy reduce hospital costs through early discharge and
fewer re-hospitalizations. Additionally, studies testing this model of preventive nurs-

ing care have demonstrated unproved health outcomes and greater patient satisfac-

tion with their care. THFC is more than a simple plan of nursing care, it is a com-

prehensive program of planned early hospital discharge and preventive home follow-

up care by clinical nurse specialists. More specifically, the program includes individ-

ualized discharge plans, scheduled home visits, and telephone contact with patient
and families by nurses in advanced practice who are clinical experts in a nursing
specialty, such as gerontology and women's health. Findings indicate a health care
cost savings of 29 percent for women with cesarean births; 38 percent for childbear-

ing women with diabetes and their infants; and 6 percent for women with

hysterectomies. All three groups were discharged early, received home
follow-up

care, evidence improved health outcomes, and expressed greater satisfaction witn
their care. The potential for saving costs without compromising quality of care are

implicit in this encouraging study. (2) A community-based intervention has helped
reduce the risk of low birth weight infants for low-income Afiiican-American women.
Preliminary findings indicate only 6.7 percent of women delivered low birth weight
babies after receiving prenatal care, coupled with phone calls from nurses who
taught them to be alert for signs of early premature labor. The assessments for dan-
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ger signs and advice provided by the inexpensive phone calls appeared to make a
difference, since without them, a higher number of women that received prenatal
care alone, about 12 percent, gave birth to low birth weight babies. (3) A group of

socioeconomically disadvantaged, poorly educated older adults, both African-Amer-
ican and white were the focus of a study to develop an effective intervention to in-

crease use of colorectal cancer screening. They typically could not understand the
kit directions and tended not to use Siem. The study demonstrated that when
trained peers in the community were used as role models, the commvmication bar-
rier was broken, and 88 percent of the screening kits where returned. With the con-
trol groups only 52 percent of the kits were returned. This is an important factor

when you think in terms of early cancer screening and understand that every $1
spent in prevention will realize $8 in savings later.

Question. What prevention initiatives are planned for 1994?
Answer. NINR will continue to support its ongoing Health Promotion and Disease

Prevention F*rogram and would like to enhance this program through the estabUsh-
ment of several new prevention initiatives. These include: (1) Through a program
announcement, "Community Interventions in Adolescent Health Promotion an ini-

tiative is planned to develop and test family, school and community strategies for

adopting and maintaining health-promoting behaviors among youth in traditional

health care settings such as emergency facilities, school-based clinics, and medical
offices. Additionally, this initiative will focus on the development and testing of al-

ternative health promotion models and outreach strategies in urban and rural set-

tings such as youth-serving community agencies, shelters for runaways and the

homeless, malls, churches, and youth-emplojang worksites. (2) NINR and the Na-
tional Institute on Aging with the Office of Research on Women's Health will be ini-

tiating a multicenter, single-protocol, prospective epidemiological study of the natu-
ral history of menopause and the decline of ovarian function in women. (3) NINR
will issue an RFA aimed at research proposals which will focus on increasing our

understanding of the populations served by community nursing practices, the com-

monly occvuring health problems and their solutions, the extent of integration of ad-
vanced nursing practice, and the influence of these nursing practices on health out-

comes and costs of care. (4) Enhancement of the preliminary NINR supported inves-

tigations on nursing interventions for HIV infected individuals and their caregivers
will focxis on topics of prevention of transmission in special interest populations such
as women of childbearing age, sexually active young adults, and minorities. (5) En-
hancement of the tuberculosis initiative is planned for fiscal year 1994 with special

emphasis on prevention, adherence and compliance.
Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. Funding for NINR's Disease Prevention Program will be funded at ap-
proximately the same level as fiscal year 1993. This will allow the enhancement of
the HIV infection initiative with special emphasis on the prevention of transmission
in special interest populations such as women of childbeeiring age, sexually active

young adults, and minorities and the enhancement of the Uiberculosis initiative

aimed at prevention, adherence and compliance issues.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The prevention initiatives are considered a critical focus for the NINR,

however, some of the activities described above may have to be reduced in scope or

postponed.
Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. NINR along with the National Eye Institute and the National Institute

of Child Health and Human Development, will participate in a cooperative agree-
ment (Supplemental Therapeutic Oxygen for Prethreshold Retinopathy of

Prematurity) to conduct clinical trials in a large university setting to identify and
test interventional strategies that can be used to prevent retinopathy of prematurity
(ROP). ROP is a severe vasoproliferative vitreoretinopathy that lesuJts in vision loss

for life among infants bom prematurally. This trial will hopefully identify a strategy
to decrease the number of infants suffering with loss of vision in one or both eyes.

Question. What role does basic research, such as molecular biology play in the de-

velopment of disease prevention efforts?

Answer. The foUowing examples of clinical problems to illustrate how changes in

behavior for the purpose of disease prevention can be promoted by using biological
science emd molecular

biologj^.
This information is in concert with the Strategic Plan

of NINR and components of the first objective of the NIH Strategic Plan, Critical

Science and Technology.
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—^Problem area—Prevention of poor pregnancy outcomes—Inta"auterine growth re-

tardation is an important cause of perinatal mortality and morbidity, and in-

fants with this disorder have a greater risk of handicaps in later childhood. Bio-

chemical analysis of the bmlding blocks of protein composition in umbilical fluid

during fetal growth and development may provide important information in the

iden^cation of modifiable factors.—Problem area—Promotion of childhood health—Predisposition for the develop-
ment of certain types of colon cancers can now be assessed by genetic markers.

Knowledge of potential disease in children may promote a life long health diet

high in fiber and grains while low in satxu-ated fat, refined sugar and choles-

terol.—Problem area—Chronic illness—One such chronic illness is chronic obstructive

pulmonary disease (COPD). A missing enzyme is now known to predispose indi-

viduals to the development of COPD. COPD is a debihtatin^ lung disease cur-

taUing quality of life due to severe shortness of breath. Genetic tests to diagnose
this enzyme could be done in childhood. With instruction, adolescents with the

missing enzyme would learn of tiie added risk of smoking in the development
of this chronic illness.

Question. What are some of the most promising research projects now being fund-

ed by your Institute? Answer. Several areas of NINR supported nursing research

hold great promise for improving the health and well being'of the American people,

particularly minorities and other undeserved populations. These areas include: com-

munity-based nursing interventions such as transitional home follow-up care; symp-
tom management in Alzheimer's disease and related dementias; and low birth

weight prevention and neonatal nursing care.

TRANSITIONAL HOME FOLLOW-UP CARE

National efforts to control health-care costs have resulted in the development of

alternative methods of care delivery and approaches to early hospital discharge.
Older adults are a high risk pomilation for inappropriate and costiy placement after

hospitalization without a cooroinated approach to their unique care requirements.
These requirements include fi"equent, costiy movement among home, hospital, and

nursing homes. Transitional home follow-up care (THFC) is one such coordinated

approach.
THFC is an effective, high quality model of care delivery found to significantiy

reduce hospital costs throum early discharge and fewer rehospitalizations. Addition-

ally, studies testing the THFC model have demonstrated improved health outcomes
and greater patient satisfaction with their care. THFC is more than a simple plan
of nursing care, it is a comprehensive program of planned early hospital discharge
and home follow-up care by clinical nvirse specialists. More specifically, the program
includes care by clinical nurse specialists. More specifically, the program includes

individualized discharge plans, scheduled home visits, and telephone contact with

patient and families by nurses in advanced practice who are clinical experts in a

nvu^ing specialty, such as gerontolo^. It has been tested with women having ab-

dominal hysterectomies, resulting in iewer post operative women having abdominal

hysterectomies, resulting in fewer postoperative acute-care visits and a 6 percent re-

duction in healtii care costs; those who are hospitalized for compUcations of preg-

nancy; older adults hospitalized with medical and surgical conditions; and with chil-

dren.
Health care is increasingly moving fi-om the hospital to the community. Nowhere

is this more true than in the rural setting. Community-based nursing practices in

the form of community nursing centers provide cHnical care to clients of all ages
in settings that are readily accessible. This care includes basic health care services,

physical examinations and routine check-ups, ambvilatory and outpatient care, im-
munization and infiision therapy, home care to acute, chronically and terminally ill,

as well as respite care. Studies of transitional home follow-up care for other popu-
lations and clinical conditions should be conducted to determine the full clinical util-

ity and cost effectiveness of this interventional strategy. Study could be expanded
to include transitions among home, hospital, nursing homes, and other health care

settings. NINE is prepared to expand the study of this program to community based
care where both quality of care issues and cost factors are crucial.

SYMPTOM MANAGEMENT IN ALZHEIMER'S DISEASE AND RELATED DEMENTIAS

The NINR is prepared to mount a significant effort in the area of symptom man-
agement for patients with Alzheimer's disease and their families. Every year, Alz-

heimer's disease robs many thousands of people of their memory and, eventually,
their ability to lead independent lives. More than 70 percent of Alzheimer's patients
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will eventually live in expensive nursing homes, away from family and friends.

Nursing research is addressing these issues by developing wavs to maintain pa-
tients' mental functioning to the extent possible and deal with the behavioral prob-
lems.

In collaboration with the National Institute on Aging, the NCNR has supported
preliminary investigations and has a good basis for further studies in the manage-
ment of problem behaviors. These symptoms may include wandering; disturbed

sleep; agitation; feeding, dressing, and toileting behaviors; screaming, aggression,
and inappropriate sexual behavior. An example of ongoing resetirch includes a prom-
ising cognitive stimulation intervention which has oeen found to improve mental

funrtiomng in Alzheimer's patients' thinking and memory and improve the quality
of life for the family caregivers. This intervention is being compared with other
home-based and community-based interventions to determine the eflFects on the pa-
tient and the caregiver, as well as for gender and ethnic differences. The cost-effec-

tiveness of the interventions is also being addressed.
Estimates indicate that 4 million Americans presentiy suffer from Alzheimer's dis-

ease and related dementias. Although it may not yet be possible to prevent, treat,
or permanently alter the course of the underlying disease, interventions can be de-

veloped and systematically tested that reduce the patient's secondary symptoms and

preserve function. The focus on family caregivers is also crucial given the physical,
emotional, and financial costs. Research is needed to address this important health
care problem.

LOW BIRTH WEIGHT: PREVENTION AND NEONATAL NURSING CARE

Low birth weight (LEW) remains a major public health concern and is a major
determinant of prenatal morbidity and mortality. Persistent problems

in poor preg-

nancy outcomes within racial/ethnic populations in the United States have been well

documented. Poor pregnancy outcomes such as maternal deaths and infant deaths,
low birth weight deliveries and others are found at a much higher rate among Afri-

can-Americans in the United States. Although many studies nave reported various
risk factors for low birth weight, our rates remain relatively unchanged. Racial dif-

ferences in low birth weight nave remained a perplexing concern for health policy

makers, researchers, and health care providers. Nurses can play a vital role in im-

proving the survival of infants through enhanced nursing practice based on re-

search.

NINR, the National Institute of Child Health and Human Development, the Office

of Minority Research Progrfuns and the District of Columbia are collaborating on
a new maior interdisciplinary initiative. This collaboration will result in the devel-

opment of scientifically based, coordinated and integrated intervention programs
aimed at reducing infant morbidity and mortality in the District of Columbia. Inter-

vention strategies developed will encompass the reproductive life-span from the

preconceptual to postpartum period.
The problem of access to nealth care particxilarly affects minorities, rural resi-

dents, and those with low incomes. NINR has addressed this access problem
through projects based in the community, targeting low-income African-American
women at nsk of delivering low birth weight babies. Preliminary findings indicate

a 44 percent reduction in uie number of women delivering low birth weight babies
after receiving prenatal care, coupled with phone calls from nurses who taught them
to be alert for early signs of premature labor. The assessments for danger signs and
advice provided by the inexpensive phone calls appeared to make a difference, since

without them, a higher number of women that received prenatal care alone gave
birth to low birth weight babies. NINR is prepared to initiate and support studies
that explore the roles of nurses and other health care providers in improving access
to care and improving the health of mothers and their infants.

Future research projects will include descriptive and analytic research to define
a woman's state of well being before she becomes pregnant. We need to evaluate
a woman's pregnancy within ttie contest of her reproductive history and her culture.

More insight is needed regarding the events that occur during a pregnancy which

may have an adverse affect on pregnancy outeome. Other factors to examine include

the interpretation of a poor pregnancy outoome within and across the different ra-

cial/ethnic groups and tiie cultiu-al issues that surround pregnancy
and the use of

the health care system. Nurses address this importent pubhc health concern from

early intervention preconceptually throughout the reproductive lifespan.
Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for these research projects be reduced
as a result of this budget?
Answer. The status of the select projects described above are as follows:
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Transitional home follow-up care.—^The preliminary work on this alternative

method of care delivery has been completed. However, the cost effective model has

provided the basis of two further studies, "Home Follow-up Care of High Risk In-

fants" and in a population of older adults. The application of this model to two wil-

nerable populations will continue in fiscal year 1994 as non-competing continuation

studies. Symptom Management in Alzheimer's Disease and Related Dementias: The

projects described above serve as the basis for promising scientific nursing research

that will be ongoing in fiscal year 1994 through individual research project grants.

Larger scale clinical trials, required to address home-based and community based
interventions to determine the effects on the patient and the caregiver, as well as

gender and ethnic differences and cost effectiveness of the interventions, will be

postponed to fiscal year 1995. In fiscal year 1995 an NINR and National Institute

of Aging RFA is planned for the initiation of large-scale trials based on the cvirrently

funded preliminary investigations.
Low Birth Weight.

—Prevention and Neonatal Nursing Care: The NINR supported
research on this major health concern will continue through individual research

project grants and the collaborative agreement with the National Institute of Child

Healtii and Hvunan Development, the Office of Minority Research Programs, and
the District of Columbia aimed at the development of scientifically based, multidisci-

plinary intervention programs to reduce infant mortality and morbidity in the Dis-

trict of Columbia. N&fR will support studies that explore the roles of nurses and
other health care providers in improving access to care and improving the health

of mothers and their infants in fiscal year 1994. In order to move past the identifica-

tion of risk factors of low birth weight, it is essential to initiate descriptive and ana-

lytic research to define a woman's state of well being before she becomes pregnant;
evaluate a woman's pregnancy within the context of her reproductive history and
her culture; and examine and interpret poor pregnancy outcomes within and across

the different racial/ethnic groups and the cultural issues that surround pregnancy
and the use of the health care system.

HARKIN-HATFIELD TRUST FUND IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the

Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

fimded, and in general, and in terms of the long-term benefits to scientific research

in your area?
Answer. An increase of 50 percent over the fiscal year 1994 President's Budget

would result in an additional $24.5 million for the NINR. This would provide a suc-

cess rate of 24.9 percent, which would bring the NINR in line with the NIH average
success of 21.6 percent. This increase would allow for 81 competing research project

grants to be fiinded. These RPG's wovdd focus on current priority areas of low birth

weight, HTV infection, long-term care requirements of older persons, symptom man-
agement with particular emphasis on acute pain in wilnerable populations, and
women's health issues. The NINR would also expand its initiative on health pro-
motion among children and adolescents, targeting three specific areas: children of

traditionally undeserved populations, the family in the context of behavior develop-
ment, and the interactions among individuals, families, and social systems. The
NINR would begin a program of research centers with areas of focus including
health promotion and disease prevention among children and adolescents, symptom
management, long-term care for older adults, and prevention and care of low birth

weight infants. Otiier research opportunities would include the initiation of a nurse
scientist awards program within the career development mechanism; the initiation

of a cooperative clinical trial program in prevention of low birth weight and inter-

ventions for the management of Alzheimer's Disease. This increase wovdd allow for

316 fiill-time training positions with stipend increases and provide resources to

enter into contractual agreements to respond to Congressional requests and collabo-

ration efforts with other Federal agencies. Additionally, this would allow the Intra-

mursd Research Program to enhance investigations in quality of life issues of vul-

nerable populations, such as those with chronic illness and symptom management
in older adults.
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National Center for Research Resources

Questions Submitted by the Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A vety small percent-

age of this total will be spent on research and prevention activities—publicly and

privately funded research will account for only two percent of the total, and preven-
tion activities accoimt for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. Some examples of areas of basic research on disease prevention funded

by the NCRR include:—Predictors of insulin dependent diabetes, severity in Alzheimer's disease, hip
fracture risk, and fetal alcohol syndrome; assessment of fasting on screening for

LDL cholesterol; cardiovascular risk factor assessment; risk lactors for sudden
infant death syndrome—^Detection and management of gestational diabetes; prevention of recurrent kid-

ney stones; management of recurring ventricular tachycardia—
^Early interventions for chronic pulmonary disease; dietary interventions for

large bowel polyps; dietary interventions in the elderly; interventions to reduce
both smoking among urban blacks and passive smoking in asthmatic children;

post menopausal estrogen progestin intervention; multicenter intervention trial

to prevent insulin dependent mabetes; hypertension—Survival analysis studies of renal transplantation.
Question. What cost savings does this research provide?
Answer. As a result of identifying risk factors for a disease or disorder, we can

prevent or minimize the impact of the disease or disorder which results not only
in cost savings for health care but also in healthier individuals who are more pro-
ductive economically and have a better quality of life.

Question. What prevention initiatives are planned for 1994?
Answer. The NCRR will support prevention initiatives in partnership with the

other funding components of NIH. In 1994, NCRR will be a partner in several areas

including development of an AIDS vaccine; identification of genetic abnormalities
which result in an array of cancers and neurologic and metaboUc disorders in order
to prevent or minimize the impact of those disorders; development of noninvasive

diagnostic techniques to allow earlier detection of abnormalities and reduce health
care costs; and definition of risk factors to prevent and arrest bone loss among both
men and women.

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?

Answer. For the most part, the NCRR is a partner with the other Institutes and
Centers in supporting prevention-related research. NCRR activity will, in genersd,
reflect the research activity across the NIH in 1994. In addition, the NCRR may
need to scale back its anticipated contribution to developing sensors, devices and

diagnostics designed for early detection and monitoring of^ diseases to reduce health
care costs.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. The NCRR will continue to fund its prevention initiatives, although re-

ductions in the level of prevention research supported by the other Institutes and
Centers may result from their reduced 1994 budgets, which may impact on the level

of NCRR
support.

Question. What clinical trials are you presentiy supporting or will you support in

1994 tiiat focus on disease prevention?
Answer. The examples of clinical intervention trials enumerated in the question

above, as well as others, focus on disease prevention.
Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?
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Answer. Basic research, such as molecular biology, will have dramatic effects on

all aspects of prevention: disease prediction, risk factor identification, screening and

detection of disease, and the intervention and management of the disease. Molecular

probes to detect minute substances in blood, urine, saliva, skin and breath will revo-

lutionize the practice of medicine. Engineered models derived from human cells and

tissues will allow detection of individu.als susceptible to diseases at very early

stages.

NEW AND INNOVATIVE RF.SEARCH

Question. What are some of the most promising projects now being funded by yovu-

Institute?

Answer. The following are some areas of promising research supported by the Na-

tional Center for Research Resources (NCRR):

MOLECULAR MEDICINE/GENE THERAPY

A rapidly emerging area of research at NCRR-supported General Clinical Re-

search Centers (GCRCs) is molecular medicine, including gene therapy. GCRC-
based investigators have been pivotal in the development of the technology for kid-

ney, Uver, bone marrow and heart transplants as well as that for several other or-

gans. The first liver transplant was performed in 1963 at the University of Colorado

GCRC. The co-recipient of the 1990 Nobel Prize in Medicine and Physiology, Dr. E.

Donnall Thomas, did some of his pioneering work in bone marrow transplantation

at the University of Washington's GCRC in Seattie. Now, with the advent of molecu-

lar medicine, the transplantation of individual genes, the ultimate in transplan-

tation, is beginning.
The first gene therapy experiments in the world were done in the NIH intramural

program to a patient with an immunological gene defect which had forced David,

the Bubble Boy, to live inside a plastic shield for years at the Houston's Texas Chil-

dren's Hospital GCRC. David's genetic defect was the same as that of two infants

who received gene therapy at the University of California at San Francisco recentiy.

Other forms of gene therapy are on tiie horizon as well.

The first definitive somatic gene therapy was carried out at the University of

Michigan GCRC where investigators devised a novel approach to deliver healthy,

working copies of the faulty gene to the affected patient's liver cells. Familial

hypercholesterolemia (FH) is an inherited disorder caused by an abnormality in the

LDL receptor, a Uver protein responsible for removing from the blood the "bad" form

of cholesterol which is associated with hardening and narrowing of the arteries and

increased risk of heart attacks and strokes, usually leading to early death. FH indi-

viduals in this study first undergo surgery to have a small piece of liver removed.

In a 'jpecial laboratory, the liver cells are exposed to a virus previously made harm-

less (a recombinant retrovirus) which carries into the cells the gene that produces
a normal LDL receptor. These genetically corrected cells are then injected into the

same patient and go to the liver. Previous experiments in an anim^ model of FH
indicated that this gene therapy approach should result in a substantial and sus-

tained reduction in blood cholesterol levels, and that is what has occurred in the

first treated patients. These studies are continuing at the GCRC at the University
of Pennsylvania.
Gene tiierapy for cystic fibrosis (CF) has now begvin or is about to begin at the

GCRCs at the University of Pennsylvania, Rockefeller University, Cornell Univer-

sity, the University of Nortii Carolina and the University of Iowa. Following the re-

cent identification by Dr. Francis Collins and coworkers of the gene whose defect

causes CF, the national network of GCRCs has allowed rapid translation from the

initial gene identification to studies now in CF patients to attempt to correct the

defect. The different GCRCs are testing different vectors (viral gene delivery sys-

tems) and different anatomical sites and schedules of delivery of the correcting gene.
Other gene therapy studies that have begun or are about to begin include therapy

for selected forms of cancer—one study inserts a gene dfrectiy into a tumor, and an-

other incorporates a gene-modified anti-tumor vaccine; Gaucher's disease; and se-

vere combined immune deficiency. Ultimately, gene therapy will be 8tu(^ed for a

myriad of diseases including hypertension, AIDS and Alzheimer's disease. In other

cases, faulty genes fail to maJte proteins needed for essential cellular functions.

Using modem molecular techniaues, GCRC-associated investigators have created

several bioengineered proteins which can be administered safely and effectively to

affected individuals.
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LONG-DISTANCE MICROSCOPY

In the first demonstration of its kind, scientists at a computer workstation in Chi-

cago scrutinized the three-dimensional structures of nerve cells that were sitting

1,700 miles away, under the high voltage electron microscope at the San Diego Mi-

croscopy and Imaging Resource (SDMIR). This long-distance operation of expensive
and scarce instrumentation is oart of a new concept in resovu-ce sharing known as
tile "distributed laboratory," wnich links together scientists and remote resources
via a high-speed communications network.
With only eight high-voltage electron microscopes available to U.S. biologists,

many researchers who could benefit fi"om these expensive resources are simply too

far away to have easy access. Compared with standard 100-kilovolt electron micro-

scopes, high-voltage microscopes can analyze specimens that are 50 times thicker
and can pick up extraordinary details.

Telemicroscopy promises to greatly expand accessibility to SDMIR's and other mi-

croscopes. Prior to a typical long-distance session, a scientist ships a specimen to

the microscope resource, where technicians mount the sample and focus the instru-

ment. By tapping into a high-speed communication network, researchers at the re-

mote station can pan across a digitized image of the sample, look for interesting fea-

tures, and use remote controls to make the microscope zoom in on particular areas
or obtain three-dimensional views.
Data links between SDMIR and the San Diego Supercomputer Center allow inves-

tigators to retrieve clear, three-dimensional animations of structures within a mat-
ter of minutes. This provides distant researchers with access not only to the micro-

scope but also to high-performance computing resources. Without the power of a

super-computer, processing such animations could take several days.
Still unaer development, the telemicroscopy setup now requires specialized com-

puters at the remote station, a skilled techmcian at SDMIR to focus the microscope,
and high-speed communication cables to link the two sites. Researchers are working
to develop new versions of telemicroscopy software that can run on less powerful
computers and that allow remote researchers to control the focus. Because of the
federal initiative to lay high-speed communications networks all over the country,
it should soon be easier to spread this capability to other researchers. Scientists are

also working on a personal computer version of the telemicroscopy software, which
should provide a tremendous payoff" in terms of increasing collaborative and service

use of these microscopes.

AIDS VACCINE DEVELOPMENT

Researchers at the New England Regional Primate Research Center have devel-

oped a vaccine that provides complete, long-term protection against simian

immunodeficiency virus or SIV which is responsible for a clinical syndrome indistin-

guishable fi-om human AIDS. The vaccine is based on a live simian AIDS virus that
has btjen weakened by genetic manipulation (gene deletion). The six rhesus monkeys
that were vaccinated have remained healthy for over three years, even after emo-
sure to var3ring doses of

wild-type, pathogenic SIV mora than a year ago. Earlier
SrV vaccines—either based on pieces (subunit) of the SIV or based on whole, killed

virus—have been unable to protect monkeys against challenge with different or
uncloned strains of SIV. This

type
of vaccine

approach, using attenuated HIV vac-

cines, may soon be tested in high-risk human volunteers, although extensive safety
testing may take a decade or more.

Although the promise of the attenuated, live-virus vaccine is great, there is a cer-

tain level of risk associated with this type of vaccine. This risk must be low enough
to justify the use of the vaccine. Scientists are now whittling away at other SIV and
HIV genes to further weaken the pathogenic potential of the viruses. Investigators
hope to obtain mutant viruses that can be used as effective, risk-fi-ee vaccines. The
ultimate goal is to develop a human vaccine that can be widely used for protection
against AIDS.

NEW AND INNOVATIVE RESEARCH

Question. What's the stetus of those select projects? How will the fiscal year 1994

budget impact on those projects? Will fiinding for these research projects be reduced
as a result of this budget?
Answer. These projects or ones similar to them are ongoing in 1993, and will be

continued in 1994. Because of their promise, the NCRR will make an effort to fund
them at appropriate levels, rather than reducing them. However, funds for other re-

search and resources may have to be reduced in order to fund these projects appro-
priately.
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HARKIN-HATFIELD TRUST FUND IMPACT

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the

Institutes and Centers at the NIH.
Could you briefly describe what would be the impact of that increase on yoxir In-

stitute's budget, in terms of success rate of grants, the kinds of new projects that

could be funded, and in general, and in terms of the long-term benefits to scientific

research in your tirea?

Answer. If the NCRR were provided with a 50 percent increase in fiscal year
1994, our research project grant success rate could be increased from 21 percent to

40 percent. In addition, our resource centers support would be substantially in-

creased to support the increased levels of research m the categoricsd Institutes. Re-

search would be expanded in molecular and gene therapies; multi-drug resistant tu-

berculosis; pediatric AIDS; development and characterization of appropriate re-

search models, including marine models; utilization of cryopreservation and

transgenic technologies; high performance computing and its interface with state-of-

the-art microscopies and imaging; and bioengineering and bioprocessing. In addi-

tion, support would be substantially increased for NCRR's science education pro-

grams, wr shared instrumentation, for enhancing the research infi-astructure of mi-

nority institutions, and for development of clinical researchers. The NCRR would
also initiate a newly authorized program for construction of extramural research fa-

cilities to begin to replace some of the deteriorating structures with state-of-the-art

facilities to house NIH-supported biomedical research.

fflGH PERFORMANCE COMPUTING AND COMMUNICATIONS

Question. The President's Budget for NIH for fiscal year 1994 contains a major
increment for high performance computing and communications. What is high per-
formance computing and communications? What will be done with the funds re-

quested in the 1994 proposed budget?
Answer. High performance computing and communications is a powerful, evolving

technology which allows computation of extremely large data sets in a very small
fraction of the time required by conventional computers. For example, the early

"supercomputers" require months to compute the structure of a cell membrane seg-
ment. The current generation of supercomputers requires only a few hours or days.
This is extremely important because technologies have advanced markedly and gen-
erate large data sets which must be analyzed quickly in order to take advantage
of the new technologies for protein structure, folding, and new drug design. Con-

sequently, high performance computing and communication is a truly enabhng tech-

nology.
The funds requested in the President's 1994 budget will be used to expand the

availability of resources to take advantage of the technologies that are computer in-

tensive and can be facilitated by this enabling technology. These resources will pro-
vide NIH-supported biomedical research scientists with access to and collaborative

assistance in the use of the most advanced computer technologies to solve important
problems. The fiinds will also be used to support selected research project grants
in the high performance computing area to extend the technology in new directions

to address scientific questions which, heretofore, could not be addressed.

Question. How does the NIH coordinate this important initiative (HPCC) among
its various programs?
Answer. Besides NCRR, three NIH components have HPCC programs at this

time: the National Library of Medicine (NLM), the Division of Computer Research
and Technology (DCRT), and the National Cancer Institute (NCI). Through an NIH
coordinator based in NLM, Dr. Donald Masys, each of these components regularly
reports their HPCC activities to the High Performance Computing, Communica-
tions, and Information Technology (HPCCIT) Subcommittee of the Federal Coordi-

nating Council on Science, Engineering, and Technology (FCCSET). Attendance at

the HPCCIT Subcommittee meetings includes representation fi-om NLM, NCRR,
DCRT, and NCI. The overall coordination of the HPCC FCCSET initiative across

all Federal Agencies is based within NLM as well through its Director, Dr. Donald

Lindberg.
Question. What specific high performance computing and communications centers

does the National Center for Research Resources support? How do they assist the
NIH research institutes?

Answer. The National Center for Research Resources supports four high perform-
ance computing resource centers:
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1. The Resource for Biomedical Supercomputing at the Pittsburgh Super Com-
puter Center, Pittsburgh, PA;

2. The Resource for Concurrent Biological Computing at the University of lUinois,

Urbana, IL;
3. The Resource for Theoretical Simulation of Biological Systems at Columbia

University, New York, NY; and
4. The Parallel Processing Resource for Biomedical Scientists at Cornell Univer-

sity, Ithaca, NY.
Support for a fifth center is planned for fiscal year 1993.

Through the technology research and development, collaborative research, and
service activities that are required for all NCRR resource centers the high perform-
ance computing resource centers assist other NIH research institutes by providing
NIH grantees access to HPC systems, specialized HPC software and algorithms, and
HPC training to facilitate and extend their research.

Question. How much are you requesting for tiiis program in 1994?
Answer. We are requesting $15.8 million for HPCC in 1994, an increase of $2.5

million above our projected fiscal year 1993 level.

Question. In your professional judgement, could NCRR use a greater proportion
of the 1994 NIH increase in this area?
Answer. In addition to support of centers addressing today's research needs, grant

programs are needed to expand the horizons of high performance computing appUca-
ticns in medicine and biology by addressing fundamental research problems in this

area. Additional funds would permit research project grant support in selected key
areas of biomedical research such as virtual reality, son; tissue medical imaging and
physiological modeUng where new computer concepts need to be developed to specifi-

cally address biomedical problems. Research in all of these areas involves manage-
ment £ind analysis of very large data sets, and high performance computer support
and communications links are essential in moving important activities such as med-
ical imaging and modeling towards real time analysis.

EXPERIMENTAL PROGRAM TO STRENGTHEN COMPETITIVE RESEARCH (EPSCOR)

Question. Last year the Committee's report criticized the Director of NIH for fail-

ure to use her discretionary funds to initiate an Experimental Program to Strength-
en

Competitive
Research or "EPSCoR" program. An appropriation of $1 million was

provided to direct NIH to establish this important program, to be modeled after the
successful National Science Foundation EPSCoR program.
The Committee also directed "that a portion of these funds be used to assist chiro-

practic schools and chiropractic medicine to strengthen their ability to compete for

research funding." Yet the Agency's January 22, 1993 Request for AppUcation (UFA)
for the NIH Institutional Development Award (IDeA) program fails to set aside a

portion of the appropriated funds for chiropractic schools and there is virtually no
mention of any special consideration for chiropractic appUcations—despite an ac-

knowledgement of the special Congressional intent attributed to chiropractic
schools.

Why hasn't NIH carried out the clear intent of the Congress and set aside a por-
tion of the fiinds appropriated for chiropractic schools and medicine under the agen-
cy's institutional development aw£U'd program?
Answer. NIH affirmatively responded to the directive regarding schools of chiro-

practic medicine by specifically encouraging these schools to apply for the program.
Nearly 40 percent of ^e Institutional Development Award appUcant pool are schools
of chiropractic medicine. All NIH awards must be competitively reviewed by an ini-

tial review group and by a second level of review carried out by our National Advi-

sory Research Ilesources Council. The initial review has not been completed, and no
funding decisions can be made prior to the second level of review in September.

Question. What specific steps will vou now take to direct a portion of the IDeA
funds for chiropractic schools for the bjdance of fiscal year 1993 and again, in fiscal

year 1994?
Answer. Because such a large proportion of the applicant pool included schools of

chiropractic medicine, we expect that at least some will compete successfiilly and
be funded in fiscal year 1993. No ftinds have been included in the request for fiscal

year 1994 for the IDeA program.
Question. In the report accompanying the fiscal year 1991

appropriations
bill for

NIH, this subcommittee, at my request, included language urging tne NIH to study
the feasibility of establishing a program at NIH that would improve research capa-
bilities in states that have historically received the smallest amounts of federal

funding.
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In April 1991, NIH submitted a report to the committee outlining a proposed plan
for acnieving tiiis purpose. The report called it the Institutional Development
Award, or iDeA program. Other agencies with similar programs call it the EPSCoR
program (Experimental ProCTam to Strengthen Competitive Research).
The report recommended $2 million in uie first year of operation for this program,

and $15 million for the second year. For fiscal year 1992, this subcommittee rec-

ommended spending $1 million out of the discretionary account, which discretion

was not exercised. For this fiscal year, conferees agreed on $750,000 for the program
and instructed that it be conducted by the National Center for Research Resources.

What is the status of this program?
Answer. The NCRR published a request for applications for the IDeA program in

January of 1993. We have received applications and they are undergoing review at

this time. We expect that the fall amount indicated by the conferees will be awarded
and approximatdy eight to ten awards will be made.

Question. Are any mnds for this program requested in the President's budget for

the upcoming fiscal year? (the budget 'justification" is not clear on this point.)

Answer. 1^ funds were requested in the President's budget for the upcoming fis-

cal year.

Question. What could be accomplished if the committee included $2 million for fis-

cal year 1994? What could be accomplished with the $15 million recommended by
the report for the second year?
Answer. Based on the experience gained during the first year, with $2 miUion

available, the program could add competitive support for existing programs and add
a few more for fiscal year 1994. If $15 million were available, the program could

initiate the second phase of the IDeA program to address more promising areas

identified during the planning phase of grantee institutions, as well as provide sup-

port for planning activities at additional institutions.

Question. How does this program, as it is being implemented, differ from the Aca-
demic Research Enhancement Award (AREA) program?
Answer. Academic Research Enhancement Awards (AREA) support small-scale re-

search projects conducted by faculty, in primarily baccalaureate degree-granting in-

stitutions. AREA grants are limited to a funding level of $75,000 over a 36-month

period for direct costs. The IDeA program is intended to enhance the research capa-

bility and capacity of institutions and make those institutions more competitive.

Question. One of the advantages of the EPSCoR approach over the AREA ap-

proach is that states which qualify for EPSCoR have state-wide committees that de-

termine the needs of the state for improving their research infi-astructure. Often,
these EPSCoR grants (fit)m other agencies, so far) fiind improvements that include

more than one university, since many research projects in these states involve col-

laboration by more than one institution. Another advantage to NIH of the EPSCoR
approach would be the development of a broad base of research scientists with ex-

pertise related to NIITs mission.
How will the IDeA program accomplish these goals that EPSCoR has accom-

plished in other agencies?
Answer. The IDeA program accomplishes EPSCoR goals by requiring each state

to determine its biomedical research priorities, submit one application per state, and

permit multi-institutional collaboration, if desired.

National Center for Human Genome Research

Questions Submitted by the Subcommittee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—pubhcly and

privately funded research will account for only two percent of the total, and
preven-

tion activities account for less than four percent of tne nation's health care tab.

This is despite the fact that health care professionals agree that research and
pre-

vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americtins. We cannot have a strong Nation and a strong economy
without a healthy population.
Given the tremenaous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?
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Answer. The entire research program of the National Center for Human Genome
Research should be considered to be research on disease prevention because preven-
tion will be one of the primary uses to which the information and technology devel-

oped by the Human Genome Project will be put. People differ in their genetic sus-

ceptibihty to specific diseases, including most of the common chronic diseases, such
as cancer, heart disease, and diabetes. Currently, we know relatively little about
how to determine such susceptibility, but the results of the Human Genome Project
will change that. Individual susceptibilities will be relatively easy to determine and
risk factors will be much more well-defined. Using this information, many ap-

proaches to prevention will be possible, such as alterations in life style or exposure
to environmental factors in recognition of individual susceptibility, or interventions

to actually change individual susceptibihty through gene therapy or drugs aimed at

cancelling the effect of genes that underUe increased susceptibility.
The efficacy of prevention strategies based on genetic information is founded on

the fact that early diagnosis can go a long way toward preventing or delaying ex-

pression of disease in many instances, and genetic diagnosis is the ultimate example
of early diagnosis. One clear example is the relationship between diet, the proper
use of insulin, and the onset of diabetes. Early intervention can prevent or delay
most of the sequelae of diabetes. Genetic diagnosis of susceptibihty to diabetes

would allow earlier intervention than is possible today.
Prevention based on genetic information is likely to be a highly effective approach

because strategies will be designed and effected on an individual basis instead of

a population-wide basis. The impact of such new prevention capability on reducing
disease burden and health care costs will be most significant for common diseeises,

such as cancer, cardiovascular disease, and diabetes because these are the ones
which impose the heaviest burden on the health care system. Another benefit, which
is perhaps not so obvious, is that genetic information will reveal that a significant
fraction of people who are

currently
considered to be at risk for serious disease, such

as breast cancer, because of family history, are actually not at risk because they
have not inherited the affected gene. This will also reduce costs because preventa-
tive measures currently employ^, such as prophylactic mastectomy in the case of

familial breast cancer, will be unnecessary for these individuals. It will also reduce
a great deal of individual suffering.

Question. What cost savings does this research provide?
Answer. The cost savings trom individual risk evaluation are diflBcult to calculate,

but could be large. One of the Human Genome
Project

will be a significant increase

in the information available to individuals and to their health care providers, allow-

ing them to focus on prevention and
early

detection of disease on an individual

basis. Preventative measures addressed to those who are known to be able to benefit

fit)m tiiem are much efficacious and more cost-effective than measures applied to

the population as a whole, only a small fi-action of whom will respond. Prevention
and

early
detection are key to cost-effective health care in the 21st century. They

will result not only in reduction of treatment and long-term care costs, but will also

have additional economic benefits in terms of reducing losses due to worker absence
and increased individual productivity.

Question. What prevention initiatives are planned for 1994?
Answer. In addition to continuation of ongoing prevention research, in fiscal yeau-

1994 the NCHGR wiU initiate a new intramural program with a strong focus in pre-
vention research. The intramural program will focus on identifying and isolating

genes associated with specific diseases, the development of diagnostic tests based on

genetic information, and gene therapy to correct genetic mutations before
they

are

expressed as disease. Thus tiie intramural program will take the new knowledge
gained fi-om extramural research and apply it directly to prevention of diseases in

which genetic factors
play

a significant role. The intramural program will emphasize
particiuarly diseases such as cancer and diabetes, which result from the interaction

of several genes as well as a number of environmental factors. These diseases pose
the greatest challenge for prevention as well as the greatest opportunity for cost

savings and for improving uie health of the American people. The high-risk nature
of this research makes it particularly suitable for the intramural program.

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?
Answer. The fiscal year 1994 President's budget request represents an increase

of $28,415,000 over the fiscal year 1993 estimate. Within this increase the NCHGR's
highest priority is the initiation of an intramural research program at a level of

$25,000,000, including $160,000 for research management and support of the new
program. Approximately fifty percent of the intramural research program will be de-

voted to prevention initiatives.
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Because of this high priority initiative, the NCHGR extramural grant portfolio re-

mains relatively constant between fiscal year 1993 and fiscal vear 1994.

Question. What prevention initiatives will go unfimded because of lack of re-

sources?
Answer. In fiscal year 1994, the NCHGR will support the highest priority preven-

tion areas within the President's budget request.

Question. What clinical trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. The National Center for Hvunan Genome Research does not support clini-

cal trials through the extramural program. Once the intramural researcn program
is established and begins research in the areas of disease gene detection,

diagnostics, and gene therapy, the clinical trials growing out of this basic research

will be appropriately considered prevention, i.e, gene therapy to prevent the expres-
sion of disease.

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. Basic research is critical to the development of effective disease preven-
tion strategies. The most effective prevention strategies will be those that are (1)

intelligently designed because they are based on a mndamental understanding of

the disease process and (2) targeted directly to informed at-risk individuals. The

knowledge that leads to the unaerstanding of human biology and disease processes

necessary to design prevention and control strategies has its roots in the insights

of basic research. The basic research embodied in the Human Genome Project is the

most cost-efficient and rapid way to develop the means to provide individuals with

the personal genetic information they need to make the informed decisions that will

allow them to take advantage of Hie prevention opportunities that will become avail-

able.

NEW AND INNOVATIVE RESEARCH

Question. What are some of the most promising research projects now being fiind-

ed by your Institute?

Mapping: In the past year, the most important advance in this area has been the

development of strategies and techniques for "whole genome" approaches, in which

maps are made of the entire genome at once. NCHGR presently fiinds two very

promising "whole genome" mapping projects, one at the University of Iowa and the

other at the Whitehead Institute. The keys to the success of this approach are the

further development of new technology and the implementation of highly automated

procedvu^s, which allow the mapping to become very efficient and cost-effective.

DNA Sequencing: The most exciting and promising project in this area is that at

Washington University in St. Loviis which, in collaboration with researchers in Cam-

bridge, U.K., is focused on determining the DNA sequence of the roundworm C.

elegans. The iinportance of this program is two-fold: 1) the project is aggressively

implementing efficiencies and new strategies to advance state-of-the-art technology
for faster data production at lower cost, and 2) the sequence of roundworm DNA
is providing a foundation of knowledge for identifying and understanding the func-

tion of many hxunan genes.
ELSI: Two areas of critical importance to the fixture of human genetics are being

funded by the ELSI program. One is the psychosocial impact of new genetic tests,

in which a coordinated set of research projects is studying patients' reactions to new
genetic tests in order to develop professional guidelines for their clinical use. Studies

of one specific situation—^testing for cystic fibrosis gene carriers—are now being

completed. The next generation of genetic tests—genetic risk assessments for com-
mon disorders like breast and colon cancer—are getting underway.
The second focuses on genetic stigmatization and discrimination. Studies of the

psychological and social factors that stigmatize genetic conditions and public policy
remedies for discrimination based of genetic information are under way. A specific

focus of several projects is the use of genetic information in life and disability insur-

ance underwriting.
Intramural Laboratory: The NCHGR has established an intramural research pro-

gram as a central focal point for human genetics research at the NIH. This program
has the broad mission of applying the products of the Hiunan Genome Project to-

wards the better understantnng of human genetic disease and the development of

gene therapy. It will also make the technolomes and knowledge generated by the

genome project immediately accessible to all NiH intramvu"al scientists. The enor-

mous potential of this initiative to the revitalization of the NIH intramural progrtun
is already apparent in the successful recruitment of several leading geneticists to

the NIH.



860

Question. What*s the status of those selected projects? How wUl the fiscal year
1994 budget impact on those prdects? Will funmng for these research projects be
reduced as a result of this budget?
Because these specific proj&cts have been identified as the highest priorities for

the NCHGR reseairch program, every attempt will be made to mnd them fiilly in
fiscal year 1994.

HARKIN-HATFIELD TRUST FUND IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated
into the health care reform package, some $5 billion a year would be

added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be
fimded, and in general, and in terms of the long-term benefits to scientific research
in vour area?
Answer. The National Center for Human Genome Research developed a budget

plan in fiscal year 1991 to accompany the scientific plan that was developed for me
first five years of the U.S. Human Grenome Project. This plan recommended a level

of $164,500,000 for fiscal year 1994. This level represents a 50 percent increase over
the fiscJal year 1994 President's budget request of $109,549,000 for the extramural
research program of the National Center for Human Genome Research.

Thus, a 50 percent increase in funding for NCHGR would allow the U.S. Human
Genome Program to proceed at the rate originally envisioned. It would also allow
the Human Genome Project to take advantage of the many new research opportuni-
ties created by the success of the project so far.

The NCHGrR is currently in the process of updating the goals for the next five

year period of the Human Genome Proiect, fiscal year 1994—fiscal year 1998. A
budget projection will again accompany the scientific plan.

Questions Submitted by Senator Hatfield

NCHGR intramural RESEARCH PROGRAM

Question. Dr. Healy, I understand from your testimony that you have undertaken
the development of an intramural program at the National Center for Human Ge-
nome Research. How will this new intramural program interface and coordinate
with the ongoing genetic research activities of the Institutes?
Answer. It is becoming increasingly clear that genes play a central role in human

health and although genetics research is a component of
virtually

all of the Insti-

tutes, Centers, and Divisions (ICDs) at the NIH, a coordinated efiort in himian mo-
lecular biology was missing. To address this issue the NIH Strategic Plan rec-

ommended we "place greater emphasis on human moleciilar

genetics [and]
* * * to create an intellectual and technological focus for fim-

damental genetics research at NIH." To meet this need, the NIH established the Di-
vision of Intramural Research within the National Center for Himian Genome Re-
search in fiscal year 1993.
The scientific research in the NCHGR intramural program will be based on the

use of maps and other products of the genome program to locate and isolate genes
of medical interest, to establish effective and reliable clinical diagnostic procedures,
to develop new diagnostic technologies, and to develop new approaches to therapy
and prevention.
The NCHGR program will become a focal point for collaboration with other intra-

mural hvunan genetics research efforts and will encourage the growth of genetics re-

search in other ICDs. As a resource for the NIH community, the NCHGR intra-
mural program will share its expertise by collaborating widely with other intra-
mural scientists and will provide a series of core facilities with expertise in

genotyping and analyzing large families as a basis for genetic mapping, in producing
radiation hybrid cell lines and performing chromosome microdissection, and to serve
as a clone repository and librsiry. These activities will enhance genetics research in

all the Institutes and will especially emphasize research on the mechanisms of the

many common but complex diseases, including diabetes, cancer, heart disease, hy-
pertension, arthritis, and Alzheimer's disease, in which genetic factors play an im-

portant role. The development of informatics technologies to share and allow access
to genome information will be another important aspect of collaborations with other
NIH components.
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The intramural program of the NCHGR, together with the research programs in

other ICDs, will provide the NIH with a iinique combination of capabilities, making
it an attractive place for recruiting new scientists, and establishing a stimulating
and productive research environment out of which will emerge new and cost-effec-

tive methods for improving human health.

FoGERTY International Center

Questions Submitted by the Subcommtitee

prevention and medical research

Question. America will spend more than $900 billion on health care in 1993, and
the vast majority of this will go towards treatment and care. A very small percent-
age of this total will be spent on research and prevention activities—pubhcly and

privately funded research will accovint for only two percent of the total, and
preven-

tion activities account for less than four percent of the nation's health care tab.

This is despite the fact that health care professionals agree that research and pre-

vention are a critical investment in America's future, an investment that will reduce
our health care costs, improve our competitiveness, and improve the quality of life

for millions of Americans. We cannot have a strong Nation and a strong economy
without a healtiiy population.
Given the tremendous opportunities that exist in prevention activities, can you

please provide us with some examples of basic research on disease prevention at

your Institute?

Answer. FIC's prevention activities span the biomedical sciences and include basic

and applied research as well as intervention studies and community-based pro-

grams. The following examples represent prevention activities supported by the FIG.
Researchers at the University

of Iowa, working with a Fogarty fellow fix)m the

University of Basel in Switzerland, have evaluated the relative efficacy of three

methods tor screening over 100 strains of Staphylococcus bacteria. Such methods of

"typing"
bacteria enable hospital pathologists to identify the potentisil for epidemic

outbreaks of infection. Two methods proved useful for identifjdng
over 95 percent

of the strains. Of these, the CHEF-E method (involving identifying patterns
of bac-

terial DNA fragments) proved to be easier to use, lower in cost, ana less time con-

suming. Thus, CHEF-E may become the new gold standard for screening strains

of staphylococcus
in outbreak investigations.

Children with Down's Syndrome have an abnormally high incidence of acute

myelogenous leukemia. Recently, a gene called the "Acute Myelogenous Leukemia
No. 1" (AMLl), has been located in a region of human chromosome known to be in-

volved in Down's Syndrome. A Fogarty Scholar is conducting research at the NIH
to determine the role of this gene in the malignant process, and information gained
from this study should lead to a rational basis for treatment and prevention of leu-

kemia associated with this disease.

Epidemiological studies have revealed that native Americtuis, including the in-

fants and children of Navahos and the Eskimos of Alaska have a high incidence of

meningitis due to bacteria called Hemophilus influenzae type B. Although the infec-

tion can be treated with antibiotics, meningitis is a severe disease and can lead to

complications such as mental retardation and other neurological ill effects in later

life. For this reason, prevention of meningitis with immunization in these infants

and children is a high priority. Researchers at the Johns Hopkins School of Hygiene
and Public Health, in collaboration with a Fogarty fellow from Helsinki, Finland,
have shown that vaccination with Hemophilus influenzae

type
B vaccine prevented

meningitis in Navaho infants and children in Arizona. Widespread use ot this vac-

cine should be a major advance in providing better health care for these minority
and underserved populations.
The FIC supports grants to U.S. institutions for International Training in Epide-

miology Related to AIDS and International Postdoctoral Resetirch and Training in

AIDS. The purpose of these two FIC international AIDS training programs is to

train foreign biomedical scientiste particularly those from developing countries
where the disease is epidemic and to strengthen the global research effort on AIDS.
These programs have been recently expanded to include Eastern Europe and the So-
viet Union. Examples of research training relating to prevention include:—^A Fogarty postdoctoral

fellow from Zambia, working at the University of Miam i,

contnbutea critical data to an International Registry of HIV-exposed Twins.
This

pioneering study involved 40 investigators fi^m 9 countries and concluded
that HIV-1 infection is more common in first-bom compared to second-bom
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twins, proving that infection is caused in birth, not in the uterus. Thus efforts

to prevent pediatric AIDS can focus on prevention of maternal transmission in

childbirth.—Tuberculosis is on the increase in the U.S. and the world, in part due to AIDS
which lowers resistance to infection by TB. A Haitian scientist working at Cor-
nell has demonstrated that the most effective drug against TB, Isoniazid, works
to prevent TB in HIV infected persons.—^A scientist from Senegal stud3ring at Harvard developed a new screening test

for HIV-1 and HIV-2 field use wnich is much quicker (90 minutes vs. 2 days)
and cheaper ($.30 vs $100) than current tests.

Question. What cost savings does this research provide?
Answer. Through the research supported by the FIC more effective and efficient

treatments are being discovered; iniormation is being obtained which provides bet-

ter treatment analysis; and essential training is being conducted to prepare for

therapeutic and vaccine trials. The ultimate cost savings will be in the overall im-

proved health of populations due to improved treatment and preventive measures,
which in turn reduce health care costs.

Since the FIC's primary AIDS prevention efforts are related to ensuring that a

highly trained cadre of investigators will be available in developing nations heavily
impacted by the pandemic to assist in the joint testing of candidate HIV/AID thera-

peutics and vacanes, any cost savings will be dependent on the overall success of
the NIH therapeutics and vaccine efforts.

Question. What prevention initiatives are planned for 1994?
Answer. The fiscal year 1994 President's budget request includes increased funds

for the expansion of tne AIDS program. These mnds will be used to expand ongoing
AIDS training and research grants related to targeted prevention activity for the

support of international HIV/AIDS vaccine efficacy trials.

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?
Answer. As mentioned above, the prevention activities associated with the AIDS

program will be expanded. However, FIC's non-AIDS prevention activities will be
reduced from $239,()00 in fiscal year 1993 to $190,000 in fiscal year 1994.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. We have identified three high priority prevention initiatives that will go

unfiinded because of lack of resources: international studies on the prevention of
new and emerging disease pathogens, international studies on the prevention of en-

vironmentally-related diseases; and international studies on maternal and pediatric
HTV/AIDS. These initiatives are detailed in the following paragraphs:

NEW AND EMERGING PATHOGENS

Rapid ecological and social change, especially in developing nations, poses health
threats to citizens of the U.S. and other nations. The potentim threat ot devastating
new viral disease underscore the need for international cooperation to identify new
patterns of disease and modes of transmission.

In order to develop effective prevention strategies for new and emerging patho-
gens, research is urgentiy needed on the complex interactions between hvunans and
microbes and on the evolutionary and genetic factors that cause epidemics.
The FIC initiative on new and reemerging pathogens would strengthen U.S. and

international efforts to cvutail future epidemics. The initiative would advance the

following objectives:—Develop new prevention strategies through the discovery of those epidemiologic
and biologic principles that determine the reemergence of old microbial dis-

eases;—Foster multi-disciplinary research on life cycles and ecology of infectious mi-

crobes, population biology and the evolutionary lineages of microbes, changes in

reemergence of pathogens, the molecular basis of host range variation, and the

development of systems and technologies to permit rapid (fiagnosis of emerging
diseases and modiel systems for predicting the spread of emerging diseases;—Enhance our capaciW to contain or forestall new and reemerging infectious dis-

ease threats in the United States, including antimicrobial resistant organisms,

by enlarging the geographic area of study and the science base of relevant dis-

aplines.

ENVIRONMENTAL HEALTH THREATS

Potential adverse health effects resulting fi"om exposures to environmental chemi-
cals are often first identified in populations of other countries. These have included
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the carcinogenicity of dioxin, the neurotoxic efifects of methylmerciuy, and the repro-
ductive toxicity 01

polychlorinated biphenyls. International studies will yield imbr-
mation that is widely applicable to questions of environmental exposure and cleanup
in the United States.
The FIC proposes an initiative on transnational environmentally-related diseases

and dysfunctions to increase capacity to identify and address health risks related
to the environment. This initiative wul:—^Establish an emergency response svstem to address newly identified

transnational health threats related to the environment, to be coordinated with
relevant Federal agencies;—Identify the biological mechanisms of toxicity, radiation damage and DNA re-

{lair
thirough multidisciplinary studies among populations with toxic exposures;

dentify genes responsible for toxicity predisposition and the effects of environ-
mental agents on genes and gene products, cell function, communication, and
regulation, embryogenesis and other integrated biological systems.

INTERNATIONAL STUDIES ON MATERNAL AND PEDIATRIC HIV/AIDS

Due to the high burden of maternal and pediatric HIV infection in other regions
of the world, international cooperation on population-based studies will accelerate
the development of prevention strategies to curtail the epidemic in women and chil-

dren. The FIC proposes to extend tne geographic base of maternal and pediatric
HIV studies to countries in Latin America, and the Caribbean, Africa and Asia. In
addition to studies on the natural history and transmission of maternal and pedi-
atric HIV infection, new prevention strategies will also require behavioral and social
research in these populations. Such studies will focus on the Far East and Soutii

Pacific, where escalating rates of infection are of increasing concern. Emphasis will
be placed on territories for which the United States has responsibilities and/or his-
toric ties. Basic and applied knowledge gained fix)m this initiative will support the

development of therapeutics, vaccines and other intervention strategies against the

rising epidemic of matemal/pediatric AIDS in the United States and other nations.
Areas of research emphasis will include risk factors associated with heterosexual
and maternal-fetal transmission; development of unproved diagnostic assays for the

early detection of HTV infections among mothers and infants; and development of
behavioral and pharmacologic strategies to reduce the risk of heterosexual trans-
mission of HTV.

Question. What clinical trials are you presently supporting or will you support in
1994 that focus on disease prevention?
Answer. The FIC does not directly support clinical trials. However, the FIC's

AIDS International Training and Researcn Program (AITRP) provides critically
needed training for scientific and health personnel, particularly in developing coun-
tries, to support international HIV/AIDS vaccine efficacy trials.

Question. What role does basic research such as molecular biology, play in the de-

velopment of disease prevention efforts?

Answer. Investment in basic research provided the intellectual foundation nec-

essary for rational drug design, gene therapy, and a new generation of engineered
vaccines. These and other breakthroughs will obviate the need for some halfway
technologies, curing disease instead of modifying symptoms. While the United
States remains preeminent in such technologies, centers of excellence also exist

overseas; the Fogarty International Center supports innovative international re-
search and collaboration to capitalize on the expertise in those centers.

NEW AND INNOVATIVE RESEARCH PANEL QUESTION

Question. What are some of the most promising research projects now being fund-
ed by your institute?
Answer. The following represents three priority areas currently being funded:

REGIONAL INITIATIVES (LATIN AMERICA, EASTERN EUROPE, INCLUDING THE FORMER
SOVIET UNION)

In response to Congressional and scientific interests to facilitate new and ex-

panded cooperation
between American scientists and scientists in Latin America

and Central and Eastern Europe, including the former Soviet Union, the FIC intro-
duced program initiatives in fiscal year 1990 that were intended to seed long-term
collaborative ties between U.S. institutions and counterparts in these regions. The
FIC's Latin American Initiative and the Central and Eastern European Initiative
have advanced both scientific and broader national objectives by promoting the ex-

change of important research concepts and methods and, by contributing to the de-
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velopment of democratic institutions, advanced the values and principles which un-

derpin the U.S. scientific enterprise.
Itesearch xinder these initiatives addresses critical public health challenges and

scientific opportunities. These include novel therapeutic strategies to treat incurable
leukemias in children, methods to restore neural fiinction damaged by injury or

trauma, studies to refine DNA separation techniques to improve sequencing tech-

nologies, studies in long-term exposures to environmental carcinogens, and etio-

logical studies on hypertension.

AIDS

The FIC AIDS International Training and Research Program (AITRP) is consid-
ered a key part of the NIH strategy to develop safe and effective HIV/AIDS vaccines.
The program provides the criticaUy needed training for scientific and health person-
nel, psu^cularly

in developing countries, to stem the tide of the epidemic today and
thus ease the global burden oT HIV infection in the future.
We will place increased emphasis on participation of U.S. university faculty in col-

laborative research with foreign trainees upon retxuTi to their home countries and
increased emphasis on the special training of foreign scientists so that they are pre-
pared to participate in the international testing of HIV/AIDS vaccines, in close co-

ordination with the National Institute of Allergy and Infectious Diseases PAVE
(Preparation

for HIV/AIDS Vaccine Evaluations) and other programs. Our fiiture

empnasis will also be in those countries identified by the World Kfealth Organization
as prime field sites for testing candidate HIV/AIDS vaccines as well as those in-

volved in the PAVE program, (e.g. Uganda, Kenya, Zimbabwe, Malawi, Rwanda,
Brazil, Haiti, India, and Thailand).

INTERNATIONAL HEALTH RESEARCH AND TRAINING INFRASTRUCTURE

A principal focus of the FIC is to promote research and training cooperation be-
tween American scientists and foreign scientists, which in tvuTi bolster foreign policy
and economic priorities. In a global economy ftiture scientific leaders will need to

be true intemationaUsts—whether they serve academia, industry, or government.
They must be capable of working and communicating across national orders. Two
of FiC's programs directly support this international need. The Senior International

Fellowship program provides opportunities for senior American scientists to conduct
collaborative research in the most scientifically advanced foreign laboratories. The
International Research Fellowship program provides opportunities for young
postdoctoral foreign scientists to obtain research experience in leading U.S. labora-
tories. Through these programs long-term collaborative partnerships between Amer-
ican and foreign scientists are created thus enhancing biomedical research and ulti-

mately the health and well-being of the American people and people worldwide.

Question. What's the stetus of those select projects/ How will the fiscal year 1994
budget impact on those projects? Will fiinding for these research projects be reduced
as a result of this budget?
Answer. The funding level for the Regional Initiatives will be maintained in fiscal

year 1994 at approximately the same dollar level as fiscal year 1993. However, after

meeting the commitments for the awards made in fiscal years 1992 and 1993, we
will be able to support only 8 new extramural awards in fiscal year 1994 compared
to 30 new awards in fiscal year 1993, a decrease of 75 percent. The intramural NIH
component of the program would not be funded in fiscal year 1994.
The fiinding for the Senior International Fellowship program and the Inter-

national Research Fellowship program will be significantly reduced, by $990,000
and $1,860,000 respectively. The available fiinds are only sufficient to support the
second year cost of the fellowships started in fiscal year 1993. Consequently, we will
not be able to award any new fellowships in fiscal year 1994 for either program.
The AIDS program will receive a $3,168,000 or a 56 percent increase in funding

in fiscal year 1994.

HARKIN-HATFIELD TRUST FXH^ IMPACT ON THE INSTITUTES

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

coroorated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on yovtr Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be
funded, and in general, and in terms of the long-term benefits to scientific research
in your area?
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Answer. If the FIC received a 50 percent or $10 million increase in flinding, the
first priority wovild be to restore those programs (Regional Initiatives, Senior Inter-
national Fellowships and International Research Fellowships) reduced in the fiscal

year 1994 President's budget, which would require approximately $3.5 million. In

addition, the following high priority international research projects would be ex-

panded or initiated:

REGIONAL INITIATIVES (LATIN AMERICA, EASTERN EUROPE INCLUDING THE FORMER
SOVIET UNION, AFRICA AND ASLV^VESTERN PACIFIC)

Building on the Reponal Initiatives established in fiscal year 1990 and described

above, increased funding would enable U.S. universities to expand the geographic
and scientific base of their research programs in several priority areas for both the
United States and the former Soviet Union. These include studies on the adverse
effects of environmental toxins, Alzheimer's disease and other senile dementias, pe-
diatric leukemias and chronic obstructive pulmonary disease. Increased cooperation
would also strengthen institutions in these emerging democracies which play an im-

portant role in the conversion to a market-based, technology-driven economy.
Based on recommendations of U.S. universities, the FIC proposes that its regional

programs be expanded to include other geographic areas of scientific and strategic

importance to the United States. Special opportunities exist through cooperative ac-

tivities in Africa to explore the etiology of disease and disorders prevalent among
Afiican Americans.

Special emphasis would also be placed on cooperative activities with Asia and the
Western Pacific to emphasize emergent technologies in applied molecvdar biology
and medical technologies—to benefit fi:x)m the distinctive capabilities of the region.

NEW AND EMERGING PATHOGENS

Rapid ecological and social change, especially in developing nations, poses health
threats to citizens of the U.S. and other nations. The potentiS threat oi devastating
new viral disease underscore the need for international cooperation to identify new
patterns of disease and modes of transmission.

In order to develop effective prevention strate^es for new and emerging patho-
gens, research is vu^ently needed on the complex interactions between humans and
microbes and on the evolutionary and genetic factors that cause epidemics.
The FIC initiative on new and reemerging pathogens would sta^ngtJien U.S. and

international efforts to curtail future epidemics. The initiative would advance liie

following objectives:—Develop new prevention strategies through the discovery of those epidemiologic
and biologic principles that determine the reemergence of old microbial ms-
eases;—Foster multi-disciplinary research on life cycles and ecology of infectious mi-

crobes, population biology and the evolutionary lineages of microbes, dianges in

reemergence of pathogens, the molecular basis of host range variation, and the

development of systems and technologies to permit rapid magnosis of emerging
diseases and model systems for predicting the spread of emerging diseases;—^Enhance our capacity to contain or forestall new and reemerging infectious dis-

ease threats in the United States, including antimicrobial resistant organisms,

b^ enlarging the geographic area of study and the science base of relevant dis-

aplines.

ENVIRONMENTAL HEALTH THREATS

Potential adverse health effects resulting from exposures to environmental chemi-
cals are often first identified in populations of other countries. These have included
the carcinogenicity of dioxin, the neurotoxic effects of methvlmercury and the repro-
ductive toxicity of

polychlorinated biphenyls. International studies will yield ii5br-
mation that is widely applicable to questions of environmental exposure and cleanup
in the United States.

The FIC proposes an initiative on transnational environmentally-related diseases
and dysfunctions to increase capacity to identify and address health risks related
to the environment. This initiative will:—^Establish an emergency response system to address newly identified

transnational health threats related to the environment, to be coordinated with
relevant Federal agencies;—
Identify the biological mechanisms of toxicity, radiation damage and DNA re-

pair through multidisciplinary studies among populations witii toxic exposures;
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—Identify genes responsible for toxicity predisposition and the effects of environ-
mental agents on genes and gene products, cell function, communication, and
regulation, embryogenesis and other integrated biological systems.

BIODIVERSITY

Population expansion and overexploitation is reducing biological diversity to its

lowest level since the end of the Mesozoic era, 65 million years ago. Among its ulti-

mate consequences will be the loss of untapped medicinal producte. FIC is the orga-
nizational locus for an interagency (NIH, NSF, and USAID) program to support re-

search to identify new bioactive natural products from plant and marine extracts

and microorganisms and to help preserve the rich natural diversity of rain forests

and oceans. The program is designed to promote both economic growth and ecologi-
cal conservation by demonstrating the value of biological resources from which natu-
ral products are derived.
As a result of the program announcement in fiscal year 1993, a significant niun-

ber of the applications received were judged to have very good to outstanding merit.

Because of this high level response from the biomedical research commumty, the
FIC proposes to expand the program.

MATERNAL AND PEDIATRIC HIV/AIDS

Due to the high burden of maternal and pediatric HIV infection in other regions
of the world, international cooperation on population-based studies will accelerate
the development of prevention strategies to curtail the epidemic in women and chil-

dren. The FIC proposes to extend tlie geographic base of maternal and pediatric
HIV studies to countries in Latin America ana the Caribbean, Africa and Asia. In
addition to studies on the natural history and transmission of maternal and pedi-
atric HIV infection, new prevention strategies will also require behavioral and social

research in these populations. Such studies will focus on the Far East and South

Pacific, where escalating rates of infection are of increasing concern. Emphasis will

be placed on territories for which the United States has responsibilities and/or his-

toric ties. Basic and applied knowledge gained from this initiative will support the

development of therapeutics, vaccines and other intervention strategies against the

rising epidemic of matemal/pediatric AIDS in the United States and other nations.

Areas of research emphasis will include risk factors associated with heterosexual
and maternal-fetal transmission; development of improved diagnostic assays for the

early detection of HIV infections among mothers and infants; and development of
behavioral and pharmacologic strategies to reduce the risk of heterosexual trans-

mission of HIV.

National Library of Medicine

Questions Submitted by the Subcommittee

prevention and medical research

Question. Given the tremendous opportunities that exist in prevention activities,
can you please provide us with some examples of basic researcn on disease preven-
tion at your Institute?

Answer. The prevention of disease and the delivery of high quality health care
at reasonable cost depends upon the availability of and access to accurate and up-
to-date information. Policy makers must be informed of ongoing prevention research
activities and recently completed research results; the prevention research commu-
nity must be positioned to access on a timely basis relevant scientific literature and
date bases that are critical in the design and conduct of new studies, and to share
new data amongst collaborating investigators; and the health professional commu-
nity must be capable of receiving and using disseminated prevention research find-

ings and recommendations that nave been translated into forms suitable for use in
clinical practice and community-based prevention programs.

Accordingly, NIH must increase its investment in High Performance Computing
and Communications (HPCC) technologies and related information resources. This
is essential if NIH prevention research programs are to avail themselves of the pow-
erful computers needed to store and analyze prevention research information, and
the high speed computer networks needed to disseminate the results of this research
to all who will benefit fi:^m it. Such information may be in the form of literature

citations, text, numeric data, images such as x-rays, and signals such as EKG re-

cordings. To access these information resources, new electronic network connections
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are needed for linking hospitals, clinics, individual doctor's offices, medical schools,
medical libraries, luuversities, and the offices of policy-making bodies. Moreover,
training is needed to assure the availability of a cadre of individuals who are skilled
in the development and use of these new and emerging computer and information

technologies, and who are well versed in the problems of prevention and health care.

Question. What cost savings does this research provider
Answer. NLM has taken a leadership role for medicine in the area of High Per-

formance Computing and Communications. High performance computers and high-
speed computer networks are key technologies for the future of biomedical science
and its applications. NLM's role is to provide applications for this advanced tech-

nology and to help the biomedical research and medical practice communities pre-
pare for the major changes that this initiative will bring to their medical practices,
to the expectations patients will have for up-to-date modem treatment, and for the
actual improvements in care that the new network will make possible. Some exam-
ples of cost savings as a result ofNLM prevention initiatives are: Medical Records—
cost and inefficiencies of paper-based medical records can be reduced by creation of
database and communications technologies for storing, accessing, and transmitting
patients' medical records while protecting the accuracy and privacy of those records;
Real-Time Treatment—High speed digital networks will enable several health care

providers in remote locations to provide real-time treatment to patients. For exam-

ple,
"Virtual Reality" technology will allow a health professional and a

patient to
interact as though in each others' physical presence, though the^ might be located
thousands of miles apart; Clinical Data—High speed testbed digital networks for

linking hospitals, climes, doctor's offices, medical schools, medical libraries, and uni-
versities will enable care providers and researchers to share this varied medical
data and imagery almost instantly, improving the efficiency of health care delivery
and reducing the cost of needlessly duplicated tests and procedures; Visualization

Technology—efficient and accurate diagnosis wiU be assisted by visualization tech-

nology for converting two dimensional imagery from X-ra^s, CAT scans, PET scans,
and other diagnostic tools into three dimensional "living images" of internal organs,
which can be viewed from any angle on the computer screen; Database Technology—
database technology to provide health care providers with access to multiple sources
of medical information and literature simultaneously, from systems whose locations
and structure need be of no concern to the provider, has the potential to improve
the accuracy and speed with which diagnostic and treatment decisions are made;
Health Services Research—in collaboration with AHCPR, NLM will develop new
products and services in the field of health services research, including means for

disseminating practice guidelines, registries of research in progress, with an empha-
sis on ongoing clinical trials, technology assessments, and health services research
related to AIDS, tuberculosis, and the health of women, children, and minorities.

Question. What prevention initiatives are planned for 1994?
Answer. NLM prevention initiatives are broad and comprehensive in addition to

the diverse initiatives in High Performance Computing and Communications, NLM
plans also include:—Minority and Rural Health: NLM will expand its outreach program to ensure

that health professionals serving rural and inner-city areas and minority popu-
lations have access to information that derives from NIH prevention research
activities. This is a cooperative effort with the 3800 member institutions of the
National Network of Libraries of Medicine (NN/LM).—^Health ofWomen and Children: An expanded outreach effort in the most impov-
erished region of the country, the Lower Mississippi Delta, seeks to identify
health-related activities, including those focused on one of the most pressing
problems in that region—the health of pregnant women and children—that are
either underway or planned by the participating organizations. Such activities
could benefit from a collaborative effort with NLM in which access to NLM's
databases becomes an integrtd part of the locally originated efforts. Accomplish-
ment of these outreach objectives could, for example, significantly impact pre-
vention efforts by health professionals to reduce the incidence of low birth

weight and infant mortality.—
Toxicology and Environmental Health Information: Incomplete understanding of
environmental influences on human health poses a migor obstacle to efforts to

prevent—or at least delay the onset of—many of the nation's most serious, most
prevalent, and most costly public health problems. In order to accelerate the
rate of progress in this research area and thereby speed the development of

finely timed
prevention approaches based on knowledge of how the environment

interacts wiui human health and how these interactions change over time, it

is necessaiy to have access to specialized information resources. NLM will en-
hance its information products and services in toxicology and environmental



868

health, provided in collaboration with a variety of federal agencies (including
NIEHS, EPA, ATSDR, FDA, and others), for preventing and reducing risks from
environmental and occupational exposures. A special initiative in the Toxicolorar

Information Program is strengthening the capacity of nine Historically Black

Colleges and Universities (HBCUs) to train medical and other health profes-
sionals in Uie use of toxicological, environmental, occupational, and hazardous
waste databases at NLM.—AIDS Information: A comprehensive AIDS information service is vital if sci-

entists, physicians, educators, and the affected community are to have rapid ac-

cess to me latest information on AIDS research, diagnosis, treatment, control,
and prevention. In support of national initiatives against the AIDS epidemic
and related public health problems such as drug-resistant tuberculosis, NLM
has developed a family of AIDS databases (including AIDSLINE, AIDSTRIALS,
and AIDSDRUGS) to provide access to diverse types of AIDS-related informa-
tion and has expanded and enhanced its AIDS Bibliography. To meet the needs
of NIH's AIDS constituencies, NLM must continue to develop and expand AIDS
information products and services and to make them better known and more
accessible to their intended audiences. To this end. an invitational conference
in June 1993, sponsored by NLM and the OfBce of AIDS Research, will identify
such opportunities. In support of its efforts to improve information dissemina-

tion related to the AIDS crisis, NLM will also facilitate access to bacteriologic,

biochemical, epidemiological and pathological aspects of the early tuberculosis

literature. The objective is to convert indexed citations, abstracts and tables of

contents from this literature into searchable machine-readable formats, and to

make this information available in a variety of ways, including special bibliog-

raphies and reference services.—
^Training: The development of a cadre of highly trained health sciences librar-

ians, and other information professionals, to adapt modem information tech-

nologies to the needs of the biomedical community, and thus to improve their

access to information, will be the subject of a planning effort in fiscal year
1993-94. Implementation of the recommendations stemming from this planning
effort should begin in fiscal year 1994-95.

Question. What initiatives will you have to reduce in 1994 because of budget con-

straints?
Answer. The fiscal year 1994 budget does not provide for a minimum level of

funding for the library's basic services including acquisition, indexing, cataloging
and preservation.

Question. What prevention initiatives will go unfunded because of a lack of re-

sources?
Answer. NLM will continue its efforts in all applicable prevention initiatives. The

scope of progress will, however, be slowed by limited resource availability.

Question. What cliniced trials are you presently supporting or will you support in

1994 that focus on disease prevention?
Answer. NLM does not support clinical trials. However, it is beginning to explore

how to provide information about ongoing clinical trials. As a first
step, prompted

in part by the NIH Revitalization Act of 1993, NLM, in coordination witii the NIH
Ofnce on Research on Women's Hetdth, plans to develop a women's health biblio-

graphic database, and will also develop a separate database containing a registry
of clinical trials examining therapies for women's health

problems.
Question, What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. As an organization, NLM's National Center for Biotechnology Informa-
tion has focused its work on creating the information infrastructure to support dis-

covery in molecular medicine. The last-paced growth in molecular biology has led

to innovative techniques that are less costiy and less time-consuming for diagnosing
and treating disease at the molecular level. These techniques depend upon decoding
and understanding the information within the human genome. NCBI scientists are

responsible for creating the database, GenBank, which conttdn all known DNA se-

quence information. Molecular biologists worldwide are dependent upon this

database to interpret new experimental work. NCBI has created several new com-

puter systems to ensure that researchers gain ready access to the most comprehen-
sive, accurate, and timely source of sequence date available. New sequence search

techniques have been pioneered at NCBI which allow researchers to search elec-

tronically an unknown sequence against every single known DNA sequence in less

than 30 seconds. Using these advanced computer methods, NCBI scientists iiave col-

laborated witii mtyor genome laboratories and, over the last two years, have as-

sisted in the discoveries of genes responsible for colon cancer, Kallmann syndrome,
and neurofibromatosis. NCBI software is being used in studies of inhibitors against
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the AIDS virus and in proteins implicated in cancer and blindness. NCBI has also

helped develop a database of DNA diagnostic laboratories to provide clinicians and
genetic counselors access to the most up-to-date listing of facilities performing clini-

cal genetic testing for gene disorders.

Another rapidly developing area is structural biology. NCBI researchers are en-

gaged in stu(fying the relationships between sequence information and the three-di-

mensional properties of proteins and other biologically active molecules. Insights
into predicting the structure of proteins from sequence information offers tremen-
dous promise for the design of drugs that can be targeted to specific diseases and
cell populations. NCBI is developing software that can compare seauences to pro-
teins whose structures are known and thereby provide structural ana functional in-

sights that can accelerate the design of new pharmaceuticals.
The rapid pace in experimental biology needs to be matched with resources for

storing, disseminating and analyzing the scientific results. NCBI's computational
molecular biology work is a critical component of the research enterprise and will

lead to further advances in understanding, preventing, and curing human disease.

NEW AND INNOVATIVE RESEARCH

Question. What are some of the most promising research projects now being fund-
ed by your institute?

Answer. NLM is funding a number of promising research projects. They include:—Identifying and Understanding Human Disease Genes. NLM's National Center
for Biotechnology Information (NCBI) has played a key role in analyses of sev-

eral disease genes, including neurofibromatosis (NFl) gene, a tumor suppressor
gene implicated in colon cancer, and, most recently, the gene responsible for

Kallman syndrome, a human genetic disease characterized oy the bizarre asso-

ciation of infertility and a lack of the sense of smell. The use of computer soft-

ware and databases in this research demonstrates the essential role computer
algorithms and databases play in identifying and understanding human disease

genes.—Building Automated Database Systems and Disseminating Biotechnology Infor-

mation. Much progress has also been made by NCBI in providing integrated

computer systems that will furnish easy-to-use access to biotechnology
databases and to analytic software. The Genlnfo Backbone database reached an
operational status at the end of fiscal year 1991; it is capturing all significant
seauence data from the scientific literature. The NCBI is collaborating with spe-
cialist groups on establishing conventions for nomenclature for human genes
and for bacterial organisms. Experimental network services for database se-

quence searching have been set up for 20 research institutions, including Har-
vard Medical School, Washington University, University of California at Berke-

ley and Irvine. Over 250 search requests per day are processed with tjrpical re-

sponse times of under 10 seconds. Three difTerent CD-ROM products containing
GenBank and other sequence data are now available, Entrez: Sequences, NCBI-
GenBank, and NCBI-Sequences.—High Performance Computing and Communications. The program seeks to

achieve orders of magnitude improvements in the speed and power of advanced

computing systems, and develop and deploy a nation high speed digital network
for research and education. The program has two major components: first, tech-

nology development for the solution of the Grand Challenges of science, a group
of research problems which are in theory amenable to high performance com-

puting but whose size and complexity currently make them computationally in-

tractable for even our fastest supercomputers; additionally, as part of the new
Administration's goal to create a "National Information Infrastructure", the
HPCC program will apply these new technologies to key problems in health
care delivery. Federal involvement and early deployment of computing and high
speed digital communications is necessary because: 1) the technologies are cur-

rently at a "pre-competitive" stage where commercial products are not available

and funding via private sector investment presents unacceptable economic risks

for many companies; 2) government laboratories such as those supported by
NIH's intramural and extramural programs are natural test sites tor the col-

laborative development of prototype systems via public-private partnerships;
and 3) the deployment of HPCC technologies in American health care will re-

quire a coordinated effort among standards setting groups, government, private
companies and the nation's several million health care providers and adminis-
trators.—Visible Human. NLM has initiated a two year project

to acquire the 3-D digital

representation of entire human beings at millimeter-level resolution, derived
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from computed tomography, magnetic resonance imaging, and digitized
cryosections. This "Visible Human" research data set will Become available na-

tionally via the NREN in 1994. NLM began development of a system to provide
NREN-mediated access to an electronic archive oi 20,000 digital x-ray images
for medical research purposes.—Unified Medical Language System. NLM has created and published on CD-
ROM a prototype Metathesaurus, Semantic Network, and Information Sources

Map as part of the Unified Medical Language Systems research effort to link

together computer-based biomedical information resources. These data files sup-
port experimentation on advanced systems which translate user information re-

quests into multiple different access vocabularies.—Health Services Research. In the legislation that created the new Agency for

Health Care Policy and Research (AHCPR), the NLM was assigned specific re-

sponsibility for working with AHCPR to develop and enhance information serv-
ices in the field of health services research encompassing health technology as-

sessment and the development of practice guidelines. In the future, NLM needs
to improve the computing and networking infrastructure that supports rapid ac-

cess to information critical to health care delivery and to health services re-

search. Work to be undertaken includes expansion and enhancement of the li-

brary's current services, develooment of new databases and products, and more
rapid expansion of the Unified Medical Language System Knowledge Sources to

support the development of computer-based patient record systems and the ef-

fective use of automated patient data in clinical and health services research.
New products and services would include registries of research in progress, with
an emphasis on ongoing clinical trials, technology assessments, and health serv-

ices research related to AIDS, tuberculosis, and the health of women, children,
and minorities.

Question. What's the status of those select projects? How will the fiscal year 1994

budget impact on those projects? Will funding for these research projects be reduced
as a result of this budget?
Answer. NLM will continue to support each of these select prevention initiatives.

Each of these projects will benefit from the increase in the High Performance Com-
puting and Communications funding.

HARKIN-HATFIELD TRUST FUND IMPACT

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be
added to the NIH budget. This would average a 50 percent increase for each of the
Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, and in terms of the long-term benefits to scientific research
in vour area?
Answer. NLM would spend a large increase on the following areas:—High Performance Computing and Communications. Important new initiatives

would be undertaken to create powerful technologies which have the potential
to prevent illness, reduce health care costs, and reduce the economic burden of

disease, as described in answers to previous questions.—Outreach. The NLM outreach program is a cooperative effort with the member
institutions of the National Network of Libraries of Medicine (NN/LM). NLM
has initiated more than 100 outreach projects since the publication of the

DeBakey report in 1989. They involve extensive efforts to train physicians and
other health professionals to use Grateful Med, through special projects at the

Regional Medical Libraries and awards to individual small-to-medium sized li-

brtiries in the network. There is an emphasis on libraries in rural and inner

city areas.—Basic Library Services. The basic mission of the National Library of Medicine
is to acquire, preserve, and provide access to books, journals, and other mate-
rials pertinent to medicine. Libraries throughout the nation and databases such
as MEDLINE and GenBank depend upon NLM's collection and access services.

The success of NLM's outreach efforts nas increased the demand for these basic
services. Although NLM has made progress in reducing the per transaction cost

of many basic services, greater demand increases overall costs. Rising literature

prices and an increasing array of material formats that must be acquired and
preserved mean that NLM must spend more to maintain a comprehensive back-

up collection for current researchers and practitioners and for the scholars of

the future. At the same time, escalating journal prices are forcing health science
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libraries throughout the nation to cancel subscriptions and therefore to increase
their dependence on NLM's collection as the "court of last resort". If NLM fails

to keep up with acquisition, preservation, and provision of access to the pub-
lished literature, the result will be a decline in the amount, quality, and timeli-

ness of information services to current health professionals and scholars in the
future.—National Center for Biotechnology Information. The design of molecidar biology
databanks and their resulting utility will, of necessity, need to follow scientific

trends in research. The stimmus to maintain state-of-the-art systems will come
fix)m an intramural and ejctramural program supporting scientific discovery.
The NCBI will continue to develop software tools to assist researchers and soft-

ware developers in gaining access to the growing volume of sequence and gene
data and will encourage the widespread distribution of software and databases
as essential components in the research process. With the

rapid
advances of mo-

lecular biology research and in information technologies, NuBI will be engaged
in developing and employing new methods for disseminating knowledge to the
biomedical community.—^Extramural Programs. The efifects on the success rate would have an enormous
impact in our ability to fund applications with excellent peer review scores
wWch now remain unfunded. Grant programs key to the NLM mission include
informatics and biotechnology research grants, resource grants for health
science libraries, support grants for global information systems in medical cen-

ters, training in informatics research and appUcation, and connection grants to

enable health units to link up to Internet. The success rate for the several pro-
grams varies but is discouragingly low; for example,

in 1992 only 14 percent of
tiie informatics research applications were fiinaed. A 50 percent increase in

funds would permit us to fund about 25 percent more grants than we are fund-

ing now. Examples of some new programs which could be initiated include
much-needed research in the information management problems which must be
solved if the nation is to have a computerized medical record system, studies
on human-computer interaction, and projects in educational technology capable
of making a major impact on information transfer techniques in the teaching
programs of hospitals and health professional schools. The long-term benefits to

all areas of biomedicine could be highly significant. NLM's extramural grant
program is focused on improvement of biomedical communication and informa-
tion handling, areas which subsume and enrich all of biomedicine. The NLM ef-

forts in informatics and networking are investments in infi"astructvire which are

expected to have enormous payoffs for the health care system.

HIGH PERFORMANCE COMPUTING AND COMMUNICATIONS

Question. I understand that the National Library of Medicine is the lead bio-

medical organization in the Federal government's High Performance Computing and
Communications Program. Your pro-am supports mnding to create "testbed com-
puter networks" which will link hospitals, doctors' offices, medical schools and medi-
cal libraries by computer in order to share information, research and medical
records. Please tell the committee what these networks will be used for, and what
overall effect they will have on improving health care in the United States.
Answer. The promise of regional and national digital networks for healthcare is

that both patient-specific information, and the scientific knowledge of human health
and disease can be brought together nearly instantly, wherever a person is and
whenever a significant illness might occur, to make the best decisions for the rapid
restoration of health, and the efficient utilization of the nation's many healthcare
facilities large and small. Tying together the medical computers which are currentiy
disconnected fix)m one anotiier will make possible an instantiy accessible and com-
plete patient record which includes text, laDoratory results, and cUnical images. Ex-
pert systems can monitor patterns of findings and medications, and alert providers
to potential problems with conflicting therapies or side effects. The computer tech-

nologies for such a seamless fabric of healthcare information already exist; regional
and national high speed networks and standards for information exchange are the
threads which will weave them into a working system which is greater than the
svun of its parts. For fi*om these networked information sources not only can each
individual patient benefit, but as a nation we will have the tools to evaluate pat-
terns of care, and determine the most cost-effective use of our vast medical re-

sources. Clearly, the security of any network is of a major concern. Information and
system security and user privacy can be enhanced by measures and tools of policy
as well as of technology aveulable today that can protect information travelling
across networks. The agencies participating in the HPCC Program continue to spon-
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sor, participate in, and plan to benefit fi*om conferences, hearings, and studies of

policies and technologies bearing on this complex issue in university, public and in-

dustrial arenas.

Question. Dr. Lindberg, in reviewing the President's budget I noticed that $24 mil-

lion is recommended for the National Library of Medicine to develop applications
of advanced computer and networking technology for health care. I have a substan-
tial interest in tne field of telemedicine and wul shortly be introducing legislation
to promote fiirther development of rural telemedicine programs. I believe that
telemedicine can improve the availability, affordability ana quality of health care for

those who live in rural areas. It can also spur the development of rural health care
networks that are needed to improve access and efficiency of health care in rural
areas.

I would like to work with the Administration on this proposal. What further de-

tails can you provide me with respect to what would be done with the proposed $24
million at the National Library of Medicine?
Answer. The proposed $24 million for the National Institutes of Health is divided

as follows: National Center for Research Resources—$2.5 million. Division of Com-
puter Research and Technology—$ 1.5 million and the National Library of Medi-
cine—$20 million. The proposed supplement for medical applications of High Per-
formance Computing and Communications at NLM will be used to support a variety
of HPCC

projects.
The largest portion of the funding will be used to support re-

search ana development for progress in HPCC areas noted in S.4 Title VI, The Na-
tional Information Infrastructure and Technology Act. These include:

(1) Testbed networks for linking hospitals, clinics, doctor's offices, medical schools,
medical libraries, and universities to enable health care providers and researchers
to share medical data and imagery.

(2) Software and visualization technology for visualizing the human anatomy and
analyzing imagery fi"om X-rays, CAT scans, PET scans, and other diagnostic tools.

(3) Virtual reality technology for simulating operations and other medical proce-
dures.

(4) Collaborative technology to allow several health care providers in remote loca-

tions to provide real-time treatment to patients.
(5) Database technology to provide health care providers with access to relevant

medical information and literature.

(6) Database technology for storing, accessing, and transmitting patients' medical
records while protecting the accuracy and privacy of those records.

HPCC funds will also support development of a growing array of advanced infor-

mation services which will be available from the NLM via the Internet. These in-

clude the building of digital libraries of x-ray images, and a database of the three
dimensional structure of the human body called the Visible Human project. NLM
will use HPCC resources to expand a "Medical Connections" grant program which

Rrovides
one time "jump start" grants to get medical centers connected to the

[REN. The HPCC supplement will also support advanced computing methods
under development in NLM's National Center for Biotechnology Information which
will help analyze the data from the Human Genome project, and make this data

easily useable by medical researchers.

OUTREACH

Question. The report accompanying this fiscal year's appropriations bill for NLM
mentioned an outreach initiative in the upper Midwest and the Lower Mississippi
Delta as being of "particular interest" to the committee. What, if anything, has been
done in

response to this language?
Answer. In 1993, NLM began a new phase in outreach concentrating efforts first

in six southern states, four of which are located in the Lower Mississippi Delta re-

gion. The six states are: Arkansas, Louisiana, Mississippi,
South Carolina, Ten-

nessee and Texas. Discussion sessions arranged througn the assistance of The
Southern Institute on Children and Families have been or will shortly be held in
each of the states to bring together a group of health care professionals, educators,
administrators, legislators, policymakers, and foundation officials who are particu-
larly concerned with the health issues of pregnant women and children, to create
a greater awareness of NLM information resources among these state leaders, and
to begin to establish linkages which can lead to collaborative initiatives. Through
these discussion sessions we are seeking to identify ongoing and planned health pro-

grams in which access to NLM's databases could become an integral part of the lo-

cedly originated programs. A special emphasis is placed on programs that serve mi-
noritv and rural populations. If this approach is successful in building linkages,
NL^fI will look toward extending this approach to other health care areas and to
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other regions of the country. The meeting in Mississippi will be held in Jackson on
June 21.

In addition, through the National Network of Libraries of Medicine (NN/LM),
NLM has provided funds to design and implement a pilot project to improve the sta-

tus of libraries and the information services they provide to healtii professionals in

the Lower Mississippi Delta. Libraries without onsite access to NLM's databases in

any form and that were not participating in DOCLINE (an electronic means for

interlibraiT loan of documents) were identified as candidate institutions to receive

computer hardware and software, a fax machine, possible subsidization of access

costs, and training and other support. Since mid-1992, support has been provided
to 7 libraries in Arkansas, 7 libraries in Louisiana, 2 libraries in Mississippi and
3 libraries in Missouri.
Outreach initiatives in the Upper Midwest continue with outreach services pro-

vided by the Harley E. French Library of the Health Sciences at the University of
North Dakota to health professionals affiliated with the Indian Health Service lo-

cated in the Aberdeen Region that includes the states of North Dakota, South Da-
kota, Nebraska and Iowa. The goal of the project is to promote awareness of and
access to biomedical information resources. More than a dozen such projects have
been supported to-date in Michigan, Minnesota, North Dakota, South Dakota and
Wisconsin. Within the existing outreach progrtim, it has not been possible to launch
a major targeted effort in either the Lower Mississippi Delta or the Upper Midwest.

Question. In my state of Mississippi, I know that many state agencies, health as-

sociations, and academic institutions, as well as private health care providers, have
joined together to try to implement an electronic information exchange program that
will get the latest health research information to the widest possible audience

throughout our rural state.

(a) Are you aware of this effort? If so, are you involved in trying to help it to

work?
Answer. NLM is very much aware of the Mississippi Health Sciences Information

Network (MisHIN) begun in 1989 under the direction of Ms. Ada Seltzer, director
of the Rowland Medical Library at the University of Mississippi Medical Center in

Jackson in collaboration with the VA Medical Center Library in Biloxi and the Fant
Memorial Library at Mississippi University for Women, Columbus. NLM has been
involved in MisHIN, providing modest funding from 1989-1991 through a sub-
contract with the regional medical library of the Southeastern/Atlantic Region to

support the pilot development of the network. The network is designed as a decen-
tralized system of multitype libraries and other information providers using state-

of-the-art electronic communication technologies to provide access to a wide variety
of health information resources to health profession's throughout the state.

(b) This seems to be an example of the kind of outreach program in which NLM
should be involved. It also has implications for increasing access to quality rural
health care. Are there any obstacles to NLM's involvement in this project?
Answer. NLM believes that MisHIN is an effective and efficient way to increase

access to health information, particularly critical to health professionals practicing
in isolated rural and underserved areas of the state where information resources are
not often close at hand. MisHIN is Ukely to play a key role in any other outreach

projects that eire carried out in
Mississippi.

Addiitional support is needed for hard-
ware, software and personnel to extend the network to additional health profes-
sionals and community health organizations in Mississippi.

National Institute on Alcoholism and Alcohol Abuse

Questions Submitted by the Subcommittee

prevention research

Question. Given the tremendous opportunities that exist in prevention activities,
can you please provide us with some examples of basic researcn on disease preven-
tion at your Institute?
Answer. NIAAA conducts a variety of prevention studies on vulnerability to alco-

holism and its effects, including the following examples from basic research:

Understanding Addiction: Determine the Molecular Mechanisms of Alcohol Toler-

ance, Craving, and Dependence;
Determine the Mechanisms of Impaired Control of Alcohol Intake;
Mapping of Genes Conferring Vulnerability to Alcoholism;
Ethnic Differences in Vulnerability to the Effects of Alcohol Consumption;
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Gender Differences in Alcohol Metabolizing Enzymes as a Determinant of Alcohol-
ism and Susceptibility to Organ Damage;

Genetic Vulnerability to Alcohol-induced Organ Damage: Preventive Measures;
and

Isolation of Genes in Animals Causing Differences in Alcohol-Related Behaviors
and Application to Human Behavior.

COST SAVINGS

Question. What cost savings does this research provide?
Answer. The annual toll to the nation from alcohol abuse and alcoholism is esti-

mated to be $98.6 billion. An estimated 20 to 40 percent of all persons admitted to

urban general hospitals have coexisting alcohol problems and are often undiagnosed
alcoholics being treated for the consequences of their drinking. Although alcohol

abuse and alcoholism generate enormous costs to society, these costs are difficult to

measure. The changes in these costs attributable to particular scientific or policy in-

novations may be even more complex to appraise. However, the potential for sub-
stantial savings unquestionably exists, especially in areas such as treatment for al-

cohol problems and the many medical consequences of alcohol consumption; im-

f)aired
productivity among workers afflicted with alcohol problems; productivity

osses resulting from alcohol-related premature mortality; and costs attributable to

alcohol for property damage, administration of insurance programs, and the crimi-
nal justice and social welfare systems.

In fact, some of these costs are decreasing, which may be attributable in part to

findings from NIAAA-sponsored prevention research. For example, increasing Fed-
eral and State excise taxes on alcoholic beverages may serve as an especially effec-

tive means to reduce traffic fatalities according to NIAAA-funded research (Saffer
and Grossman; Chaloupka, Saffer, and Grossman). This finding may have played or

may assume a significant role in legislatures' decisions on excise tax policy.

1994 PREVEhfTION INmATIVES

Questions. What prevention initiatives are planned for 1994?
Answer. In the fiscal year 1994 Request, the National Institute on Alcohol Abuse

and Alcoholism (NIAAA) would continue support for its ongoing research grants in

the area of prevention, including the Institute's two Community Prevention Trials.

The community prevention trials, known as the Heartland Project and the Trauma
Reduction Trial, are designed to capitalize on the knowledge base built by commu-
nity-based research projects in the heart disease and cancer prevention fields and
are aimed at reducing youth access to alcohol and alcohol-related trauma.

In addition, NIAAA expects to be able to support some new prevention grants in

the areas of women and minorities.

BUDGET REDUCTIONS

Question. What initiatives will you have to reduce in 1994 because of budget con-
straints?

Answer. The National Institute on Alcohol Abuse and Alcoholism (NIAAA) would
reduce its total research project grant funding by $2,588,000 and maintain its other
extramural programs sucn as research centers, careers, and research training, and
intramural research at approximately the fiscal year 1993 level. Inevitably, the

funding of some of the highest quality research project grant applications in the
areas of neuroscience, genetics, medications development, and prevention would
have to be deferred.

Question. What prevention initiatives would go unfunded because of a lack of re-

sources?
Answer. NIAAA conducts a number of studies in the area of Vulnerability to Alco-

holism and Its Medical Consequences. Although socioeconomic factors have been

suggested as a cause for differential vulnerability, biological causes (genetic, bio-

chemical) also contribute to this variation. Knowledge of wilnerability genes will

provide a way of identifying at a very early age individuals at high risk for develop-
ing alcoholism. Such individuals can be targeted for

appropriate preventive ap-
proaches. Knowledge of vulnerability genes will also lead to further elucidation of
the physiological mechanisms of alcoholism, which will, in turn, facilitate the design
of new treatment strategies for the medical consequences of excessive alcohol con-

sumption.
The Institute would also defer new studies in Medications Development. Advances

in understanding the biological bases for drinking behavior and alcohol craving will

continue to open up exciting new possibilities for pharmacological agents to treat
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alcoholism and its consequences. Effective medications used early in the course of

alcoholism have great potential for markedly reducing the economic and social costs

associated with these conditions and restoring the individual to a productive role in

society. Anti-craving medications may be particularly useful in recovering alcoholics

who are prone to relapse and require subsequent expensive care.

CLINICAL TRIALS

Question. What clinical trials are you presently supporting or will you support in

1994 tiiat focus on disease prevention?
Answer. NIAAA is presently supporting and will continue in 1994 to support a

variety of clinical trials which focus on disease prevention, including a number on

treatment, such as patient-treatment matching and medications development. The
Institute continues to emphasize research to improve patient-treatment matching,
i.e., the ability to assign clients to facilities, treatment methods, and treatment pro-
viders that match their psychological and behavioral characteristics and the severity
of their alcohol dependence.
The Institute is also supporting two community prevention trials which are com-

plementary in the sense that each is devised to address different gaps in existing

Knowledge. These trials are designed to utilize the knowledge base produced by the

cancer and heart disease prevention fields. They are directed at reduction of alcohol-

related trauma and youth access to alcohol.

BASIC RESEARCH AND PREVENTION

Question. What role does basic research, such as molecular biology, play in the

development of disease prevention efforts?

Answer. NIAAA's basic research will achieve its goals by providing the basic sci-

entific understanding of addiction and its mechanisms, which will lead to appro-
priate strategies for prevention. We will also learn how best to intervene with indi-

viduals who suffer from alcoholism and alcohol-related problems. Basic research pro-
vides the knowledge base on which prevention approaches are built. Defining the

etiology of disease equips us to design more effective prevention and intervention

strategies. An increase during the past several years in new techniques and tech-

nologies for molecular biology, genetics, and neuroscience research—including ad-

vanced biochemical tests, gene mapping, and a variety of neuroimaging tech-

nologies—now enables unprecedented exploration of the nature and mechanisms of

the disease and associated features, including craving, tolerance, and impaired con-

trol of alcohol intake.

PROMISING RESEARCH

Question. What are some of the most promising research projects now being fund-
ed by your Institute?

Answer. Currently, the National Institute on Alcohol Abuse and Alcoholism

(NIAAA) is supporting two very important multisite studies; one concerning the ge-
netics of alcoholism and tlie other patient-treatment matching. In the Cooperative
Agreement on the Genetics of Alcoholism (COGA) scientists at six universities in

order to pinpoint the chromosomal location of genes that confer susceptibility to al-

coholism are conducting detailed diagnostic testing and genetic typing of 2,400 per-
sons in several hundred families in which alcoholism may be inherited. This project
will define various tj^jes of alcoholism and the contribution to each of genetic and
environmental factors. What we learn fix)m COGA will also enable us to develop
preventive interventions and new treatments for high risk individuals.

One of the most promising strategies in alcoholism treatment that NIAAA is sup-
porting involves assigning individuals to interventions based upon relevant patient
characteristics. NIAAA's nine site clinical trial on patient-treatment matching,
known as Project MATCH, is matching over 1,700 alconolism treatment patients to

three separate treatment models to determine the most effective interventions for

various treatment types. Integration of state-of-art statistical methods to measure
multiple outcomes oi interactions is permitting Project MATCH to yield a rich

database. This first national matching study promises to improve treatment effec-

tiveness, and significantly reduce healui care costs.

Question. What's the status of those selected projects? How will the fiscal year
1994 budget impact on those projects? Will funding for these research projects be
reduced as a result of this budget?
Answer. In fiscal year 1994 request, both the Cooperative Agreement on the Ge-

netics of Alcoholism (COGA) and Project MATCH will be under consideration for
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competitive renewal. The request includes funds to support these projects at their

fiscal year 1993 level of $6,060,000 and $4,125,000, respectively.

MEDICAL RESEARCH TRUST FUND

Question. If the Harkin-Hatfield Medical Research Trust Fund proposal were in-

corporated into the health care reform package, some $5 billion a year would be

adoed to the NIH budget. This would average a 50 percent increase for each of the

Institutes and Centers at the NIH.
Could you briefly describe what the impact of that increase on your Institute's

budget, in terms of success rate of grants, the kinds of new projects that could be

funded, and in general, in terms of the long-term benefits to scientific research in

your area?
Answer. A sizeable increase for the budget of the National Institute on Alcohol

Abuse and Alcoholism (NIAAA) would enable the Institute to meet the challenges
and opportunities unfolding in the alcohol research field today; discovering new

knowledge on the causes and consequences of alcohol abuse and alcoholism, design-

ing more effective treatment modeilities and prevention strategies, and, in the long-

term, reducing the tremendous economic and social burden this disease nlaces on

the health care svstem and society at large. Currently, alcohol abuse and alcoholism

costs the nation $98 billion per year.
For research project grants, NIAAA would ftind at a success rate of approximately

45 percent, a rate in which the Institute would be able to provide support for all

of its highest quality applications. The Institute would take full advantage of the

growth in techniques and technologies for molecular biology, genetics, and neuro-

science research as well as advanced experimental designs and refined methodolo-

gies for testing the effectiveness of prevention and treatment interventions. For ex-

ample, NIAAA would initiate studies in the regulation of gene expression by alcohol;

clinical trials to evaluate interventions for women with alcohol problems; applica-

tions of the new neuroimaging technologies to study fetal alcohol effects; research

on pharmacologically enhanced recovery of alcoholics including clinical trials to con-

firm early promising research that the medication. Naltrexone, is an effective agent

against relapse; and community-wide prevention strategies.
In addition NIAAA would increase its research training to maintain interest and

attract young scientists to alcohol research, and to address training shortages in

areas such as the genetic basis of alcohol-related pathology; ethnic and minority vul-

nerability to alcohol-related problems; and alcohol-induced injury to the fetus and
the development of neurological impairment.

BUDGET REDUCTIONS

Questions. In this Congressionally-declared Decade of the Brain, how can we rec-

oncile the President's suggested cuts to NIMH and NIAAA, and nominal increase

to NIDA? What programs will not be funded?
Answer. The Fiscal Year 1994 President's request for the National Institute on

Alcohol Abuse and Alcoholism (NIAAA) is $173,615,000 as compared to the fiscal

year 1993 level of $176,442,000. Given the budget constraints due to the Federal

deficit and the current priorities, the fiscal year 1994 request is less than the fiscal

year 1993 appropriation.
NIAAA would reduce its total research project grant funding by $2,588,000 and

maintain its other extramural programs such as research centers, careers, and re-

search trsiining, and intramural at approximately the fiscal year 1993 level. Inevi-

tably, the funmng of some of the highest quality research project grant applications
in our priority areas of neuroscience, genetics, and medications development would
have to be deferred.

SUBCOMMITTEE RECESS

Senator Harkin. The subcommittee will stand in recess to recon-

vene at 9:30 a.m., Friday, June 18, when we will meet in room SD-
192. --^_
[Whereupon, at 1:12 p.m., Wednesday, May 26, the subcommittee

was recessed, to reconvene at 9:30 a.m., Friday, June 18.]



DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, AND EDUCATION, AND
RELATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 1994

FRffiAY, JUNE 18, 1993

U.S. Senate,
Subcommittee of the Committee on Appropriations,

Washington, DC.
The subcommittee met at 9:38 a.m., in room SD-192, Dirksen

Senate Office Building, Hon. Tom Harkin (chairman) presiding.
Present: Senator Harkin.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Office of the Inspector General

statement of bryan b. mitchell, acting inspector general
accompanied by jane s. tebbutt, assistant inspector gen-

eral for management and policy

opening remarks of senator harkin

Senator Harkin. The Senate Appropriations Subcommittee on
Labor, Health and Human Services, and Education, and Related

Agencies will come to order.

This morning, we will hear from the General Accounting Office
and the inspectors general responsible for eliminating fraud, waste,
and abuse in the three Cabinet aigencies funded through this ap-
propriation subcommittee. The subcommittee, which has authority
over $62 billion of discretionary spending, has the responsibility to

assure that these funds are well and efficiently spent.
When I learn of situations of fraud, waste, abuse, and unneces-

sary duplication in our programs, I intend to make every effort to

eliminate it. The hearing today will enable us to do just that.

This is not a typical budget hearing. I will not ask the inspectors
general to discuss their agencj^s funding requests for fiscal year
1994, which will be included in the records. Instead, each inspector
general, and the GAO, will highlight one major investigation con-
ducted by each of their agencies. This is in keeping with the proc-
ess we started 2 years ago.
The investigations of each Office of Inspector General are pub-

lished in semiannual reports, the latest of which cover the period
October 1, 1992 through March 1993. I will include the executive
summaries of these reports in the record.

(877)



878

We are holding this hearing as the Senate prepares to consider
a reconciliation bill which reduces the deficit by $500 billion, which
includes cutting spending by $225 billion. The most controversial

of savings in the Senate package come from additional cuts in Med-
icare. The testimony of today's first witness, Acting Health and
Human Services Inspector Greneral Bryan Mitchell, is very relevant
to the debate over Medicare cuts and deficit reduction.

Specifically, Mr. Mitchell will report that Medicare savings can
be found by eliminating excessive reimbursement for durable medi-
cal equipment, not just by further cutting benefits for the elderly
and disabled. We can offer beneficiaries equipment that provide
equivalent service but at less cost and save Medicare somewhere
in the neighborhood of $1.2 billion.

That is what I call spending smarter.
Two other issues, health insurance and student loans, will be ad-

dressed by, respectively, the inspector generals of the Departments
of Labor and Education, Charles Masten, Acting Inspector General
at the Labor Department, will identify health care fraud schemes

being investigated by the Inspector General's Office of Labor Rack-

eteering.
Next, Inspector General James Thomas of the Education Depart-

ment will describe recent audit work that revealed the potential for

conflict of interest involving billions of dollars in student loans.

Also of concern to this subcommittee is the problem of duplica-
tion among the various programs within the jurisdiction of this

subcommittee. We will hear from Clarence Crawford of the GAO,
who will discuss the proliferation of Federal job training programs.
Now, get this. Last year, the GAO identified 125 Federal job train-

ing programs in 14 agencies. That was last year. The GAO has now
identified more than 150 such programs. And so it just keeps going
up.

Since most of these programs fall under the jurisdictions of the

Departments of Labor and Education, I will ask Mr. Masten and
Mr. Thomas to join the final panel in discussion with GAO.

PREPARED STATEMENT OF SENATOR HERB KOHL

At this time, I will hold the record open for any statement by our

ranking member. Senator Specter, and other members of the sub-
committee who wish to submit statements for the record.

[The statement follows:]

Statement of Senator Herb Kohl

Mr. Chairman, thank you for convening this hearing.
As we continue the process of considering 1994 appropriation levels for the sub-

committee, it is absolutely critical that we look at programs in which we can do a
better job with administration and coordination.

I have reviewed the written testimony of the four witnesses, and am particularly
interested in the education and iob training issues.

We have had significant problems back in Wisconsin with a job training program.
We also have a national model of coordination there. And I have both questions and
comments for the GAO on that.

And last year as part of the Higher Education Act, I think many of us worked
to reduce the default problem and to establish performance standards for propri-
etary schools. Prior to serving on the committee, I was privileged to work with the
Senator from Georgia on the Governmental Affairs Subcommittee on Investigations
on the default hearings.
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I am not going to be able to stay for the entire hearing this morning, but do have

questions for Mr. Thomas and Mr. Crawford that I would like to be submitted for

written response. Also, I would like to take a moment—for the record—to respond
to Mr. Thomas' written testimony, because I believe it would be a disservice to some
of my constituents, frankly, to let that testimony stand in the record, unchallenged.
As I mentioned, 3 years ago as a member of Chairman Nunn's Subcommittee on

Investigations—I asked the Department of Education witness the following ques-
tion, "Who is in charge? Who is responsible for the student loan program and these
defaults?" There was no answer then.
And I don't see an acceptable answer in Mr. Thomas' testimony today. There are

the same old allegations about the proprietary schools—old allegations, old data and
erroneous conclusions. There is more finger pointing. I read that the job markets
are to blame for our default rates. Mr. Thomas suggests that cosmetologists and pro-
fessional schools—cosmetologists of all people

—are big, bad burdens on the Amer-
ican taxpayers.
The Inspector General calls for bold new policy changes in student aid—only

make aid available for training programs that respond to future job needs. It is an

interesting topic for debate. But not one into which we should enter lightly. And
certainly not without—and I quote the Governmental Affairs report— "* * *

widely
available accurate information on current and future market needs".

We've got fingers pointing in all directions, except home. Nowhere in this testi-

mony do I see an indication that the Department of Education is taking responsibil-
ity for its role in all of this mess. Nowhere is there an acknowledgement that some
01 the recommendations—like performance standards—are things we've done down
here, but that the Department hasn't followed up on. To the best of my knowledge,
there aren't even regulations yet for all the performance standards we built into the

Higher Education Act which was signed into law almost a year ago.
In the mind of this Senator, some of the folks up at the Department of Edu-

cation—with more than a little help from Capitol Hill, have spent the past six years
blaming proprietary schools for all the waste and fi-aud and abuse in the student
loan industry. First it was the culinary schools. Then it was the truck driving
schools. And there were problems, no doubt about it. Now it's the beauty schools.

Well, enough dog-kicking. Look at the total amount of money we spend on student
aid. Look at how much of the loans went to young people studying to be cosmetolo-

gists last year. What excuse is Education going to use when young people choosing
trade schools can't get any federal aid at all?

We do have waste in our federal education programs—no doubt about it. But I

believe a lot of that responsibility lies in the hands of the Department of Education,
not in the laps of most of the young people who want help getting a skill at a good
school so they can earn a living.
And I want that on the record. There are problems down in Region VI, alright.

Some of the worst cases in the country. Of the five schools from which all these fig-
ures and recommendations are derived, 1 has been in bankruptcy, and 2 have not
had active accreditations since 1991. Based on these five schools—five schools and
some Hawed job market numbers that don't even mesh with what the Bureau of
Labor Statistics predicts—the Inspector General suggests that taxpayers are being
"ripped off" by training people to become cosmetologists. Taxpayers are being ripped
off". But most aren't being ripped off" by their beauticians. Most not being ripped off

by their truck drivers. Most are not being ripped off" by sending their sons and
daughters to community colleges and trade schools to get skills. Far more are being
ripped off" by a Department of Education that is so bureaucratic and so busy cover-

ing its backside that it can't administer its own programs effiectively.
I have several questions for the Inspector General concerning the Management

Improvement Report No. 93-03 on which he bases some of his numbers and state-
ments. It's quite a piece of work when you get into it. I will submit those questions
for the record and written response. I urge this subcommittee to look very, very
carefully at the methodology of the MIR and the nature of the data on which the

Inspector General makes his recommendation to the Committee today.
I thank the Chair.

Senator Harkin. And, again, I just want to state that we miss
the presence of our ranking member and my good friend, Senator

Specter, from Pennsylvania. As you know, he recently underwent
an operation for a brain tumor, which turned out to be benign. We
are all thankful for that. I am told by his staff that he is being re-

leased from the hospital today and on his way home and on his
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way to a speedy recovery, and we are all thankful and very grateful
for that and look forward to his speedy return to the subcommittee.
And, again, your statements will be made a part of the record.

Inspector General Mitchell, again, welcome back to the sub-
committee. You are no stranger to us. And, again, thank you for

all of the efforts and time and the leadership you have given to the

Inspector (General's Office during these interim periods.
Again, welcome to the subcommittee, and please proceed with

your testimony as you so desire.

SUMMARY STATEMENT OF BRYAN MITCHELL

Mr. Mitchell. Thank you, Mr. Chairman.
With your permission, I will just submit my testimony for the

record and briefly summarize it.

Senator Harkin. Surely.
Mr. Mitchell. As you are well aware, Mr. Chairman, in pre-

vious testimony before this committee, we have pointed out many
abuses in the durable medical equipment [DME] area, such things
as TENS seat lift chairs and others. As a result of the work that
we have done and that the Health Care Financing Administration
has done, and, I might add, a lot that this very committee has
done, there have been a lot of things done over the last several

years that are bringing the DME area under control.

Congressional action has cut the reimbursement level for certain

pieces of equipment and limited coverage of the seat lift mecha-
nisms. Beginning next

year,
we will have only four carriers to proc-

ess the claims for DME in the United States. The point-of-sale
rules will be modified at that time. And suppliers will have to

apply for a new provider number and to meet certain standards.
These changes will go a long way to correct the abuses that have

been documented in the past.
That is not to say that all problems have been solved. There are

plenty out there to keep the inspector general and others busy for

a while.
We continue to look at individual items of equipment and to look

at ways of reimbursing equipment. And we believe there are still

problems. We believe there are still areas in which money can be
saved. Home blood glucose monitors cost much less than they are
reimbursed.
We believe that payment for hospital beds, which is one of the

big, big items in DME, can be modified to save money. We believe
that money can be saved in the lOL's, or intraocular lenses. That
is becoming one of the biggest Medicare DME expenditures.
There are 1,034 codes to identify DME and POS, and each code

covers more than one item. So that the possible number of items
out there is just immense. But the pricing mechanism for all of
these things really needs examining.
What happens now is that the price that is reimbursed for these

items have been set by the Congress, and they were set based on
1987 changes, and have been, to some extent, inflated since that
time. In the Inspector General's Office, we believe that to get at the
heart of how much Medicare reimburses for these that we must go
to some kind of mechanism in the near term that gives the Depart-
ment authority to imply an inherent reasonable standard to items
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of durable medical equipment. Some mechanism that could be used

fairly quickly to keep prices in the right range.
Over the long run, we believe that we must work on ways to re-

late what Medicare pays for this type of equipment much more
closely to what this equipment actually costs to produce, and then
reasonable amounts for the people who handle the gear after it has
been produced.
To move in this direction, though, will require much more data

than are now available. The approved move to four carriers, where
we have only four carriers, each one handling a region of the Unit-
ed States, will allow us to get much more data than we have ever
been able to get before. It will allow us to do much more analysis.
And it will provide the data much more quickly than we have ever
had it before.

There is also a situation with the so-called abused list that OIG
will be pushing to see if we can get some changes. This is a list

that the Congress established and put the first three items on,
which means that the carriers have to review the provision of the
items on that list. The Secretary has authority to add to the list,

but since Congress established the list and put the three items on

it, there has not been a single other item added to the list.

We believe that part of the problem is that we have to use the

regulation process, that is, the administrative act process, and it is

just such a time-consuming, arduous task to get items on the list

that nothing has moved forward. We believe that we should have
a much simpler way to do it, and a way that it can be done much,
much quicker, so that when you begin to notice abrupt changes in

the way that equipment is being utilized and carried forward and

charged for, that we can much more quickly get the item on the

abuse list and thus apply those techniques that are used to control

abuses.
I might add, quickly, Mr. Chairman, that we are going to con-

tinue to work very, very closely in the DME area. We have a full

plate for next year, reviewing high-priced DME items, including
the lymphedema pump. We are reviewing implementation of the
national supplier clearinghouse to determine if the data collected

is accurate, complete, useful, and accessible. We will conduct a re-

view of Medicare lease-purchase arrangements for oxygen con-

centrators, a review of the regionalization of the carriers, and a re-

view whether certificates of medical necessity provide Medicare
carriers with the information and controls necessary.
And I might add, Mr. Chairman, that that is an area that is very

much tied to utilization and one that the inspector general and
HCFA, both, are going to have to pay a lot of attention to. And we
will have a review of the body jacket item and we will also start
work on reviewing to determine if orthotic devices and suppliers
are properly billing Medicare for the devices.

We believe that much has been done. Much remains to be done.
We are hopeful and I personally am very hopeful, Mr. Chairman,
that things are moving along in this area and that it will be well

under control one of these davs. I am very heartened at what has

happened in the industry itself. The industry has taken a very up-
beat approach to helping control fraud and abuse in the industry.
We have done a lot of work with them.
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Thhe HCFA, OIG, and NAMES, their industry organization,
working with the AARP, has produced a pamphlet that Medicare
beneficiaries can use to give them information so that they can
much more easily understand how things work and can help to

identify fraud. It has been our experience that much of the infor-

mation we get on abuse and fraud comes from the beneficiaries.
And this publication will help.
And with your permission, Mr. Chairman, I will submit a copy

for the recora.

Senator Harkin. Yes; without objection.

PREPARED STATEMENT

Mr. Mitchell. With that, I will conclude, sir. And I have high
hopes, though, that this area will be brought under control. And as
I ride off to become a beneficiary myself, I will not have to worry
about this one any more.

[The statement follows:]

Statement of Bryan B. Mitchell

introduction

Good morning Mr. Chairman and members of the committee, I am Bryan Mitch-

ell, Principal Deputy Inspector General of the Department of Health and Human
Services (HHS). I am pleased to appear before you this morning to discuss our fiscal

year 1994 budget request. You have specifically requested that I devote my remarks
to a discussion of some of the problems we have encountered in Medicare reimburse-
ment for durable medical equipment (DME).

DURABLE MEDICAL EQUIPMENT

DME includes oxygen equipment, wheelchairs, transcutaneous electrical nerve
simulators (TENS), seat-lilt mechanisms, and other equipment and supplies that

physicians prescribe for home use. Medicare also pays the approved rental charges
if the equipment is rented. For certain pieces of equipment and supplies, DME sup-
pliers submit claims along with authorization documents known as certificates of

medical necessity (CMN's) prepared by a
physician.

To process Medicare Part A and
B claims, the Health Care Financing Administration (HCFA) uses contractors
known as fiscal intermediaries and carriers respectively. Medicare expenditures for

DME are now approaching $3 billion a year.
For many years, we have worked with the DME industry to document fraudulent

and abusive practices, including questionable marketing techniques, inflated

charges, and manipulation of loopholes in the law. Not only does the Federal Grov-

emment lose millions of dollars a year on these schemes, but these practices are

particularly offensive because they victimize our beneficiaries.

We are pleased that our work in this area has contributed to heightened aware-
ness of the deficiencies in DME reimbursement. We have issued numerous reports
on this subject and I would be happy to make these available to the subcommittee.
We have also aggressively pursued those who have defrauded our programs in this

area. In the last 3 years alone, over 85 convictions have been obtained in this area.

We have also had more than half a dozen Congressional hearings on this subject

during the past 2 years. These hearings have contributed to additional research in

this area and the Department has undertaken a major DME reform effort.

RECENT REFORMS IN DME

The Congress and the Administration have taken a number of steps to curb the
abuses in the DME area:
—The Omnibus Budget Reconciliation Act of 1987 (OBRA '87) mandated the es-

tablishment of fee schedules. Fifty-seven separate fee schedules—one for each
Medicare carrier area—were calculated using "historical reasonable" charges.—OBRA '89 eliminated inflation updates for DME, reduced payments for seat-lift

chairs and TENS by 15 percent, and directed that motorized wheelchairs be
treated as routinely purchased items.



883

—OBRA '90 limited Medicare payments to the seat-lift mechanism, limited infla-

tion updates to the fee schedule and reduced fee schedule dollar amounts for

TENS by 15 percent. Also established ceiling and floors to the DME fee sched-

ules to make payments more uniform, prohibited suppliers from distributing

completed or partially completed CMN's.—Starting October 1, 1993, the current claims processing for DME in 33 carriers

will begin to be consolidated into four regional carriers (phased in until Feb-

ruary 1994). With fewer carriers, an opportunity exists for more exoerienced

Personnel
who can process claims more quickly and accurately. A smaller num-

er of specialized regional carriers will also reduce variations in coverage deci-

sions.—When the claims processing is consolidated into the regional carriers, rules re-

garding "point-of-sale" will also be changed. Medicare will no longer p^ for

services based on where the order was taken. Rather, pajrment will be deter-

mined based on where the beneficiary resides. This will correct the abuses that

have been documented regarding "carrier shopping."—In coryunction with these changes, the Department will also establish tight con-

trols over the issuance of suppfier numbers. A Medicare billing number will not

be issued untU a supplier completes an application detailing information on

ownership and business practices.
The information collected on the application

will be compiled in a national data base that will allow the Department to iden-

tify and track abusive suppliers.—Suppliers will be required to meet basic, minimum operational standards. If

compliance with the standards is not maintained, the provider number will be

revoked.—Other Administrative initiatives include creating model coverage and medical

review guidelines for the 100 items identified as the most fi-equently used or

abused, developing model CMN forms, refining and standardizing the coding for

fidl medical equipment and supplies, and developing improved carrier edits to

prevent unbundling, upcoding, and fragmentation of claims.

These changes will go a long way to correcting the abuses we have documented
in this area.

RECENT OIG DME RELATED WORK

Even with this corrective action, OIG work continues to document certain defi-

ciencies in Medicare payment for DME.—In a December 1992 report entitled "Review of Medicare Payments for Home
Blood Glucose Monitors (A-09-92-00034), we found that Medicare fee sched-

ules established for blood glucose monitors were excessive. While the monitors
could be purchased for $50 at a drug or grocery store, we found that Medicare
fee schedules nationwide ranged fi-om $144-$211. We recommended that HCFA
seek legislation to allow carriers to apply inherent reasonableness to the fee

schedule amounts. Another finding was that beneficiaries could get rebates on
the purchases of monitors. Some rebates actually equaled the cost of the mon-
itor, resulting in no cost to the beneficiary. At the same time. Medicare, because
it is diflBcult to identify rebates paid to customers, paid the full amount under
the fee schedule—up to $211 for an item provided at no cost to the beneficiary.
We are working with HCFA to assure that manufacturers notify the Depart-
ment of rebates so they can be accounted for in Medicare payments. The anti-

kickback statute prohibits rebates when the discount is not accurately reported
to Medicare or Medicaid.—In a May 1993 report entitled "Medicare Part B Reimbursement of Hospital
Beds" (A-06-91-00080) addressed Medicare reimbursement for hospital beds.

This audit found that an electric hospital bed can be acauired by a supplier for

an average of about $1,000. Medicare pays for the monthly rental of beds. The
rental lift of a bed is 60 months (5 years). Over the 5 year period. Medicare

pays, on average, about $7,000 for the bed (7 times the supplier acquisition
cost). This happens because of multiple

rentals. The average patient rents a bed
for approximately 6 months. When tne bed is returned to tne supplier, it is then
rented to another patient. Relatively few patients exercise the option to pur-
chase the bed. The OIG recommended that HCFA reimbursement reflect the 5-

year usefiil life and the many times the bed can be rented. One recommendation
was to lower the monthly rental rates and extend the rental reimbursement pe-
riod from the present mtudmum of 15 months to 60 months.

—In May, we sent HCFA an early alert (OEI-05-92-01031) of our findings con-

cerning the costs of intraocular lenses (lOL's). Our final report will be released

later ttiis month. Our findings show that ambulatory surgical centers (ASC's)
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are currently paying about $126 for lenses while the Medicare reimbursement
is $200. We believe that it is reasonable to reduce the $200 flat fee currently

paid for lOL's in ASC's. Prior OIG reports issued in 1986 and 1990 concluded

that Medicare reimbursement policies encouraged inflated prices for lOL's.

ADDITIONAL CORRECTIVE ACTION POSSIBLE

OIG work continues to docimient excessive payments for certain DME items be-

cause Medicare fee schedules for DME were established in 1987 based on historical

charges. The fee schedules are updated each year to account for inflation. In gen-

eral, even when an OIG report identifies a particular piece of equipment as over-

priced, the Department or carriers cannot reduce reimbursement levels—it requires

congressional action.

The Department has put forth legislative proposals to allow carriers to apply "in-

herent reasonableness" in setting reimbursement amounts (this would allow down-
ward adjustments). These have not been adopted. The Department has also pro-

posed Legislation to allow the Secretary to make adjustments to payments for DME,
prosthetics, and orthotics, after taking into consideration market factors and techno-

logical changes. 1

In terms of a long-term solution, a pricing policy based on costs may make more
sense. However, this approach is likely to be resource intensive and will reauire ad-

ditional study to determine the practicality of such an approach. Additionally, even

when claims are processed in the four regional carriers, claims will be paid based

on fee schedules for each State. While the OBRA '90 ceilings and floors I discussed

earlier in my testimony will limit the variance in DME pa5mient levels, a more
standardized payment policy may be desirable. Again this type of approach merits

fiirther consideration.2
I would also like to discuss concerns we have regarding possible fraud and abuse

and certain individual pieces of DME. Over the years, we have seen large, rapid,

unexplained increases in Medicare expenditures for certain pieces of equipment. For

example, we saw this happen with TENS when expenditures increased from $15
milUon in 1985 to $38 million in 1987. We saw seat-lift chairs expenditures in-

creased fi-om $33 million in 1986 to $111 million in 1988. Based on our investigative

activities, we know that a large portion of these increases were the result of fi-aud

and abuse. As previously discussed, heightened awareness of abusive practices led

the Congress to reduce reimbursement rates and take other action (i.e., putting on

tiie hst of "abused" items). As a result we saw a significant decrease in program
expenditiires for these items. Seat-lift chair expenditures decreased 22 percent fi-om

1988 to 1989, 65 percent fix)m 1989 to 1990, and 99 percent fix)m 1990 to 1991.

TENS expenditures decreased 49 percent from 1988 to 1989, another 42 percent
from 1989 to 1990, and 33 percent from 1990 to 1991.

However, this type of identification and correction of a problem can take years.

And when we see one problem corrected, abuses can swing to another piece of equip-
ment. We believe that high priced DME attracts fraud and unscrupulous providers.
We are currently investigating cases involving lymphedema pumps and body jack-

ets, two pieces of DME for which we have seen dramatic increases in expenditures
over the past year or two. For example, our data indicates that expenditures for one

type of Ijmnphedema pump increased from $18 million in 1991 to $47 million in

1992. Similar expenditures for body jackets increased from $200,000 in 1990 to $6.7

million in 1991.
While dramatic increases in expenditures does not necessarily mean fraud, our

past experience indicates that it ought to be flag for someone to ensure that equip-
ment is being prescribed and used properly. The Department should be able to iden-

tify and take corrective action where appropriate quickly.
Section 1834(a)(15) of the Social Security Act mandates that the Secretary main-

tain and periodically update a list of DME which are subject to unnecessary utiliza-

tion. Carriers are required to determine in advance whether payment should be al-

lowed for any item on the list. The statute specifies that seat-lift mechanisms,

TENS, and motorized scooters be on the list. The Secretary has added no additional

items. It is difficult if the Secretary has to add items to the list because such action

lAs passed by the House, H.R. 2264 contains a provision
to which would allow the Secretary

to adjust rates on the basis of prices and costs apphcable at the time the item is furnished.
2 As passed by the House, H.R. 2264 mandates that GAO submit a report that geographically

analyzes the supplier costs of DME under Medicare. This bill also contains a provision mandat-

ing uiat the Secretary report on the geographic variation among supplier costs and make rec-

ommendations regarding a geographic cost adjustment index for suppliers.
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requires going through the Federal rulemaking process. This can be a lengthy and
cumbersome process.

In order to make the abused list more flexible and effective, the statute could be
modified. The Department has put forth a legislative proposal to allow the regional
carriers to target either individual suppliers who exhibit abusive behavior or se-

lected items that have been subject to abuse. As an alternative, the statute could
be modified to allow the Secretary to maintain and update the list without going

through the rulemaking process.
Such a modification may give the Department the

flexibility to respond quickly to items associated with potential fraud and abuse.

FUTURE OIG DME RELATED WORK

The OIG will continue to review issues associated with DME to document abuses
and to monitor the changes currently taking place in Medicare reimbursement: re-

view high priced DME including Ijmiphedema pumps; review implementation of the
National Supplier Clearinghouse to determine if the data collected is accurate, com-
plete, usefiil and accessible; review of Medicare lease-purchase arrangements for ox-

ygen concentrators; review of the regionalization of carriers for DME to determine
if it has allowed HCFA to institute uniform policy coverage; review whether certifi-

cate of medical necessity provides Medicare carriers with the information and con-
trols necessary to assure that the durable medical equipment provided to Medicare
beneficiaries is medically necessary and appropriate; review to determine if orthotic
device suppliers are properly billing Medicare for the devices; and review of body
jackets.

CONCLUSION

Over the past 2 years, there has been much attention focused on the deficiencies
in Medicare reimbursement for DME. As a result of work done by this and otiier

committees, our ofiBce, HCFA, and the National Association of Medical Equipment
Suppliers (NAMES), positive steps have been taken to correct these problems. Fi-

nally, I would like to commend NAMES, HCFA and OIG staff for putting together
this pamphlet for consumers on Medicare and home medical equipment fi-aud. With
vour permission, I would like to submit it for the record. However, strides that have
been made in this area do not mean that deficiencies no longer exist. The OIG will

continue its oversight and monitoring activities in this area to ensure that program
expenditures are appropriate and that unscrupulous suppliers do not defi-aud our
beneficiaries.

Mr. Chairman and members of the committee, I am pleased to appear before you
today to present the fiscal year 1994 appropriations request for the Office of Inspec-
tor General (OIG). Our statutory mission is to promote economy, efficiency, effective-

ness, and integrity in all Department of Health and Human Services (DHHS) pro-
grams. One method by which our mission is accomplished is seeking out and elimi-

nating fi-aud, waste, and abuse within DHHS and its programs. We are designed
to protect taxpayers interests and beneficiaries whose health and welfare depend on
the more than 300 programs of this Department. Our guiding philosophy is to em-
ploy our thin resources to the best advantage. We do not simply react to individual
events that result in statistical accomplishments. We believe in a much more
proactive approach. Our objective is to provide the catalyst for program improve-
ments. Our focus, therefore, is on systemic problems; we target areas of high vulnM*-

abiHty and concentrate on ensuring that program weaknesses are correct^. The re-
sults of this approach are documented in our semiannual reports, the Program Im-
provement Handbook ("Orange Book") and the Cost Saver Handbook ("Redbook").
The budget we are submitting for fiscal year 1994 is the same as last year's ap-

propriation. Nevertheless we intend to seek to maintain the level of oversight man-
dated for us by law and carried out over the years.
We are mindful that the Administration's vision for change for our country, par-

ticularly in the areas of health care reform, welfare reform. Head Start, childhood
immumzations, and preventive health care, will present many new challenges for
this Department. In addition, the Social Security Administration (SSA) and iJie

Health Care Financing Administration (HCFA), each of which have outlays com-
parable to the Department of Defense (.DOD), present their own challenges. 'The
OIG has responsibility to oversee all of these programs. As a result, we are taking
innovative steps and implementing new methodologies to perform our audit, inves-

tigative, and inspection oversight activities. These innovations, coupled with priority
setting, and deployment of staff in critical workload areas, will help us fulfill our
mission and support the programs of this Department.
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Our accomplishments over the past 12 years can be measured by the savings to

the Federal government resulting from OIG activities and recommendations, return
on OIG investment, and growth in administrative sanctions and judicial prosecu-
tions. Between 1981 and 1993, $51 billion in savings, settlements, fines, restitu-

tions, and receivables resulted from OIG activities and implementation of OIG rec-

ommendations. These savings represent an increase of the return on OIG invest-
ment from $160,000 per FTE in 1981 to $4.2 million per FTE in 1992; and from
$4 saved per every OIG budget dollar spent in 1981 to $62 saved per OIG budget
dollar spent in 1992. This increase in productivity occurred even as the Depml;-
ment's program areas expanded. However, for the first time since 1981, OIG overall

savings decreased in fiscal year 1992.
In fiscal year 1992, we imposed approximately 1,739 administrative sanctions on

individuals and entities who defrauded or abused departmental programs or their

beneficiaries. This is more than four times the number of sanctions imposed 5 years
ago and 40 times the level we first reported to you in 1981.

Successful prosecutions in the criminal courts have also dramatically increased,
from 165 in 1981 to 1,893 in fiscal year 1992. The OIG has referred for successful

prosecution individuals and entities who fraudulently obtained Social Security bene-
fits or otherwise criminally misused the Social Security Number (SSN), improperly
claimed Medicare and Medicaid reimbursement, engaged in fraudulent telemark-

eting schemes targeted to beneficiaries, falsified applications for drug approvals, and
defrauded Government contract and grants, among others. A significant integrity
area is the deterrence, detection and prosecution of corruption among the Depart-
mental employees.
We expect a significant decrease in the number of successful prosecutions and

sanctions in fiscal year 1993. This decrease is due to the continuing loss of inves-

tigators over the past years, which has resulted in fewer cases opened or in the

"pipeline."
We continue to publish the OIG Cost Savers and Program and Management Im-

provement handbooks, respectively referred to as the "Red" and "Orange" books. The
Red Book is a compendium of significant OIG monetary recommendations that are

pending decision or action by policy makers. We prepare the Red Book to provide
departmental decision-makers, Administration officials and members of Congress
with a tool for evaluating actions that might be taken to achieve savings and im-

prove program efficiency. Our Spring 1993 edition describes 74 possible cost saving
opportunities, more than half of which are directed to the HCFA. Full implementa-
tion of the recommendations contained in the Red Book could produce almost $20
billion in annual savings to the Department.

Significant non-monetary findings and recommendations are recapped and mon-
itored in the Orange Book. This compendium ensures that the most significant
weaknesses identified by the OIG relating to program and financial management in

the Department are "flagged" and tracked until final corrective action is completed.
This document focuses on improving financial systems, internal controls and pro-
gram efficiencies that in turn enhance the quality of programs. The 1992 edition

highlights 174 significant issues, 37 of which are considered material weaknesses
under the Feder^ Managers' Financial Integrity Act (FMFIA). Many of the major
vulnerabilities documented by the Office of Management and Budget (0MB) and the
General Accounting Office (GAO) were first reported by our office and included in

the Orange Book reports. Recommendations to HCFA include such areas as Medi-
care pa3rment safeguard activities, incentives to enhance recovery of pa3anent for

Medicare secondary payer, and others regarding physician services and Medicare

coverage guidelines. Recommendations to PHS cover the need for improvements in

controls in information resources management procurements and over authorized

agents. SSA recommendations address debt management and collection systems, in-

ternal controls and SSN's.
The OIG is not solely a retrospective examiner who looks for mistakes and ques-

tions others judgements. A notable example of where our office does not wait until

others make errors is in the review of existing and proposed legislation and regula-
tions. Our reviews seek to discover weaknesses in proposed legislation and regula-
tions that could lead to fraud and abuse, cause inefficiency or degrade client serv-

ices, or unnecessarily increase client costs. During fiscal year 1992, the OIG re-

viewed 211 of the Department's proposed regulations and another 393 legislative

proposals.

BUDGET REQUEST

Our budget request for fiscal year 1994 is $98,996,000 and 1,283 FTE's. The budg-
et request is equivalent to the amount that was appropriated in fiscal year 1993.
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It reflects the Administration's policy to reduce administrative costs by three per-
cent and FTE's to 1,283, or 30 fewer than supported by our office in fiscal year 1993.
We have concerns about our continued drop in staff and our ability to meet the

demands and responsibilities placed on our office. We are taking a number of spe-
cific steps to redesign our office and the way we conduct our activities to do "more
with less." For example, in our Office of Investigations, we have shifted investiga-
tions to those areas of the country which traditionally spend the most HHS dollars

(e.g., California and Florida) where data indicates the most fi-aud and abuse cases
are opened. We plan to pay our investigators premium pay for administratively un-
avoidable overtime as provided by law and practiced in most law enforcement agen-
cies. Premium pay will provide additional investigative staff days and increase the

efficiency of investigations by authorizing investigators to work on a case to comple-
tion.

Our Office of Audit is conducting pilot tests with educational institutions and
other entities to reduce the costs and manpower needs to do pre-award audits, with-
out sacrificing quality. Other pilot programs are testing the use of audit guides to

srmpUfy the way we do close-out audits. We are collecting data and information for

many inspections via telephone in order to save travel dollars and are evaluating
ways to consolidate administrative functions. All of these measures will assist us
in using our limited resources to oversee the most critical HHS programs and is-

sues. The program areas we plan to focus on in fiscal year 1994 are as follows.

MEDICARE AND MEDICAID PROGRAMS

President Clinton has projected that Medicare and Medicaid spending will account
for over 50 percent of the growth in Federal spending over the next five years. To
say that increases in costs of these programs continue to outstrip the growth rate
of all other departmental orograms is an understatement. Expenditures for the
HCFA programs contributea significantly to the roughly three quarter of a trillion

dollars spent in this country on health care last year. Unfortunately, a significant
amount of Federal dollars spent on health care is lost to fraud and inefficiencies.

In fiscal year 1994, priority will be given to high risk areas such as Medicare pro-
gram data, program payment safeguards, Medicare as secondary payer, and Durable
Medical Equipment (DME). Moreover, the OIG will shift; its primary investigative
attention to fraud in Medicare Part A, which covers home health, hospitals and
other institutions, and which consumes more than 60 percent of Federal health care
fiinds.

PUBUC HEALTH SERVICE, SOCIAL SECURITY, AND OTHER PROGRAM AREAS

In fiscal year 1994 we will continue our oversight of Food and Drug Administra-
tion (FDA) approval processes for pharmaceutical and medical devices. We will con-
tinue to examine the National Institutes of Health (NIH) and the billions of dollars
in biomedical research grants and contracts that it awards. Some of the non-profit
recipients of these NIH research fiinds enter into research agreements with pharma-
ceutical or device manufacturing companies. Further, we will audit patents devel-

oped by NIH grantees and provide an assessment as to whether Federal involve-
ment in underlying technologies has been properly reported in the institution's pat-
ent applications. In general, the OIG will look at the propriety of such collaborative

agreements.
We plan new audits and inspections in program areas aimed at assisting children

and families. The administration has proposed legislation that would greatly expand
Federal programs for immunizing all of the nation's children against a wide range
of childhooa diseases. We will review the Centers for Disease Control and Preven-
tion's methods of measuring performance in ensuring that Federally funded State
and local providers are providing immunizations in me most economical and effec-
tive manner.
We will review the use of Head Start program expansion funds and program ad-

ministration as weU as management. Our review of Foster Care will determine
whether at-risk children are placed in a foster care setting that will stabilize the
child's well being and that program administrators are trained to provide necessary
support. We will continue to review health and safety condition of facilities used for
Head Start, Foster Care, and Child Care to identify conditions that may be hazard-
ous to the children.
The Social Security Administration is the largest component of the Department

of Health and Human Services and its programs touch the lives of almost every citi-

zen. In fiscal year 1994 we will continue our focus on the increasing workload and
claims processing backlog facing SSA in the disability program. Reviews will include
the effective use of supplemental funding provided to help reduce delays in process-



888

ing disability insurance claims and systems modernization activities of State agen-
cies providing disability determination services. Our reviews of SSA's automated

systems will assess the effectiveness of efforts to mtiintain the software used to pay
benefits and to perform SSA's remaining programmatic functions. A major OIG ini-

tiative will be review of SSA's plans to change its data processing environment
which will cost in excess of $1 billion over the next several years.
Another area of focus in fiscal year 1994 will be financial management operations.

As a result of the Chief Financial Officers Act of 1990, several HHS agencies and

programs which account for about 80 percent of annual outlays, including the Social

Security Administration and HCFA's Medicare program, are required to prepare fi-

nancial reports on their use of Federal funds. These accountability reports, which
now incorporate performance information on how effectively Federal programs
achieved their goals and objectives, are subject to audit by the OIG. Our audits, pro-
vide insight into how well management has discharged its fiscal responsibilities and
how reliable is the budgetary, financial, end performance information reported to

Congress and the public.
In recent years, we have audited the financial management reports of the Social

Security Administration, and last year we added several smaller reporting entities

at the Public Health Service and the Office of the Secretary. For fiscal year 1993,
we have added the Medicare Trust Funds, which comprise about $143 billion of an-

nual outlays. As part of this audit effort, we will review the fiscal operations of ap-

proximately 16 Medicare contractors across the United States. We believe these au-

dits are especially valuable in identifying numerous opportunities to improve man-
agement controls over the disbursement of Federal funds, to prevent fraud and

abuse, and improve the overall quality of accountability reporting. We have redi-

rected resources from other areas to these financial management activities.

CONCLUSION

In summary, our office continues to be committed to ambitious objectives and

meaningful, useful results. The Subcommittee can be assured that the resources in-

vested in our office have and will continue to be productive to both the taxpayer
and beneficiaries' interests. Although pleased with our accomplishments in ensuring
that beneficiaries receive quality care, that the integrity of the trust funds is main-

tained, and that those individuals who defraud the Department's programs are held

responsible for their actions, we believe that much remains to be done. The re-

sources requested for fiscal year 1994 will enable us to further our accomplishments,
protect departmental programs and safeguard the health and welfare of program
beneficiaries.

Mr. Chairman this concludes my testimony. Let me take this opportunity to thank

you for your continued trust in and support of our office over the years. At this time,
I will be happy to answer questions from the Subcommittee members.

Biographical Sketch of Bryan B. Mitchell

Bryan B. Mitchell joined the HHS Office of Inspector General at the time the of-

fice was estabUshed, in March 1977. His first assignment was Assistant Inspector
General for Health Care and Systems Review. He is currently the Principal Deputy
Inspector General. He first joined HHS in February 1968, serving in the OfBce of

Planning and Evaluation, Office of Management and Administration, and in the

former Office of Education. Prior to joining HHS he served for 27 years in the U.S.
Marine Corps and retired as a Colonel. He has a BS in Engineering from Georgia
Tech and a MA from George Washington University.

Senator Harkin. Make sure they do not balloon these prices on

you here.

Thank you very much, Mr. Mitchell.

Would you go over some of these charts that we have up here?
I think, for the record, we have a number of charts here that show
very graphically what has been happening to some of these costs

that we are talking about. On the left, chart No. 4, we have the

hospital beds. Could you explain that one?
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Chart 4.-

Wholesale cost

Medicare pays
1 5 years.
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[No response.]
Senator Harkin. We will find out.

I would like to know the answer to that question, because in the

past we have had occasions where we looked at what the Veteran's

Administration was paying and what HCFA was paying and there

was a drastic difference.

Mr. Mitchell. Yes, sir.

Senator Harkin. You talked about the intraocular lenses.

Mr. Mitchell. We have been conducting a study, Mr. Chairman,
and I wish it were completely finished. But we are very close to the

finish of it. The study looks at the price that ASC's and hospital

outpatient departments are reimbursed for the lens itself. This is

the lens that is implanted in cataract surgery.
We found that, based on the data that we use, on average, ASC's

were paying $126 for a lens for which they are reimbursed $200.

Outpatient departments, of course, are reimbursed even more for

the lens than the ASC's. We believe that that price could be re-

duced and save a lot of money for Medicare.

Senator Harkin. Do you have any estimate on how much that

might save us?
Mr. Mitchell. The options depicted on that chart, Mr. Chair-

man, show that it would save $440 million.

Senator Harkin. $440 million over 5 years?
Mr. Mitchell. Yes, sir.

Letter From Senator Tom Harkin

U.S. Senate,
Committee on Appropriations,

Washington. DC. June 16, 1993.

Hon. Daniel Patrick Moynihan,
Chairman, Committee on Finance,
U.S. Senate, Washington, DC.

Dear Senator Moynihan: It has come to my attention that the House-passed
reconciliation bill (H.R. 2264) includes a provision that would extend through 1994

the current Medicare reimbursement level for intraocular lenses inserted at ambula-

tory surgical centers. A copy of this provision is attached.

A recent preliminary report from the HHS OfBce of Inspector General reveals that

the cvirrent Medicare reimbursement rate of $200 per lens is excessive. Additional

information from the Inspector General's office indicates that a reimbursement cap
of $150 would save Medicare a total of $440 million over five years, while still allow-

ing sufficient profit margins for lens manufacturers.
I therefore recommend that you not include the House provision in the Senate

version of reconciliation legislation, and instead consider a lower reimbursement

cap. It seems to me far preferable to reduce unnecessarily high Medicare reimburse-

ment levels for durable medical equipment, such as intraocular lenses, and help

mitigate the impact of other program cuts necessary for deficit reduction.

At an upcoming hearing before the Appropriations Committee, the HHS Inspector
General will detail a number of instances where audits by his staff have identified

excessive Medicare payments for durable medical equipment. I would like to work
with you to see what further savings can be achieved in this area.

Sincerely,
Tom Harkin,

U.S. Senator.
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Intraocular lenses—possible savings $440 million. ^

ACS acquisition $126
Medicare pays 200

1 5 years.

BLOOD GLUCOSE MONITORS

Senator Harkin. How about home blood glucose monitors? That

really looks egregious; about as egregious as the hospital beds.

[Pause.]
Senator Harkin. I am told that this is a blood glucose sensor

that you could buy at a local People's Drug Store for what? For

$50? Yet, Medicare pays an average of $178, and higher than that.

I have heard as high as $211 for this, even though I can go down
to People's and buy it for $50.
Mr. Mitchell. In fact, Mr. Chairman, I am sure I have it some

place here, a Safeway ad where they sell it to you for $75, but give

you a $75 rebate.

Senator Harkin. Wait a minute. Safeway sells it for $75 and
then they give you a $75 rebate? I wonder how that works.

HoTTLe blood glucose monitors—possible savings $16 million. ^

Retail costs
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[From the San Francisco Chronicle, Dec. 11, 1991]

AHENTION PEOPL
WI?H DIABETES!

Shop Safetvayfor these

Money Saving Bargains!

THE ExacTech COMPAJ^ION BLOOD GLUCOSE SENSOR
The New Credit Card-Sized ExacTech Sensor:
• Gives accurate results in

30 seconds.

• No wiDiii2, blottino.

limine or cleaning

involved.

•
Simple 3 step operaiion.

Safeway Price.

Mail-In Rebate

?75:oo
?75.00

Your Price Aner
Mail-In Rebate.

.•;>•.*• ... - •.-.-••.;«

ExacTech Test Strips $Z/499
Box of 50 c/ri:

->^^; Offer VaJid st ad Northern Calrfomia Ssfeway

V^y^ -i £"jcres with In-Store Fharr.cC/ Only. Rebate

'/^^ Offer Expires Decerr.oer 31. IS? 1.

WSJ I
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Mr. Mitchell. Well, the way it really works, Mr. Chairman, in

my view, is this. In the old days, Eastman Kodak used to sell

Brownie cameras. But they sold them at a very low price, because

they did not make their money off of Brownie cameras, they made
their money off the film in the Brownie cameras. And if you will

look at this ad where they sell the monitor for $75 and give you
a $75 rebate, those strips that you have to put two a day into that
monitor sell for a pretty high price.

Senator Harkin. I see.

Mr. Mitchell. I have not done any analysis on what those strips

ought to sell for, so I cannot say anything about what the true

price of those strips should be. It is a fairly competitive industry,
so the price may be somewhat right. But the thing that will make
it very, very interesting I think, Mr. Chairman, is the research that
was just announced this week that shows that people who have di-

abetes, rather than testing their blood twice a aay, should test

their blood four, five or six times a day so that they can properly
adjust their insulin. Which means that you could double or triple
the number of strips that are required for people.
Senator Harkin. I just read the ad from Safeway. You are right:

"Attention, people with diabetes. Shop Safeway for these money-
saving bargains." And it is a blood glucose sensor, you are right,

Safeway price $75; mail-in rebate $75. Your price after mail-in re-

bate free. And then the Exact-Tech test strips are $34.99 for a box
of 50.

Mr. Mitchell. For a box of 50.

Senator Harkin. And my staff just tells me that Medicare pays
about $40 million a year for test strips. Maybe we ought to look

at that one, too. I do not know what those test strips cost, but we
ought to look at that.

Mr. Mitchell. We have not looked at that. We plan to look at

that in the future.

Senator Harkin. This is the little case right here that they are

paying $178 for. I could not help but notice that the carrying case
is made in China. Maybe it is worth less than $50 now that I think
about it.

I just notice here that a manufacturer might offer a $50 rebate
on one of these glucose monitors, a $100 glucose monitor. This is

just an example. The patient's 20 percent copayment on that, of

course, would be $20. A manufacturer would offer a $50 rebate on
a $100 glucose monitor. The patient's 20 percent copayment would
be $20 on that, giving the patient a profit of $30.
Mr. Mitchell. Yes, sir.

Senator Harkin. I just figured that out.

So, what would happen is, obviously, patients are going to buy
these.

Mr. Mitchell. They buy them, yes, sir.

Senator Harkin. Sure. You make $30 every time, or more, de-

pending on what the price was and the rebate was.
Mr. Mitchell. That is correct, Mr. Chairman.
Senator Harkin. What can be done about this?

Mr. Mitchell. Well, we have done a lot about it, Mr. Chairman.
The problem has been that the rebate was given to the person who
purchased the item. The item, though, is billed to Medicare by the
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person who sells the item to the patient. And so Medicare does not

capture the information.
We have worked with some of the manufacturers. We have one

manufacturer who not only was giving a rebate, they were propos-
ing to give frequent flier miles also to people who purchased these.

[Laughter.]
Senator Harkin. That is amazing.
Mr. Mitchell. We had some discussions with them, and they

dropped the added incentive. They still have a rebate program, but

they mail the rebate check directly to the person who sells it, and
that person must then include the rebate information on the bill

submitted to Medicare, so that Medicare is now capturing the bene-
fit of that rebate.

We have no problem with them giving rebates. In fact, the more
rebates, the better, as long as Medicare gets the advantage of the
rebate.

Senator Harkin. Sure.
I just saw another ad here from another drugstore just this

month, to give you an example of what I just said, $99.95 our price,
$50 mail-in rebate, you get it for $50. That is the same kind of

thing.

Now, when they do that, would their rebates go to the individ-

ual? But you are saying those should go back to Medicare. Now,
have you instituted that, or is that just something you would like

to see happen in the law?
Mr. Mitchell. We have it moving along pretty well under con-

trol, Mr. Chairman. It is not completely yet under control, but it

is moving along. Also, what we have done is we are using the
antikickback regulations in our discussions with people on this. Be-

cause, clearly, it is an inducement to someone to buy a piece of

equipment which Medicare pays for. And we have changes to the
antikickback regulations that are in the process of coming out that

will, I think, be the final nail in this thing.
Senator Harkin. Are these some of the other items down here in

the table that we were talking about? I knew there were some
there—that is that cushion for the wheelchair. I saw that yester-
day. Is that what is called a body jackets? Would you describe that
for me? That is over here on this chart.

Body jackets—possible savings $14 million. ^

Manufacturing cost $100
Medicare pays 880

1 5 years.

Mr. Mitchell. Yes; that is on the chart over here, Mr. Chair-
man. Medicare pays up to $880 for body jackets.

Senator Harkin. Let me see this thing.
Mr. Mitchell. The manufacturing costs, as best we can deter-

mine, does not exceed $100.
Senator Harkin. $880 for this thing? What is inside of it? Oh,

it is just a piece of foam. So, you just place it in the chair and you
sit on it, right?
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Mr. Mitchell, Some of them have cut up decubitus mattresses
inside of them.
Senator Harkin. This is a pretty expensive soft seat. It does not

feel like it ought to cost $880. Now, how can this cost $880? That
is just ridiculous. Just these three pieces, right?
Oh, there are four

pieces.
One goes on the other side, too. We are

just missing one. And you are saying Medicare—is that an average
price, or is that sort of the price that they are paying for these

things?
Mr. Mitchell. The $880?
Senator Harkin. Yes; could it be more than that?
Mr. Mitchell. That is the average, Mr. Chairman. These things

come in many versions. That is just one version of these things. We
are beginning to be concerned and have put out a fraud alert about
some nursing homes that we believe are beginning to use these as
a restraint method. And we are concerned about that.

Senator Harkin. I want to talk about this lymphedema pump,
because I was looking at that in my notes yesterday, and my staff

was talking to me about it. I would like to Imow about those.

Mr. Mitchell. We happen to have one here, Mr. Chairman.
When I first saw it, I thought it was a pump you carry around in

your car to pump up your tires with. [Laughter.]
Senator Harkin. So, what is this, an air pump?
Mr. Mitchell. That is an air pump, Mr. Chairman. And the

other devices, of course, are devices into which you pump the air

and put pressure on various parts of the body to control the move-
ment of fluids.

Senator Harkin. This goes into the arm? Oh, into the leg.
Mr. Mitchell. The leg.
Ms. Tebbutt. That is a leg sleeve. But they also make arm

sleeves.

Senator Harkin. It looks like one of those blood pressure pump
things that you put on an arm or something.
Ms. Tebbutt. Yes.
Senator Harkin. What is it supposed to do? What do you use

these for?

Mr. Mitchell. Well, you use it to control the swelling. For exam-
ple, many women who have had mastectomies have arms that
swell. And they wear a device to reduce swelling. Or people who
have other swellings in other parts of their bodies also use these.
There are obviously very good medical reasons for a device like

this, and there are several versions of this device.
Senator Harkin. They have some that say nonsequential pumps,

uncalibrated pumps, and calibrated pumps. Well, back around
1988-89, they were sort of all equal. Why has the calibrated pumps
all of a sudden skyrocketed up in price in the last, well, in 1990-
92? Is this a calibrated pump?
Ms. Tebbutt. No; that is one of the lower-priced ones.
Senator Harkin. That is a lower-priced one.
Ms. Tebbutt. The one that has not gone up so much.
Senator Harkin. Why have the calibrated pumps taken off so

much?
Mr. Mitchell. Perhaps because it is the Cadillac of the outfit,

Mr. Chairman.
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Senator Harkin. What does it cost? I do not know if I had that
in my notes. What does it cost?

Mr, Mitchell. The people who really looked at this thing are the
Administration for Health Care Policy Review. My understanding
of their findings is that they have not been able to establish that
one model is really more effective than any of the other models. In
other words, the lowest-priced one, by and large, should do as good
a job as the high-priced one. Although there is a high-priced one
that rather than just pumping up the whole thing, has many cham-
bers so that you can more easily tailor the pressure that is put on
the body part.

50n
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Cost of Lymphedema Treatments
. Allowed Charges In Millions of Dollars

Nonsequential pumps
Uncalibrated pumps
Calibrated pumps

1988 1989 1990 1991

ALL THREE ARE EQUALLY EFFECTIVE

1992

Senator Harkin. Excuse me for interrupting. My staff just gave
me this. We had done some pricing on this. The nonsequential
pump—is that what this is?

Ms. Tebbutt. It is an uncalibrated one.

Senator Harkin. This is an uncalibrated pump.
OK, a nonsequential pump is $120.20. An uncalibrated pump,

this one here, is $152.79. And the calibrated pump, again, the one
that shot up there, is $1,033.71. And you are telling me that the
one that cost $120 or $152 basically does the same thing?
Mr. Mitchell. That is my understanding of the report.
Senator Harkin. That is my understanding.
Mr. Mitchell. Not in every case.

Senator Harkin. The Health Care Research Policy Agency did a
chart for us that said this basically does the same thing.
Mr. Mitchell. And they are the ones that did the effectiveness

study.
Senator Harkin. Right. And they said they are all effective. They

are all the same effectiveness.
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Now, would it be a doctor that would recommend to a person
that they needed the $1,000 one, rather than this one?
Mr. Mitchell. The physician, Mr. Chairman, is the one who

signs the certificate of medical necessity. That brings us back to an
issue I mentioned earlier, where I believe that we have to com-

pletely review that whole certificate of medical necessity and how
this equipment is prescribed.
Senator Harkin. I have never seen one of these, but I have read

about them. But why would the doctor want to prescribe this? He
signs a certificate. Why would the doctor not sign a certificate and
say, well, get the $120 one, rather than the $1,000 one? Or does
he even sign it? Or is it up to the patient to decide which one they
want?
At what point along the line is it decided that the patient will

get the $1,000 one rather than the $120 or $150 one?
Mr. Mitchell. It varies from case to case.

Senator Harkin. OK, it varies.

Mr. Mitchell. Many times these things are pushed on patients,
if you will, by providers, who, obviously, lead them to the most ex-

pensive model. Occasionally, these things are prescribed in the be-

ginning by a physician, or the patients hear about them from other
friends and think they need one. It is part of the whole prescribing
process of durable medical equipment that I believe has to be ex-

amined.
Senator Harkin. We absolutely have to do something about that.

Now, I am trying to figure out how we attack something like

this; the best procedure to try to stop something like this. Would
it be to, as you said, use some kind of national pricing system
based on wholesale prices? If the devices do the same thing, why
spend that much money?
Mr. Mitchell. My understanding, Mr. Chairman, is that I be-

lieve in the House reconciliation bill there is a requirement for

GAO to do a nationwide study that relates actual price of DME
items to reimbursement rates. We are doing some of that, and plan
to do more. There are so many items, though, that it is a massive

job. Although if you start by the most expensive things, the things
you are spending the most money on, and go down, you know, it

is a doable thing. But it takes a long time to do it. And that is,

of course, what we are trying to do now.
Senator Harkin. Let me just ask you a couple of questions. Is

there enough data to develop and implement a specific legislative

proposal based on wholesale prices of durable medical equipment?
Mr. Mitchell. Not today, Mr. Chairman.
Senator Harkin. Well, if that is the case—I do not want to wait

2, 3, or 4 more years to start cutting down on this. I would like

to get something done this year. I would like to go to the finance
committee and say, look, you have the jurisdiction of the law, but
I am in charge of the money. And I do not like spending this

money. Because they are already sa5dng we have got to cut Medi-
care and stuff like that, but we do not want to cut that until we
start cutting out this kind of nonsense.
So I would like to go to the finance committee with some propos-

als that I believe they might even want to enact yet this year. And
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I would like to be able to go and say, you know, this ought to be
based on wholesale prices.

Well, I would like to work with your office on that and see if we
cannot develop something, at least in the interim, in the short

term, until we get some more data. But we have got to stop this

right away.
Mr. Mitchell. I would be happy to, Mr. Chairman.
Senator Harkin. Well, I am going to ask Secretary Shalala to

come up with some kind of a system for national wholesale pricing.
As long as I have chaired this subcommittee, we have had these

hearings. We started 2 years ago, and it just seems like every year
there is something new. And it is just like chasing a rabbit. As
soon as you get real close, then it gets far away again.
And you plug up one hole. We stop the TENS units and we

stopped the easy-lift chairs. And you think you get some place and
then body suits come up and blood pressure things come up and
intraocular lenses come up. And then we stop that and, sure

enough, in another couple of years it will be something else.

Mr. Mitchell. That is the pattern, Mr. Chairman. A long time

ago I hoped to work myself out of a job, but the work will still be
there when I am long gone.
Senator Harkin. We have got to plug it up not by just going after

specifics, we have got to have a different system here, in terms of
the pricing. And we have just got to get at it right away, and we
cannot wait any more. I mean, if you are telling me that—well, let

me ask you again. How much savings do you think there would be
or could possibly be the potential savings from the entire range of
durable medical equipment being paid for Medicare over the next
5 years? Do you have any ballpark figure? Is it billions?

Mr. Mitchell. I do not, Mr. Chairman. The problem is that
there are so many, many items out there and there are so many
mechanisms to reimburse for them and ways of setting prices, as
we have just discussed. If you go to using the manufacturing cost
as a base from which you develop the price, obviously, there are
lots of savings out there. But it is almost impossible to plug the

thing right at the moment and say this is the amount of money you
can take out.

Senator Harkin. Well, we have got just in the items here at least

$1.5 billion over 5 years. I do not know what the lymphedema sav-

ings were. I did not see that figure. I am told it is $1.4 billion for

these five charts. That is no small change.
It appears that the inspector general must currently operate in

a reactive, rather than proactive, mode, as far as fraud and abuse
in DME is concerned. Why is there not an established alert system,
whereby sudden increases in the billings and amounts paid for cer-

tain medical equipment are identified early on, where some kind of
bells go off as soon as you see a big increase, and take some actions

right away?
It seems to me it takes quite a bit of time for HCFA to get after

something once you have red-flagged it.

Mr. Mitchell. That is true, Mr. Chairman. We do work in a re-

active-type mode. The thing takes off before we really find out
about it. It is our belief and our hope that going to only the four
carriers to handle this equipment and reimburse for it will permit
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HCFA and the inspector general, along with other improvements
that HCFA is making in the payment systems, to be able to get
much faster information about what is happening in this area, and
allow us to get on top of things much faster than we can now. And
if HCFA had, for example, the inherent reasonableness authority,
then you could start to actually control the things much, much fast-

er.

Senator Harkin. I am going to ask one more time for the record,
to mgike sure I understand this clearly, HCFA does not have the

legislative authority right now to enter into competitive bidding for

these?
Mr. Mitchell. That is my understanding, Mr. Chairman.
Senator Harkin. I just wanted to make sure of that.

Mr. Mitchell, thank you very much for your testimony and for

bringing these items here today to show us. We will exercise due
diligence. Again, I am going to write to the Secretary, and I would
like to work with the inspector general's office to see if we cannot

develop something that we can get at in the short term here to get
to the finance committee. I know they are interested in this, too.

And, of course, we are interested in it because budgets are very
tight. I am being squeezed and it galls me to think that we have
got to put money out for this when we could be using it either for

deficit reduction or for meeting legitimate real needs that are out
there.

Mr. Mitchell. We would be extremely happy to work with the

committee, Mr. Chairman. We are really concerned about the pric-

ing thing on these. And it is my view that with the pharmaceutical
industry now coming to grips, along with a lot of other people
about the cost of pharmaceuticals, that clearly the DME is, in

terms of complexity, not one-tenth the complexity of that problem.
So we ought to be able to get along with this one, too.

Senator Harkin. Mr. Mitchell, thank you very much. I under-
stand that you are retiring soon?
Mr. Mitchell. That is correct, Mr. Chairman.
Senator Harkin. How soon?
Mr. Mitchell. Sir?

Senator Harkin. How soon?
Mr. Mitchell. As soon as we can get Mrs. Brown confirmed.
Senator Harkin. I see. That soon.
Mr. Mitchell. Not the day she walks in.

Senator Harkin. I understand that.

Again, I want to thank you for your many years of service and
for all the help that you have been to this subcommittee, both
when I was chairman and before, even when I was not chairman,
when I was on the other side when Senator Weicker was chair. So,
again, thank you very, very much.
You know there are a lot of unsung heroes in our Government.

You know, a lot of us who are elected, we get a lot of publicity for
this and that. But I think, Mr. Mitchell, you are a great example
of a dedicated public servant, and someone who I think we ought
to hold up as an example to the taxpayers of this country that, in-

deed, not every bureaucrat is bad. And not every bureaucrat is just
out there living high on the hog and punching the clock and not

doing an3^hing. And there are people that are working in the Gov-
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emment that take their job seriously, performing a great public
service and people like you, who work so hard to make sure the

system works and to make sure that the taxpayers' dollars are

wisely spent and not frittered away.
Again, on behalf of a grateful public, thank you very much for

your years of service.

Mr. Mitchell. Thank you, Mr. Chairman. And let me thank you
for your support and leadership over the years. It has been invalu-

able to the Office of Inspector General.
Senator Harkin. I appreciate it.

Well, thank you very much, and do not get too far away.
Mr. Mitchell. I will be right here in Washington.
Senator Harkin. We may need your help later on.

Thanks very much.
Mr. Mitchell. Thank you, Mr. Chairman.
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statement of charles c. masten, acting inspector general

accompanied by gustave schick, assistant inspector gen-
eral for the office of labor racketeering

Senator Harkin. I would like to introduce the Acting Inspector
General, Charles Masten, from the Department of Labor.
Mr. Masten, welcome again to the subcommittee. I understand

that your testimony will focus on investigations into the health
care fraud schemes. Again, we are pleased to make your prepared
statement a part of the record, and would appreciate it if you
would give your testimony at this time.
Mr. Masten. Thank you very much, Mr. Chairman and members

of the subcommittee. I appreciate being invited to testify before you
this morning in my capacity as Acting Inspector General of the De-
partment of Labor. I will discuss the problem of health insurance
schemes, which have victimized thousands of working people, and
I will make recommendations that should address the issue.

Also, as you requested, I will briefly discuss some problems that

my office has uncovered with Job Training Programs.

HEALTH CARE FRAUD

The problem of fraudulent health insurance is not new. The Of-
fice of Inspector General has been voicing its concerns regarding
this issue since 1989, through its semiannual reports and congres-
sional testimony. In addition, there have been press releases, arti-

cles in newspapers and magazines, and television exposes outlining
the problem of fraudulent health insurance. Nevertheless, the prob-
lem remains with us today, and it does not appear that it is going
away.
Mr. Chairman, health insurance fraud is a particularly vicious

crime because those who are victimized are truly innocent people.
My prepared statement, which I request be made a part of the

record, provides some rather dramatic detail about the number of

people affected, the amount of unpaid medical claims, and the pre-
mium dollars defrauded in just a few of our many criminal cases.
But rather than merely recite numbers, I would like to share

with you a case history of one American caught in the trap of
fraudulent health insurance. What I am about to tell you is based
on the compelling testimony of a 39-year-old single mother of three,
who was a victim of a fraud scheme operated by the recently con-
victed Edward Gallup in Seattle, WA. She had worked for a Cali-
fornia chiropractor who, despite her protestations and cautions,
changed health insurance providers in order to cut costs.

(901)
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A few months later, this victim's 14-year-old daughter was hos-

pitalized for some 22 days following a brutal sexual assault. Al-

though the insurance provider repeatedly assured her that her
medical coverage was intact, in fact, Mr. Chairman, not one of her

daughter's medical bills was paid. Her daughter needed continued
medical and psychological treatment, but she was released from the

hospital without that treatment. Her mother was left with unpaid
medical bills totalling about $17,000.
The mother eventually lost her job at the chiropractor's office.

She is now trying to support herself and her children, one of whom
is mildly retarded and is in need of continuing neurological testing
and medical assistance that she cannot afford. She now earns $400
a month by working as a part-time hotel housekeeper. She has
been without health insurance, and was unable to obtain any until

last month, when she became eligible for a State of California in-

surance plan provided through welfare.

As if all of this had not been enough, she was diagnosed with
ovarian cancer, which also requires continuous medical attention.

In her own words, and I quote:

My whole life has been absolutely destroyed by this insurance scam. I always paid
my bills on time. I have lost everything that I have worked for years to build up—
my home, my marriage, my career, my car, my bank account. The hospital and doc-

tors were also victims, but their lives have not been destroyed. My credit has been

destroyed forever. I know that it is too late for me, but I just want someone to do

something to keep this from happening to others.

While this woman's plight might seem extreme, I can assure you
that there are many other examples of lives essentially destroyed
by the type of fraud I am describing here today.
Mr. Chairman, the health care premiums of many small busi-

nesses have risen as much as 40 percent in a single year, while

many of the traditional insurance companies have also become
more selective as to which groups they will insure. Thus, soaring
health insurance costs, coupled with the difficulty in obtaining
major insurance company coverage in the small-employer market,
have forced many companies to seek more affordable health care

coverage.

MULTIPLE EMPLOYER WELFARE ARRANGEMENT [MEWA]

One method used by employers is to utilize a form of group
health plan known as multiple employer welfare arrangement, or
MEWA. A MEWA's is a health insurance arrangement that several
small employers enter into by pooling their premiums and their
risks to insure their employees. MEWA's are touted as being able
to provide comparable or even superior coverage at rates that are

significantly below those charged for traditional small group cov-

erage. This may be true, however, many of them are not well regu-
lated.

A number of MEWA's are simply criminal enterprises in which

participants are not reimbursed for their legitimate health care
costs. These fraud schemes only reimburse the small initial claims,
while they delay paying the large ones. This keeps the scheme
afloat while its operators siphon off huge sums of premium dollars
that pay for excessive salaries or high living, rather than to reserve
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the premium funds to pay larger medical claims that eventually
will be filed by the plan's participants.
When the scheme collapses, the operators may simply close shop

and move to another State to begin another operation, while leav-

ing the participant to try to placate doctors, hospitals, and medical
bill collectors.

Fraudulent MEWA's are particularly damaging because they can
also leave participants with what the insurance industry term "pre-

existing conditions," maladies for which no future insurer may be

willing to provide coverage, such as the young woman who needed
the continued treatment.

It is also important to note that the victims of these schemes are
often employed in small businesses. Mr. Chairman, as you know
small employers provide most of the Nation's jobs. Although the
total numoer of persons employed by small companies is very large,
these small employers lack the financial muscle to negotiate a cost-

effective medical plan with many major carriers.

Our investigations continue to demonstrate that there is no typi-
cal MEWA scheme. Each is unique and can be compared to a virus,

changing rapidly in response to different situations and shifting

regulatory environments, thereby complicating enforcement efforts.

One of these variations, for example, occurred when individuals
formed a bogus union to avoid State insurance regulation and
boasted about the ease at which they circumvented State scrutiny.
These bogus unions are fast becoming a potential prescription for

disaster in the health insurance field.

JURISDICTIONAL CONFUSION EXISTS

ERISA amendments were adopted in 1983, leaving regulation of

most MEWA's to State insurance agencies. What has developed
since that time is a patchwork quilt of regulatory schemes, with
considerable jurisdictional confusion between States and the Fed-
eral Government. Fraudulent MEWA's have exploited this confu-
sion to avoid or delay State regulation, by fraudulently claiming to

be ERISA-covered self-insured plans, thereby preempting State

regulation.
The multi-State nature of these schemes prevents the individual

States from adequately investigating them or from obtaining juris-
diction over the principles or their assets. Just 1 month ago, for ex-

ample, a cease and desist order was issued in California one Mon-
day against a problem MEWA operator. By the following Friday,
that operator had succeeded in moving all of his bank accounts, his

records, and his staff to Arizona, where he had already reopened
his business under a new name—this time operating as a bogus
union.
Mr. Chairman, as you know, the Office of Inspector Greneral's Of-

fice of Labor Racketeering is a small office with numerous respon-
sibilities, including investigating pension and welfare benefit plan
fraud, labor racketeering, and the intrusion by organized crime into

union matters. Nevertheless, considering those other responsibil-
ities, the Office of Labor Racketeering is dedicating some 25 per-
cent of its special agents to investigating MEWA fraud.

We have opened 69 criminal investigations of suspected fraudu-
lent MEWA's, and currently have 39 ongoing cases. Our efforts
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have resulted in 38 convictions. There is a pressing need for contin-

ued aggressive Federal enforcement in fraudulent MEWA's.
The chart we have brought depicts the multi-State character of

a sample of just four of these fraudulent enterprises. But continued

investigations are not the only solution. Tougher laws clarifying
the respective roles of Federal and State governments in this area
are also needed. In addition to properly regulating MEWA's, cri-

teria establishing certain minimum funding standards, outside re-

view, registration, and accountability are also essential.

Health care reform may not fully resolve this issue. As long as

there continues to be alternative health insurance arrangements
and networks such as these, there will continue to be a need for

effective Federal and State regulation and oversight. As such, I rec-

ommend that a comprehensive legislative proposal to protect the

public needs to be enacted soon.

LEGISLATION I^^^RODUCED

One proposed legislative approach introduced into the 103d Con-

gress is H.R. 1272. This bill is an effort to better regulate MEWA's
by clearly defining them and mandating certain minimum operat-

ing standards. It might serve as a starting point for needed debate
and congressional action.

Mr. Chairman, you also asked that I provide my views on dupli-
cation and overlapping of job training programs about which the

GAO will be testifying. A recent published nationwide audit on the

outcomes realized by participants in the Job Training Partnership
Act program disclosed that the JTPA title II-A program duplicates
functions of the U.S. Employment Service in a number of areas, in-

cluding job search training, job referrals and placements.

PREPARED STATEMENT

In addition, we have found that the title II-A program of JTPA
duplicates other Government resources when it provides assistance
in the areas of education, substance abuse, health care, disabilities,

and homelessness. The written statement that I have submitted to

the subcommittee provides greater detail on this subject.
Thank you, Mr. Chairman,
I would be pleased to answer any questions you or other mem-

bers may have at this time.

[The statement follows:]

Statement of Charles C. Masten

Mr. Chairman and members of the subcommittee, thank you for the opportunity
to testify today in my capacity as Acting Inspector General of the Department of

Labor. I will discuss the problem of fraudulent health insurance schemes which
have victimized thousands of working people

—and I will recommend actions that
should be taken to address this problem. Also, at your request, I will briefly discuss
some problems uncovered with the Job Training Partnership Act (or JTPA) pro-

gram.
The problem of fraudulent health care insurance is not new; the OIG has been

voicing its concerns on this issue since at least 1989 through our semiannual re-

ports. In addition, there have been press releases, TV exposes, and hearings before

several congressional committees. Nevertheless, the problem remains with us today
and is not going away. Mr. Chairman, health insurance fraud is a particularly vi-

cious crime because Uiose victimized are tnily innocent. They were not looking to
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invest in some get-rich-quick scheme but were only trying to protect themselves and
their families from the financial catastrophe that can result from illness or injury.

My prepared statement, which I request be made a part of the record, provides
some rather dramatic detail about the number of people victimized, the amount of

unpaid medical claims, and the premium dollars defrauded in a number of our
criminal cases. I believe, however, that the large numbers involved tend to numb
us to the reality of what happens to individuals who have fallen prey to these par-

ticularly vicious frauds.

Rather than merely recite numbers, I would like to share with you a case history
of one American caught in the trap of fraudulent health insurance.

What I am about to tell you is based on the compelling testimony of a 39-year-
old single mother of three who was a victim of the recently convicted Edward Gallup
in Seattle, Washington. She had worked for a California chiropractor, who changed
health insurance providers in order to cut costs, despite the concerns and cautions

that this victim voiced.

A few months later, her 14-year-old daughter was hospitalized for some 22 days
following a brutal sexual assault. Although the insurance provider repeatedly as-

sured her that everjrthing would be covered, in fact, Mr. Chairman, nothing was
paid.
Although her daughter needed continued treatment and therapy, she was released

from the riospital without that treatment. Her mother was left with unpaid medical
bills totalhng about $17,000.
She was dunned repeatedly to pay these medical bills. Ultimately, she lost the

home that she and her then-new husband had been buying. The strain of the huge
debt took a further toll; she lost her job with the chiropractor and her marriage com-

pletely dissolved.

She now is trying to support herself and her children, one of whom is mildly re-

tarded and in need of continuing neurological testing and medical assistance that

she cannot afford.

She now earns $400 a month by working as a
part-time

hotel housekeeper. She
has been without health insurance, and was unable to obtain any, until last month
when she became eligible for a State of California insurance plan provided through
welfare. And, if all this had not been enough, she was diagnosed with ovarian can-

cer.

In her own words, "My whole life has been absolutely destroyed by this insurance
scam. I alwavs paid my bills on time. I have lost everything that I had worked for

years to build up: my home, my marriage, my career, my car and my bank ac-

counts."
'The hospital and doctors are all victims too, but their lives haven't been de-

stroyed. I have paid them everything that I could. I have paid and
paid

until I could

Fay
no more. I nave nothing left to give them. My credit has been destroyed forever,

know that it's too late to help me, but I just want somebody to do something to

keep this from happening to others."

While this individual's
plight may seem extreme, I can assure you that there are

many other examples of lives essentially destroyed by the type of fraud I am de-

scribing here today.
Mr. Chairman, the health care premiums of many small businesses have risen as

much as 40 percent in a single year while many of the mainstream insurance com-

panies have become more selective as to which groups they will insure.

Thus, soaring health insurance costs, coupled with difficulty in obtaining major
insurance company coverage in the small employer market, have forced many small

companies to seek more affordable health care coverage. One method used by em-

ployers
is to utilize a form of group health plan known as a multiple employer wel-

fare arrangement or MEWA. The idea underlying MEWA's is that several small em-
ployers pool their premiums, and their risks to insure their workers.
MEWA's are touted as being able to provide comparable—or even superior—cov-

erage at a rate that is significantly below those charged for traditional small group
coverage. This may be true, but many of them are not being well regulated.

It is important to note that not all MEWA's are bad. Some are oacked by legiti-
mate insurance companies and are well-managed, pajdng their claims and serving
the employers and employees. Others, though well-intentioned, collapse because of

mismanagement. Unfortunately, however, a number of MEWA's are simply criminal

enterprises, in which participants are not reimbursed for their legitimate health
care costs. They amount to illegal Ponzi schemes. They only reimburse the small
initial claims while they delay paying the large ones, as the bar graph illustrates.

This keeps the scheme afloat, while its operators siphon off huge sums of premium
dollars for excessive salaries or high living, rather tnan reserve the premium funds
to pay the large medical claims that eventually will be filed by plan participants.
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When the scheme collapses, the operator may simply skip to another state and
begin another operation, leaving the participants to try to placate doctors, hospitals,
and medical bill collectors. This task is especially daunting for those who require
continued medical attention and now face tne grim prospect of being denied further
health care, or having to depend on the continued generosity of the medical commu-
nity.
Fraudulent MEWA's are especially damaging because they may also leave partici-

pants with what the insurance industry terms "pre-existing" conditions; maladies
for which no future insurer may be willing to provide coverage.
The victims of these schemes are often from small businesses. While these em-

ployers provide most of the Nation's jobs, they lack the financial muscle to negotiate
a cost-effective medical plan with many of the major carriers.

Our investigations continue to demonstrate that there is no typical MEWA
scheme. Each is unique and can be compared to a virus, changing rapidly in re-

sponse to varying situations and shifting re^atory environments, thereby com-

plicating enforcement efforts. One of these vanations for example, occurs when indi-

viduals form "bogus" unions to avoid state insurance regulation and boast about the
ease at which they circumvent state scrutiny. These "bogus" unions are fast becom-

ing a potential prescription for disaster in the health insurance field.

ERKA was amended in 1983 leaving regulation of most MEWA's to state insur-

ance agencies. What has
developed

since that time is a patchwork quilt of regu-

latory schemes, with considerable jurisdictional confusion between the states and
the Federal Government. Fraudulent MEWA's have

exploited
this confusion to avoid

or delay state regulation by falsely claiming to be ERISA-covered plans, thereby pre-

einpting
state regulation.

rhe multi-state nature of these schemes prevents the individual states from ade-

Quately investigating them or from obtaimng jurisdiction over the
principals

and
tneir assets. Just one month ago, for example, a cease and desist oraer was issued
in California one Monday against a problem MEWA operator. By the following Fri-

day, that operator had succeeded in moving all of his bank accounts, his records and
his staff to Arizona, where he had already reopened his business under a new
name—this time operating it as a bogus union.
Mr. Chairman, as you Know, the OIG's Office of Labor Racketeering is a small

office with numerous responsibilities, including pension and welfare benefit plan
fraud, labor racketeering, and the intrusion by organized crime into union matters.

Nevertheless, considering these other responsibilities, OLR is doing all that it can
do to address the problem of fraudulent MEWA's, dedicating some 25 percent of its

special agents to investigating MEWA fraud. We have opened 69 criminal investiga-
tions of suspected fraudulent MEWA's and currently have 39 ongoing. Our efforts

have resulted in 38 convictions.
Mr. Cheiirman, the potential damages—financial and otherwise—that these

schemes continue to inflict on the public is almost immeasurable. There is a press-

ing need for continued, aggressive criminal enforcement of fraudulent MEWA's at

the Federal level. These investigations are long-term, complex, and labor-intensive.

The states are severely hampered, because successfully investigating these cases in-

volves tracing hundreds of thousands of transactions and records that spread across
several states as well as to the off-shore islands, where some of the premium dollars

are funneled. The chart we have brought depicts the multi-state character of a sam-

ple of just four of these fraudulent enterprises.
But, continued investigations are not the only solution. Tougher laws clarifying

the respective roles of Federal and State Governments in this area are also needed.
In addition, to properly regulate MEWA's, criteria establishing certain minimum
funding standards, outside review, registration, and accountability are also essen-
tial.

Health care reform may not fully resolve this issue. As long as there continues
to be alternative health insurance arrangements and networks, as seems likely,
there will continue to be a need for effective Federal and state regulation and over-

sight. As such, I recommend that a comprehensive legislative proposal to protect the

public needs to be enacted soon.
One proposed legislative approach, introduced into the 103rd Congress, is H.R.

1272. Triis bill is an effort to better regulate MEWA's by clearly defining them and
mandating certain minimum operating standards. It might serve as a starting point
for needed debate and congressional action.

You also asked that I provide my views on the duplication and overlapping of job
training programs about which the GAO will be testifying. A recently published na-
tionwide audit on the outcomes realized by participants

in the Job Training Partner-

ship Act (JTPA) program disclosed that the JTPA Title II-A program duplicates
functions of the U.S. Emplojrment Service in a number of areas including: job search
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training, job referrals, and placements. In addition, we have found that the Title II-

A program of JTPA duplicates other government resources when it provides assist-

ance in the areas of education, substance abuse, health care, disabilities, and home-
less. The written statement that I have submitted to the Subcommittee provides
much greater detail on this subject.
Thank you, Mr. Chairman. I would be pleased to answer any questions that you

or the other Members of the Subcommittee may have.

Mr. Chairman and members of the subcommittee, I appreciate this
opportunity

to appear before you to discuss the fiscal year 1994 budget request for tne Office

of Inspector General (OIG), Department of Labor (DOL).
The OIG's fiscal year 1994 budget request totals $51,500,000 and 500 fiill-time

equivalent positions. This request is a net decrease of $131,000 and 19 FTE below
the fiscal year 1993 allowance level. The principal elements for the net decrease are:

$1,780,000 to allow for a 5.2 percent
increase for built-in and mandatory increases

to cover costs associated with personnel compensation and benefits; $529,000 to

allow for a 2.7 percent increase for built-in and mandatory increases to cover costs

associated with non-personnel compensation; $1,049,500 decrease related to the

freeze on the fiscal year 1994 pay raise; $358,000 decrease for a 3 percent adminis-

trative reduction; and $1,032,500 decrease for eliminating 19 FTE (10 FTE and

$675,000, or 5 percent, were identified as part of the 100,000 positions reductions

to comply with Executive Order 12839 and 9 FTE and $357,500 were reduced to

offset increases in olJier DOL programs).
The OIG's total budget is distributed among five program areas: the Office of

Audit, the Office of Investigations, the Office of Labor Racketeering, the Office of

Resource Management and Legislative Assessment, and Program Direction.

OFFICE OF AUDIT

The request for the Office of Audit totals $23,721,000 and 222 FTE, $596,000 and
15 FTE below the fiscal year 1993 estimate.

In fiscal year 1994, the Office of Audit will continue to carefully plan work to

prioritize those areas for audit that have large dollar expenditures or are more vul-

nerable to fi-aud, waste, and abuse.
The Office of Audit will still have as its main priority both the specific require-

ments assigned by the Chief Financial Officers Act of 1990, and the additional relat-

ed requirements mandated by 0MB. These are detailed on page OIG-14 of our

budget justification package. Beyond that effort, the Office of Audit will maintain
the Droadest possible audit coverage of Departmental program operations and man-
agement. Substantial fiscal year 1994 audit coverage will be deoicated to the areas
of: Contract and Grant Management and Administration; Information Resources

Management; Trade Adjustment Assistance Program Implementation; Enforcement
of ERISA Protection for Pension Plan Participants; Unemployment Insurance Qual-
ity Control, and Program Statistics; and Implementation of'^JTPA Legislative and
Regulatory Changes.
The amount requested for the Office of Audit includes $5,024,000 in audit con-

tracting funds, which is the equivalent of 39 FTE. Coupled with the Office of Audit's
222 FTE, Audit anticipates performing 138 audits, studies, and reviews; and issviing
320 audit reports under the Single Audit Act.

The decrease in staff resources will reduce the number of audits and reviews con-

ducted and, consequently, our assurance to the Secretary of Labor that programs
within the Department have complied with the law ana regulations and are ac-

counting for the expenditure of fiinds in accordance with generally accepted account-

ing principles.

OFFICE OF INVESTIGATIONS

The request for the Office of Investigations totals $8,945,000 and 101 FTE,
$96,000 and 4 FTE below the fiscal year 1993 estimate.
The Office of Investigations program priorities will be in the areas of the Job

Training Partnership Act, the Federal Employees' Compensation Act, interstate un-

employment insurance fi-aud, and DOL employee misconduct. Additionally, the Of-

fice of Investigations will proceed with its oversight responsibilities to detect

vulnerabilities in DOL programs and operations. The Office of Investigations plans
to devote more time to FECA fi-aud scnemes including medical providers who are
a part of these schemes.
Due to the 4 FTE decrease in fiscal year 1994, the Office of Investigations case-

load projections for 1994 are below those of fiscal year 1993.



908

OFFICE OF LABOR RACKETEERING

The request for the Office of Labor Racketeering totals $11,690,000 and 117 FTE,
$58,000 above and 4 FTE below the fiscal year 1993 estimate.
The Office of Labor Racketeering's enforcement program is founded on the

premise that organized criminal groups have penetrated certain labor organizations
and used unions as vehicles to abuse affiliated employee benefit plans and create
criminal monopolies in labor intensive industries. These industries include the

building and construction, waterfront, garment, trucking, waste disposal, and tour-

ism trades.

A unique feature of this enforcement effort is its commitment to long-term inves-

tigative projects designed to reach beyond the most visible violations and perpetra-
tors in order to remove insulated persons who

represent
the infi-astructure of cor-

ruption. Such a concentrated focus also is intended to promote a continuous law en-
forcement presence in historically corrupt areas in an effort to create a credible de-

terrent.

The Office of Labor Racketeering will continue, as in the past fiscal years, to con-
duct criminal investigations in the following priority areas: Employee Retirement
Income Security Act employee benefit plans, labor-management relations, and inter-

nal union affairs. Within the benefit plan arena, the primary focus will be upon wel-
fare plans, including the burgeoning problem of fraudulent self-funded group health

plans and fraudulent multiple employer welfare arrangements.

OFFICE OF RESOURCE MANAGEMENT AND LEGISLATIVE ASSESSMENT

The request for the Office of Resource Management and Legislative Assessment
totals $5,607,000 and 43 FTE, $11,000 above and 2 FTE below the fiscal year 1993
estimate.
The Office of Resource Management and Legislative Assessment provides for leg-

islative and regulatory assessment, personnel, payroll, procurement, automated data

processing, and financial management support functions necessary to carry out the
nationwide responsibilities of the Office of Inspector Greneral on a timely and cost-

effective basis.

PROGRAM DIRECTION

The request for the Program Direction function totals $1,537,000 and 17 FTE,
$492,000 and 6 FTE above the fiscal year 1993 estimate.
The Program Direction function provides for overall management and direction as

well as policy development, planning and review, legal counsel, and internal review
functions necessary to carry out the nationwide responsibilities of the Office of the

Inspector General.
In addition, this functional area includes the newly created Special Projects Of-

fice. This Office will provide the Office of Inspector General with fast, objective and
reliable data regarding narrowly focused issues concerning Labor programs and op-
erations as well as internal operations and concerns of the Office of the Inspector
General.
Mr. Chairman, this concludes my prepared statement. I again would like to ex-

press my appreciation for the opportunity to testify before you this day. My staff

and I would be pleased to answer any questions you or your colleagues may have.

Mr. Chairman and members of the subcommittee, thank you for inviting me to

testify before you today in my capacity as the Acting Inspector General of ttie U.S.

Department of Labor. You have asked me to present my views on the serious prob-
lem of fi"audulent health insurance schemes and on the issue of streamlining the
Nation's vocational training programs, which I have included following my com-
ments on headth care fi-aud.

HEALTH CARE FRAUD

Fraud in employer-provided health care plans is of great concern to me as it is

for all workers, especially for the thousands who have already been victimized by
these fraudulent schemes. The financial calamity that has befallen these citizens
also

jeopardizes
the future health, finances and well-being of their families. These

firauQulent activities also do great damage to the employers that seek affordable in-

surance coverage for their employees and the numerous institutions that provide
health insvu*ance services. As a result, criminal investigation of fraudulent health
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care plans continues to be a priority of the Office of Inspector (Jeneral's (OIG's) Of-
fice of Labor Racketeering (OLR).
Multiple Employer Welfare Arrangements.—These soaring health insurance costs,

coupled with the difficulty in obtaining major insurance company coverage in the
small employer market, have forced many of these small companies to search for

more affordable health care coverage. One method used by employers is to utilize

a form of self-funded group health plan known as a multiple employer welfare ar-

rangement (MEWA). The idea underlying MEWA's is that several small employers
can pool their premiums, as well as their risks, and insure their workers—in a man-
ner similar to the way many very large companies operate their own self-insurance

programs.
MEWA's are touted as being able to provide comparable—or even superior—cov-

erage for rates that are often significantly below those charged for traditional small

group coverage. MEWA's can afford to offer these rates, it is said, because they do
not have the costly administrative overhead of traditional insurers or the need to

turn a profit. In fact, they may save money because: they often do not maintain cost-

ly reserves to cover excess claims, they generally do not pay premium taxes; they
do not pay a percentage of their revenues into state guarantee funds; and they fre-

quently do not purchase stop loss insurance to protect themselves fix)m catastrophic
claims. Unfortunately, if a MEWA operating in this fashion goes out of business

through mismanagement, fi-aud, or any other reason, there may be Uttle remaining
of the MEWA's assets to pay legitimate health care claims.

It is important to note that not all MEWA's are bad. The concept behind a MEWA
is valid. In theory, it should work, and it often does. Some MEWA's are backed by
legitimate insurance companies and are well-managed, pa3dng their claims and
serving the employers and employees. Others, though well-intentioned, collapse be-
cause of mismanagement or because they have failed to obtain a stop-loss insurance

policy and lack adequate reserves to pay unexpectedly large claims.

Unfortunately, a number of MEWA's are simply fraudiJent schemes, which in in-

dividuals not being reimbursed for their legitimate health care costs—<;osts which
they had been assured would be covered. It is the very nature of the insurance in-

dustry—^the receipt of money today to pay expenses resulting from a future event
that may or may not happen—that makes it particularly inviting to some unscrupu-
lous operators. All too often, as our investigations fire documenting, it can be a vir-

tual license to steal.

Rather than providing legitimate health insurance, these fraud artists are operat-
ing what amounts to illegal Ponzi schemes. They reimburse small initial claims in
order to keep the scheme afloat long enough to lull the participants and their em-
ployers into a false sense of security while they build an adequate revenue stream.
In many of these fraud schemes, we have found that large amounts of premium dol-

lars are being siphoned off by the program's operators for excessive salaries or high
Uving, rather than being reserved to pay the large medical claims that eventually
will be filed. With little going out in claims pajrments, these plans can be virtual

"money machines," generating a premium income stream that can amount to mil-
lions of dollars per month. When the larger claims begin to be filed by participants,
the operator will simply delay payment for as long as possible, with tiie usual false
reassurances such as: "We need additional information to process your claim,"
"We've misplaced your claim," "We've had delays because we're installing a new
computer system," or "Your check is in the mail."
Wnen the excuses no longer suffice, the operator may simply skip to another state

and begin another operation, which is exactly what some of our recent investiga-
tions have demonstrated. As the attached charts show, the participants are left wi^
unpaid medical claims that total millions of dollars. The victims are left to try to

placate doctors and hospitals, or to fend off bUl collectors and collection agencies.
This task is especially daunting for those who require continued medical attention.
With unpaid bills that can total thousands or even hundreds of thousands of dollars,
these inoividuals face grim prospects: either being denied further health care, or fac-

ing an uncertain future that is dependent on the continued beneficence of the medi-
cal community. I suspect that there are very few of us in this room who would not
be devastated by such massive bUls, compounded by the uncertainty of ever being
able to obtain additional health care.

Fraudulent MEWA's are especially pernicious because they also leave participants
with what the insurance industry terms "pre-existing" conditions. In general, these
individuals cannot obtain insurance fix)m a new insurer for what is now a

"pre-exist-
ing" malady. They may face a lifetime of mushrooming, unreimbursed meoical bills

that they wUl never be able to pay. Hence, the repercussions of a fi-audulent MEWA
may continue to be experienced by its victims long after we have shut it down.
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It is especially compelling to realize that the victims of these schemes are not the

employees of Fortune 500 companies. Typically, they are small enterprises with
fewer than 100 employees. Many are small, marginal businesses employing only 10
to 20 persons who work at or near the minimum wage. They can include service
stations and beauty shops, florists and convenience stores, small manufacturing en-

terprises and retailers. They are the very employers who provide most of the Na-
tion's jobs, but they are also the employers who lack the financial muscle to nego-
tiate a cost-effective medical plan with many of the major carriers. Consequently,
these fraud schemes are more likely to affect those individuals at the lower end of
the socio-economic scale. These are the people who are least able to protect them-
selves and who truly need all the protection that government regulation, interven-
tion and enforcement can afford.

Variations of MEWA's.—It is important to note that there is no typical MEWA
scheme. Each is unique, with its own distinctive "M.O." These operations can be

compared to a virus, evolving and mutating rapidly in response to changing situa-
tions and shifting regulatory environments, further complicating enforcement ef-

forts.

One of these permutations involves labor union-sponsored health plans, where le-

gitimate labor unions offer "associate memberships" to non-members as a way to

market a union-sponsored health plan to them. The unions can profit from the addi-
tional monthly dues from these associate members. The participants may also bene-
fit from potentially lower costs for their insurance—assuming that the plan is sound
and legitimate. The insurer, in turn, has a way to market health insurance that
avoids state regulation and oversight, since a union-sponsored plan is exempt from
such state regulation.
A second permutation occurs when individuals form what they hold out to be

unions, but which are in fact no more than a means to avoid state insurance regula-
tion. These "bogus" unions fail to do the kinds of things that typically define a

union, such as having a bona fide collective bargaining agreement. These phony
unions, whose entrepreneurs openly and defiantly boast of the ease with which they
avoid state regulation, are fast becoming a potential prescription for disaster in the
health insurance field.

A third variation of MEWA occurs when the employees of a small employer are
hired by a labor leasing operation. That labor leasing firm then leases or rents the
staff right back to the employer. Under this arrangement, the labor leasing firm

typically may provide payroll, personnel and health benefit administration to a
small employer—supposedly freeing up a small employer's administrative staff and
overhead, and thereby reducing his costs. Frequently, the leasing firm will contend
that they will be able to negotiate better health insurance rates by virtue of their

having a much larger pool of employees. The leasing firm then will often hold itself

out to be an ERISA (Employee Retirement Income Security Act) single employer
plan, and therefore exempt from state regulation. While employee leasing may be
a viable choice for some small employers, we have found evidence that some labor

leasing schemes really may be simply a method to market unregulated health care

coverage. It is clear to us that even newer schemes are likely to evolve and emerge
and that there is more than enough ERISA-related health care fraud in the Amer-
ican work place there to keep OLR as busy as its existing resources will allow.

MEWA Regulation.—As a result of the 1983 amendments to ERISA, the regula-
tion of MEWA's is generally left to state insurance agencies. What has developed
since 1983 is a patchwork quilt of regulatory schemes. Some states have imposed
very stringent requirements on MEWA's while others have shown less interest in

MEWA regulation. In those states where a more aggressive regulatory posture has
been established, MEWA's have often attempted to avoid or delay regulation by
falsely claiming to be ERISA-covered plans, which would preempt the states from

regulating them. While these claims are almost always meritless, state officials

oft«n
req^uire assistance from the Department of Labor's Pension and Welfare Bene-

fits Administration (PWBA) to demonstrate this fact.

While the states are not precluded from
criminally investigating and prosecuting

MEWA's, in practice they are effectively prevented from doing so because many
fraudulent MEWA's are multi-state schemes, and individual states find it difficult

to adequately investigate such schemes or to obtain jurisdiction over persons and
assets. Just one month ago, for example, a cease and desist order was issued in

California against a particularly nettlesome MEWA operator on a Monday. By the

following Friday, he had succeeded in moving all of his bank accounts, his records
and his staff to Arizona, where he had already reopened his business under a new
name—this time operating it as a bogus union.
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Recent MEWA Cases.—Mr. Chairman, I would now like to take a moment to very
briefly summarize two recent OLR cases that illustrate the magnitude and scope of
the fraud schemes, and the devastation that they have visited upon their victims.

In Florida, OLR conducted an investigation, with assistance from PWBA, of a now
defunct health insurance fund, the International Forum of Florida (IFF). This fraud-
ulent MEWA operation bilked more than 40,000 policy holders out of over $34 mil-
lion in premium payments, leaving them with over $50 million in medical claims.
Three months ago, the consultant to the IFF pled guilty to conspiring to cheat the
health fund participants by creating numerous fictitious corporations that posed as

legitimate service providers, but were used instead to channel millions of dollars to

himself and others.

On May 28, 1993, just three weeks ago, a Washington State insurance consulting
firm executive and two associates were found guilty of cheating thousands of Ameri-
cans out of over $6 million in premiums paid for health care insurance that was
never provided. This followed an OLR investigation that was conducted with the as-

sistance of the Postal Inspection Service. The defendants, Edward B. Gallup, the
former president of Labor Management Services, Inc. and two of his associates, pled

guilty to charges of converting more than $1 million in premium payments to tneir

personal use, including purchasing three Jaguar automobiles worth $150,000. Un-
fortunately, while "Ned" Gallup and his associates were enjoying their ill-gotten lux-

uries, the victims of their health care fraud scheme were suffering financial devasta-
tion.

Mr. Chairman, in response to the Subcommittee staffs request that I provide
some detail about the direct impact these fraud schemes can have on innocent citi-

zens, I submit the following:
Consider, for example, a 53-year-old Wisconsin nurse's aide, whose job was to visit

with the elderly in their homes in order to provide them with needed care and as-

sistance. Her insurance was provided through a nursing association.
She testified last month in the trial of Mr. Gallup and his associates that she de-

veloped
heart problems and had to undergo double bypass surgery. While the sur-

gical procedure was a success, her medicm bills totaled some $30,000. It was only
Qien that she learned that her health insurance was a mirage. Although she knew
she could never pay these staggering bills on her small income, her creditors began
to dun her mercilessly. The police even came to her door with a subpoena because
the clinic wanted its money. Under the mounting pressure of thousands of dollars
of unpaid medical bills and the relentless badgering by her creditors who demanded
payment, she suffered two strokes.

In a last desperate attempt to save her home, she was forced into bankruptcy,
which for her has been especially humiliating. As she said, "All my life I've always

paid my bills. I've always tried to do the right thing, but now I've been completely
humiliated by what they've done to me."
Or consider, for example, the court testimony of the 39 year old single mother of

three, who was victimized by this same fraudulent health scheme. She had worked
for a California chiropractor, handling his office billings and—coincidentally—his of-

fice's insurance claims. In order to cut costs, her employer opted to switch to an-
other health insurance provider who had been recommended by the consultants that
he had hired to "streamline" his business. Despite the concerns and cautions that
this victim voiced to her

employer,
that "cheaper was not

necessarily better," her

employer nevertheless purchased the new, less expensive health care plan.
Her fears were more than realized a few months later when her 14 year old

daughter, who was an honor student in the gifted and talented program at her
school, was hospitalized for some 22 days following an especially brutal sexual as-
sault. As soon as her daughter was admitted to the hospital, this concerned mother
even took the extra precaution to call the insurance provider, who—of course—as-
sured her that everytning would be covered.

Unfortunately, as she was soon to discover, nothing would be paid. Although
needing much additional treatment and therapy, her daughter was released from
the hospital. The mounting, unpaid medical bills now totaled about $17,000. The
mother desperately contacted state insurance officials, the insurer and its various
middlemen, as well as anyone else she thought would be able to help. She even
tracked down and confronted the elusive "Ned Gallup, the plan's operator. Unfortu-
nately, despite his assurances to the contrary, her daughter's health benefit claims
were never paid.

So, as was the case with the prior victim, she too was dunned repeatedly for her
medical bills, ultimately losing the home that she and her then-new husband had
been buying. The strain of the huge debt and its consequences on her family became
overwhelming. She lost her job with the chiropractor and her marriage completely
dissolved.
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She now is trying to support herself and her children, one of whom is mildly re-

tarded. He is in a special education program and is in need of continuing neuro-

logical testing and medical assistance that she cannot afford. She now earns just
$400 a month by working as a hotel housekeeper on a part-time basis. She has had
no health insurance, and has been unable to obtain any, although last month, she

finally was made eligible for a State of California insurance plan through welfare.

And, if all this had not been enough, she was diagnosed with ovarian cancer.

In her own words, "I am devastated. My whole life has been absolutely destroyed
by this insurance scam. I have been knocked down so far, that I have to look up
to see the dirt. I was the model person. I always paid my bills on time. I have lost

everything that I had worked for years to build up: my home, my marriage, my ca-

reer, my car and my bank accounts."
"I know that I owe the money for these medical bills. The hospital and doctors

are all victims too, but their lives haven't been destroyed. I have paid them
every-

thing that I could. I have paid and paid until I could pay no more. I know that 1 11

never be able to repay this debt. I have nothing left to give them. My credit has
been destroyed forever. I just found out that they won't even give me $6 a month
worth of credit to get bottled water for my children. I know that it's too late to help
me, but I just want somebody to do something to keep this from happening to oth-

ers.

Legislative Need.—Mr. Chairman, the OIG's Office of Labor Racketeering is doing
all that it can do to address the problem of fraudulent MEWA's. As you are aware,
OLR must also contend with a wide variety of pension and welfare benefit plan
fraud, labor racketeering, and organized crime's intrusion into union matters. Not-

withstanding this, OLR has dedicated some 25 percent of its resources to MEWA
fraud. To date, we have opened 69 investigations of suspected fraudulent MEWA's.
We currently have 39 ongoing criminal investigations. As a result of these investiga-

tions, U.S. Attorneys have obtained 38 convictions. However, the investigative and

prosecutorial process of these types of criminal enterprises take time, and time is

exactly what these fraudulent MEWA operators want and need: more time to collect

premiums; more time to jump undetected to another state to start a new operation;
and more time to evade close scrutiny and intervention.

In our view and in the view of many states, there is a pressing need for continued,

aggressive criminal enforcement of fraudulent MEWA's at the Federal level. As can
be seen fi-om the charts, these are multi-state fraud schemes. Many of the Federal

prosecutors who have handled these cases will attest that they are difficult, long-

term, complex, labor-intensive investigations that involve tracing hundreds of thou-

sands of transactions and records that spread across several states as well as to off-

shore islands, where premium dollars are being funneled. The potential damages—
financial and otherwise—that such schemes have and continue to inflict on the pub-
lic is almost incalculable.

But continued investigation, though vital, is not the only solution. There is also

a compelling need for new and tougher laws. The present legislative and regulatory
environment allows these fraudulent health care operators the flexibility almost to

do as they please, while the states are often being frustrated in their efforts.

Clarifying the respective roles of Federal and State governments in this area, will

be a major first step in addressing the problem. In addition, criteria such as certain

minimum funding standards, outside review, registration, and accountability are
also essential to properly regulate MEWA's.
One legislative approach, H.R. 1272, is a comprehensive effort to better regulate

MEWA's Dy clearly defining them and mandating certain minimum operating stand-
ards. This bill was introduced in the House this year by Representative Petri, and
it has bipartisan support.

H.R. 1272 incorporates important elements of four MEWA bills that were intro-

duced in the House and Senate during the last Congress. This bill establishes a De-

partment of Labor process by which a MEWA can receive an exemption from state

regulation that will require MEWA operators to annually register with the Depart-
ment and comply with certain standard requirements. The bill also requires
MEWA's to notity all state Insurance Commissioners that they

will be operating and

conducting business in their respective states. Although to date there has been no

companion bill introduced in the Senate, we are hopeful that there will be consider-
ation and discussion of such a Senate bUl in the near future.

As long as there continue to be alternative health insurance arrangements and
networks, there will continue to be a need for effective federal and state regulation
and oversight. As such, we believe that a comprehensive legislative proposal to pro-
tect the public needs to be enacted soon. All American workers deserve nothing less

than the full protection of the laws designed to safeguard their health care benefits.
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JOB TRAINING PROGRAMS

You have also requested my views on the dupHcation and overlapping of job train-

ing programs. Before beginning, I should first explain that the Omce of Inspector
General tries not to duplicate work being performed by GAO. For this reason, we
have not performed any specific work during the last two years in the areas of du-

pHcation and overlapping of job training programs, but rather defer to GAO's work
on duplication which is being discussed today. Also, we have not performed specific
work in these areas because of the inconsistencies of the data reported by the var-
ious Department of Labor job programs which are administered by the Employment
and Training Administration (ETA).
Streamlining Program Results Data.—It is very difficult to determine whether job

programs overlap when the data is not comparable. In 1988, we issued a report enti-

tled, "ETA Needs Complete, Consistent, Timely and Comparable Program Results
Data." We pointed out that ETA's reports on program results need to be more com-
plete, consistent, comparable, and consolidated. In our opinion, a number of serious

consequences result from the inconsistent data because planners, policy analysts,
and decision makers: are unable to readily obtain an overall, comprehensive and in-

tegrated picture of the Government's employment and training activities; are not

provided with a clear picture of the relationship between current national employ-
ment and training needs and current program results; are not provided with essen-
tial information regarding the basic question: What kind of people are provided
what kind of services/benefits with what kind of results when they enter or reenter
the labor market; are not able to readily compare the activities and results of all

employment and training programs across-the-board to determine which program
components or activities are the most productive and efficient; are not able to read-

Uy compare actual results to established objectives; are limited in the development
of creative and innovative ideas and concepts designed to improve tiie federal re-

sponse to national employment and training needs; find it difficult to hold Federal

managers accountable thereby permitting inefficient, ineffective and uneconomical
operations to develop and continue unchecked; and are often acting in a vacuum
when allocating scarce resources among competing social needs because they lack
the information they need.
To remedy this situation, in the 1988 report we recommended that ETA and OIG

form a joint task force to develop specific recommendations on improving the report-
ing of national employment and training program results and to develop policy, sys-
tems, and procedures to address the needed changes in ETA's current program re-

porting. We also recommended that the task force develop specific recommendations
for the integration of the program results report with ETA's audited financial state-
ments.

Although ETA did not agree with our recommendations and took no action, OIG's
1988 work foreshadowed action taken by Congress 2 years later. In 1990 Congress
passed the Chief Financial Officers (CFO) Act. A major objective of the CFO Act is

to integrate program results data with financial statements and thus establish the
costs of government programs based on valid program outcomes.
Job Training Partnership Act.—A good example of duplication and overlapping is

set forth in the OIG's recently published nationwide audit on Job Training Partner-
ship Act (JTPA) Program Outcomes. The audit, among other things, points out how
the JTPA Title II-A program duplicates functions of the U.S. Employment Service
in the areas of job search training, job referrals, and placements. In addition, the
JTPA Title II-A program duplicates other Government resources in providing assist-
ance in the areas of education, substance abuse, health care, disabilities, and home-
lessness.
The purpose of JTPA is to "afford job training" to individuals "facing serious bar-

riers to employment." For our audit purposes, we organized employment barriers
into three categories: job barriers, educational barriers, and personal barriers.
Job barriers primarily consisted of a lack of job skills, job search skills, and labor

market information.
Educational barriers primarily consisted of school dropouts and deficiencies in

reading and mathematics.
Personal barriers included a lack of child care and transportation, offenders,

homelessness, substance abuse, disabilities, or other health problems.
JTPA program operators effectively identified and addressed job barriers, specifi-

cally individuals' needs for occupational training, job search assistance, and labor
market information. Program operators were also effective in identifying and ad-

dressing needs for supportive services, such as transportation and child care.

Conversely, although JTPA program operators identified numerous educational
and personal barriers, these barriers were addressed at a much lower rate than the
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job barriers. For example, 45 percent of adult participants tested as reading below
the 7th grade level, but only 27 percent of them received help from JTPA witn read-

ing.
Determining the total investment for each participant was impossible because in-

direct costs of state, Service Delivery Area (SDA), and program operator administra-
tion were not calculated on a participant basis. Likewise, the indirect costs for in-

house training or support services staff were not accumulated or allocated on a per
participant basis.

We could identify direct payments made for training and assistance in 78 percent
of our sampled participants, and the average investment was about $1,506 per par-
ticipant. Sixty percent (60 percent) of payments averaged below $1,500; 46 percent
of payments averaged below $1,000.
Of the participants who left the program, we estimated that: 53 percent obtained

jobs; 14 percent achieved "employaisility enhancements," that is, completed training
which provided the potential for employment; and 33 percent did not obtain a job
or achieve an employability enhancement.
Of the participants who got jobs: 49 percent earned hourlv wages of $5 or less

and 49 percent of the participants interviewed by auditors said they found their jobs
without JTPA assistance.

We interviewed approximately 54 percent of the participants who obtained jobs.
At the time of the interview: 49 percent were still working for their original em-

ployer; 26 percent were working for another employer; 5 percent were in school or

the Armed Forces; and 20 percent were unemployed.
The Congress recognized that job training is an investment in human

capital
and

not an expense. The Act states that "the basic return on investment is to oe meas-
ured by increased employment and earnings of participants, and reductions in wel-

fare dependency." However, analysis of the audit data raises, we believe, some seri-

ous questions about the expectations of the JTPA Title II-A program.
We believe the following questions need to be answered in order to clarify the ex-

pectations of JTPA:
Is the current network of state and local operations the most efficient and effec-

tive way to deliver JTPA services?

Should JTPA expend its resources to provide labor exchange services such as job
search, labor market information, and job referral services? If so, what is the role

of the U.S. Employment Service with a fiscal year 1993 budget of approximately
$900 million?
Should recruitment and placement functions be independent of training to prevent

the pro-am operators from inflating performance figures by servicing only job-

ready clients?

Should JTPA interventions
only

address job training barriers thereby letting other
Government resources address educational and personal barriers?
Should JTPA enroll individuals only after educational and personal barriers have

been eliminated by the other programs?
Should JTPA expenditures be considered "an investment in human capital" given

the program's limited opportunity to create value, i.e., increase employment and

earnings and reduce welfare dependency?
Should the success of the JTPA program be measured differently?
Should JTPA attempt to be all tilings to all individuals or should it assume a nar-

rower role?

There are two other areas where we have recently found ineffective job programs.
They are the Trade Adjustment Assistance and the Targeted Jobs Tax Credit and
the Programs.
Trade Adjustment Assistance Program.—The Trade Adjustment Assistance (TAA)

program was authorized by the Trade Act of 1974. TAA is administered by the State

Employment Security Agencies (SESA's). It is designed to assist individuals whose
jobs were adversely affected by increased imports to return to suitable employment.
The 1988 amendments to the Act emphasized training, rather than compensation,
as a means to achieve this objective. The TAA program is scheduled to expire Sep-
tember 30th of this year; however, legislation has been introduced to extend it be-

yond that date.

Although "suitable employment" is defined in two different ways in the Act, the
OIG utilized the definition found in Section 236(e) of the Trade Act, which states

that a "suitable" job is one that pays at least 80 percent of the former weekly aver-

age wage. The OIG is of the opinion that this definition is consistent with the provi-
sions of the Act, which require a worker to be enrolled in training when work meet-

ing this definition is not available.

In contrast to JTPA's Title III Economic Dislocation and Worker Adjustment As-
sistance (EDWAA) program, which serves workers who are dislocated for any eco-
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nomic reason, TAA is reserved for those workers who lost their jobs due to increased

imports. Another difference from EDWAA is that TAA provides for the payment of

Trade Readjustment Assistance allowances for persons enrolled in, or properly

waived from, approved training.
The OIG has issued audit reports on reviews we conducted of the TAA programs

operated by the States of Wisconsin and Texas. Because ETA does not require fol-

lowup on TAA participants and sufficient data was not gathered by the SESA's to

adequately assess program outcomes, the OIG used various sources of information

to determine program outcomes for our sample enrollees in the two States.

The OIG is of the opinion, that the Wisconsin SESA's TAA program fell short of

reaching the objectives of the Act. Although the main objective of TAA is to return

affected workers to suitable employment, we found that only 26 percent of the sam-

ple participants had obtained employment meeting that criterion and another 12

percent were recalled to their former trade-affected jobs. Sixty-nine percent (69 per-

cent) of the participants in our sample enrolled in training; however, just 11 percent

of those who terminated training found suitable employment related to the training

received. Finally, we found that the Wisconsin SESA did not adequately document

services provided to TAA participants, and that portions of the quarterly reports

submitted to ETA were inaccurate.

Similarly, the OIG's audit of the Texas TAA program revealed that 27 percent of

the sample participants had obtained employment paying suitable wages and that

24 percent were recalled. Further, 77 percent of the participants in our sample en-

rolled into TAA-approved training, but just 19 percent of these found suitable em-

ployment that was related to the training received. We also identified weaknesses

in the documentation of services provided and found significant errors in reports

submitted to ETA.
Based on our results in Wisconsin and Texas, the OIG performed a nationwide

review of the TAA program in nine states. The OIG's report on the nationwide

audit, due out this summer, will answer the question, "Has TAA effectively made
the transition from a compensation program to a training program as intended by
the 1988 amendments?"

Targeted Jobs Tax Credit Program.—The Targeted Jobs Tax Credit (TJTC) pro-

gram takes a different approach to serving individuals' employment and training

needs. TJTC provides a Federal income tax credit for employers who hire and retain

individuals from target groups needing special employment assistance. TJTC is ad-

ministered by ETA through the SESA's. Although the program expired June 30,

1992, Congress is currently considering legislation to extend TJTC or make it per-

manent.
The OIG previously reported the results of our audit of the State of Tennessee's

TJTC operation and will shortly issue a report on Alabama's program.
Our audit of the Tennessee TJTC program found that Tennessee did not aggres-

sively plan for or operate the program or sufficiently evaluate its effectiveness.

Moreover, the OIG found that most TJTC participants experienced jobs with low

skill requirements, high turnover rates and little significant long-term career im-

pact. Finally, we determined that 5 percent of the participants in our sample were

ineligible and eligibility was not adequately documented for 33 percent of the certifi-

cations in our sample.
Although Congress intended that TJTC be a hiring incentive to employers—rather

than a windfall—preliminary results of the OIG's audit of Alabama suggest TJTC
is not an employment generator. On the contrary, initial indications are that as

many as 95 percent of the participants in our sample would have been hired by
their TJTC employers regardless of the tax credit. Further, the TJTC jobs were usu-

ally minimum or near minimum wage, low skills and often part-time. Perhaps more

significantly, our data suggests that only about 10 cents is returned for every dollar

of program expenditures and tax credits lost to the U.S. Treasury.
The OIG is of the opinion that these audit results raise serious questions about

the viability of this program, and that these questions should be fully explored as

TJTC reauthorization is considered.

Thank you. I would be pleased to answer any questions you may have.
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3 HEALTH INSURANCE FRAUD SCHEMES
63,600 VICTIM PARICIPANTS
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Senator Harkin. Mr. Masten, thanks again for your testimony
and for bringing these graphic illustrations of the MEWA's and
what they are doing. I am still not certain that I understand your
first chart over here. Could you enlighten me on that? I have got
a copy of it here that is not in color and I just do not understand
it.

Mr. Masten. Mr. Chairman, the column on the left indicates the
amount of premiums actually collected by these three MEWA's.
The yellow indicates the amount of claims that they actually paid
from these premiums that they had collected. The difference be-

tween the dollar amount of premiums collected and the amount of

claims paid represents administrative costs and the amount of

funds used by plan administrators to pay excessive salaries or sup-
port expensive lifestyles.
The column on the right indicates the amount of unpaid medical

claims at the time these entities were shut down. Those claims
could be even much higher.
Senator Harkin. What year is that, for this last year or the year

before? Do you know? How recent is that?
Mr. Schick. Over the life of the scheme.
Mr. Masten. Over the life of the scheme.
Mr. Schick. That is just three cases, and that is over the life of

those three cases.

Senator Harkin. I see. These are only three of them.
Mr. Schick. Those are only three selected cases.

Senator Harkin. I see, 63,600 victim participants.
Mr. Masten. Out of just three fraudulent MEWA operations.
Senator Harkin. Would it be one of those three, perhaps, that is

illustrated in the four up there, maybe?
Mr. Masten. One of them, the Cabot Day Insurance Co., was one

of these. The other two are not on there. If I could move to this
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chart. This chart will give you an indication on how pervasive the
fraud is across the United States. Each one of those maps indicates
the operation of one MEWA.
For example, the lower one on my left is Cabot Day Insurance

Co. The shaded areas are those States that had victims from that

particular operation.
In the other chart, Fidelity Mutual Fund, the shaded areas show

those States where one MEWA had victims.

To give you a further indication of the widespread nature of this

problem, GAO conducted an audit in 1992 that indicated that
MEWA's are operating in 46 of our States. And of these 46 States,
41 of them had victims.

It is a pervasive problem.
Senator Harkin. You said that not all of them are fraudulent.
Mr. Masten. No; all of them are not fraudulent. There are some

MEWA's that do exactly what they are supposed to do. They take
care of the employer by providing health care coverage for his em-
ployees and they pay employees'

medical bills. It can be a very good
arrangement. No; all of tnem are not fraudulent.
Those that are, are very fraudulent.

STATE INSURANCE COMMISSIONS

Senator Harkin. It looks like even in just those four, that certain
States stick out as not having been affected by any one of those.

Certain States have been affected by almost all of them, at least

three of the four. I am just looking at the pattern there.

Does that have to do with the State insurance commissioners and
how they are regulating it?

Mr. Masten. It does, Mr. Chairman. Some States have very pro-

gressive and aggressive insurance commissions that will pursue
these operators and will not get caught in the web of trying to de-

fine jurisdiction or whether or not it is an insurance companv or
a benefit plan. The States pursue it, bring it to the attention oi our

office, 2ind the investigation will start. And the bad guys know
what States to get into.

Senator Harkin. I am sure one sort of breeds off the other. If

they know that another one is operating, they just sort of start

their own in that State, too, I assume?
Mr. Masten. Exactly.
Senator Harkin. Is the legislation you talk about sufficient to

deal with the problem of the ny-by-night operators in the health in-

surance field?

Mr. Masten. Mr. Chairman, it is a very good start. But, where
there is money you are going to have criminals. It is important to

clearly define exactly who has jurisdiction and to set up guidelines
for registering these organizations at the Federal level as well as
in those States in which they operate. I think that this will serve
as an effective deterrent to these people so that they will not be
able to set up as easily as they are doing now or subsequently to

run from one State to another.
Senator Harkin. Why would a small business person who wants

to offer their employees health coverage join a MEWA rather than

going to one of the larger health insurance companies that could
cover them? Why would they go to a MEWA?
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Mr. Masten. It is simply the cost of getting that coverage, Mr,
Chairman. For a lot of the small businesses, with less than, say,
100 employees, it is very, very costly to get the coverage. So they
go to something like this which is advertised as being better and
cheaper in order to get, "the same benefit that a larger corporation
would give." And, consequently, they get caught in a web of fraud.
One of the things that could help, in my opinion, is to have an

aggressive educational effort to get information about this type of

fraud out to the public so that the small business person, as well
as the employee, will be able to make better decisions about wheth-
er to get into an arrangement such as this.

If you recall the actual case example involving the young woman
that I described to you, she had told her boss that, based upon her

reading, she did not think that the insurer that her employer was
switching to had the better policy. Her employer did not listen to

her and, as a result, she became a victim.

NATIONAL HEALTH E^SURANCE PROGRAM

Senator Harkin. Will the National Health Insurance Program
change the rules of the game to help stop

this kind of stuff? You
sort of said something in your testimony about if you have multiple
policies and stuff, you are still going to have this problem, right?
Mr. Masten. Exactly. I think so. Unless it is a single-payer plan

for the entire Nation, I just do not see any combination of health
care reform reducing the MEWA problem.
Senator Harkin. And I take it from what you just said that this

is the kind of problem that has to be addressed both at the State
and Federal level, or do you think it should be addressed at the
Federal level?

Mr. Masten. I think it should be addressed both at the Federal
and the State level. That way you cannot have the bad guys look-

ing at that perceived gap, where they can avoid one authority and

f)lay

it off against the other one, as was the case when the fellow
eft California and went to Arizona. He just changed his name and
his location.

Senator Harkin. You mentioned a public awareness campaign. Is

the Department of Labor considering doing something like this, or
do you think that should be left to the Department of Health? Who
should be involved in this?

Mr. Masten. It could easily be a combination of the two. I think
if you combined the

expertise,
as far as the knowledge of what is

taking place here and tne way of getting this type of campaign pro-
mulgated throughout the United States, it might be necessary to

have a combined effort. But something along those lines, I think,
needs to be done in order to address this issue.

Senator Harkin. On some of these fraudulent schemes, have the

perpetrators been prosecuted? Are they under indictment? Some
are. You said one has been convicted.
Mr. Masten. Well, Mr. Gallup, the person that operated the

fraudulent MEWA that I described earlier has been convicted. I be-

lieve we have had a total of 38 convictions as a result of our inves-

tigations.
Senator Harkin. Well, Mr. Masten, thank you very much.
Do you have anything else to add to this?
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Mr. Masten. Not at this time, Mr. Chairman. We would appre-
ciate any help you can give us to address this problem.
Senator Harkin. I

appreciate
that.

In going after these, do you usually get the data and the informa-
tion and then turn it over to the State's attorney general? Is that

the way you operate for a prosecution?
Mr. Masten. No; we work most of these cases jointly with other

investigative organizations, and then the cases are prosecuted
through the U.S. Attorney's Office.

Senator Harkin. It is a Federal prosecution?
Mr. Masten. Yes.
Senator Harkin. Now, why is that if they are violating State

laws? You see. State laws govern insurance. How do you get the
Federal jurisdiction on this?

Mr. Masten. There are a number of ways. Since these individ-

uals are in different States, they have to use the mail and they
have to use the telephone. We get them on wire fraud or mail
fraud. If we get them on any Federal statute we can get them eas-

ily convicted and put away.
Senator Harkin. So they mostly operate across State lines?

Mr. Masten. Yes.
Senator Harkin. Thank you, again, very much, Mr. Masten. I ap-

preciate it.

Mr. Masten. Thank you.
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statement of james b. thomas, jr., inspector general
Senator Harkin. Next, I would like to welcome and introduce In-

spector General James Thomas, Jr., from the Department of Edu-
cation.

Mr. Thomas, I welcome you to the subcommittee. I last night
went through your lengthy prepared statement, which we will

make a part of the hearing record. In the interest of time, I would
sure appreciate it if you would summarize it for us.

Please, proceed.
Mr. Thomas. Thank you, Mr. Chairman. It is a pleasure to be

here this morning.
We have had some serious problems with fraud and waste in the

Department of Education, Mr. Chairman. I would like to share
with you information regarding some of those problems and some
perspectives regarding opportunities for improving and streamlin-

ing Department programs. And in accordance with your request,
we will focus on a single issue.

abusive program participants

Much of the work we have done in recent years has been directed
toward identifying and recommending action against abusive pro-

gram participants, as well as toward improving the Department's
processes for allowing schools to participate in programs. The high-
er education amendments in 1992 incorporated most of our sugges-
tions for improvements in those areas, and should reduce vulner-

ability in those areas when implemented.
Audits, investigations and inspections of specific schools have led

to the closing of about 160 institutions which were engaged in

fraudulent or otherwise abusive practices. Several of these schools
were processing in excess of $100 million in Federal loans and
grants funds each year. While we are encouraged by recent legisla-
tive changes to address abusive practices by proprietary schools,

monitoring and management of the more than $60 billion now in

the loan portfolio continues to be of great concern to us, as do many
other Department programs and activities.

guaranty agency conflicts of interest

I would like to review with you one issue relating to that loan

portfolio. In March, we issued a report revealing that about $11 bil-

lion in Federal Family Education Loan Program funds are at risk
due to conflicts of interest between 9 of 12 guaranty agencies that
we reviewed, and affiliated servicers and secondary markets whose

(923)
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activities the guaranty agencies are required to monitor. And the
chart that you have there, Mr. Chairman, kind of reflects that.

As we indicate on the chart, there was about $2 bilHon at risk,
where we have a loan servicer with program conflicts between that
loan servicer and the guaranty agency; and then, about $1 billion

where there are affiliations between the guaranty agency and the

secondary market, which holds the loans; and there is about $8 bil-

lion at risk due to affiliations between guaranty agencies and both
servicers and secondary markets.
The affiliations that we have identified take many forms. Often,

the guaranty agency acts as a parent company, with nonprofit and
profit subsidiaries providing the guaranty agency, as well as lend-

ers and secondary markets, with various kinds of services.

In one case, a guaranty agency and a loan servicer functioned as
divisions within a larger corporation. In other cases, the firms are

legally separate, but are controlled by a common management. In
almost every affiliation, the firms share board members, corporate
officers, management, and employees. Firms also share assets, such
as buildings, office space, computer equipment, and furniture.

The affiliations between guaranty agencies, loan services, second-

ary markets, and other service providers create many conflicts of

interest. Our concerns relate primarily to four areas that I will ad-
dress briefly. First is loss of independence.

LOSS OF INDEPENDENCE

When a guaranty agency is affiliated with an organization that
it is required to monitor, it may lack the independence necessary
to objectively administer that program on behalf of the U.S. Gov-
ernment.
The area of lender due diligence demonstrates this. The guaranty

agency must ensure that the lender or a secondary market or
servicer acting on behalf of a lender has taken all of the required
steps to collect the loan before it pays a default claim. In such a

case, the guaranty agency's findings could affect its own financial

position.
In one State, the guaranty agencv and the secondary market

came under common management. Tne secondary market has pro-
vided the guaranty agency with $3.5 million in loans and is com-
mitted to provide an additional $10 million line of credit. If the

guaranty agency disallows insurance claims submitted by the sec-

ondary market, it hurts the finances of one of the guaranty agen-
cies' major funding sources.

INTEGRITY OF DATA

The second area of our concern is the integrity of the Federal
electronic data. The electronic data provides ED with its primary
means of monitoring and managing the program as a whole. An
important function of the guaranty agency is to conduct lender and
servicer reviews to ensure, among other things, that there are ade-

quate internal controls over computer-generated data.

OIG, GAO, and many non-Federal audits have reported numer-
ous problems with the accuracy and completeness of the Federal
database. ED officials have noted this problem as well. The guar-
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anty agencies often have disincentives to identify and resolve sys-
temic problems with the automated systems.

PREFERENTIAL TREATMENT

The third area of concern is that of preferential treatment. A
guaranty agency could exert undue pressure on its affiliated sec-

ondary market to use the services of its for-profit loan servicer. Of
the agencies we looked at, about 42 percent of the portfolio of one

guaranty agency, 32 percent of another and 45 percent of a third

is serviced by an affiliated loan servicer.

In the same way, a guaranty agency may exert pressure on an
affiliate to use the services of another affiliate, and officers may
use their positions to exert pressure on the guaranty agency to use

the services of certain companies that benefit the officers' financial

positions.

FINANCIAL WEAKENING OF GUARANTY AGENCIES

And the fourth area of our concern is the financial weakening of

the guaranty agency. As guaranty agencies subcontract more ac-

tivities to affiliates, they could become shell corporations with
fewer financial assets. Furthermore, ED may find it more difficult

to recover misspent funds from the guaranty agency if its revenue
flows have been diverted to affiliates.

Fees and incomes designated for the guaranty agencies assist

them in continuing to carry out their mission and increasing their

reserves. When these income streams are diverted to affiliates

through subcontracting, the guaranty agency's reserves may be re-

duced, and the agency's overall financial condition may be weak-
ened.

GUARANTY AGENCY OVERSIGHT

The Nation's guaranty agencies provide a critical oversight func-

tion on behalf of the Federal Government. They must administer
the Federal program objectively and efficiently. By affiliating with
Federal loan services, secondary markets and other service provid-
ers, guaranty agencies often place themselves in the position of

choosing between the interest of the taxpayer and that of their af-

filiates.

We have recommended that ED prohibit guaranty agencies or

their officers and employees from having any affiliation with an en-

tity that is a participant or a service provider in the FFELP, and
develop a timetable for the guaranty agencies and their officers and
employees to divest themselves of their current holdings, or to le-

gally separate the guaranty agency from its affiliates.

Department officials have recently agreed with these rec-

ommendations and, while stating the belief that their implementa-
tion will not require legislative changes, have committed to devel-

oping implementing regulations.
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STREAMLINING DEPARTMENT PROGRAMS

Mr. Chairman, I will turn briefly now to discuss what we believe

are opportunities to improve and streamline programs and oper-
ations of the Department of Education.

Fragmentation in the way some education programs are created

and administered is often a hindrance to the achievement of the

Department's mission, as well as to fulfillment of the stated pur-

poses of many education programs it administers. Complex edu-

cation problems are often addressed by creating programs under
different pieces of legislation that end up being administered by
different program offices. This creates a fragmented approach and
the potential for duplication of funding and services provided. Serv-

ice integration is left to the Department's grantees, rather than

being done within the Department.
Further, many of these programs and activities lack clearly stat-

ed purposes and outcomes against which performance can be meas-
ured. We have found that the delivery of student financial assist-

ance funded vocational training is an area for which program deliv-

ery is fragmented and poorly coordinated. And funding decisions

are not based on outcomes.
We addressed this problem first in an audit report that we issued

in March 1987, and again in March of this year, when we issued

a management improvement report, advising the Department again
that the current system of funding for vocational training affords

little assurance that the training provided to students actually

helps them attain gainful employment.
Like the 1987 audit, the management improvement report found

that individuals were being trained with a heavy investment of

Federal funding for nonexistent jobs. The Higher Education Act
continues to make funds available to students without regard to

labor market needs or the performance track record of schools.

COSMETOLOGY SCHOOLS

Our report focused on the field of cosmetology because cosmetol-

ogy schools are frequent participants in the title FV programs and
information on labor market needs and sources were readily avail-

able.

We have no reason to believe that issues similar to those identi-

fied in this report concerning cosmetology would not have also ex-

isted in other vocational areas had we performed the same type of

analysis in those other areas. We estimate that over $725 million

in SFA funds, both loans and grants, was expended to license the

96,000 cosmetologists that were licensed in 1990. That is approxi-

mately $7,500 of SFA funding per licensee.

If those students could be assured well paying jobs, then the

training might be worth the cost. However, the job prospects for

the 96,000 cosmetologists licensed in 1990 are pretty dismal. The
current supply of 1.8 million licensed cosmetologists nationwide al-

ready far exceeds the demand for 597,000 jobs currently filled in

the field. While some licensed cosmetologists may be working in re-

lated fields, there may be over 1 million who are not working as

cosmetologists.
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Besides labor market needs, school performance is another factor

not considered under the current system of funding. Schools are
not being held accountable for the cost or results of their training.
Consequently, those doing a poor job have little incentive to im-

prove. And overall costs of the SFA programs at schools doing poor-
ly can be exorbitant.
Our March 1993 report focused on five individual schools that

provided cosmetology training, and the results demonstrated the
above points quite clearly. Of the 3,055 students who enrolled in

these five schools, only 432 students, or about 14 percent, actually
completed the training and received the cosmetology license. This

equated to a cost of about $31,000 in SFA funds per licensed cos-

metologist.
Our report recommended that labor market needs and the per-

formance of schools in graduating and placing their students be
considered in SFA funding for vocational training. We have also
recommended that the Department take the lead in convening an
interagency task force to study different funding approaches for vo-
cational training.

PREPARED STATEMENT

The Office of Postsecondary Education supported wholeheartedly
the concept and recommendations made in the report, and is work-

ing with the Department to address the important issues raised.
Mr. Chairman, that concludes the summary of my report, and I

would be happy to try to answer your questions.
[The statement follows:]

Statement of James B. Thomas, Jr.

Mr. Chairman, I am pleased to appear before you today to share with the Sub-
committee information concerning what we view as some of the serious examples
of fraud, waste and abuse related to programs and operations of the U.S. Depart-
ment of Education (ED) and some perspectives regaraing opportunities for improv-
ing and streamlining Departmental activities and programs. In line with the Sub-
committee's request, I will focus primarily on a single issue in each of these areas.
Much of our work in recent years has been directed toward identifying and rec-

ommending action against abusive program participants as well as toward improv-
ing the Department's processes for allowing schools to participate in the programs.
The Higher Education Amendments of 1992 incorporated most of our suggestions
for improvements and should reduce vulnerability in this area when implemented.
Our audits, investigations and inspections of specific schools have led to the closing
of approximately 160 institutions tnat were engaged in fraudulent or otherwise abu-
sive practices. Several of these schools were processing in excess of $100 million in
Federal loans and grants annually.
While we are encouraged by recent legislative changes to address abusive prac-

tices by proprietary schools, monitoring and management of the approximately $60
billion loan portfolio continues to be of concern, as do many other Department pro-
grams and activities.

I would like to review with you today one issue related to that loan portfolio.
In March we issued a report revealing that $11 billion in Federal Family Edu-

cation Loan Program (or FFELP) funds are at risk due to conflicts of interest be-
tween nine of the 12 guaranty agencies activities we reviewed and affiliated

servicers and secondary markets wTiose activities the guaranty agencies are re-

quired to monitor. Specifically, as shown on the chart, we reported mat over $2 bil-

lion was at risk due to affiliations between guaranty agencies and loan servicers,
$1 billion due to affiliations between guaranty agencies and secondary markets, and
nearly $8 billion due to affiliations between guaranty agencies and both servicers
and secondary markets.
The affiliations take many forms. Often, the guaranty agency acts as parent cor-

poration, with nonprofit and profit subsidiaries providing the guaranty agency as
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well as lenders and secondary markets with various services. In one case, a guar-
anty agency and a loan servicer functioned as divisions within a larger corporation.
In other cases, the firms are legally separate, but are controlled by common man-
agement. In almost every affiliation, the firms share board members, corporate offi-

cers, management and employees. The firms also share assets, such as buildings,
office space, computer equipment, and furniture.

The affiliations between guaranty agencies, loan servicers, secondary markets,
and other service

providers
create many conflicts of interest. Our concerns relate

primarily to the following four areas:

LOSS OF INDEPENDENCE

When a guaranty agency is affiliated with an organization that it is required to

monitor, it may lack the independence necessary to objectively administer the pro-

gram.
The area of lender due diligence demonstrates this. The guaranty agency must en-

sure that the lender (or a secondary market, or a loan servicer acting on behalf of

a lender) has taken all the required steps to collect the loan before it pays a default

claim.

In such case, the guaranty agency's findings could affect its own financial position.
In one state, the guaranty agency and the secondary market came under common

management. The secondary market has provided the guaranty agency with $3.5
milUon in loans and is committed to provide an additional $10 million line of credit.

If the guaranty agency disallows insurance claims submitted by the secondary
market, it hurts the finances of one of the gua^-anty agency's major funding sources.

INTEGRITY OF THE FFELP ELECTRONIC DATA

FFELP electronic data provides ED with its primary means of monitoring and

managing the program as a whole. An important function of the guaranty agency
is to conduct lender and servicer reviews to ensure, among other things, that there

are adequate internal controls over computer-generated data.

OIG, GAO, and non-Federal audits have reported numerous problems with the ac-

curacy and the completeness of the FFELP database. ED officials have noted this

problem as well. The guaranty agencies often have disincentives to identify and re-

solve systemic problems with the automated systems.

PREFERENTLVL TREATMENT

A guaranty agency could exert undue pressure on its affiliated secondary market
to use the services of its for-profit loan servicer.

Of the agencies we looked at, about 42 percent of the portfolio of one guaranty
agency, 32 percent of another and 45 percent of a third is serviced by an affiliated

loan servicer.

In the same way a guaranty agency may exert pressure on an affiliate to use the
services of another affiliate, officers may use their positions to exert pressure on the

guaranty agency to use the services oi certain companies that benefit the officers'

financial positions.

FINANCIAL WEAKENING OF GUARANTY AGENCIES

As guaranty agencies subcontract more activities to affiliates, they could become
shell corporations with fewer financial assets. Furthermore, ED may find it more
difficult to recover misspent funds from the guaranty agencies if their revenue flows

have been diverted to affiliates. Fees and income designated for the guaranty agen-
cies assist them in continuing to carry out their mission and increasing their re-

serves. When these income streams are diverted to affiliates through subcontract-

ing, the guaranty agencies' reserves may be reduced and the agencies' overall finan-

cial condition may be weakened.
The nation's guaranty agencies provide a critical oversight function on behalf of

the Federal government. They must administer the FFELP objectively and effi-

ciently. By affiliating with FFELP loan servicers, secondary markets, and other
service providers, guaranty agencies often place themselves in the position of choos-

ing between the interests of the taxpayers or their affiliates.

We have recommended that ED prohibit guaranty agencies or their officers and

employees from having any affiliation with an entity that is a participant or a serv-

ice provider in the FFELP and develop a timetable for the guaranty agencies and
their officers and employees to divest themselves of their current holdings or to le-

gally separate the guaranty agency from its affiliates.
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Department officials have recently agreed with these recommendations and, while

stating the belief that their implementation will not require legislative change, have
committed to developing implementing regulations.
Mr. Chairman, I would like to turn now briefly to discussion of what we believe

are opportunities to improve and streamline programs and operations of the ED.

Fragmentation in the way some ED programs are created and administered is

often a hindrance to the achievement of the Department's mission as well as to the
fulfillment of the stated purposes of the many education programs it administers.

Complex education problems are often addressed by creating programs under dif-

ferent pieces of legislation that end up being administered by different program of-

fices. This creates a fragmented approach and the potential for duplication of fund-

ing and services provided. Service integration is left to the Department's grantees.
Further, many of these programs and activities lack clearly stated purposes and out-

comes against which performance can be measured.
We have found that the delivery of SFA-funded vocational training is an area for

which program delivery is fragmented and poorly coordinated, and funding decisions

are not based on outcomes. We addressed this problem in an audit report issued
in March of 1987 and again in March of this year when we issued a management
improvement report advising the Department again that the current system of fund-

ing for vocational training affords little assurance that the training provided to stu-

dents helped them obtain gainful employment. Like the 1987 audit, the manage-
ment improvement report found that incfividuals were being trained, with a heavy
investment of Federal funding, for nonexistent jobs. The Higher Education Act con-
tinues to make funds available to students without regard to labor market needs
or the performance track-record of schools.

Our report focused on the field of cosmetology because cosmetology schools are fre-

quent participants in the Title IV programs and information on labor market needs
and sources was readily available. We have no reason to believe that issues similar
to those identified in this report would not have existed in other vocational areas
had we performed the same type of analysis in other areas.

We estimate that over $725 million in SFA funds alone were expended to license

the 96,000 cosmetologists licensed in 1990 (approximately $7,500 of SFA funding
per license).

If these students could be assured well-paying jobs, the training might be worth
the cost; however, the job prospects for the 96,000 cosmetologists licensed in 1990
are dismal. The current supply of 1.8 million licensed cosmetologists nationwide al-

ready far exceeds the demand of 597,000 jobs currently filled in the field. While
some licensed cosmetologists may be working in related fields, there may be over
one million who are not working as cosmetologists.

Besides labor market needs, school performance is another factor not considered
under the current system of funding. Schools are not being held accountable for the
cost or results of their training. Consequently, those doing a poor job have little in-

centive to improve, and overall costs to the SFA programs at schools doing poorly
can be exorbitant.

Our March 1993 report focused on five schools that provided cosmetology training
and the results demonstrated the above points quite clearly. Of the 3,055 students
who enrolled at these five schools, only 432, 14 percent, completed the training and
received a cosmetology license. This equated to about $31,000 of SFA funds per li-

censed cosmetologist.
Our report recommended that labor market needs and the performance of schools

in graduating and placing their students be considered in SFA funding for voca-
tional training.
We have also recommended that ED take the lead in convening an interagency

task force to study different funding approaches for vocational training.
The Office of Postsecondary Education supported wholeheartedly the concept and

recommendations made in the report, and is working within the Department to ad-
dress the important issues raised.

Mr. Chairman, this concludes my statement. I will be happy to respond to any
questions you or other members might have.

Biographical Sketch of James B. Thomas, Jr.

Name: James B. Thomas, Jr., CIA, CPA.
Position: Inspector General, U.S. Department of Education.

Birthplace: Tallahassee, Florida.
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Education: Florida State University, B.S., Business Administration, 1957; Florida
State University, Graduate Study, 57-60; Federal Executive Institute, Graduate
Study, 1973; Southeastern University, Graduate Study, 1979.

Experience: 1980-present, Inspector General, U.S. Department of Education; Octo-
ber 1977-August 1980, Director, Bureau of Accounts, Interstate Commerce Commis-
sion; September 1975-October 1977, Inspector General, Department of Housing and
Urban Development; 1972-75, Assistant Director, Bureau of Accounts, Interstate

Commerce Commission; 1960-71, Trainee, Audit Operations Division, U.S. Depart-
ment of Housing and Urban Development; 1959-60, Senior Auditor, Office of the
State Auditor, Tallahassee, Florida; 1959, Auditor, J.D.A. Holley & Co., CPA Firm,
Tallahassee, Florida; 1958, Special Auditor, Office of the State Comptroller, Jack-

sonville, Florida.

Honors and awards: Presidential Rank of Distinguished Service Award, 1992; IIA,
Bradford Cadmus Award, 1991; IIA, Distin^shea Service Award, 1988; AGA, Dis-

tinguished Service Award, 1986; Outstanding Performance '.wards, 1980-91; Per-

formance Bonus, 1980-91.

Special professional qualifications: Certified Public Accountant, Florida, since

1962; Certified Internal Auditor, since 1973; President's Council on Integrity and Ef-

ficiency—Chair, PCIE Audit Committee, 1989-91; Chair, PCIE Audit Standards
Subcommittee, 1986; Chair, PCIE Single Audit Committee, 1985-86; Chair, PCIE
Accounting & Auditing Standards Commission, 1985-86; Co-Chair, PCIE A-102P
Evaluation Project, 1984; General Accounting Office—Chair, Gov't Auditing Stand-
ards Advisory Council, 1991; Member of GAO Standards Advisory Council, 1985-

88; National Intergovernmental Audit Forum, PCIE Representative, 1989; Federal
Financial Fraud Institute Consult. Groups, PCIE Representative, 1989.

PROFESSIONAL ASSOCIATIONS

American Institute of Certified Public Accountants: Member of Strategic Planning
Committee, 1986-90; Member of Federal Gov't Executive Comm., 1984-87; Member
of Council-at-Large, 1984-86; Members in Gov't Comm., Chairman, 1982-84; Mem-
ber Services Committee, 1983.

Institute of Internal Auditors: Member, Board of Trustees of the IIA Research
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tee, 1984-87; President of Washington Chapter, 1983.

Association of Government Accountants: Chair, Financial Mgt. Standards Board,
1985-86; Chair, Task Force on AGA Nominations and Elections, 1985-86; Chair,
1991 leadership Conference; Chair, Standards Committee.
Accountants Roundtable, 1972-Present.

Proposed Budget, Fiscal Year 1994, U.S. Department of Education, Office of
THE Inspector General

Funding levels for the past five fiscal years were as follows:

1989 $18,619,000
1990 23,110,000
1991 24,836,000
1992 26,260,000
1993 29,262,000

The budget request for Office of the Inspector General reflects the reductions re-

quired in 1994 to implement the President s proposals on deficit control and produc-
tivity improvement in the Federal government. Specifically, reductions of 4 percent
in Federal staff are required by the end of 1995, and administrative expenses are
to be reduced by 14 percent from current services levels by the end of 1997. The

proportionate share of the Department's reductions for 1994 has been reflected in

the OIG request of $28,840,000, resulting in a net decrease of $422,000 from the
1993 level.

Approximately 76 percent of the costs in 1994 are for personnel compensation and
benefits to support a proposed staffing level of 360 FTE. Of the $6,820,000 for non-

personnel costs, approximately one-half, or $3.4 million, is for OIG's share of the De-

partment's centralized services. The remaining $3.4 million funds all other OIG ac-

tivities at or below the current services level.

personnel costs

The request includes $22,020,000 for personnel compensation and benefits to sup-
port: a proposed staffing level of 360 FTE, 6 FTE fewer than 1993. A net increase
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of $65,000 includes within-grade increases for GS employees; merit pay increases for

GM employees; and career ladder promotions. No funds have been included for the

1994 pay raise or locality pay. While personnel compensation costs will decrease in

1994 by $97,000, the associated benefits costs will increase by $162,000, primarily
for employees covered by the Federal Employees' Retirement System.

PROGRAM MANAGEMENT

In 1994, the OIG will continue to focus on the Student Financial Aid programs,
which are the most vulnerable to fraud and abuse. OIG, therefore, will concentrate
the majority of its audit and investigative efforts on identifying causes of and poten-
tial solutions to Student Financial Aid problems, and on auditing and investigating
those alleged to be misusing Federal Student Financial Aid funds. The office is

broadening the scope of its audit activity to include program results that focus on

program effectiveness as well as compliance with laws and regulations.
The new legislative authorities resulting from reauthorization of the Higher Edu-

cation Act as they relate to accreditation, eligibility, audits. State agency site re-

views, and quality assurance programs should help provide the needed controls to

reduce longstanding problems embedded in the Student Financial Aid programs.
OIG staff is working with the Department in developing proposed regulations to im-

plement the new legislation. The OIG's focus in this effort is to ensure that program
regulations, when finalized, serve to promote program economy and efficiency while

preventing abuse in Higher Education Act programs. In 1993, as a result of rec-

ommendations made by the OIG, the Department implemented a prescreening check
to reduce the likelihood of awarding Pell Grants to previous student defaulters. This
action could prevent approximately $300 million in improper awards annually.

In 1994, within the resources available, the OIG will continue to provide limited

audit coverage for Department programs other than Student Financial Aid, such as

Chapter 1, Impact Aid, Vocational and Adult Education, Special Education, and Re-
habilitation Services. Resources will also be directed to audits of financial, account-

ing, and management systems, and audits of financial statements which are re-

quired by the Chief Financial Officers Act of 1990. Audits of the financial, account-

ing, and management systems are essential to assist the Department in identifying
weaknesses in internal controls, in implementing procedures to correct deficiencies,
and in producing auditable financial statements. The 1994 request includes

$154,000 for a contract to assist OIG with audits of the Department's financial ac-

counting and ADP systems.
While most of the office's activities will continue at the current services level, as

indicated in the Impact Data, OIG anticipates a 65-percent increase in its process-
ing and issuance of reports by nondepartmental auditors. This activity will increase
due to additional reports required by the Higher Education Amendments of 1992
and changes in reporting requirements in 0MB Circulars A-128 and A-133.

MANAGEMENT SUPPORT

The request includes an increase of $283,000 for interagency agreements. The in-

crease is for an agreement with the Defense Contract Audit Agency (DCAA) for the
OIG share of costs for audits performed at locations where DCAA is the cognizant
agency ($200,000); and for reimbursement to the Department of Health and Human
Services for pre-employment health examinations for investigators and for agree-
ments with various agencies to reimburse them for training and transportation serv-

ices, particularly in regional offices ($83,000).

DEPARTMENTAL CENTRALIZED SERVICES

The request also includes increases to cover OIG's share of the Department's cen-
tralized services, totalling $3.4 million in 1994, $375,000 above the 1993 level. The
increases are for rent ($157,000); postage, based on previous audits by the U.S.
Postal Service showing volume increases ($52,000); training, due to increased re-

gional office and technology training ($41,000); centralized ADP services ($48,000);
and increases in telecommunications and payroll processing, contracts for copy cen-

ters, movers, and mailroom services ($77,000).

COSMETOLOGY SCHOOLS

Senator Harkin. Mr. Thomas, thank you very much.
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I guess this chart illustrates what you were just talking about,
in terms of the cosmetology problem. Could you explain that chart

again?

Growing Surplus of Cosmetologists
Projected to Double to 2 Million by 2005

2.8

2.6

2.4

2.2

2

1.8

1.6

1.4-

1.2-

1

0.8

0.6

0.4

0.2

2.8 MILLION

i;8 MILLION^^y;

• - ;>?; "W-

9-^^B^W^'
Q] Licensed Beauty School Graduates

Jobs Available

,. 'Anf-;,--v

1990 2005

Mr. Thomas, Yes, sir; the green at the bottom, Mr. Chairman,
demonstrates that in 1990 there were about 597,000 jobs available.

That number will go up in the year 2005 to about 750,000 jobs
available. During that same period of time, the pink area, in 1990,
had 1.8 million licensed beauty school graduates to fill those

597,000 jobs. And that number, at the current rate of increase, will

go up to about 2.8 million to fill the 750,000 as of the year 2005.
Senator Harkin. You pointed out in your testimony that—^you fo-

cused on five schools. And of the 3,055 students who enrolled at

these five schools, only
432 completed the training and received a

cosmetology license. What that figure shows is just the number
that will graduate?
Mr. Thomas. The number that are actually licensed, Mr. Chair-

man.
Senator Harkin. If you can extrapolate some of the data you

have from the schools you investigated, however, there should be
another line above that, that would show how many started but did
not finish and did not graduate, but who consumed some of the

funding.
Mr. Thomas. Absolutely.
Senator Haekin. That gap, you pointed out, in the five schools,

if you took the 3,055 students who enrolled, 432 completed it, that

equaled about $31,000 of student financial assistance funds per li-

censed cosmetologist, far exceeding the $7,500 previously identified

as the average funds expended.
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So, again, perhaps we need another chart here to show, if you
extrapolate from that, how much money is it going to cost per stu-

dent that actually graduates.
Mr. Thomas. Mr. Chairman, the $31,000 includes all the funds

that went to the 3,055 students, not just the 432.

Senator Harkin. I understand that.

Mr. Thomas. OK
Senator Harkin. But only 432 got through, so if you say what

is the cost to license one student, you have to figure in the total

amount of money.
Mr. Thomas. And that is the $31,000.
Senator Harkin. That is right.
Mr. Thomas. That is the money to the entire universe of 3,055

students, even though only the 432 were licensed.

Senator Harkin. That is why I am saying, if this is an average
or something like that, that we are looking at, and we look ahead,
if something is not done, the cost of this is going to be enormous.
Because you are only going to have one out of every seven actually

complete training. Is that right? Could you project this nationwide,
how many students that actually start and actually finish? Is it

more than 14 percent? I do not know.
Mr. Thomas. We do not have data on that, I do not believe, Mr.

Chairman. We do not have that kind of data. This was five schools

in one of our geographic regions where we looked at a number of

States—five different States, one school in each State.

Senator Harkin. Staff thinks it is about one-half nationwide.

Well, that is quite a bit of difference from 14 percent. Were these

five schools picked for a certain reason, or were they randomly se-

lected?

Mr. Thomas. They were not randomly picked but, one school was
selected from each of the five States in that one geographic region
where we happened to be doing this job.

Senator Harkin. Well, what geographic region is this?

Mr. Thomas. In the Dallas, TX, region—our Dallas, TX, region.
Senator Harkin. Well, perhaps we need to take a look at this,

region by region, and see what is happening around the Nation on
this thing. I would like to know is it 50 percent, is it 14 percent,
20 percent, 30 percent? And then we can get a better handle on

just what we are spending per graduate. And these are the ones
that graduate, and they may not even get a job.
Mr. Thomas. That is right. Even the few that graduate, that is

the difference between those and the jobs that are available. We
would be happy to try to do that, Mr. Chairman, if that would be
of assistance to you. The first audit that I alluded to in 1987 was
done in the Atlanta region. So we may already have some data, but
it would be a bit aged at this point in time.

COSMETOLOGIST ORGANIZATIONS

Senator Harkin. If I am not mistaken, is there not a—there
must be some group that represents cosmetologists?
Mr. Thomas. Oh, yes, sir.

Senator Harkin. There must be an organization of cosmetolo-

gists.
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Mr. Thomas. Yes, sir; believe me, there are a number of groups
that represent cosmetologists.
Senator Harkin. Now, I would think that most groups that rep-

resent a labor pool do not want to see this kind of thing happen.
Because what they do not want to see is they do not want to see
a large labor pool that is out of work. It would seem to me it is

in their interest to make sure that cosmetologists make a decent
and good living. That works against that. That bids down the price
of each individual cosmetologist.

I would think that their organization would not want that to

happen. I have never talked to them, but it seems to me that they
would be much opposed to what is happening here. But I do not
know. Have you heard from them? Or have you talked to them
about this?

Mr. Thomas. Yes, sir; we have heard from them quite a bit since
we issued this report, Mr. Chairman. Believe me, we have had a
number of pieces of correspondence exchanged. And the new Assist-

ant Secretary for Postsecondary Education will be meeting with
them as soon as he is confirmed, which will be any day now.
The important thing, Mr. Chairman, is to remember that we

used cosmetology as an example. We believe the same thing is true
in other fields, because one of the issues in our programs in the De-

partment of Education is that the incentive is on getting the stu-

dent into the school. That is the point at which the money begins
to flow to the student and, therefore, to the institution. And there
are refund rules, depending upon how long the student stays, and
there are games that can be played about keeping them just so

long and things of that kind. We have had audits and investiga-
tions to demonstrate that.

But the point here is we are using cosmetologists as an example.
We do not believe that this problem is limited to them in any
stretch of the imagination.

DIRECT LOAN PROGRAM

Senator Harkin. Why could we not have—first of all, let me back
up here. You know, obviously, we are discussing a direct loan pro-
gram.
Mr. Thomas. Yes, sir.

Senator Harkin. We just got something on that out of our au-

thorizing committee on which I sit. I am not altogether happy with
the way it came out, but it came out and we may change it on the
floor. Will a direct lending program take care of this problem or
not?

Mr. Thomas. No, sir; to my knowledge, Mr. Chairman, a direct

lending program would not deal with this issue. The only way you
can deal with this kind of an issue is to deal more specifically with
what the policy is for what students are funded—whether there is

some kind of a need-based relationship of who gets the money.
Right now, any school that is accredited and licensed and approved
by the Department, any student that goes there who can dem-
onstrate need can get Federal funding. 'Hiere is no relationship be-
tween the job market and the student going to school and getting
Federal funding to attend school.
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Senator Harkin. Under a direct loan program—^you see, under
the way this operates now, the school does not lose and the student
does not lose.

Mr. Thomas. Well, the student very well loses, Mr. Chairman.
Senator Harkin. How is that? They do not pay that back.
Mr. Thomas. If they do not pay it back, then they are in default.

And when they go in default, then that is reported on their record.

Senator Harkin. Tell me about it. I got over $2 billion. I know.
Mr. Thomas. And the next time they go to buy a house or a car

or something of that kind
Senator Harkin. We have got $3 billion in default now. I mean

it happens all the time. I feel sorry for some of these students.
Mr. Thomas. Absolutely.
Senator Harkin. But they get the Guaranteed Student Loan,

they get out, they do not get a job. But, you know, the bank is free.

The school is free. The student takes the default and we pick up
the tab.

Mr. Thomas. Everything you said is absolutely right.
Senator Harkin. Now, under a direct loan program, though,

where the student has to go to a window or go some place and get
a direct loan, it would seem to me that the school making that di-

rect loan knows that that money has to come back in there and
that the student is going to be liable for that. I would think there
would be much more of an incentive on the part of the schools and
stuff to say, wait a minute, since we got to pay it back and the

money comes back to us, that we will not make loans for this type
of an education. We will cut back on that.

Now, maybe that will not happen. I do not know.
Mr. Thomas. Right now, Mr. Chairman, because we do not know

what is going to come out ultimately on the direct loan program,
it is very difficult to make a judgment of that kind.
Senator Harkin. But what you are saying, though, probably, is

that we need some kind of an outcomes-based system to say that
if the projected job market is less than so much percentage over
what the supply is, then you cannot get a loan for that type of an
education; is that right?
Mr. Thomas. That is correct. Yes, sir.

Senator Harkin. Has anything been done on that? Do you have
any proposals for that?
Mr. Thomas. We have proposals, Mr. Chairman, that an inter-

agency group be set up, because some of these issues overlap with
the Veteran's Administration and the Labor Department and the
like—^that such a group be set up to study this issue to see what
a reasonable policy might be for the U.S. Government on how to

spend the scarce money that it has for these kinds of programs.

LOAN DEFAULT DATA

Senator Harkin. One thing I did want to cover with you is the

accuracy of loan default data, because it is something that we have
been paying attention to here over the last couple or 3 years. I am
concerned by your finding that the integrity of student loan elec-

tronic data may be compromised by these various business ar-

rangements that you just spoke about.
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One of the key parts of our efforts here has been to control de-

faults by limiting the participation of high-default schools in the
student loan program. Enforcing these restrictions requires the col-

lection of accurate default data for each institution or, obviously,
how are we going to know? But if this data is compromised by
these interlocking relationships, then how are we going to know
who is really in high default and who is not?

So, I guess what I am asking is did your investigation lead you
to believe that these default control efforts that we nave instituted

may also be at risk?

Mr, Thomas. It would certainly seem to me, Mr. Chairman, that

when vou have the kind of conflicts-of-interest situation that we
have aescribed here this morning, where the interests of the indi-

viduals preparing that data favor themselves more than the U.S.
Government on whose behalf they function

Senator Harkin. I am sorry? Say that again.
Mr. Thomas. I said it would seem to me that when we rely on

data prepared by organizations that have the kinds of conflicts of

interest that we have described here this morning, that their inter-

est would be more involved in their own financial situation than it

is in representing objectively and independently the interests of the
U.S. Government.

Senator Harkin. Yes.
Mr. Thomas. And so, what we have proposed is that we do away

with those kinds of possibilities for conflicts of interest or the ac-

tual conflicts of interests. And it is apparent in those kinds of ar-

rangements that there is a conflict.

Senator Harkin. The idea of this interagency task force is some-

thing that we might be able to do ourselves on the appropriations
committee. We are going to look into that.

Mr. Thomas. Our new Secretary, Mr. Chairman, has taken it

upon himself to very activelv be involved with the Secretary of

HHS and the Secretary of Labor, in particular, in coordinating our

programs in a whole variety of educational activity. And my per-

spective is that this program would be one that he and the new As-
sistant Secretary for Postsecondary Education would be very ac-

tively interested in pursuing working with you in that regard.

GAO REPORT ON DEFAULTED LOANS

Senator HARKIN. Mr. Thomas, a recent GAO report pointed out
that because agencies are permitted to keep 30 percent of collec-

tions on defaulted loans, they often have more to gain by emphasiz-
ing collection of defaulted loans after fully reimbursing lenders at

taxpayers' expense than by preventing defaults from occurring in

the first place. If this is true, is this not an internal conflict of in-

terest that affects all of the guaranty agencies, and places the en-

tire $65 billion loan portfolio at risk?

Mr. Thomas. If the guaranty agencies, Mr. Chairman, were func-

tioning as independent entities, carrying out the due diligence as-

pects of their functions as contemplated in regulation and legisla-

tion, then those kinds of situations I do not believe would occur. In
the way it is today, though, and we have not done any specific
work looking at that 30 percent and whether there are any exter-

nal or even internal reasons for it to allow it to go into default, I
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do not have a firm basis in which to expand on that. Perhaps our

colleagues from GAO can provide more guidance when they come
up.
Senator Harkin. Well, thank you very much, Mr. Thomas. And

on that note, we will thank you and excuse you, and we will bring
them up.
Mr. Thomas. Thank you, Mr. Chairman. I appreciate it.

QUESTIONS SUBMITTED BY SENATOR HERB KOHL

Senator Harkin. There will be some additional questions which
will be submitted for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-

ing:]

Questions Submitted by Senator Herb Kohl

cosmetology schools—accreditation and performance standards

Question. Your data is based on data irom. schools in Louisiana New Mexico, Okla-
homa, and Texas, is that correct? From 1987-91 data, correct?
Answer. In discussing the need for performance standards, we used data obtained

from audits at five cosmetology schools, one each in Arkansas, Loviisiana, New Mex-
ico, Oklahoma, and Texas. Audit periods at each school generally covered three or
more years, and all were within the period July 1, 1987, through June 30, 1991.

Management Improvement Report (Mm) No. 93-03 also addressed the need to con-
sider labor market needs in Title IV

fiinding decisions. Regarding that issue, we
used supply and demand data for cosmetologists nationwide and for the above five

states.

Question. Are you aware that the school in Louisiana has had an inactive accredi-
tation since March of 1991?
Answer. The inactive accreditation status date you mention of March 1991 was

after we performed audit field work at the school n-om December 17, 1990 to Janu-
ary 9, 1991. At that time auditors were denied access to school records and person-
nel, and on February 6, 1991, the school's Title IV records were obtained by search
warrant. We believe these events caused the school to close in 1991 and its accredi-
tation should have been terminated at that time.

Question. Are you aware that the New Mexico school lost its accreditation in No-
vember of 1991?
Answer. As a result of our audit work from January 22 through July 26, 1991,

and a criminal investigation at the New Mexico school, the school closed in June
1991. A school's closing is usueilly sufficient cause for tiie school's accreditation to
be terminated.

Question. Are you aware that the school in Texas is in bankruptcy and has a 66
percent completion rate, with only 3 students in default?
Answer. We knew the Texas school filed for bankruptcy on December 10, 1991,

which was afl«r our field work was completed at the school in Jvilv 1991. Although
we do not know the exact completion rate for the school, we do have information
for the period audited that shows only about 32 percent of the school's students ap-
phed to take the State licensing examination. There may be a few students who
graduated and did not apply to take the examination. The school's 1989 cohort de-
fault rates for its three campuses are 21.4, 29, and 33.8 percent, with a total of 110
borrowers defaulting. The school's 1990 cohort default rates are 42, 42.5, and 50
percent. Although we do not know the number of defaiilters for 1990, based on the
higher cohort rates for that year, the number probably exceeds 110.

Question. So of the five State cosmetology schools on which you base your conclu-

sions, three of them were pretty bad situations, weren't they?
Answer. We agree the three schools were performing poorly. We selected for re-

view schools having few students pa.'ssing the States' licensing examinations. Other
reasons schools were selected included ongoing investigations and information ob-
tained from State guarantee agencies which identified weaknesses in the schools'
admiiiistration of the Title IV programs. Since an objective of our study was to de-
termine if performance standards were needed to prevent Title IV funds froro. being
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wasted by schools such as the ones audited, we feel this selection criteria was appro-
priate.

COSMETOLOGY INDUSTRY—LABOR TRENDS

Question. What is the approximate size of the salon industry in U.S. dollars?

Answer. The answer to this question is not known.

Question. Number of salons?
Answer. Milady's 1991 Guide to Cosmetology Licensing identified approximately

293,000 beauty salons in the U.S.

Question. Did you contact any of the maior employers of cosmetologists to verify
the MIR's conclusion that no jobs are available? For instance, did you contact J.C.

Penney, which has corporate headquarters in Region VI in Texas? Are you aware
that in 1992, J.C. Penney hired 5,000 new employees for 900 salons across the coun-

try. That the corporation hired 1,500 for 85 salons in Texas?
Answer. We did not contact any major employers of cosmetologists. The informa-

tion in the report on cosmetology demand came from the Bureau of Labor Statistics

or State employment agencies. The report does not conclude that there are no jobs
available. The report states that 1.77 million licensed cosmetologists and 96,000 ad-

ditional cosmetologists each year are competing for 597,000 jobs.

Question. Are you aware of an October 1992 survey conducted for the National

Accrediting Commission of Cosmetology Arts and Sciences? That survey concluded
that in 1990, approximately 204,000 potential positions went unfilled. Is it possible
that the extrapolations used in the MIR are incorrect and misleading?
Answer. We are aware of two surveys conducted for NACCAS, one in 1990 and

another in 1992. We did consider the NACCAS contracted report—Job Demand in

the Cosmetology Industry, 1990 because it had been issued at the time of our re-

view. Some of the reasons we used the current and projected employment growth
from the Bureau of Labor Statistics Outlook: 1990-2005: Occupational Employment
instead of the NACCAS study follow:

Our report concentrated on the job demand for licensed cosmetologists—hair-

dressers, hairstylists, and cosmetologists. The NACCAS study added to the number
of cosmetologists people working as oarbers, skin care specialists, manicurists, and
electrologists. Therefore, included in their estimate of 1.264 million professionals

employed were about 300,000 non-cosmetologists.
The NACCAS study also included part-time workers, which further inflated the

number of full-time jobs for cosmetologists and other professionals. The NACCAS
contracted study reported that 35 percent of the professionals, or over 400,000 peo-

ple, were working only part-time.
Question. You said the prospects for the 96,000 cosmetologists licensed in 1990 are

dismal, correct? And you quote Bureau of Labor Statistics projecting fewer than

750,000 jobs in cosmetology in 2005, correct? How do you explain the following quote
from the 1992-93 Bureau of Labor Statistics Occupational Outlook Handbook?

"Overall employment of barbers and cosmetologists is expected to grow about as
fast as the average for all occupations through the year 2005. Population growth
will stimulate demand for these workers. Because of the large size oi the occupation,

many job openings will result from the need to replace ejcperienced workers who re-

tire or stop working for other reasons. Due to recent declines in the barber and cos-

metology school enrollments, opportunities for licensed job-seekers are expected to

be quite favorable."
Aiiswer. We cannot see the contradiction in our reporting that the Bureau of

Labor Statistics (BLS) estimated that there will only be 153,000 new cosmetology
jobs by the year 2005 and the BLS reporting that the field is expected to grow about
as fast as average; also, the BLS summary statement quoted in the question in-

cluded barbers. Additionally, cosmetologists were not included in the BLS listings
of Occupations with the Largest Job Growth, 1990-2005, or Fastest Growing Occu-

pations, 1990-2005, or Projected Growth Occupations, by Level of Education Re-

quired.

COSMETOLOGY SCHOOLS—LOAN DEFAULT RATES

guestion.
In the MIR you state that only 14 percent (in the five schools you stud-

of the 3,055 students completed the training and received a degree, correct?

Then you extrapolate that and make another assertion—that taxpayers paid about

$31,000 in student aid for each licensed cosmetologists.
For a moment, let's not look at the worst situations, which I am suggesting is pre-

cisely what you did for the MIR. Let's look at Wisconsin—^perhaps not the best—
but I think, more typical.
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We have over 5,500 salons, 22 schools, with a total of 1,302 students. The average
completion rate is 74 percent. By the way, Mr. Chairman it's 66 percent in Iowa—
nothing like the 14 percent used in this study.
In Wisconsin, an average of 87 percent pass the State licensing exam and an aver-

age of 86 percent get jobs in their training areas right after school. Again, Mr.
Chairman, in Iowa—94 percent get jobs in the £irea of training. That's probably a
lot better employment ratio than some of the four-year graduates.
The default rate is 18 percent—that's 763 students. In Iowa, you have one beauty

school with a default rate of only 5 percent—nothing wrong with that.

Mr. Thomas, do you agree that assessment of matriculation and training costs in

your MIR study are not reflective of what's happening in the industry as a whole?
And would you not agree, that while a default rate of say 30 percent sounds out-

rageous, that if indeed that represents 1 student out of 40, perhaps with only 3 of

those students receiving SFA, that the 30 percent figure (as opposed to saying 1 de-
faulted student), is misleading in and of itself?

Answer. The Management Improvement Report did not state that the five schools
audited were representative of all cosmetology schools. At the five schools, an aver-

age of about $31,000 of Title IV funds were expended to produce a licensed cos-

metologist.

Concerning the industry as a whole, 558 schools were subject to limitation, sus-

Sension,
or termination sanction by the Department because of their high 1990 co-

ort default rate. Of these 558 schools, 241 were cosmetology schools. None of these
241 cosmetology schools were located in Wisconsin or Iowa.

In the report we estimated that cosmetology students have defaulted on over $1
billion in guaranteed student loans and this will increase by $100 million annually.
We did not intend to mislead with these figures. Rather, we were attempting to de-
termine why so many cosmetology students defaulted on their Federal Family Edu-
cation Loans and to offer suggestions for reducing the number and amount of de-
faults.

Question. Are you familiar with an article that appeared in the August 1992 Re-
view of Economics and Statistics, titled "An Analysis of the Probabihty of Default
on Federally Guaranteed Student Loans?"
Answer. Yes, we are familiar with the article. While the article appeared in the

referenced journal in August 1992, our field work for MIR No. 93-03 was performed
between November 1990 and February 1992. We note, however, that the findings
highlighted in the article applied to two- and four-year colleges and universities and
not to vocational and proprietary schools. In contrast, our MIR focused on cosmetol-

ogy schools which are mostly private for-profit entities.

COSMETOLOGY SCHOOLS—REGULATIONS REGARDING PERFORMANCE STANDARDS

Question. Mr. Thomas, in your testimony you call for performance standards in

funding student aid, and in terms of performance standards—I think we may finally
agree on something.
Last year, during consideration of the Higher Education Act, I worked to establish

some performance standards for proprietary schools. And I am wondering where the

Department is with the regulations on those standards that Congress put into place.
HEA prohibits schools with a default rate of over 25 percent fi"om participating,

correct?
If schools get more than two-thirds of their money from student aid programs,

they can't participate?
Those are pretty straightforward.
Additionally, States will be appl3dng the following performance standards: aca-

demic progress, remuneration that the student can exact to receive upon completion,
preparedness of students for employment in a recognized occupation. And there are
consumer information, admissions, records and health and safety regulations that
the States will apply.
Given the interest in "performance standards", can you tell me whether or not the

Department of Education has put into place the regulations for these performance
standards? They of course are not finalized; would you tell me then when those reg-
ulations will be finalized?
Answer. The regulations requiring an accrediting agency to demonstrate to the

Secretary that its accreditation or preaccreditation standards, or both, are suffi-

ciently rigorous to ensure that the agency is a reliable authority as to the quality
of education or training provided by institutions, are in the negotiation rulemaking
process as required by the Higher Education Act of 1965—as amended through De-
cember 31, 1992. Final regulations are anticipated by early 1994.
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Question. Mr. Thomas, in addition to the performance standards that States will
now impose under the HEA, accrediting agencies are required to apply tiie following
standards to proprietary schools: student achievement standards, completion rates,
State licensing examination pass rates, and job placement rates. They are also sup-
posed to look at default rates and student complaints, curricula, faculty, facilities,

equipment, fiscal and administrative capacity, student support services, recruitment
and admissions practices.
Can you tell me whether or not the Department of Education has put into place

the regulations that would enable Accrediting Agencies to impose these performance
standards?
Answer. As indicated above, final regulations resulting ft-om the negotiation rule-

making process are anticipated by early 1994.
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STATEMENT OF CLARENCE C. CRAWFORD, ASSOCIATE DIRECTOR,
EDUCATION AND EMPLOYMENT ISSUES, HUMAN RESOURCES DI-
VISION

ACCOMPANIED BY ROBERT ROGERS, ASSISTANT DIRECTOR, EDU-
CATION AND EMPLOYMENT ISSUES

Senator Harkin. Now, I would like to call Mr. Clarence
Crawford, representing the General Accounting Office.

I would also like to invite the Labor and Education Departments'
Inspectors General to join him for whatever comments they might
want to make following Mr. Crawford's testimony, because the bulk
ofjob training programs are in these two departments.
Mr. Crawford, welcome to the committee. Again, vour statement

will be made a part of the record, and if you could summarize it,

I would appreciate it.

Mr. Crawford. Good morning, Mr. Chairman and members of
the subcommittee. We are pleased to be here to discuss with you
the fragmented system of employment and training programs and
the need for a national employment training strategy.

I am accompanied today by Mr. Bob Rogers, who is in charge of
much of our work in this area.
There is much agreement on the need for a national strategy.

But how to create such a strategy has sparked much discussion.

Reducing the number of programs could help eliminate some of the

problems in coordinating local services, but significantly reducing
the number would be a challenge. In fact, the number continues to

grow.
When looked at individually, many of these programs may have

well intended
purposes, however, collectively, they create serious

problems for administrators at the Federal, State, and local levels,
as well as those in need of services. In 1991, we identified 125 dif-

ferent programs and funding streams that provided employment
and training assistance at a cost of over $16 billion.

Mr. Chairman, turning your attention to the agency chart, figure
one in the text, and on your left there, we have identified the 14
different Federal departments and independent agencies charged
with administering these programs. Funds are channeled through
more than 35 major Federal offices and a multitude of State and
local agencies.
The administrative costs associated with these programs are con-

siderable. The fragmented system also makes it difficult to monitor
program performance and to track participant progress. I think the

inspectors general, considering the sheer numbers of programs, are

doing a fine job in looking at the programs. It just makes it dif-

ficult when you have so many.
Incidentally, I just wanted to mention that the Departments of

Education and Labor administer 79 of the programs. And that is

(941)
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roughly 62 percent of the programs, and about 83 percent of the
total dollars. In addition, you will also see that there are other

agencies that administer these programs. And these agencies do
not necessarily have training or employment as a principal objec-
tive of their programs.

In moving to the target groups chart, figure two in the text.

Senator Harkin. Excuse me for just a minute, I was just looking
at this chart here.

Mr. Crawford. Moving to the target groups chart, figure 2 in

your text, and this is the chart here on your right. Many of these

programs often serve the same target populations. For example, 65

programs serve the economically disadvantaged and 48 programs
are aimed at serving out-of-school youth under age 22. As a result,
individuals who are in need of assistance may have difficulty in

knowing just where to go.
Senator Harkin. Excuse me for interrupting; 48 programs are

aimed at the persons under 22. I see that. I have it here in my
book. Do you have any idea how old some of those programs are
or how new some of those programs are? Do we have any kind of

sequential order? These all came into being at some time or an-
other.

Mr. Crawford. Do we have that information?
Mr. Rogers. We do not have information on how old some of

them are. Although some of them were just formed in the last year.
Some of the programs that we are now identifying for 1994 were
just put in the budget for this year.

Senator Harkin. I cannot believe that there are 48 different stra-

tas or delineations of young people under 22 years of age so that

you have to have all those different kinds of funding streams.
Mr. Crawford. Not only that, but when you look at the individ-

ual programs, the definitions of youth varies. I will have Mr. Rog-
ers give you just an example of one or two.
Mr. Rogers. One of the problems that we have found in looking

at eligibility criteria for those 48 programs is the definition of what
is a youth changes from program to program. So that in some cases

you would find a program, for example, where the definition of

youth would be for ages 16 through 19, and another program where
it would not start until 19, and it would go from 19 to 22. In an-
other program it would be for a different age bracket. So that many
of those 48 different funding streams and programs have differing
definitions of what is, in effect, a youth.
The same thing would happen with disadvantaged or any of

those other programs.
Senator Harkin. How many different departments would that be

Mr. Rogers. The youth programs are in many of the 14 different

departments.
Senator Harkin. So these would spread all over those 14 dif-

ferent departments?
Mr. Crawford. That is correct.

Also, as you think about the eligibility issue, you can then begin
to understand how difficult it is to coordinate programs at the local

level, where 16 is the starting point for one program, maybe 19 is

for another, and that is part of the difficulty that people at the
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State and local governments have, in terms of trying to rationalize

these programs.
In our final chart, Mr, Chairman, figure three in the text, on

services, the one here, we found that many programs have similar

services, which can create problems and frustration. For example,
we found that over 50 programs provide placement assistance. But
as one State official mentioned to us, employers do not want a
number of different people calling for placement information. What
they really prefer to have would be one person calling, representing
multiple programs, offering qualified candidates for positions.
We had the same problem when you look at assessment, as we

have identified there on the chart—counseling and assessment, 90

programs offer that. What we have found that was positive is that
the training itself does not seem to necessarily duplicate. We do not

necessarily see that. But what we see are these administrative
services that seem to duplicate, and there may be opportunities to

consolidate that.

Since we first identified the 125 programs, there has been much
discussion about the need to reduce the programs. However, our

subsequent analysis shows that despite the elimination of several

programs, and I think 9 have been eliminated, the total number of

programs have grown to at least 154, representing about $125 bil-

lion for fiscal year 1994.

Now, one of the difficulties that we have in trjdng to identify
these programs is that these programs are not always easily identi-

fiable in the budget. So you really have to go through and give the

budget a very careful scrub, and still you may miss some.
If you will just recall, as I mentioned, the Departments of Edu-

cation and Labor, in 1991, represented about 62 percent of the pro-
grams. That is still pretty consistent. They are around 62 percent
of the programs for 1994. However, instead of being 83 percent of
the dollars, they are 81 percent.
Now, several States have taken the lead in trying to reorganize

their service delivery systems to provide better service at the local

level. For example, to reduce duplication, Wisconsin and Texas are

using case managers who draw on services from several programs
to arrive at a tadlored set of services to meet their clients' needs.
We did not go out ourselves and evaluate the effectiveness of any

of these State programs. What they were telling us in Texas and
Wisconsin is that they believe that this approach allows them to

provide services better for those individuals that have multiple bar-

riers, multiple needs. And Massachusetts and New York have made
efforts to ease client confusion and access. They are using a series
of community-based centers to provide clients with information
about all programs and services available, no matter where they
first enter the system. So they have established regional or geo-
graphic centers that allow people to come in and get information.
To help lower administrative costs, Pennsylvania uses a single

point of contact intake and assessment program for several major
Federal programs. And, according to them, it has been rather suc-

cessful, and they have now expanded it more throughout the State,
and they are using it with the Health and Human Services job
training program, jobs.
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Mr. Chairman, your home State, Iowa, and New York, are ex-

perimenting with the use of computer systems to help them im-

prove their ability to track the progress of clients. And, again, that
is important to know how well our money is being spent. If we are

going to spend the money, we should know that the money makes
a difference and that the programs work.

Local, State, and Federal leaders need to work together on a na-
tional strategy that will establish common goals and yet allow com-
munities the flexibility to tailor services to meet their needs. And,
of course, that flexibility would come with a requirement to be ac-

countable for Federal funds and for providing services that work.
Several States have been trying to improve the coordination of

their programs, but the Federal Government needs to more fully

join the effort. The Federal Government can play an important role

by streamlining the current fragmented system and by encouraging
better coordination of employment and training services. In its pro-

posed fiscal year 1994 budget, the administration has included

$150 million for one-stop career centers to streamline access to job
training information.
We believe these centers could be an important step toward a ra-

tional employment training strategy. However, in our opinion, it is

critical that these centers work through existing structures, rather
than establish another program that competes with those that are

already in existence.

PREPARED STATEMENT

Developing a national strategy will be a challenge, but we believe
that we cannot afford to wait any longer.
Mr. Chairman, this concludes my summary, and we will be

happy to answer any questions that you or other members may
have.
Thank you.
[The statement follows:]

Statement of Clarence C. Crawford

For many years, federal, state, and local officials have struggled with the prob-
lems created by the myriad of employment training programs. Currently, over 150
different federal programs provide some form of emplojmient training assistance.

Despite the elimination of some programs, the total number of programs continues
to grow. In recent years, several states have launched attempts to better coordinate

emplovment training services at the local level.

Problems with the current "system" of employment training programs.
—The frag-

mented "system" of federal programs creates a variety of problems that hamper at-

tempts to help workers obtain training and find jobs. We found that (1) duplication
of services can add unnecessary costs to program operations and add burden to cli-

ents and employers, (2) a lack of information leads to confusion about how to access

services, (3) multiple administrative entities and funding streams lead to additional
administrative costs, and (4) the lack of an integrated client tracking system makes
it nearly impossible to relate client services across program lines to outcomes.

State coordination efforts.
—In an attempt to improve local service deUvery of fed-

eral emplojrment training programs, several states have taken the initiative to reor-

ganize their service delivery 'System" to better coordinate services at the local level.

These initiatives are designed to (1) reduce duplication, (2) ease confusion and ac-

cess to services, (3) lower administrative costs, or (4) improve the ability to track
client progress.

Struggle to coordinate.—Coordination efforts are hampered by differences in pro-

gram requirements, such as differences in eligibility criteria and planning and budg-
eting cycles. In addition, coordination is difficult because some state and local pro-
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gram staff are reluctant to share information with staff from programs with whom
5iey compete for funding. Further, staff resistance to change and a sense of frustra-

tion can create an inertia that is difficult to overcome.
Need for a national employment training strategy.

—Local, state, and federal lead-
ers need to work together to establish common goals for employment training pro-

grams and yet sillow communities the flexibility to develop service-delivery mecha-
nisms tailored to local needs. The proposed fiscal year 1994 budget includes $150
million for "one-stop career centers." These centers could be an important step to-

ward a rational emplojmient training strategy; however, it is critical that these cen-
ters work through existing programs rather than establish another program that

competes with those that auready exist.

Mr. Chairman and members of the subcommittee, we are pleased to be here today
to discuss with you the fragmented "system" of employment training programs and
the need for a national employment training strategy. For many years, those seek-

ing assistance in finding emplo)Tnent and tiiose who administer services have had
to cope with the large number of federal programs that provide employment training
assistance. Althou^ many of these programs may have well-intended purposes
when looked at individually, collectively they can create serious problems for aomin-
istrators at the federal, state, and local levels as well as those in need of services.

Some states have taken the initiative to coordinate some of the many programs, but
these efforts have not always met with success.

My testimony today will focus on (1) problems created by the myriad of employ-
ment training programs, (2) state and local efforts to coordinate these programs,
and (3) the need for a national employment training strategy. My testimony is based
on our prior and ongoing work concerning the overlap of programs that provide em-
ployment training assistance. ^

'Hiere is much agreement on the need for a more comprehensive, integrated em-
ployment training svstem, but how to create such a system has sparked much dis-

cussion. Reducing the number of programs could help eliminate some of the prob-
lems in coordinating local services, but significantly reducing the number will be a

challenge. In fact, the number continues to grow. A comprehensive, overall employ-
ment training strategy that fosters coordination among the many federal programs
is needed, but clearly no simple solution exists.

THE CURRENT SYSTEM OF FEDERAL EMPLOYMENT TRAINING PROGRAMS

For fiscal year 1991, we identified 125 different programs or funding streams that

provided employment training assistance to adults and out-of-school youth at a cost
of over $16 billion. As shown in figure 1, these programs were administered by 14
different federal departments and independent agencies. Although the Departments
of Education and Labor administered most of these programs (79), several other

agencies, with primary missions not related to emplojTnent or training, also admin-
istered some of them. For example, the Departments of Agriculture, Housing and
Urban Development, Interior, and Transportation each administered employment
training programs.

1 Letters to the Chairman, Senate Committee on Labor and Human Resources (GAO/HRD-
92-39R, July 24, 1992) and the Chairman, House Committee on Education and Labor (GAO/
HRD-93-26R, Jime 15, 1993). We have ongoing work that is looking into several aspects of the

multiple programs issue. For example, we will be determining the extent to which programs col-

lect sufficient information to judge their effectiveness. Also, we are looking at specific require-
ments that may hamper efforts to coordinate local services and the extent to which agencies,
whose primary mission is not related to employment training, are operating employment train-

ing programs that may be duplicating services of other msgor programs.
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Since we first identified the 125 programs or funding streams, there has been
much discussion about the need to reduce the number of programs. However, our

subsequent analysis showed that despite the elimination of several programs, the

total number of programs has increased. For fiscal year 1993, we identified 151 pro-

grams, and while it is too early to know the actual number of programs that will

be funded for 1994, our analysis showed that the proposed fiscal year 1994 budgets
includes fimding for at least 154 programs.

PROBLEMS WITH THE CURRENT "SYSTEM"

The fi-agmented "system" of federal programs creates a variety of problems that

thwart the effectiveness of efforts to assist workers in obtaining training and finding

jobs and add unnecessary costs to program operations and burden to clients and em-

ployers. For example, as I mentioned earlier, we found that 90 programs provided

counseling and assessment services. The problems created by such duplication can

be described through the plight of a fictitious client named "Mary." Mary started

her search for assistance at the local public employment office. She completed an

application, took a skills assessment test, and was interviewed by an agency rep-

resentative. Because she did not have any job experience or job-related skills, the

representative referred her to a local job training agency. Mary then went to the

training agenc/s intake center where she completed another application and was

again interviewed by agency staff. After documenting Mary's eligibility for services,

the interviewer told her that she would have to take a skills assessment test. Mary
informed the interviewer that she had already taken a similar test at the public em-

ployment office, but she had to take another test because the programs did not

share information.

Duplication of job placement services can also create problems and finistration for

employers. We founa that over 50 of the programs provided placement assistance.

But, as one state official put it, employers do not want people fi-om each of these

programs "soUciting" job openings from them. Employers want a single point of con-

tact that understands their needs and will provide tiiem with qualified candidates.

These programs often served the same target populations. For example, as shown
in figure 2, 65 of the 125 programs served the economically disadvantaged and 48

programs were aimed at serving out-of-school youth under 22 years of age.

Figure 2.—Many programs serve the same target groups

Targeted groups: Number ofprograms

Economically disadvantaged 65
Youth: Persons under 22

years
old 48

Physical or mental disabilities 35

Unemployed or dislocated workers 30

Educationally disadvantaged 26
Ethnic/racial groups and women 22
Veterans 19

Migrant/seasonal farm workers 10

Older workers 10

In addition, we found that many programs have similar features and services. For

example, 90 programs provided participants career counseling and assessments, and
75 provided occupational training as shown in figure 3.

Figure 3.—Many programs provide similar services

Emplojmient or training services: Number ofprograms

Counseling and assessment 90

Occupational training 75
Remedial/basic skills training 72
Job placement 57

On-tne-job training 42
Job search training 40
Job creation 36

Another problem is the confusion that the fi*agmented system causes for individ-

uals seeking employment trainir^
assistance. Browsing through a local telephone

directory can demonstrate the difficulty experienced in trying to find information on

government training programs. The District of Columbia telephone directory, for ex-

ample, lists several pages of private employment agencies and training institutions,

2 As submitted by the President to the Congress on April 8, 1993.
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but has little information on the government programs that can assist those seeking
help. As a result, individuals may have difficulty knowing where to begin looking
for assistance. This is unfortunate given that many of these government programs
can objectively help individuals in selecting the training that most effectively meets
their needs.
An additional problem associated with the fragmentation of the cturent system

is the added administrative burden. As shown earlier in figure 1, programs are ad-
ministered by 14 federal departments and agencies. Funds are channeled through
more than 35

interdepartmental
offices and a multitude of state and local agencies

before services actually reach the people needing help. Given this maze of funding
channels, the administrative costs associated with these progriuns are considerable.
A 1989 Job Training Partnership Act (JTPA) Advisory Committee Report to the Sec-

retary of Labor said "* * * In this era of budget stringency
* * * we should no

longer accept a fragmented, uncoordinated approach to the delivery of human serv-

ices. It is inefficient, wasteful, and frustrates tne consumers of these services." 3

The fragmented system also makes it difficult to monitor program performance
and track participant progress. For example, the JTPA Title IIA program for eco-

nomically oisadvantaged youth and adults tracks activity by funding source, rather
than by individual p£u-ticipant. To gather information on the services received by a
client from this one program, evaluators or local administrators would have to tap
into as many as four separate databases. Further, this does not include any infor-

mation on the services the individual may have received fix)m other programs.

STATE COORDINATION EFFORTS

In an attempt to improve local service delivery of federal employment training
programs, several states have taken the initiative to

reorganize
tneir service deliv-

ery "system"
to better coordinate services at the local leveL These initiatives are de-

signed to (1) reduce duplication, (2) ease confusion and access to services, (3) lower
amninistrative costs, or (4) improve the ability to track client progress. Many of
these initiatives are still in their early phases, and it is too soon for an in-depth
evaluation, but state officials believe that many of these initiatives have been, at

least in
part,

successful. I would like to describe some of these initiatives.

To help reduce duplication, several states are using case managers to provide
services from a range of programs. These case managers assess their clients and
then draw on the services from several programs to arrive at a tailored set of serv-

ices that meet their clients' needs. In 1987, Wisconsin started using a case manage-
ment approach in its Job Center Networks and has continued to expand its use
since then. A Wisconsin official described case management as "essential" for coordi-

nating client services, especially for clients with multiple barriers to finding employ-
ment. According to a report by the Texas Department of Commerce, "well designed
case management efforts

represent an opportunity
* * * to better organize services

to reduce fragmentation ana
duplication.

Several states have made efforts to ease client confusion and access to services.

For example, Massachusetts has located staff from many programs in one facility.

During the late 1980's, the Massachusetts Department of'^Employment and Training
collocated employment and unemployment services in 40 Opportunity Job Centers
statewide. Recent market researcn sponsored by the state snowed that there were
definite benefits associated with collocating services. New York has launched several
initiatives to help ease client access to services. For example, some local Employ-
ment Service offices were designated as "Community Service Centers."
These offices combine basic employment services with a community-wide referral

system for all local employment, training, and support agencies. In addition, individ-

uals and employers have access to job listings and labor market information through
computer terminals at various locations statewide—including job training agencies,
colleges, and retail malls. A New York labor official told us that these initiatives

have significantly eased client access to information about all programs and services

available, no matter where they first access the system.
To help lower administrative costs, a local area in Pennsylvania piloted a "Single

Point of Contact" intake and assessment program for severed major federal pro-

trams.
Under this approach each client receives a one-on-one interview and an in-

epth skills assessment that enables staff to identify the services of various pro-
grams that best meet the client's needs. Because officials believed that this ap-
proach was successful, it is now also used for intake and assessment in the Job Op-
portunity and Basic Skills (JOBS) program in most of the state's jurisdictions.

8Working Capital: Coordinated Human Investment Directions for the 90*8, Job Training Part-

nership Act Advisory Committee Report to the Secretary of Labor, October 1989.
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Several states are experimenting with computer systems to help improve the abil-

ity to track client progress. Having a computer system that is participant-centered
is necessary in a n^gmented system to determine who is being served and what
services they are receiving. New York is developing a comprehensive, client-centered

computer system called "Gateway." The long-range objective is to build a system
that links cUent information on services received from several agencies and gen-
erates data for evaluating how the system as a whole works to serve individuals.

Iowa is developing a similar automated system. One Iowa official told us that the

ability to determine the effectiveness of all services depends on their ability to cre-

ate a computerized reporting system that can consolidate information across pro-

gram Unes.

STRUGGLE TO COORDINATE EMPLOYMENT TRAINING PROGRAMS

The success some states have achieved in better coordinating employment train-

ing services has not come easily. Differences in program requirements, staff mis-

trust, and resistance to change often finstrate efforts to coordinate services. For ex-

ample, differing eligibility criteria, planning and budget cycles, and performance
measures make arranging for joint activities difficult. We found that varying defini-

tions for individuals in the same target group result in confusion and inappropriate
exclusion of some individuals from programs serving that target group.

In 1989, we reported that individual agencies fire often reluctant to cooperate with
one another.^ State and local program staff are unwilling to share information, re-

sources, and clients with staff from other programs because they frequently compete
for clients and funding. In our discussions with state ofBcials, competition between
local agencies, or "tvuf battles," was often cited as a tremendous obstacle to coopera-
tive relationships.

Overcoming the resistance to change found in traditional institutional structures
is also difficult. In 1992, we reported that agency staff do not generally welcome
change; they often feel threatened or overwhelmed.^ Further, we found that im-

provement in interagency coordination is oflen difficult because differing agency
ideologies prevent staff from reaching consensus. In addition, program isolation and
a lack of information on successful coordination efforts and their potential benefits

create a sense of frustration and the belief that the coordination problem is insur-
mountable.

NEED FOR A NATIONAL EMPLOYMENT TRAINING STRATEGY

Local, state, and federal leaders need to work together to develop a national strat-

egy that would establish common goals for emplojrment training programs and yet
allow communities the flexibility to develop service-delivery mechanisms tailored to
local needs. Several states have been trying to improve the coordination of their pro-
grams, but the federal government needs to join the battle. By properly channeling
assistance to support state and local coordination efforts, the federal government
can play an important role in encouraging better coordination of employment train-

ing services to maximize the effectiveness of the resources allocated to helping work-
ers.

In its proposed budget for fiscal year 1994, the administration has included $150
milUon for "one-stop career centers" to streamline access to job and training infor-
mation. According to the budget proposal, these centers are to serve as common
entry points for all those seeking access to career counseling, assessment, occupa-
tional information, and referral to jobs and other emplojnnent training programs
and related services in the communitv. We believe that tiiese centers could be an
important step toward a rational empfosrinent training strate^; however, it is criti-

cal that these centers work through existing programs rather tnan establish another
program that competes with those that already exist.

Developing a national employment training strategy will be a challenge, but we
cannot afford to wait any longer.
Mr. Chairman, that concludes my prepared statement. I will be happy to answer

any questions you or other members of the Subcommittee may have.

Senator Harkin. Thank you very much, Mr. Crawford.

4 Dislocated Workers: Labor-Management Committees Enhance Reemployment Assistance
(GAO/HRD-90-3, Nov. 21, 1989).

B Integrating Human Services: Linking At-Risk Families With Services More Successful Than
System Reform Efforts (GAO/HRD-92-108, Sept. 24, 1992).
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I guess before we get to questions, I would just like to ask the

inspectors general from Labor and Education to comment on any
streamlining issues involving job training piograms in their depart-
ments if you have those. Have you looked at this, and is an3^hing
happening in terms of streamlining?
Mr. Masten. Mr. Chairman, we have not looked at this specifi-

cally, but we have identified some of the problems that GAO has
found just trying to identify measurements. For example, the place-
ment issue is different in a number of these programs, so it is very
difficult to see the overlapping or the duplication in some of these

programs.
Senator Harkin. It is difficult because?
Mr. Masten. For example, the term placement is very different

in each program you look at in order to count how many people
have actually got jobs. For example, in JTPA, placement in title II

and title III means 180 days in the particular job. While, in the
JTPA program followup, 90 days could also be considered a place-
m.ent.

Moreover, the employment services report placement as being
150 days. As a result, measuring what is actually happening in

these programs is very, very difficult. The only audit work that we
have done along these lines was in 1988. This audit highlighted
program duplication problems, but that is as far as we have gone
as far as identifying overlapping.
Mr. Thomas. I do not have a lot to add, Mr. Chairman, except

in the process that is going on now in our Department, and I am
sure in the other departments, in this reinvention process. One of
the major issues we are looking at is duplication of programs and
trying to either do away with some that are not functioning well,
or consolidate those that have similar kinds of client bases and
things of that kind. But we have not done any specific work rel-

ative to this effort.

Mr. Crawford. Mr. Chairman, I would like to add that the
amendments to the Job Training Partnership Act of 1992 make an

attempt to look at this coordination issue. It calls for the voluntary
establishment of State human resource councils. And the notion is

that you bring together many of the Federal programs. So it could
be programs from the Education side, as well as programs that are
more traditionally found in the Department of Labor, or even the
Jobs Program of HHS.
However, it is voluntary on the part of States to do that. But I

think that the Federal Government and these departments here,
the work that we have done, I think, with the Department of Labor

inspector general, have been very helpful in the amendments for

the job training partnership. I think the work that we have done,
as well as the work that the Department of Education inspector
general has done, has gone a long way in terms of the Higher Ed
Act, the amendments there as well.

Senator Harkin. Mr. Thomas, you had the most of any, 59 dif-

ferent programs. And, again, repeat for me or just tell me again,
do you know if the Department of Education is taking any steps
right now to streamline, consolidate, to see what can be done to cut
the number of these down?
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Mr. Thomas. Mr. Chairman, let me start off by saying that they
have grown like Topsy in the last 10 years. The Department's pro-

grams were like 130 in 1982, as I remember the date. They have
gone up now to about 240 in the Department, and these numbers
are among them. They have been growing like Topsy.
The new Direct Loan Program, my understanding is that will

probably be consolidating some of the existing programs. Any addi-
tional ones, I am just uncertain about. I know that the vocational
and adult reauthorization is coming about this year. And my guess
is that will be looked at as part of that process as well. But we
have not done any audit or investigative work along that line.

Senator Harkin. Mr. Crawford, is the number of job training pro-

grams really growing, or are we just having a different analysis?
Mr. Crawford. We found that there were actually 17 new pro-

grams. We also found as we went back and took a more close anal-

ysis, a look at that budget, we found about 17 or 18 that we had
missed the first time through, because, as you are well aware, they
are sometimes difficult to find in the budget.
Senator Harkin. Do you have any thoughts on the necessity for

all of these? I raise the issue about youth under 22. I guess my
question is just that. Between zero and 65—or 48 programs there—
65 programs for the economically disadvantaged—what is a reason-
able figure that we can look at to reducing those down? Is it one-

half, three-fourths? What are we looking at here? Has any analysis
been done on that?
Mr. Crawford. No, Mr. Chairman, we have not. We are cur-

rently doing some work now on behalf of the Congress to try to look
at the programs for the disadvantaged, for example. My sense is

that we clearly do not need 65 programs. I think one of the things
that we would need to do and proceed cautiously is that while we
may want to consolidate some of the programs, we would not want
to necessarily limit or reduce the amount of access that is currently
available.

For example, the Job Training Partnership Program I believe
reaches about 7 percent of the eligibles. So the notion is perhaps
there are some savings that can be derived, if we can consolidate
and perhaps group them maybe along the lines of the major target
groups, there might be an opportunity to do that.

Senator Harkin. Can you give me any estimate of how much
might be wasted by duplication and administrative costs in so

many separate programs? Has anything been done to estimate
this?

Mr. Crawford. No, Mr. Chairman, we have not. We are doing
some work now as part of the ongoing work that may help shed
some light on exactly what could be done and what would be avail-
able.

Senator Harkin. Last month, Des Moines, L\., hosted a National
Conference of Job Training Experts to focus on work force develop-
ment issues. While many innovative efforts are being developed to

coordinate job training activities at the local level, progress is still

hampered by this array of Federal regulations, different require-
ments for eligibility and paperwork burdens. Does your work look
at these issues?
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Mr. Crawford. Yes; we are taking a look, as part of some of the

ongoing work that we are doing now, we are starting to look at

those issues. And you find, as was mentioned here by my col-

leagues, the problems of conflicting program requirements, defini-

tions over eligibility, budget cycles and planning cycles. Some pro-

grams are on a fiscal year basis, some are on a program year.
In some instances, the next area is really an issue of difficulties

associated with serving like populations. In other words, there is

some concern at the local level, and it is probably true, that they
are competing for clients and resources. And the notion that you
have multiple programs serving similar populations can result in

some resistance at the local level to coordinate these programs.
[Pause.]
Senator Harkin. We may have some followup questions that I

will just submit to you in writing, Mr. Crawford.
That is about all I wanted to cover with you all.

I wanted to have this hearing, again, as we do every year, to

focus on not only the waste, abuse, and fraud in durable medical

equipment and items, but also the waste that goes through duplica-
tive services in this kind of arrangement here and what we can do
to streamline it, facing very tight budget constraints in my sub-
committee here on appropriations. To the extent that we can con-

solidate these and make them more streamlined, that means we
are going to save some money without a derogation of services.

In fact, in some cases, maybe you can even give better services.

Mr. Crawford. Perhaps; that is true.

Senator Harkin. I am very much taken with the whole case

management approach. We have seen it happen in Iowa on a pilot

program we have in Marshalltown, LA, which I would recommend
you to take a look at if you have not. They have developed sort of

a one-stop-shopping case management approach, where a person is

not bounced around from one department and one agency to an-

other. They get everything done at one place.
To me, n*om what I have heard of this, the individuals who have

applied and who have gone there, have in previous times gone
through the same process before. And this has helped them im-

mensely.
The people who are administering the programs like it better, be-

cause they can actually get things done. Whereas before, they
might get a little bit done and then bounce the person off, and they
do not really know what has happened beyond that. And now they
get to follow a person all the way through.
So I am very much taken with that. And to the extent that we

can have that kind of one-stop-shopping case management ap-

proach, especisdly in our job training programs, it seems to me that
we have got to do that.

So that is what this subcommittee, and I sit on the authorizing
committee, too, are going to take a look at. So that was the purpose
of the hearing, and we have got some good information, and now
we will follow it up. And, again, I welcome either Labor or Edu-
cation, GAO, any time you have any thoughts or suggestions or ad-

vice for us, please let us know. G^t a hold of Mr. Sourwine, who
takes care of this area for me here on the committee, and do not

just think that we have to proactively invite you up to do some-
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thing. We are here; you know where we are. I welcome your input
into this process.
Thank you all very much.

SUBCOMMITTEE RECESS

Senator Harkin. The subcommittee will stand in recess to recon-
vene at 9:30 a.m., Monday, June 21, when we will meet in room
SD-192 to hear from several of the related agencies on our next
year's budget.
[Whereupon, at 11:44 a.m., Friday, June 18, the subcommittee

was recessed, to reconvene at 9:30 a.m., Monday, June 21.]
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DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, AND EDUCATION, AND
RELATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 1994

MONDAY, JUNE 21, 1993

U.S. Senate,
Subcommittee of the Committee on Appropriations,

Washington, DC.
The subcommittee met at 9:35 a.m., in room SD-192, Dirksen

Senate Office Building, Hon. Tom Harkin (chairman) presiding.
Present: Senators Harkin and Stevens.

CORPORATION FOR PUBLIC BROADCASTING

statement of ambassador richard carlson, president

opening remarks of senator harkin

Senator Harkin. Grood morning. The Subcommittee of Labor,
Health and Human Services, and Education, and Related Agencies
will come to order.

Today, we will hear from 9 of the 15 related agencies under the

jurisdiction of the subcommittee. This morning, we will hear from
the Corporation for Public Broadcasting followed by the ACTION
Agency, the Railroad Retirement Board and its inspector general,
and the United States Institute of Peace.

In the afternoon, we will also hear from the National Labor Rela-
tions Board, the National Mediation Board, the Federal Mediation
and Conciliation Service, the Occupational Safety and Health Re-
view Commission, and the Federal Mine Safety and Health Review
Commission.
Again, I will leave the record open at this point for any of my

colleagues who may have opening statements.
Our first witness today is Ambassador Richard Carlson, who is

the president of the Corporation for Public Broadcasting. CPB is re-

questing $360 million for fiscal year 1996. Again, we forward-fund
this by 2 years every year.

I understand, Mr. Carlson, that you changed your plans to at-

tend the PBS Annual Conference in New Orleans to join us today,
and I thank you for that. Maybe you can catch a later plane and
get down there.

I thank you for coming, and ask you to summarize your opening
statement for us.

(955)
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SUMMARY STATEMENT OF RICHARD CARLSON

Mr. Carlson. Thank you, Mr. Chairman.
My name is Dick Carlson. I want to thank you so much for the

opportunity to testify in support of the Corporation's request for

$360 million. I also would like to thank the subcommittee for its

support over the past 25 years of public broadcasting.
With your permission, I will summarize my remarks and request

that the full statement be included in the record.

Senator Harkin. Without objection.
Mr. Carlson. Thank you, sir. I will speak for about 5 minutes.
Mr. Chairman, I am aware of the tough budget decisions that

face this committee and the Congress. I do not think anyone envies
the responsibility that your committee carries. Your support for

public broadcasting fits well among the choices, however. Public

broadcasting has proven to be very popular with the American pub-
lic. It is efficient. It is cost effective. It is proven and time-tested
over at least the last 2V2 decades.

In 1967, President Lyndon Johnson said a very interesting and
prescient thing when he signed the first Public Broadcasting Act at

the White House. He said this:

Think of the lives that this would change. The student in a small college can tap
the resources of a great university. The

country doctor can get help from a distant

laboratory. A teacher can teach and reach with ideas and inspirations into far-off

classrooms.

All of those things have come to pass since 1967. With the help
of this committee we have created the vision of which Lyndon
Johnson spoke. Last week the President and the Vice President
and Mrs. Clinton helped us celebrate the success of the past 25

years of Federal funding with a reception at the White House on
behalf of CPB.
Our request today focuses on our vision of the future, and it fo-

cuses even more minutely on five specific areas. The first is to help
children arrive at school ready to learn by reaching them not only
in the home but in the day-care center and other preschool set-

tings, as well. A good example of this is the enormously successful
"Sesame Street Pep Project,"

of which I am sure you are aware. It

takes shows that are already produced—consequently, there is no
cost—and it develops reading materials to accompany them for use

by day-care providers. The project is now available in 7,000 day-
care centers and child care locations around the country. It is in

36 States, currently.

JOB training

Second, to support job training, particularly professional develop-
ment opportunities for teachers, there is an exemplary project
called WNET teacher training. In the first 2 years of this project
alone it has provided instruction to more than 17,000 teachers on
the effective use of video in the classroom, and it has impacted
more than 2 million students.
The third component of our request would extend the reach of in-

struction through satellites, through videodisc, through CD-Roms
and other new technology. Today, through live interactive satellite

delivered teaching, a student, for instance, in rural Kentucky or
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{)erhaps

in Maine can learn Russian from a teacher in South Caro-

ina or Japanese from a Wisconsin teacher.

The fourth component is designed to help mobilize communities
to help address pressing social issues such as education, health

care, and the environment. Public broadcasting stations nationwide
will be working with community organizations to assist them in

reaching people who wish to take the GED—^the general edu-

cational and development test—^in lieu of high school graduation
and how they can do that in their communities.
The final piece of our request will be used to expand public

broadcasting services to currently unserved or underserved areas

and audiences. Many of the new stations joining the system are

going to be rural outlets, providing the sole service in their areas.

Other new stations will bring culturally diverse programming to

underserved communities.
Mr. Chairman, before I continue, if I may say a word in response

to concerns that have been made to this committee regarding
CPB's effort to serve minority audiences through its support for

multicultural programming and multicultural producers. The con-

cerns took all of us somewhat by surprise. We have sought to be

as inclusive as possible in our activities. We firmly believe that the

broadest range for programming possible enriches the entire audi-

ence that we serve. Likewise, the projects I described would be im-

plemented in a way that reflects the cultural variety of our Na-
tion's people.

I have attached to my written statement a brief overview of

CPB's efforts in the most direct ways that we try and serve the

needs of minority viewers and listeners to more fully answer some
of the statements that were made before your committee in the

past. These activities reflect CPB's continuing commitment to mi-

nority interest on many fronts. Along with multicultural program-
ming, they represent more than $8 million, or about 23 percent of

the $36 million that CPB has in its discretionary budget.
Much of the high quality of public broadcasting's programming

we think can be credited to the work of multicultural producers.
The programming remains unattainable on any basis commercially,
in a consistent way. Where on commercial television can you find,

on a regular basis, stirring documentaries about our heritaige, docu-

mentaries that explain our rich cultural diversitv?

What commercial network or commercial cable system offers the

in-depth and incisive news coverage of a "MacNeil/Lehrer" or "All

Things Considered?" How many examples of children's educational

programming free of any violence can we find commercially that
continue to earn the trust of millions of parents? There are not

very many.
All five nominations of the best children's programming category

went to public television on the recent Emmy Awards. Public TV
alone has tried to tap the full educational potential of television.

Mr. Chairman, when I was a kid we called public stations back
in the fifties educational television stations. That is what they
were, and that is what they continue to be, though not necessarily

universally recognized as such. Instructional video is now available

to 97 percent of the teachers in this country. It is used by about
80 percent of the teachers, and that percent is growing.
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We are currently serving 30 million school students every week.
Telecourses are used in two out of three colleges. We can do even
better with the committee's help.
The Corporation for Public Broadcasting and public television

stations are committed to directing any increases in funding, above
the levels needed to maintain current programs and services, to

education. The new federally funded satellite, which is going to be
launched late this year, will be the platform for these extended ac-

tivities.

And finally, the Federal contribution to public broadcasting
5delds a whole lot more than programmatic and educational re-

turns. Your support enables us to develop such technologies as
closed captioning for the hearing impaired, to spur the development
of the descriptive video service which allows the blind or sight-im-
paired to experience the wonders of television by providing a nar-
rative description for them.

Public broadcasting is a genuinely remarkable institution in this

country, and it is genuinely democratic. It is open to everybody. In

many ways, Congress is a parent to it. You are responsible for

what it has become, and I think that the Congress ought to be

proud of that.

Certainly, public broadcasting is not the only solution to edu-
cational problems in America, but it can help immediately and it

can help immeasurably. We offer the resources of more tnan 700

public television and public radio stations across the country, a sys-
tem that was built through the support of this committee. We are

poised to develop new services and to develop new programs which
will provide access to people economically and effective^.

PREPARED STATEMENT

Our foundation has been in education. Whether we are providing
mathematics or social skills to

preschoolers; foreign languages or

computer skills to high school kids; English for those whom English
is a second language; basic problem solving skills for America's

workers; or, highlighting cultural similarities and cultural dif-

ferences through the arts; we are seeking to educate.
I thank you, Mr. Chairman. I would be happy to respond to any

questions that you might have.

[The statement follows:]

Statement of Richard W. Carlson

Mr. Chairman, I am Richard Carlson, President and Chief Executive Officer of the

Corporation for Pubhc Broadcasting.
I want to thank you for the opportunity to testify in support of the Corporation's

request for $360 million for fiscal year 1996. I edso wish to express my appreciation
for this Committee's support for public broadcasting for the past 25 years.
Mr. Chairman, I am aware of the tough budget choices facing Congress. While

public broadcasting is popular, it is also efficient. It is cost-effedive. It is proven,
and time-tested.
In 1967, President Johnson stated at the signing of the first Public Broadcasting

Act that, "Think of the lives that this would change: the student in a small college
could tap the resources of a great university; the county doctor getting help from
a distant laboratory or a teaching hospital; a teacher could reach with ideas and

inspirations
into some far-off" classroom.

We have created the vision of which President Johnson spoke and last week the
President and Mrs. Clinton helped us celebrate the success of the past 25 years of
federal fixnding through CPB.



959

Chir reauest today focuses on our vision of the future—particularly in five specific
areas: to nelp chil(U«n arrive at school ready to learn; to support job training, par-
ticularly professional development opportunities for teachers; to extend the reaen of

instruction through satellites, videodiscs, CD-Rom, and other new technologies* to

help communities mobilize to address pressing social issues; and to expana public

broadcasting service to unserved areas and audiences.
Each element of our request is designed specifically to support activities that will

directly benefit children, job training, educational technology, community action,
and expanded service. Every American will benefit regardless of racial or ethnic

background and technology will continue to eliminate geographic constraints.

Our request would direct $17.36 million above the fiscal year 1995 level to main-
tain current services and programs provided by public telecommunications. We are

requesting an additional $50 nulUon for specific educational activities that offer edu-
cational equity by exploiting telecommunications technologies to serve the public

good.
Public broadcasting is not the solution to our educational problems. But we can

help immediately ana measurably. We offer the resources of a nationwide network—
a system built through the support of this committee. We are poised to develop new
services and programs which will provide access to information economically and ef-

fectively. That is the basis for our request before you today:
to continue serving the

public good by assisting in the economic, cultural, and educational development
of

our country and to do so in a way that reflects our cultural diversity and heritage.
Mr. Chairman, I've been in this job at CPB for about ten months. I had never

worked before in pubUc broadcasting. This has been an experience, 111 tell you.
I would like to share with you a few observations about pubUc radio and TV. I

think they may help speak to my reauest for an increase.

I would, like to cut through the self-important language that is frequentiy offered

up to justify these budget requests. I would like to tell you straightaway some of

my impressions.
God knows, public broadcasting is far from perfect. But, it is an amazing system.

It is like a nouse held together by tape, its walls supported by broomsticks. It

creaks, it sways in the wind. It's not a system an independent panel ever would
have

planned.
But it has a great foundation.

And some excellent furnishings, some very valuable, some very useful. It is made
up of about 700 public radio and TV stations. They are all over this country.
They are local institutions.

They reflect local values, local tastes.

They are treasured by the people they serve. In villages in Alaska. In the suburbs
of Cleveland, San Diego.
This system is not run out of Washington. PBS doesn't tell them what to do. Nei-

ther does NPR. Certainly CPB doesn't.

It is totally decentralized. Those stations are run by local boards. Their boards
are made up of local leaders. They are as diverse as they can be. There are hun-
dreds of these boards. They are in tune with their viewers, with their listeners. Col-

lectively, they truly represent America.
I said public broadcasting isn't perfect. Far fi'om it. It makes mistakes. Some-

times, it trips and stumbles. In these days when commercial broadcasting has sunk
lower, public broadcasting tends to look even better. But it has a long way to go.

I mentioned the soUd foundation of this rickety house that is public broadcasting.
That foundation is education.
When I was a kid we called public stations "educational TV stations". That's what

they were. And that is what they continue to be. Our role in education has been
undervalued in the way it improves public education.
What we do is really quite remarkable. (When I say "we" I mean the stations and

the producers) It is tax money well spent.
Instructional video is now available to 97 percent of the teachers in this country.

It is used by more than 80 percent of them, and that percentage is growing.
More than 90 percent of 6,000 educators polled said instructional TV has a posi-

tive effect on education—and on the fives of their students.
The advent of wonderful new technologies means new opportunities for educating

youngsters.
Currentiy, public television stations are serving 30 million school students every

week.
PBS telecourses are used in 2 out of 3 colleges. PubUc broadcasting is training

new teachers in the use of science and math programming in the classrooms.
If you Uve in Portland, Maine and work in a 7-11, you can take a course in ac-

counting fix)m the University of Nebraska and talk with your teacher at the same
time. Actually, we have the infrastructure in place in America to make that course
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available in Sofia, Bulgaria or Lusaka, Zambia as a kind of electronic peace corps
if we chose to. This is not only a technological revolution it is an education revolu-

tion.

CPB and public television stations will direct any increases in funding to edu-
cational programs and services. The new federally-funded public television satellite,

which will be launched this year, will be the platform for these expanded activities.

Two-way, interactive instruction will be available on a much wider scale.

Let me describe the initiatives in a little more detail:

The centerpiece of our request is educational services for our children. The edu-
cational value of public television's pre-school programming is unsurpassed. But
until recently, Mr. Rogers and Big Bird, have brightened the eyes and minds only
of our children who are at home.
Today's reality demands that we also reach youngsters in daycare centers and

other pre-school settings. It also demands that Sesame Street, Mr. Rogers Neighbor-
hood, and other programs be adapted for use in those settings if they are to be use-

ful. And public Droadcasting is meeting these demands. Using limited resources,
CPB and public television stations have developed several models for school readi-

ness activities.

A good example is the Sesame Street PEP
pro^ject

which takes shows already pro-
duced, at no cost, and develops reading materials to accompanv them for use by
childcare providers. This project is available now at 7,000 cnildcare locations and
growing. It's now in 36 states.

South Carolina Educational Television (SC ETV), working in coryunction with the
National Association for the Education of Young Children, has produced hundreds
of hours of instructioned and training programs for day care providers. In addition,
SC ETVs Early Childhood Professional Development Network is providing training
for Head Start teachers in 13 states ranging from Native American communities in

Alaska, to urban neighborhoods in Chicago, to rural sites in Appalachia.
Mr. Chairman, projects

such as these require a significant resource commitment
beyond the capabilities of most stations, particularly those serving rural areas, mi-

nority communities, or other underserved audiences. With additional fiinds, we can

expand such projects to communities nationwide.
The second feature of our request hinges on public broadcasting's ability to assist

in job training efforts. Public broadcasting has developed several professional devel-

opment initiatives for teachers which illustrate this potentiad.
One example is the WNET Teacher Trainine Institute for Science, Television and

Technology, which in the first two years alone nas provided instruction to more than
17,000 teachers on the effective use of video in the classroom. It has impacted al-

most 2 million students.
Another example is the Annenberg/CPB Math and Science Project which is using

a variety of technologies—fix)m broadcasting to optical discs and computers—to sup-
port teachers in their efforts to modernize the curricula and engage students in the
wonders of mathematics and science.

This past May, the Public Broadcasting Service announced its Mathline project.
Mathline is an interactive, telecommunications-based service for mathematics edu-
cation. This unique service will be dedicated to improving the professional develop-
ment of math teachers and increasing the math achievement of young people na-
tionwide.
Mathline will integrate a variety of technologies, including satellite, computer,

VSAT, telephone, video, and broadcast with local public television stations acting as
the service hubs. The

technology
will make possible interactive data, video, voice,

and multi-media service for teacners and schools—all dedicated to establishing new
and better ways to teach and learn math skills.

We are now seeking to collaborate with business and industry to adapt tested

techniques and courses to retrain workers and managers. In addition, we are devel-

oping programs to train people who need more basic skills to function in the work-

place.
The third part of our request would be directed to new technologies.
Over the past quarter century, public broadcasting has vividly demonstrated the

benefits of telecommunications m the classroom. Through live, interactive, satellite-

delivered teaching, a student in rural Kentucky can learn Russian from a teacher
in South Carolina or Japanese from a Wisconsin teacher.

Thirteen million dollars of the $50 million requested will be directed toward such
activities. The costs of producing two new math and science courses alone would re-

quire an additional $5 million. We are confident we can use this federal funding to

attract private funds for these and other projects.

Projects such as Learning Link, an interactive, on-line computer link between
public television stations and their member schools and agencies, are used to notify
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schools about educational and informational services available as well as program
summaries, lesson plans, and currictilum tie-ins. The EDISON (Education Informa-
tion Services Online) service provides a computer information network for instruc-
tional television professionals. There are now more than 450 EDISON accounts at
200 stations and state and regional education agencies.
However, we have only scratched the surface of public telecommunication's poten-

tial. We can do so much more.
In addition, public broadcasting has a remarkable record of using broadcast pro-

gramming as the basis for local services that address community needs.

Programs that motivate citizens snowball. They help generate local solutions to
national problems. No federal agency, for example, can address the problem of illit-

eracy faster, or more effectively, than neighbors teaching neighbors to read.

Project Education prompts community leaders to become more active in improving
education in their communities. During 1993, the Take Action for Education cam-
paign focuses on the topic of the GenerS Educational Development (GED) test. Ken-
tucky Education Television will be working with the American Council on Education
(ACE), which administers the GED through its 3,500 local centers nationwide.
As part of this project, a primetime special will be broadcast nationwide in Sep-

tember to improve awareness of the value of taking the GED. It will provide infor-
mation on adult education

support systems, and provide a national 800 telephone
nxmiber where adults interestea in the test may be referred to a local testing center
or learning program. Stations wUl be encouraged to undertake extensive community
outreach efforts to promote the GED program with local organizations. KET will
also be making available, at no charge to stations, its 43-part "GED on TV" tele-

vision series.

I think that this proiect is going to be very successful. It will involve local edu-
cation, community, and business leaders working side-by-side to improve education
in their communities.

Finally, a portion of public radio's allocation will be directed mainly to the con-
tinuation of expansion activities to meet Congress' directives to reach areas eind au-
diences currently unserved. Many of the new stations that will be brought into the

system will either be rural stations which provide the sole service in their commu-
nities, or stations which bring culturally diverse programming to underserved com-
munities. I have attached to my written statement a brief overview of the Corpora-
tion's efforts in this area (Attachment A).

I want to say that public radio, mostly NPR and APR, is the best radio in America
and it's in the runmng for best radio in the world. I say that to you as one who
spent almost six years as Director of the Voice of America.
Mr. Chairman, I chose first to describe our readiness to provide additional edu-

cational and community services to highlight our potential. That is directly linked,
however, to your continued support of our existing services. That need simply can-
not be overstated. Without it, our ability to offer new services is impossible and this
committee's 25-year investment in pubUc broadcasting is imperiled.

Please permit me to celebrate CPB's 25th year for a moment by allowing me to
recount where that investment now stands and why your continued strong support
is so critical.

The most visible outgrowth of your efforts to further the public service mission
of public broadcasting is through CPB's Radio and Television Program Funds, which
provide funding for public radio and television programming that reflects national

programming priorities, particularly for children and minorities. The level of excel-
lence in public broadcasting's programming remains unattainable on any consistent
basis commercially. It includes: Stirring documentaries about our heritage and
which celebrate our rich cultural diversity; in-depth and incisive news coverage;
children's educational programming that continues to earn the trust of millions of

parents; and programming that taps the full educational potential of television.

Nearly two-thirds of CPB's appropriation is distributed to public radio and TV sta-
tions tnrough Community Service Grants (CSG's), enabling stations to acquire or

produce programming that serves the needs of their local communities.
For example, WTvl-TV, in Charlotte, North Carolina, has produced a program

which addressed the harsh realities of homelessness in Charlotte and led to the es-
tablishment of a school for homeless children.

WLRH-FM, in Huntsville, Alabama, has produced an audio cassette tour of local
nature trails for the visually handicapped, audio-visual presentations for the elderly,
and a local drug awareness program.

I have attached other examples to my written statement (Attachment B).
Mr. Chairman, there are dozens of examples of programs and station efforts that

illustrate the diversity of services that public radio and television stations provide.
They are able to do tlus as a result of federal support.
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It is also important to note that the federtd contribution to public broadcasting
yields more than programmatic and educational returns. Your support enables us
to develop such technologies as the use of closed-captioning for the deaf. To spur
the development of the Descriptive Video Service (DVS), which cdlows tiie blind or

sight-impaired to experience the wonders of television by providing narrative de-

scription. Indeed, it was the federal contribution that enabled CPB and public
broadcasting to develop and support these technologies

—
^long before they were avail-

able on commercial stations or cable.

Mr. Chadrman, before I close, let me say a word in response to concerns that have
been made to this committee regarding CPB's efforts to serve minority audiences

through its support for multicultural programming and producers.
These concerns took all of us somewhat by surprise because we seek to be as in-

clusive as possible in all of our activities. We believe firmly that diversity in pro-

gramming enriches the entire public we serve.

The questions raised are important ones but we have made strides in the last cou-

ple of years. A brief overview of CPB's efforts on the most effective ways to serve
the needs of minority viewers and listeners is attached.

I should also note that, complicating matters over the past two years, CPB's Tele-

vision Program Fund has had its total funding reduced because of a decrease in in-

terest income. That decrease more than offsets any increase in appropriated
amounts for all programming supported by the Corporation.
Rather than reduce funding for the Consortia and the multicultural solicitations,

however, CPB chose to reduce the allocation for its general program fund. That ac-

tion means fewer dollars for funding programming for children, outreach efforts, and
for broadening coverage of important news and public affairs issues.

The efforts detailed in the Attachment C reflect CPB's continuing commitment to

minority interests on many fronts. Along with multicultural programming, they rep-
resent $8.4 million, or 23 percent of the $36.3 million in CPB's budget which is not

already legislatively mandated. Can more be done? We believe so and with the help
of this subcommittee we are determined to make that happen.
Mr. Chairman, public broadcasting is a remarkable institution. In many ways

Congress is a parent to it. You are responsible for what it has become. And you real-

ly should be proud.
Public broadcasting's foundation is in education. Whether we are providing math

or social skills to preschoolers, foreign language or computer skills to high school

students, English to those for whom English is second language, basic problem solv-

ing skills to America's workers, or highlighting cultural similarities and differences

through art, dance, drama, or music—we are seeking to educate.
It also should be our debating chamber—not our side show. It should be central

to this society, not marginal.
You have created a truly diverse, truly creative, intellectually independent, and

potentially unifying force. One which can be primary in educating kids for the fu-

ture.

I ask that you keep it working, and that you let us make it even better.

[Attachment A]

CPB Support for Expansion Activities for Pubuc Radio

Public radio's allocation will be directed mainly to the continuation of expansion
activities £md to community outreach services.

expansion

Public radio is a highly valued information resource for our nation. In keeping
with Congress' mandate to reach unserved areas and audiences, CPB is striving to

bring public radio services to at least 95 percent of the country by the year 2000.

Many of the new stetions that will qualify for annual CPB support will be either
rural stetions which provide the sole radio service in their communities, or stations
which bring cidturally diverse programming to underserved audiences.

In fiscal year 1992, CPB's Signal Extension Program awarded 42 grante to ste-

tions to provide a public radio signal to more than 3 miUion people who were pre-
viously unserved. We will direct $5.7 miUion in fiscal year 1994 to such stetions.

Approximately 3 million people remain without access to pubUc radio and some of
our requested increase in fiscal year 1996 for public radio will be directed toward
reaching them.
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COMMUNITY OUTREACH SERVICES

A second portion of the fiscal year 1996 increase will enhance public radio's
ability

to use its programming, technology, and expertise to address community issues. A
few quick examples offer a dimpse of what is possible: A series of reports broadcast
both in English and Spanisn last year to Hispanic communities across the country
focused on AIDS and informed listeners of resources available in their communities;
public radio station WKMS-FM in Murray, Kentucky, sponsors a reading program
each year along with the re^on's libraries and newspapers. This program gives Hun-
dreds of books to needy children at Christmas time. Listeners are encouraged to

bring new and used books to participating libraries and businesses; and KCSM-FM
in San Mateo, California, airs college credit courses for San Mateo Community Col-

lege and is developing a pilot project for providing GED instruction to county jail
inmates.
These programs are the essence of public-private cooperation, and apply public

broadcasting's resources to work with communities in a way that is truly unparal-
leled.

[ATTACHME^fT B]

Selected Programming that Serves the Needs of Local Communities

Nearly two-thirds of CPB's appropriation is distributed to public radio and TV sta-

tions through Community Service Grants i (CSG's), enabling stations to acquire or

produce programming that serves the needs of their local communities. For example:—^WTVI-TV, Charlotte, North Carolina, in 1990 produced a program which ad-
dressed the harsh realities of homelessness in Charlotte and led to the estab-
lishment of a school for homeless children.—KYUK-TV, in Bethel, Alaska, is a bi-lingual station serving an audience of 85

?srcent
Yupik Eskimo. Most of the local programming is produced for and by

umk Eskimos on issues such as healthcare, native politics, and land issues.—KUFM-FM, Missoula, Montana, broadcasts daily reading programs, children's

programs, and supports the Western Montana Radio Reading Service for tiie

print-handicapped.—WTTW-TV, Chicago, Illinois, broadcast an education summit, Chicago Public
Schools: At The Crossroads, that focused on education reform this past March.—^KTCA/KTCI-TV, St. Paul, Minnesota, community outreach programs, including,
Kev Koon Slab ("Path to

Unity"),
a weekly program in the Hmong language pro-

duced and broadcast for the benefit of the sizeable Hmong (Asian) population
in the Twin Cities.—^Hawaii Public Radio, Honolulu, Hawaii, produces and broadcasts Pacific Island
News and The Asia Report. These productions contribute to meeting the needs
of

people
of Asian-Pacinc heritage. In addition, the station also broadcasts, A

Second Glance, a weekly discussion of issues of particular significance to per-
sons of Hawaiian heritage.—^KNPB-TV, Reno, Nevada, produced and broadcast. Mending Spirits, which ex-
amined the unique challenges faced by disabled Native Americans.

[Attachment C]

CPB Support for Minority Producers and Audiences

CPB has very broad obligations to serve the minority audiences, and the Minority
Consortia and the multicultural programming solicitation are important components
of the Corporations efforts.

In 1968, CPB inaugurated its policy of making programming available by and
about minorities and other underserved groups in the population by giving its first

program grant for the production of public television's Black Journal. CPB has per-
sisted over the years in cviltivating opportunities for multicultural productions and
continues to show tangible resvilts.

Since its inception in 1981, the CPB Television Program Fund has contributed
$69.9 million for minority productions (approximately 19 percent of total program

1 CPB's authorizing statute allocates expendittire of the Corporation's appropriation by for-

mula, the bulk of which, 66 percent, is expended in the form of Community Service Grants for
use by radio and television stations. With an

appropriation of $360 million in fiscal year 1996,
CPB will allocate $239.4 million to public radio ana television stations to produce and acquire
programming, finance production equipment and facilities, laxmch commxuuty outreach services
in connection with public service programming, or pay for satellite interconnection services.
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funds awarded), extending far beyond the $3 million earmarked each year for the

Multicultural Program Project. This project supports programming that addresses
the needs and interests of minorities. One-third of the amount earmarked for this

project goes toward the support of five minority consortia services as regranting or-

ganizations toward programming emanating fi-om their indigenous communities.
The $3 million earmarked for minority programming each year since fiscal year

1990 is not CPB's only means of developing, tunding, and creating programming of

special interest to multicultural communities. Each of the five Minority Consortia
receives $250,000 for its own programming and re-granting activities—a total of

$1,250,000.
Since 1990, CPB has provided $9.5 million, or approximately 21 percent of discre-

tionary programming funds, not including funds allocated for tiie Minority Consortia

or for the Multicultural Solicitation. Nor does this figure include what the Independ-
ent Television Service and PBS spent on minority projects.

In the Radio Program Fund, 9 of 20 projects funded in fiscal year 1993 have been

by racial and ethnic minorities and have received $2.2 million, or 52 percent of the

available dollars. These projects have resulted in about 23 percent of all original
hours directly ftinded by CPB on public radio.

CPB's support for minorities extends far beyond its commitment to television and
radio programming grants or the Minority Consortia and the multicultural solicita-

tion. The following programs and projects demonstrate the Corporation's commit-
ment to a wide range of activities, from training and research to technical and man-

agement projects, each of which is intended to improve public broadcasting's ability
to serve minority audiences:—In the four years it has existed, the System Development Fund has emphasized

projects with systemwide impact that extend the participation of racial and eth-

nic minorities to all facets of public broadcasting. In fiscal year 1992, $530,000
or 23 percent of the amount available, went to specifically tergeted diversity ef-

forts. Although many SDF projects have components that address minority
needs, those exact costs cannot be attributed at this time.—CPB has provided $100,000 for the Minority Stetion Improvement Project in fis-

cal year 1993. The MSIP, which began in 1987 with $1.8 million from CPB,
funded five projects, including a native Alaskan management recruitment and

training program, a study to determine a model for joint/national fundraising
efforts among the Hispanic Stetion Coalition, a series of fundraising efforts for

the Indigenous Communications Association, a national minority training/in-

ternship program and production center at WJSU-FM/Jackson, Miss., and a
model for management and operational efficiency at community stetions for

WPFW-FM/Washington, D.C., plus a national computer-based communication
network.—CPB's Management Consulting Service, heavily used by minority stetions, has

provided sucn services as development, engineering, and management assist-

ance through more than $300,000 in grants in fiscal year 1993.—In fiscal year 1993, CPB has provided $25,000 to assist minority-controlled and

operated radio stetions, the Native Broadcast Center, and other groups serving
racial and ethnic minorities to attend the National Federation of Community
Broadcasters' annual conference and the Public Radio Conference. The Corpora-
tion also

provided $40,000 in fiscal year 1992 to producers to attend the annual
Public Television Meeting and to participate in producers' orientetion programs
especially arranged by CPB and PBS.—In fiscal year 1993, CPB's support for the Minority Radio Program Support Pilot

Project amounte to $125,000. The project supplies a portion of the salary of a

Srofessional
fiindraiser to the producer of a national minority radio program to

elp bridge support between grants and
private

sector financmg.—In addition to the discretionary funds listed here, $8.5 million in fiscal year
1993 stetion grante went to 10 minority television stetions and 51 minority
radio stetions.

Together these efforts reflect CPB's continuing commitment to minority interests

on many fix)nte. Along with minority programming, they represent $8.4 million, or

23 percent of the $36.3 million in CPB's budget which is not already legislatively
mandated.

"I believe the time has come to stake another claim in the name of all the people,
stake a claim based upon the combined resources of communications. I believe the
time has come to enlist the computer and the satellite, as well as television and
radio and to enlist them in the cause of education.
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"If we are up to the obligations of the next century and if we are to be proud of

the next centxiry as we are of the past two centuries, we have got to auit talking
so much about what has happened in the past two centiiries and start talking about
what is going to happen in the next century

* *

"So I think we must consider new ways to build a great network for knowledge—
not just a broadcast system, but one that emplo3r8 every means of sending and of

storing information that the individual can use.
"Think of the lives that this would change:

* * * the student in a small college
could tap the resources of a great university; the country doctor getting help from
a distant laboratory or a teaching hospital; a famous teacher could reach
with ideas and inspirations into some far-off classroom, so that no child need be ne-

^ected.
"Eventually, this Electronic Knowledge Bank could be as valuable as the Federal

Reserve Bank. And such a system could involve other nations, too—^it could evolve

in a partnership to share knowledge and to thus enrich all mankind.
"A wild and visionary idea? Not at all. Yesterday's strangest dreams are today's

headlines and change is getting swifter every moment." (Excerpted)
PREsroENT Lyndon B. Johnson,

Signing the Public Broadcasting Act of 1967,
Novemoer 7, 1967.

PUBLIC RADIO

Senator Harkin. Mr. Ambassador, thank you very much for a

very succinct and to the point statement. Let me just say that over
the weekend I was going over these statements and I thought
maybe you might say this, but since you did not say it I will read
it from your statement.
You said that:

I want to say that public radio, mostly NPR and APR, is the best radio in Amer-
ica, and it is in the running for the b^t radio in the world. I say that to you as

one who has spent almost 6 years as the director of the Voice of America.

I could not agree with you more.
Mr. Carlson. Thank you, very much. As commercial broadcast-

ing does descend a little bit, public radio and public television does
look better, does it not?

Senator Harkin. National Public Radio is the best radio in

America, without a doubt. And, of course, you can listen to music.

They do some pretty good music, too, on NPR, but it is just great
radio.

I am a fan. I listen to it coming to work, I listen to it going home.
The "Morning Edition," "All Things Considered," it is great radio.

So thank you, very much.

STATUS OF SATELLITE REPLACEMENT

Let me ask you about the satellite. The last 3 years or 4 years
I have been chairing this subcommittee I have been hearing about
the satellite and putting money into it and trying to get it going.
Is it for certain that the satellite will be up this year?
Mr. Carlson. As I mentioned, Mr. Chairman, it is expected to

be up in December. That is what I am told. I think there is a possi-

bility it may be a little longer than that. But we are hoping it will

be at the end of the year or the beginning of next year. It is called

Telstar 401.

Senator Harkin. Now, the money for that has already been ap-

propriated, if I am not mistaken?
Mr. Carlson. Yes, sir.
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Senator Harkin. We have already spent the money that is out

there, right?
Mr. Carlson. Yes; that is correct.

Senator Harkin. I just do not know what has caused the delay—
I guess just normal delays in getting things ready.
Mr. Carlson. As far as I know, that is the case, Mr. Chairman.

It will provide interactive use that we do not have.

interactive and international satellite services

Senator Harkin. That is what I wanted to follow up on, the

interactive use. And as you point out, it can be not only here but

anywhere. We can do it abroad also, if I am not mistaken, can we
not, with the satellite?

Mr. Carlson. Yes; you may not be aware of this. Because I was
at the Voice of America, I have long had a particular interest in

the use of the government's infrastructure to deliver effective pro-

gramming abroad. The thought seemed to me to be obvious that

using public broadcasting materials overseas would clearly benefit

the recipients and America at the same time. I am very hopeful
that the Clinton administration, because of its fresh and positive

attitude, will avail itself of this opportunity.

Changes are being made now in Voice of America, Radio Free

Europe, and Radio Liberty, sensible changes. I am hoping that we
can supply some English language materials that could be translat-

able and useful to the mission of these entities.

You can take an accounting course from the University of Ne-
braska if you work at a 7-Eleven in Portland, ME. Why could you
not take the same course if you lived in Lusaka, Zambia or Sofia,

Bulgaria? I think that the changes that will come in the next dec-

ade are going to be simply remarkable in terms of offering these

types of opportunities.

FISCAL YEAR 1996 REQUEST

Senator Harkin. This is getting down to more immediate things.
The budget, as I said, is 2 years advanced-funded. Your request

today would fund fiscal year 1996. For fiscal year 1996, you request
a $360 million level, which is an increase of 23 percent over last

year's allocation. The President has only level funded at $292.6
million for fiscal year 1996. And again, how do you justify this in-

crease over the President's request?
Mr. Carlson. Well, as I mentioned in my statement, Mr. Chair-

man, we know these are tough times. I could say to you that $50
million, or $60 million, is a small investment in terms of the Fed-
eral budget, but it is not. It is a large amount of money. I recognize
that. We appreciate that.

We are expanding our very successful models for education. We
know that they work. We believe that they are going to benefit mil-

lions of people. We believe that they will benefit the future of

America. We want them to be available to everyone, not just people
who are lucky enough to live in a major city, but those who are out-

side of those cities, as well. There are communities in this country
that are not served. We want to serve them.

I
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The increased funds will address very specific needs in education.
We are on the brink of a technological revolution in this country.
Public broadcasting and the countr^s educational needs specifically
can be the beneficiaries of all of this. If we believe that the Nation's
future lies in getting our kids to school, ready to learn; if we be-
lieve that an increase in a kid's ability to deal with math and
science is important in terms of world competition; then I think
that we must believe that television can do something positive to

stem the intellectual decline in our school kids.

There is an irony in all of this. There are TV programs now that

encourage reading among children by using television. Most people
believe, and I am one of them, that television has had a negative
effect on the ways kids address reading. Would it not be a wonder-
ful irony if we could turn that around and use technology as they
have done in the "Sesame Street Preschool Education Project" to

inspire an interest intellectually in kids who do not obtain it in

their family environments but who can obtain it through their in-

terest in television, itself?

I could give you a breakdown of the $50 million increase. If you
would like, I could do it in a synopsized fashion.

Senator Harkin. You can provide that for the record, maybe your
staff could do that.

Mr. Carlson. Indeed, it is four areas and we would be glad to

provide it for the record, sir.

[The information follows:]

Breakdown of $50 Miluon Increase

Our request focuses on our vision of the future of public telecommunications in
four specific areas:

First, the bulk of our request, approximately $25 million, would be directed to-

ward activities to help children arrive at school ready to learn by reaching tiiem not

only in the home, but in daycare centers and other preschool settings.
For ex£unple. The Childcare Partnership uses programming from Mister Rogers'

Neighborhood and incorporates it into childcare curricula to help children gain es-

sential interaction and social skills that will assist them in school. The Early Child-
hood Professional Development Network trains childcare participants who verify
that daycare providers meet basic educational standards. The Sesame Street Pre-
school Education Project (PEP) uses Sesame Street programs as well as training
and supporting materials to help childcare providers and parents nurture the devel-

opment of beginning reading skills.

These projects require a significant resource commitment beyond the capabilities
of most stations. This is true particularly for those stations serving rural areas, mi-

nority communities, or other underserved audiences. With additional funds, we can
esroand such projects to communities nationwide.

Second, we would direct approximately $13 million to activities to support job
training, particularly professional development opportunities for teachers. Projects
such as me WNET Teacher Training Institute train teachers who, in turn, train
other teachers in the use of technology in the classroom. Projects such as Learning
Link and EDISON (Educational Instruction Services On-Line) are computer net-
works providing information about station services and serve as an on-line tutorial
and provider of other ancillary materials.
We are also trying to collaborate with business and industry to adapt tested tech-

niques and courses to retrain workers and managers. We are developing programs
to train people who need more basic skills to function in the workplace.
The third component of our request, approximately $7 milhon, would extend the

reach of instruction through satellites, videodiscs, CD-Rom, and other new tech-

nologies.
Over the past quarter century. Public broadcasting has vividly demonstrated the

benefits of telecommunications in the classroom. The new public television satellite
will soon enable public television to offer 40 channels for educational uses.
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One of the most promising features will be its ability to provide interactive use.

Students in one location wul be able to interact witn a teacher at another site

through an audio or video channel. Written exchanges through electronic maU will

be commonplace.
We have hopes for a dedicated channel for basic mathematics, another for science

or literacy instruction, another for music or art instruction, and one for teacher

training.
This interactive capability will provide databases to educational users and provide

public television with the ability to link up with remote sites nationwide. Through
such a network, it will be possible for a teacher in one location to test a student
at another site.

The fourth component, approximately $5 million, is designed to help mobilize com-
munities to address pressing social issues such as education, healthcare, and the en-

vironment. Efforts such as Project Education involve local education, community,
and business leaders to work together to improve education in their communities.
The Fsunily Literacy Alliance encourages public television stations to promote pro-

grams in nontraditional settings that excite children about books and reinforces for

parents and childcare providers the importance of reading with and to children.

EXPANSION OF THE SYSTEM

Senator Harkin. Both the House and the Senate have been en-

couraging the Corporation to expsind the public radio signal to 95

percent of the population by the Year 2000. Again, you have de-

scribed your interest in expanding the reach of the television sig-
nal. Will this new satellite—I guess my notes say it will be fully
functional or fully operational by 1996. Will it help meet these

goals?
Mr. Carlson. Yes, sir; it will. Nearly everybody in America

now—approximately 98 percent of Americans—has access to a pub-
lic television signal. More like 85 or 86 percent of Americans have
access to a public radio signsd. So there are 14 or 15 percent of

Americans who cannot even receive a public radio signal. We are

working to change that.

We have developed several grant programs, for instance, that are

designed to bring new public radio stations into the system. We are

funding a satellite interconnect system that will be on line, and
will connect 14 different American Indian reservations. This will

allow them to exchange programs and, at the same time, to bring
the signal from National Public Radio and American Public Radio.

FIBER OPTICS

Senator Harkin. One thing that occurs to me is that with a sat-

ellite vou can provide interactive services. That is pretty expensive,
thougn. I mean, for a classroom or a school you have to have—I

guess they call these downlinks or uplinks or whatever it is. But
that equipment costs quite a bit of money. And if you do not have
an answer to this, maybe the staff could provide for me, if you have
looked at any possibilities of using existing fiber optic networks or
those that may soon be on line where you might have one uplink,
downlink, whatever those things are called that connect with a sat-

ellite to Earth, and using that as the source for the signal that
could then go on over fiber optic lines that are already in place, to

schools and libraries and things like that.

I do not know, maybe that has been looked at. I do not know.
Mr. Carlson. It is being examined right now, Mr. Chairman.

There is a fiber optics task force at the Corporation for Public

Broadcasting. It is studying the use of this wonderful technology to
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more efficiently and more cost-effectively transmit signals. Since

the Board of Directors has decided that CPB's focus will be almost

solely on education, the use of fiber optics is of great interest to us.

We believe that it holds promise in inspiring school systems and
school districts to provide some of the money to more readily avail

themselves of the educational services that we are offering.

GRANT REVIEW PROCESS

Senator Harkin. Last year, you testified that your grantmaking
system would change in the summer of 1993—and that through
these changes you hoped to fund at least 15 new TV stations and
50 new radio stations. How has that progressed?
Mr. Carlson. We are right on track. We have been successful

through the changes in the grant programs in increasing the sup-

port to rural and minority stations and the audiences they serve.

We have always encouraged the development and expansion of

public broadcasting's services to underserved audiences. That is

why we were created. We are pleased that the number and diver-

sity of the people to whom we have been broadcasting has grown
remarkably.
We have targeted investments to stations serving listeners in re-

mote areas. We also have brought on line and funded through
grants a number of minority radio stations that did not exist in the

last couple of years. I think that, by every standard, these changes
in grant programs have been very beneficial to minority and rural

audiences.

DWOVATION IN PROGRAMMING

Senator Harkin. Just one last question, Mr. Ambassador, that

has to do with new innovations in public broadcasting. Are you
still—is the Corporation for Public Broadcasting still actively in-

volved in what I might call innovative-type programming that you
can take from local areas and expand nationally? You have done
some great things in the past, and I am just wondering if we are

still looking for new ideas, are you still out there looking for these

really good local programs and then expanding those?

Mr. Carlson. We offer encouragement to local stations on a reg-
ular basis, Mr. Chairman. I have been at the Corporation for about
9 months. One of the things that I have been interested in doing
is reestablishing a relationship with the local stations that I do not

think has been very strong over the last 5 or 6 years. We have set

up a method of communicating with them on a regular basis. I am
doing regular satellite messages to them. As a matter of fact, I am
doing one this afternoon to New Orleans to all of the stations.

There has been suspicion of the Corporation for Public Broad-

casting at the grassroots level. That is not entirely surprising or

even avoidable. After all, we are in Washington. We are committed,
however, to represent the full range of services that makes this de-

centralized system so wonderful—^that is, the type of programming
that comes out of local stations in El Cajon, CA, and Portland, ME.
I have communicated this commitment to the senior staff at CPB.

They, in turn, have caused that attitude to be pervasive throughout
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the corporation and I believe it is being reflected in our recent deal-

ings with the system.
There are a lot of changes coming in what public broadcasting

does and how it does it. The days of the terrestrial station are lim-

ited. It may be 10 years. It may not. Certainly with high definition

television and all of the other technological changes, the stations

have got to face up to what it is that they are going to do in the
future or face going out of business. We are trying to take a leader-

ship role in examining all of these questions and assisting the sta-

tions in addressing them.
I think that education and the wonderful things that can be done

through video, not just terrestrial broadcasting will be key parts of
the future. All of the other wonderful services that are going to be
made available in the near future are what will allow public broad-

casting to continue to contribute, and the contributions will con-
tinue to occur primarily on the local level. We believe in encourag-
ing stations to make available the good programs that they do to

other stations.

Senator Harkin. I hope so. As I travel around the country, I pick
up and listen to the local public radio station or public television,
and there are some interesting things that people are experiment-
ing with out there. And I just wondered how you take some of
those and expand them out.

It has been done in the past, obviously, with a lot of programs,
and I guess I want reassurance that you are still actively doing
that and first of all prodding or somehow giving incentives to these

people in the local areas. Because a lot of times they are strapped
for money, too.

Mr. Carlson. They are, indeed.
Senator Harkin. They may be a little bit cautious to try to do

something innovative that may work and may not work. And so I

am hopeful that there is some help or something from the national
level. I know they are independent and everything, but if I am not

mistaken, in the past you had certain grants or programs to help
encourage innovative programming and new types of programming
in the field, and I just have not paid any attention lately as to

whether you are still doing that.

Mr. Carlson. We are. We believe that public broadcasting is in-

tended to be innovative, and it is intended to serve smaller audi-
ences and not to descend to the lowest common denominator. Con-

sequently, innovation is a great strength and something that helps
to draw its core audience. In many, many ways we constantly offer

encouragement to these local stations—some of it is financial en-

couragement—^to be innovative and to be daring. We then seek a
wider dissemination of the program than might be originally ex-

pected.

BUDGET constraints

Senator Harkin. OK. That is very encouraging.
Again, Ambassador Carlson, this subcommittee, and I in particu-

lar, have been strong supporters of the Corporation in the past. I

do not know how we are going to be able to fare on the tight budget
constraints that we have, but rest assured we are going to meet
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our responsibilities and make sure that the corporation, that public

broadcasting continues and fares well.

I have been waiting for this new satellite for some time now.

Hopefully, it gets up and ushers in a whole new era here.

Mr. Carlson. I think that it will, Mr. Chairman. We thank you
so much for your support. We guarantee to you that any increase
that we receive at all, and I am hoping that we can receive the
extra $50 million, will be dedicated to education.
Senator Harkin. We appreciate that very much. Thank you. Am-

bassador Carlson.
Our next witness is G. Gary Kowalczyk—oh, I am sorry. Ambas-

sador Carlson, one of our strongest supporters for public broadcast-

ing has just arrived on the scene. I am glad he is here, because

every year when we get into conference and we have problems, it

is always Senator Stevens who makes sure that public broadcast-

ing has a strong voice.

Senator Stevens. I am sorry to be late. You are very kind, Mr.
Chairman. I really came by to comment on some good things. I

have been commenting in the past on things that I was not pleased
with, but I do think the American Indians on radio is a good pro-

gram. We have got the "National Native News."
I congratulate you on the work we have been doing to work with

State legislatures to make sure that they understand the impor-
tance of public broadcasting, and on the community rating program
through the toll free numbers, a comment upon program decisions
of CPB, I think, is a real advance.

I really do not think we have had so many good changes in 1

year in a long time, and so I congratulate you, Mr. Carlson. I am
very pleased to be able to come and to participate in the hearing.

SOLE SERVICE STATIONS

I did have one or two questions if I might, Mr. Chairman. The
CPB made a good start in the sole service assistance grants for ex-

tremely small remote stations, but where they are the only broad-
cast services available to their populations. If the CPB appropria-
tions figure is increased, is there an intention of CPB to increase

support for these sole service stations that now receive just $24,000
a year?
Mr. Carlson. Yes, sir; there is such a plan. It is part of our over-

all effort to increase support to rural areas. Not too long ago, sole

service stations received about $8,000. That has now nearly tripled.

They also receive program acquisition grants. Increases for those
stations will increase as the appropriation increases. I am a little

hesitant to say exactly the amount of money involved. There is a

plan, however, which provides for the amount to increase as fund-

ing increases.

We are very interested in rural and underserved areas, and as
I mentioned to the chairman, the television signal reaches almost
all Americans, about 98 percent. The same is not true in the perva-
siveness of the radio signal. Probably 14 or 15 percent of Ameri-
cans do not have access to any public radio signal at all. We are

working to reduce that number. We have in place several grant
programs designed to bring in new radio stations. Many of them
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will be the only broadcast service available in their communities at

all. We are very interested in maintaining those services.

We provided additional base grants that allowed for a proportion-

ately higher match of non-Federal financial support to those radio

stations that serve minorities. We have, as you know, funded
American Indian Radio on Satellite [AIROS] satellite interconnect

system for American Indian reservations.

HOUSE APPROPRIATIONS

Senator Stevens. The House figure seems to be a rather stark

figure when we look at some of these native American programs.
You had two important native American station development
projects, the Indigenous Communications Association, and what we
call the south 48, and then there was a broadcast training center
in Alaska. Are they affected by the House mark? What will happen
to these initiatives in the native area under the House mark?
Mr. Carlson. There is no question that ultimately, as costs rise,

our ability to fund such services adequately will be diminished. We
will keep plowing forward, but I would expect that they definitely
would be affected.

The indigenous broadcasting centers now have a couple of re-

quests pending before the system development fund at CPB. One
of them has to do with Alaska. It comes from a station KOTZ in

Alaska that is in association with IBC. It will benefit 10 Alaskan
rural stations. We have been looking very favorably at that pro-

Eosal
and expect to go ahead with it. But all of these things will

e impacted to some extent by level funding.

SATELLITE RECEPTION

Senator Stevens. I have been very interested in that project in

Alaska, obviously, and it has had great reports from our Alaskan
Native people. Our two stations, IQIBW and KOTZ, have told me
that they have had some problems with satellite reception, and I

only
mention it. Do you have satellite replacement funds in this

buQget? Are you having satellite problems that are going to lead to

a satellite replacement problem in the future?
Mr. Carlson. The satellite replacement was funded in earlier

budget years. There are no direct satellite replacement funds in

this budget. I am not aware of the precise problems, Mr. Stevens,
that KOTZ has been having.

Senator Stevens. Well, Jane tells me the real problem is in

terms of the footprint on Alaska and whether the new satellite will

have the capability of expanding that footprint. Do you know that?

Mr. Carlson. I am under the impression that it will expand the

footprint. I think the footprint simply is not clearly defined enough.
It is not wide enough.

I could get a specific answer for you about the footprint with a

drawing of it, Mr. Stevens.

research

Senator Stevens. Well, actually, I am interested in the research

side, too. There was support in CPB for research for rural stations
to deal with specifics as far as—^well, one of them was the CPB
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supported Arbitron research conducted for urban stations. There
was a proposal to have that go out into the rural stations. How is

that going to be affected by the level of support that Congress pro-
vides this year?
Mr. Carlson. There is no question that research would be dif-

ficult to fund if we are frozen or if the mark is low. Research is

something that we will be spending as much money on as we can
within the request that we have made. But, our funding of ratings
data for individual stations, other than rural stations, ended sev-
eral years ago.
Senator Stevens. I apologize for being late. I had another meet-

ing before I could get here. But I do think that we have got a task
here to convince our colleagues on the House side that we have to
maintain these initiatives that are so important to the minority
and native people of the country.
Again, I commend you, and I apologize for being late, Mr. Chair-

man. I thank you for your kind remarks. But I do think maybe
even here in the Senate we have got a major problem this year. I

have not seen it yet, but we might have.
Mr. Carlson. We sure could use your help, Mr. Stevens, with

the House. Thank you.
Senator Stevens. Thank you, very much.

questions submitted by the subcommittee

Senator Harkin. Thank you very much. Senator Stevens.

Thanks, Ambassador Carlson.
There will be some additional questions which will be submitted

for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Corporation for response subsequent to the hear-

ing:]
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QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Sen. Harkin: During our public witness hearings last month we heard from the

National Minority Public Broadcasting Consortia, which criticized the level

of financial support they received from CPB.

Since 1990, what amounts were allocated by CPB to the Multicultural

Program Fund and to the Minority Consortia, and how does this compare to

the growth in federal CPB funding during that same period?

Mr. Carlson: Since 1990, we have allocated more than $12 million to the

multicultural solicitations. During the same time period, we increased

operational support for each of the Minority Consortia from $156,000 in

1990 to $250,000 in 1992. This represents an increase of about 60 percent.
CPB appropriations have increased only 18 percent during the same time

period.

Sen. Harkin: Please explain the relationship between your funding of minority

programs and producers and what we might actually hear on the radio or

see on TV.

Mr. Carlson: All programs are aired at one time or another either nationally over
the Public Broadcasting Service (PBS), National Public Radio (NPR), or

American Public Radio (APR). Programs also are broadcast regionally

through the regional radio and TV organizations, and locally over individual

public stations. They also may appear on existing series such SiS, American

Experience, American Playhouse, All Things Considered, Morning Edition,

special programs, or in general fare.

Tliese programs are quite popular, too. The carriage of minority programs
by stations seems to be consistent with any other category of programming.
In fact, in many cases, carriage of programs addressing minority issues are

exceeding the carriage rates of non-mmority programs.

For example, our studies show that one of the highest carriage rates of any
GREAT PERFORMANCES

production
was La Pastorela, which reached

94 percent of American households. The highest carriage rate of THE
AMERICAN EXPERIENCE series was In The WJiite Man's Image. The

highest carriage rate for THE NEW TELEVISION series was an episode
called Sun, Moon and Feathers. TONY BROWN'S JOURNAL does as well

with audiences as the average FIRING LINE or BILL MOYERS. Of the

top 20 AMERICAN PLAYHOUSE programs, three are Latino dramas.

Minority programs just don't take up space in the schedule. These are

popular programs. We need to find ways to bring more of them to the air

without undermining other popular categories.

Adult Education

Sen. Harkin: You describe as a broad
goal

of CPB to fund activities that

"...improve education." Your justification talks about many programs that

assist children but you also emphasize programs for adult learning
-- like job

training and teacher development. Please elaborate on your programming
for adults, especially those that retrain workers, retrain managers, and link

to business.

Mr. Carlson: We are particularly optimistic about our efforts to focus on adults

with the General Education Development certificate, or GED. The Public
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Television Outreach Alliance, working with Kentucky Educational
Television (KET) will be supporting several activities - national

programming, local follow-up programming, teleconferences, a national 800
number, access to GED course instruction -- all designed to provide viewers
across the nation with "on-the-spot" information about enrolling in GED
preparation classes in their area.

KET is providing free use of its GED on TV series for all stations. GED on
TV prepares adults for the GED test and has been highly successful.

Also, the CPB-WNET/Texaco Teacher Training Institute has shown
remarkable success in its first two

years.
This project provides instruction to

teachers on the effective use of video and other technologies in teaching
math and science. By the end of 1993, more than 30,000 teachers will have

participated
--

reaching more than two million students across the country.

Our appropriation request anticipates successful collaboration of public
telecommunications with business, industry, and government. Under the
direction of our new Senior Vice President for Education, CPB is

coordinating with the Administration and the U.S. Department of
Education. CPB already has contacted the Secretary of Labor to begin this

coordination as we develop initiatives to apply public telecommunications

expertise and infrastructure to the new workforce skills needed throughout
labor and business.

We know that public telecommunications can play a major role in helping
the under-educated employee as well as the forgotten half of America's high
school graduates who do not go to college. For example, we assist in the

training and retraining of employees in the use of new technologies such as

computers in the workplace. With adequate resources, we can develop and

provide training materials in basic skills areas such as reading, writing, and
computation. We can provide them in the workplace, home, community
centers, libraries, and schools.

Closed Captiom'ng / Descriptive Video

Sen. Harkin: Could you give us an update on the state of CLOSED
CAPTIONING & DESCRIPTIVE VIDEO advances this year? How has
the number and scope of these programs changed?

Mr. Carlson: Closed captioning is one of the best examples of the importance of
federal support for public broadcasting. About 20 years ago, CPB used a

portion of its discretionary funding to finance the development and

expansion of closed
captioning for the hearing-impaired. At that time,

closed captioning was not available anywhere on commercial networks or
on any existing cable systems. This small investment of federal funds made
it possible for public broadcasting to pioneer the benefits of closed

captioning.

Today, closed
captioned programming is nearly standard fare for millions of

hearing impaired individuals for whom television would be otherwise
inaccessible. In fact, nearly

all public television programs (with the

exception of symphonies, dance, or some real-time broadcasts) are closed

captioned. CPB continues to underwrite the costs of closed captioning of all

CPB-funded national programs, both through an agreement with PBS and
with contractual agreements with producers.

Federal funding through CPB was instrumental in developing descriptive
video services (DVS) which enable the sight-impaired to experience the
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wonders of television by providing narrative description. Public

broadcasting is the only national broadcast service that provides described

programming on a regular basis. In five short years, it has been able to

reach well over half of the target population.

In July, the CPB Board of Directors will consider funding for the

CPB/WGBH National Center for Accessible Media (NCAM). NCAM will

initiate projects and programs to identify and remove the communications
barriers facing our communities by empowering public broadcasters to

make radio, television, newspapers, books, movies, and future public media
accessible to all.

As with DVS, we will only be able to provide support initially if we are to

continue our policy of reserving future funds for equally worthwhile new

projects.

Public Broadcasting Flotline

Sen. Harkin: CPB recently started its "Open to the Public" 1-800 hotline, funded

at $800,000 by the Board of Directors to address congressional concerns

about fairness and balance in public broadcasting. What have been your
results thus far on the hotline? How do you handle a call when it comes in?

Mr. Carlson: CPB's toll-free 1-800 number has been in operation since early
December 1992. To date, we have received approximately 10,000 calls, of

which only about 4,500 related specifically to public broadcasting. Of those,

perhaps 3,800 calls were about television and 700 about radio.

The 1-800 number enables the American people to offer their opinions
about public broadcasting. Trained operators try to glean as much
information as they can from the callers by taking them through a brief but

thorough script. The operators determine whether a caller wants to express
an opinion about a specific radio or television program, or has a general
comment.

CPB will assimilate and analyze the information as part of its reporting

requirements each year to Congress.

Programming Balance

Sen. Harkin: What is CPB's current policy on objectivity and balance in its choice

of programming, in light of your last reauthorization that encouraged the

promotion of programming balance? How does this relate to the so-called

''heat shield" role of CPB?

Mr. Carlson: CPB was created as an independent corporation, separate from the

government to act as a "heatshield," thus assuring the American public that

editorial and artistic freedoms are protected in programming funded by the

Corporation. At the same time, we are accountable for the funds provided
by Congress. CPB assures that federal dollars are being spent responsibly.
As part of our efforts to account for the funds, CPB is required by statute to

ensure that programming made available to the American public is

objective and balanced.

The "Open to the Public" campaign is designed to assist us in keeping that

delicate balance between editorial and artistic control and balance in the

coverage of controversial issues. This balance is a major consideration
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when funding programs and when preparing the annual Statement of

Programming Objectives which guides PBS in funding decisions. In

addition to the toll free number and post office box portions of the

campaign, we also are holding open meetings throughout the country in an
effort to identify issues which may require programming that provides
balance.

QUESTIONS SUBMITTED BY SENATOR DANIEL K. INOUYE

Complying with Congressional Funding Directives

Sen. Inouye: Your FY 1996 budget proposal contains no mention of increasing

funding for the Minority Consortia or the Multicultural Program Fund, even

though House and Senate Authorizing Committee reports for the Public

Telecommunications Act of 1992 specifically urges substantially increased

funding for them. Additionally, last year's House Appropriations
Committee report also urged CPB to do this.

In light of these congressional reports from both the authorizing and

appropriations committees, do you intend to provide substantial increases
for the Minority Consortia and the Multicultural Program Fund in your
distribution of FY 1994, FY 1995, and FY 1996 funds? Please make your
answer specific to your plans for the Consortia and the Program Fund.

Mr. Carlson: The amounts to each of the Minority Consortia for administrative

funding were increased from $156,000 in 1988 to $200,000 in FY 1990, and
to $250,000 in FY 1992. This represents a 60 percent increase over a

five-year period. By comparison, CPB appropriations increased only 18

percent from 1988 to 1993.

Funding for the Multicultural Program Fund during this period remained

steady at $3 million even though a sharp decline in interest income forced
CPB to reduce the amounts available for new program development and
children's programming. In 1994, we intend to increase the amount for the

Multicultural Program Fund by using a part of the 8.6 percent increase CPB
will receive.

It is important to remember th.?t CPB must consider a range of activities

serving minority audiences, of which, the Minority Consortia and
multicultural solicitations are only a part. Of CPB's total 1992

appropriation, only about $36 million was not legislatively mandated. Of
that amount, CPB devoted more than $8 million, or 23 percent, exclusively
to minority programming. In fact, about half of the total funds directed to

minority spendmg went to support projects in addition to the Minority
Consortia and multicultural solicitations.

The Corporation also will spend more than $500,000 in 1993 and 1994 to

support equal employment opportunity practices
in public radio and

television and encourage stations to build a more diverse workforce.

Minority Influence Over Multicultural Programming

Sen. Inouye: We are aware that CPB allocates some funding for multicultural

programming outside the $3 million which goes to the Multicultural

Program Fund. As you must know, minority public broadcast groups
representing Pacific Islanders, Asian Americans, African Americans,
Latinos, and Native Americans are concerned that in some cases programs
are deemed to be "multicultural" even though there is not substantial
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minority control over the product. The $3 million Multicultural Program
Fund is overseen be a national hoard of minority representatives. The
Multicultural Program Fund solicitation.s, using the Board's definition of
multicultural in determining eligible applications, requires that there be

minority participation in four of the following six categories
-- executive

producer, producer, writer, director, subject matter, and talent. How does
this criteria compare with the criteria for a program being labeled
"multicultural" outside the programs which receive monies through the

small Multicultural Program Fund?

Mr. Carlson: First, I would like to point out that when we speak about the
amount of funding provided by CPB for minority programs, we are

including only those programs that are
produced by minorities. Jf we were

to inciuoe those programs that are proouced by non-minorities but are of
interest to minority audiences, the amount of funding would be much
higher.

For those programs funded by mechanisms other than the multicultural

solicitation, they must meet three of the criteria to be considered a minority

program. However, that does not mean that these programs are in any way
'less minority" than those that are funded through tne multicultural

solicitation. TTiis "three category" test has been in place for over 13 years.
It is a proven, effective barometer for gauging what is, and what is not, a
true minority produced program.

In fact, our test for determining what constitutes a minority program is

currently
much more stringent than the one recuired by Congress which

would allow those programs that are simply of mterest to minority
audiences to be considered a minority program. We believe that our stiffer

requirements, however, encourage more minority producers, writers,

directors, and talent to become actively involved in public broadcasting.

Minority Produced Programming

Sen. Inouye: Please supply for the Committee, by year since 1980, the names of

CPB-supported mmority-produced programs, the amount of CPB financial

aid and tne number of minority-produced programs which aired on PBS.

Mr. Carlson: I am happy to provide this information:

MINORITY PROr.RAMMING (GRANTS
FOR THE PERIOD FY 1982 TO PRKSFNT

Grantee

FY 1982:

lilk CPB $ Ethnicity

The Film Company

Karl Evans

The Battle of Old Miss.

20 Years Later

Conn Martial ofan
Unknown Soldier

$ 108,697

$ 10,300

African American

African American

FY my.

Afro-American Art

Institute

WETA

Rainbow TV Workshop,
Inc.

LaRaza Prod. Center. Inc.

Debra Robinson

Tlie Art ofHarlem
Renaissance

The Africans

AndThe Children Shall

Lead- R&D

Hispan U.S.

Black Comediennes

$ 20,000

$1,127,000

$ 350,188

$ 89,876

$ 82,156

African American

African American

African American

Latino

African American
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Grantee

William Greaves Prod.

Nguzo Saba Films, Inc.

PBS

Past America, Inc.

Creative Connection

Interamerican Pictures, Inc.

Chris Spotted Eagle

Momingstar Productions

FY I?84;

Rainbow TV Workshop

Title

Black Power

Fade Out: The Erosion of
Black Images in lite Media

Minority Market - SPC X

Moments Witliout Proper
Names

Money Rider: The Jinuny

Winkfield Saga

Neiglihors: The U.S.

Mexico War

Our Sacred Land

Passion and Memory

And Tlie Children Shall

Lead - Production

Seven League Prod. Inc. Cuba 1984

Research Foundation of

The State of NY Univ.

Latin American Project

The Primal Mind Found.

Chamba Organization, Inc.

Children's TV Workshop
and QED Comm. Inc.

KPBS

Global Village

National Latino Comm. Ctr.

Loretta Smith

Past America, Inc.

Dance Black America

Latin American Series

Native Land

On Tlie Boidevard

Tlie House of Dies Drear

The Lemon Grove Incident

The Pursuit of Happiness

The Soul of our Culture

Wliere Did You Get Tliat

Woman?

Zcely

CPB $

$ 240,(X)0

$ 112,622

$ 500,000

$ 108,810

$ 385,000

$ 171.748

$ 96,700

$ 155,276

$ 350,188

$ 175,000

$ 75,000

$ 50,000

$ 300,000

$ 100,348

$ 750,000

$ 98,098

$ 22.270

$ 50,(X)()

$ 20,(X)0

$ 10.634

Ethnicity

African American

African American

African American

African American

African American

Latino

Native American

African American

African American

Latino

African American

Latino

Native American

African American

African American

Latino

Asian American

Latino

African American

African American

FY 1985:

WGBM

N.Y. Found, for the Arts

PBS

WGBM

Art Cromwell

Central America and tlie

Caribbean

Spirit to Spirit:

$ 275.000

$ 20,000

Station Program Cooperative
XI Minority Market $ 500,000

Toward an ArtKrican Dream $ 25.000

Watch Me Move $ 17.(X)0

Latino

African American

African American

latino

African American
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£i£aal££ Title ££lLi Ethnitity

FY 1986:
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Grantee

New Images Productions,

Inc.

Xochii Film Productions

Blackside, Inc.

Gordon Parks

Michael Toshiyuki Uno

NY Foundation for the Ans

WNET

Public Television Playhouse

Wisconsin Public Radio/TV

KCET

FY 198S:

Film Two Productions

WGBH

Mouchette Films

Aubum University

KQED

University of Virginia

University of Wisconsin

Marlon T. Riggs

WGBH

FY 1989:

Arizona State University

Morse Enterprises, Inc.

Blackside, Inc.

Sylvia Morales & Jean

Victor

WETA

Gordon Parks

NAATA

KERA

Title

Young Mr. Washington

Day of tixe Dead

Eyes on the Prize II - R&D

Martin

No-No Boy

Spirit to Spirit: Nikki Giovanni
- Promotion

The Gregory Hines Tap Special

The Wash

The Winds of Cliange

Watch Me Move - Promotion

A Question of Color

Americas - Program Fund Portion

Days of Wailing

Living Blues - Promotion

Moments Without Proper Names
- Promotion

Road to Brown: Ma'isive Resistance:

Massive Cliange

The Winds of Cliange: The
Indians Estate

Color Adjustment: Blacks in

Primetime

Mexico

Birthwrite - Promotion

Consultant

Eyes on the Prize - Seaton II

Faith even to tlie Fire

Marian Anderson: Pioneer In

The Arts

Martin

National Alliancefor Programming
Diversity

No Middle Ground

CPB $ Ethnicity

$ 175.000

$ IOOiX)0

$ 30,000

$ 20,000

$ 25.000

$ 6,(XX)

$ 192.000

$ 170,000

$ 40,000

$ 6,000

$ 80,000

$ 500,000

$ 84.352

$ 5,945

$ 6,0(X)

$ 100,000

$ 160,000

$ 102,300

$1,000,060

$ 4,889

$ 83.913

$ 450,000

African American

Latino

African American

African American

Asian American

African American

African American

Asian American

Native American

African American

African American

Latino

Asian American

African American

African American

African American

Native American

African American

Latino

Latino

African American

African American

$ 175,000 Latino

$ 200,000

$ 200,000

$ 57,050

$ 30,802

African American

African American

Asian American

Native America
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r.rantee lilk C£B_i Ethnicity

FY 1989 (continued):

Bradley-Bader Prod., Inc.

Black.side. Inc.

KCET

KPBS

Nebraskans for Public TV

Lym Productions

Wilton Place Films

Stanley Nelson

Miles Educational Film Prod.

Not Without Laughter

Panic & Promise: Amcrira's

Depression years. 1929-41

Returning Voices

The New Tijuana

The Trial ofStanding Bear
- Promotion

Warrior. The Life ofLeonard
Pettier

Tlic Trial of Rarruina Africa

Curse or Cure: Mei/iadone

The Liberators

$ 27,3()0 African American

$ 153,624

$ 25,(XK)

$ 230,519

$ 6.00()

$ 1(K),(K)()

$ 1 5,390

$ 200.000

$ lOO.(XK)

African American

African American

I^ntino

Native American

Native American

African American

African American

African American

FY l??Q:

Public Television Playhouse

NLCC

Hudson West Productions

Films News Now Found.

Director's Circle Filmworks

Mojo Working Prod.. Inc.

KTCA

Crossgrain Pictures

Public Television Playhouse

WFYI

Rattlesnake Productions.

Inc.

Alturas Films

Blackside Inc.

Cultural Research &
Comm. Inc.

NLCC

Minority Script Development $ 90,000

Chicano! History of the Mexican
American Civil Rights Movement $ 60,(K)0

Danein' with the Peg: The Story

of Peg Leg Dates $ 50.0(K)

Fortune Cookies $ 304 .()()()

Frederick Douglas High School $ 1 30,850

Got My Mojo Workin' : The Blue

Story $ 300,000

Hoop Dreams $ 70,000

/n All My Born Days $ 70,000

InMyFatliersHouse $ 2(K),(X)0

Return to Rainy Mountain $ 30.(XK)

Backbone of tlie World: The

Blaclrfeet $ 35,000

El Moviamiento $ 60,(X)0

Malcolm X $ 2(X),(XK)

Routes of Rhythm with Harry
Belafonte - Promotion $ 6,000

The National Latino Comm.
Center -1990 $ 4(X),000

African American

Latino

African American

Asian American

African American

African American

African American

African American

African American

Native American

Native American

latino

African American

Latino

Latino
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Grantee

FY 1991:

American Indian Dance
Theater

Public Television Playhouse

Scribe Video Center

lilk

American Indian Dance:

Creativity and Continuity

Dau/^hters of tfie Dust

Home: WEB. DiiBois and ilie

Nationalist Idea

CPB $ Ethnicity

Ncbraskans for Public TV In llie White Man's lnuif;e

Center for Investigative

Reporting

KCET

QF.D West, Inc.

E/K/ Entertainment, Inc.

Third World Newsreel

Vox Productions, Inc.

International Cinema, Inc.

Third World Newsreel

E/K Entertainment

Public Television Playhouse

Richard Soto Productions

American Film Foundation

WGBM

Galan Productions, Inc.

Ortiz/Simon Productions

NLCC

Ortiz/Simon Productions

KERA

Redlining: America's Financial

Apartheid

The Dancing Healers

You Must Remember This

A Bowl of Beings

A Litanyfor Survival: The Life
and Work ofAudre Lorde

Ancestors in America

Bananas is my BiLsiness

Faitliftd Daughter

Famous all over Town

Hallelujah
- R&D

La Pastorela

Maya Lin: A Strong Clear Vision

Postcardsfrom tlie Front

Songs of the flomeland

The Nacionalistas

The National Latino Corrwn

Center- 1991

The Silk Purse

The US. Mexican War

$ 1 5().00() Native American

$ 15(),(XX) African American

$ 75.(X)() African American

$ 90,(X)0 Native American

$ 145,000 African American

$ 249,910 Native American

$ 20(),(XX) African American

$ .^00,(XX) Latino

$ 50.(XX1

$ .SO.OOO

$ 170,(X)0

$ I40.(XM)

$ 69.(XX)

$ 9,750

$ 330,(XX)

$ 1()0,(XM)

$ 200.(X)()

$ I00,(XX)

$ 195,0(X)

African American

Asian American

Latino

Asian American

Latino

African American

Latino

Asian American

Uitino

Latino

I^Ttino

$ 400,(XX) latino

$ 60.0(X) I^ntino

$ 50.0(X) Utino

FY 1992:

Grapevine Pictures

NAPBC, Inc.

Gilbert Moses

WGBII

Mrs. Chaney's Quilt

NAPBC - 1992

An Evening with Moms Mahley

Africans In America

Brazen Hussy Productions George Clinton: The Father of
Funk

$ 25,0(X)

$ 450.000

$ 37().(XX)

$ 93,200

African American

Native American

African American

African American

$ 210,(XX) African American
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Cirantee

Public Television Playhouse

WNET

RHI Entertainment, Inc.

New Images Prod., Inc.

n/K Entenainmcnt, Inc.

lilk

Golden Gate

In The Spot Light

Ja2z: The Music, The People.
The Myth

African American Stories

Famous All Over Town - 2

CTB $ Kthniritv

$ 2(X).(X)0 Asian American

$ 2,0(X).()0()
• African American

$ 1 5,(X)0 African American

$ 72,(X)() African Aiixrrican

$ 98.471 1-,-itino

Entenainmcnt (Jroup and
Jesus
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Grantee

Pam Yates and Tom Sigel

WNET

Nebraska ETV

Theodor Timrcck Prod., Inc.

The New Civil Rights Movement and
The KKK Resurgence

El Salvador: Another Vietnam?

12th Street Rag

The Ancient People of the Northeast Coast

Total FY 1980-1981

$
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FY 1984 fcontiniied)!

Seven Leagues

Great Plains Nat'l ITV/Nebs. for

Public TV & WNED

Ben Kubasic, Inc.

FY 198S:

Great Plains Nat'l ITV/Nebs. for

Public TV & WNED

Drew Associates

KCTS

FY 1986:

Stephen R. Roszell

ETV Endowment of S. Carolina

David Lx)wn

KCTS

Stanley Kamow & Drew Pearson

Press and the Public Project, Inc.

Press and the Public Project, Inc.

FY 1987;

Tatge Productions, Inc.

Inside Story

liik

Cuba - 1984

Reading Rainbow

Reading Rainbow

Total FY 1984

Reading Rainbow - Season III

The Transformation ofRajiv Gandhi

HiroshimaJNagasaJd

Total FY 1985

The Other Prisoners

Roanoak

Placido Domingo Sings Zarzuelas

Hiroshima/Nagasaki

The Philippines: The Legacy ofAmerican
Colonialism

Spain: Ten Years Later

Africa: The Untold Story

Total FY 1986

CPB $

$ 175,000

$ 600,000

S 93.000

$1.004.000

$ 849,009

$ 25,000

$ 17.g l 3

$ 891.522

$ 21,000

$ 100,000

$ 75.000

$ 172,487

$ 635,000

$ 75,000

S 75.000

$1.153.487

Central Ballet ofChina $ 1 50,000

A Time of Turmoil: The Church in Brazil $ 170.000

Total FY 1987 $ 320.000

FY 1988;

Brooklyn Academy of Music

Durrin Films, Inc.

Argent Productions

The Mahabharata: The Great Story

ofMankind - R&D

Promises to Keep

Argentina: Land ofPromise, Land

ofPain

$ 70,000

$ 75.000

S 35.000

Total FY 1988 i 180.000
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rwrantee

FY 1989:

KCET

Durrin Films, Inc.

Public Affairs Television

Brooklyn Academy of Music

Grcal Plains/Nebraska/WNED

Center for Documentary media

Title

Millennium: Tribal Wisdom and

The Modern World

Promises to Keep - Promotion

Mayers: Amazing Grace

The Maliabbarata: The Great Story

ofMankind
- Production

Reading Rainbow Vll

Poverty In America

Total FY 1989

CPB $

$ 500,000

$ 6.000

$ 288,795

$ 240,000

$1,000,000

$ 27.200

^^-nfii-99S

FY 1990:

Richter Productions

WNET

KTCA

Public Television Playhouse

FY 1991:

KTCA

WTVS

Public Television Playhouse

Children's Television

Workshop

Cheshire Archive, Inc.

Big Pictures/Colossal Pictures

WTTW

Public Affairs Television. Inc.

Maryland Public Television

FY 1992:

KBYU

WGBH

Oregon Public Broadcasting

WGBH

NAPBC. Inc.

Can the Rain Forests be Saved

Dancing

Hoop Dreams

Stage Struck - R&D

Total FY 1990

Alive Television

Club Connect

Strike!

Ghostwriter I

A Splendid Little War

East of Western

Fictions

Hale on Trial

Legacy: The Origins of Civilization

Total FY 1991

Ancestors

Great American Trails

In Search of the Oregon Trail

The Issue is Race

Word Up - Teens Speak Out!

$ 75,000

$1,000,000

$ 70,000

$ 8.565

$1153.565

$ 185,000

$ 300.000

$ 55,000

$ 210,000

$ 76.000

$ 80,000

$ 19,060

$ 50.000

$ 150.000

$1.125.060

$ 22.500

$ 12.500

$ 100.000

$ 225.000

$ 9.500
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Grantee

FY 1992 (continued^

Big Pictures/Colossal Pictures

WNET

The West Film Project

Lancit Media Productions, Ltd.

FY 1993;

WGBH

Title

East of Western - 2

Legendary Trails

The West

Puzzle Factory

Total FY 1992

Dancing In The Streets

Total FY 1993 (to date)

$ 150.000

$ 170.000

$1,000,000

$4.500.000

$6.189.500

$2.000.000 *

$2.000.000

GRAND TOTAL FY 1980-PRESENT $19.502.022

* Funded over FY 92, FY 93, FY 94
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PBS Original Broadcast Hours with Minority Content, FY '89-93

FY '89

Keyword Hours %ofO.B.

ASIAN AMERICANS 0.5 0.03%

BLACKS 66.5 4.17%

DISABLED 10.0 0.63%

ELDERLY 10.0 0.63%

HISPANIC AMERICANS 9.0 0.56%

HOMOSEXUALITY 9.0 0.56%

NflNORITIES 43.5 2.73%

NATIVE AMERICANS 7.5 0.47%

WOMEN 47.5 2.98%

Distinct Program Hou rs with Minority Content 1 65.0 1 0.3 5%

FY '90

Keyword Hours %ofO.B.

ASIAN AMERICANS 11.0 0.73%

BLACKS 91.0 6.07%

DISABLED 5.8 0.39%

ELDERLY 15.0 1.00%

HISPANIC AMERICANS 11.5 0.77%

HOMOSEXUALITY 10.0 0.67%

MINORITIES 36.0 2.40%

NATIVE AMERICANS 10.0 0.67%

WOMEN 39.5 2.63%

Distinct Program Hours with Minority Content I8O.8 12.05%

FY '91

Keyword Hours XofO.B.
AFRICAN AMERICANS 11.5 0.74%

ASL\N AMERICANS 7.0 0.45%

BLACKS 63.0 4.03%

DISABLED 3.0 0.19%

ELDERLY 6.5 0.42%

HISPANIC AMERICANS 9.0 0.58%

HOMOSEXUALITY 9.0 0.58%

NflNORrriES 64.5 4.13%

NATIVE AMERICANS 8.0 0.51%

WOMEN 35.0 2.24%

Distinct Program Hours with Minority Content 1 54.0 9.85%
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PBS Original Broadcast Hours with Minority Content. FY '89-93

FY '92

Keyword Hours %ofO.B.
AFRICAN AMERICANS 24.0 1.50%

ASIAN AMERICANS 11.5 0.72%

BLACKS 122.9 7.66%

DISABLED 11.0 0.69%

ELDERLY 6.5 0.40%

HISPANIC AMERICANS 13.5 0.84%

HOMOSEXUALm' 20.0 1.25%

MINORITIES 90.3 5.62%

NATIVE AMERICANS 21.5 1.34%

WOMEN 101.2 6.30%
Distinct Program Hours with Minority Content 263.9 16.44%

FY '93

Keyword Hours % ofO.B.
AFRICAN AMERICANS 13.1 0.65%
ASIAN AMERICANS 7.0 0.35%
BLACKS 98.6 4.88%
DISABLED 9.0 0.45%
ELDERLY 16.0 0.79%
HISPANIC AMERICANS 18.5 0.92%
HOMOSEXUALITY 57.7 2.86%
MINORITIES 105.5 5.23%
NATIVE AMERICANS 28.0 1.39%
WOMEN llG.l 5.75%
Distinct Program Hours with Minority Content 338.3 16.76%
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Long Distance Teleconimunications

Sen. Inouye: Has CPB provided financial
support to, or does it plan to

support,
the Minority Long Distance Higher EcJucation Consortium Project wnich
will interconnect using satellites the twenty-seven tribal colleges and the

proposed Latino Educational Public Television channel?

Mr. Carlson: At this point, we have not provided any funding for the American
Indian Higher Education Consortium (AIHEC) project. However, we are

currently holding discu.ssions with AIHEC about their seeking supplemental
funding to complement a grant from the National Telecommunications
Information Administration, which apparently was not at the level which

they had hoped.

The CPB/Annenberg Higher Education Project has already released two
courses for free use by

the Consortium. TTie Project is also currently

reviewing a proposal by AIHEC to test the u.sability of tho.se courses with

the AIHEC membership.

CPB also has provided support to the Native American Public Broadcasting
Consortium (NAPBC) to enable them to have teachers evaluate their video
collection. As a result, the NAPBC has been able to .sell their cassettes to

schools -- both Native American and non-Native American schools.

While we are interested in supporting such efforts, our funding is extremely
limited. There are currently other .sources of funding, al.so underfunded,
such as the Star Schools Program, which can assist in these effort.s.

QUESTIONS SUBMITTED BY SENATOR THAD COCHRAN

Role of CPB in Education

Sen. Cochran: Although I have always considered public television "educational

t.v." I wonder if you see the role of the Corporation for Public Broadcasting

expanding more educationally as the telecommunications industry evolves?

Mr. Carlson: Yes. We believe that education through the use of

telecommunications technologies is becoming public broadcasting's

principal mission. It is the rea.son that CPB has funded many of the

educational programs and services that are in existence today. Services such

as the Satellite Educational Resources Consortium, Learning Link, and

EDISON, and programs such as Square One TV, 3-2-1 Contact, and Wlicrc in

the World is Cannen Sandiego?.

Tlie potential for television to serve as an effective teaching tool is well

supported
in academic research and reports. These studies and

reports
unaerscore how television can have very positive influences on children

when there are good programs and good patterns of television u.se.

Today, educators are looking for new learning approaches using technology
to help them with problems such as severe budget cuts at the local and state

levels, the departure of many skilled teachers from the
profession,

and the

ability to alter curriculum development to keep pace with the nation's

changing needs.

We can help
-- immediately and measurably. We have at our disposal

the

resources of a nationwide network of more than 700 public television and

radio stations. We are poised to develop new services and programs which

will provide access to information economically and effectively. We are

alsopoi.sed to provide programs and services that will directly benefit

children, job training, educational technology, community action, and
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expanded service. By providing these services, we are continuing to serve

the public good by assisting in the economic and educational development
of our country.

Sen. Cochran: I see that in you request you are asking for $50 million for new
education and community service programming. Specifically, the request
discusses new telecommunications technologies such as the development of

educational programming and services that encourage life-long learning

including literacy; distance learning; and, the conversion of television

programs to interactive videodi.scs that can be used in the cla.ssroom. Can

you tell me more about this?

Mr. Carlson: As we continue to seek ways to a.ssist in solving ihe nation's

educational problems, particular emphasis is being given to the educational

uses which can be made of the new telecommunications technology for

teaching adults and young people.

Today's college students are not the typical student of the past. They attend

classes part-time or in the evenings, or are seeking alternative learning

opportunities through work or community organizations. Through distance

learning projects, VCR.s, and computers, we can assist in providing a quality
education that would otherwise be unavailable to them. Classrooms with

computers and modems give students greater access to information, as well

as increased learning opportunities provided by participating in a

collaborative environment.

Over the next .several years CPB, working with a coalition of educators,
station managers, and technologists, develop a .series of projects designed to

strengthen educational programming and services that encourage life-long

learning, distance learning, and interactive technology.

Tlie new
public television satellite will

provide the foundation for these

expanded education activities. It will allow the integration of existing and
new telecommunications technologies such as live, interactive systems;

digital television technologies; high definition television; digital audio

broadcasting; and video compression technologies. Public television will be

able to provide simultaneously more than 40 channels. Each channel will

be able to deliver high quality video and audio services for education, such

as the dedicated math .service, Maihline, announced in May by PBS.

One of the most effective, low-cost ways of reaching large numbers of

employers and employees is through live, interactive videoconferences. To
build on the videoconference content, participants can hook-up to the

fmblic
broadcasting on-line computer .service. Learning Link. Ihis service

inks members to the station and each other, and .serves as an information

center about the station resources as well as an on-line tutorial and provider
of other ancillary materials.

We can provide programming and services to high school students that

teach general workplace skills such as motivation, teamwork, listening,

reading for information, speaking, writing, applied mathematics, and

applied technology.

Ready to Learn Legislation

Sen. Cochran: As you know. Sen. Kennedy and I authorized $25 million in

funding for the production of new preschool programming
in the "Ready to

Learn, Television as Teacher Act." If fundea by this Committee, how would
these new programs complement the Ready to Learn service you mention in

your request?

Mr. Carlson: We strongly supported the pa.ssage of the Ready to Learn Act which

you and Senator Kennedy sponsored and which authorizes funding for 1994.
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The Ready to Learn Act authorizes funds for television programming and

accomnanying support materials and services. If funds are appropriated in

19Q4. tne U.S. Department of Hducation will be
responsible

for funding
television programming. We anticipate that public broadcasters will apply
for funding. However, there is no assurance that they will be eligible or, if

eligible, selected. Therefore, it is imperative that the Dcjiartmcnt work
with CPB to ensure that public broadcasting's experience and success in

creating children's prgoramming are utilized in addressing school readiness.

While our appropriation request
would include funding in 1996 for early

childhood programming and services, it would provide funds to im|ilement
more broadly the types of efforts which have already proven to be successful

in public broadcasting. Adapting programming like Mister Rogers'

Neighborhood and Sesame Street for educational use in daycare settings or

making daycare provider training available is already happening. We
simply need more funding to take these projects nationwide. Depending
upon how 1994 funds are spent, it is po.ssible that 1996 funds could he used

to adapt the new programming in the same way that we are now ada[Ming
our ciiildren's programming. The 1996 funds will allow more communities
to receive the nenefits of these services by providing funding to more
stations nationwide to implement them.

QUESTIONS SUBMITTED BY SENATOR SLADE GORTON

Collaboration of Stations for Bctlcr Service

Sen. Gorton: Several Washington public broadcasting stations are discussing
collaboration to save money and provide better services. On tiie television

side, KCI'S in Seattle and KYVE in Yakima, Washington have already

made such an agreement and KWSU in Pullman and KSI'S in Spokane have

had .several promising discussions along these lines. On the radio side.

Northwest Public Radio (KWSU's five-station eastern Washington network)

KUOW in Seattle and KPLU in lacoma are beginning similar discussions.

Current CPB grant allocation rules can be construed as rewarding sejiarate

discussions. What can the CPB do to encourage more efficient operating

arrangements among public broadcasting stations?

Mr. Carlson: We are encouraging more efficient operating arrangements among

public broadcasting stations by reevaluating and experimenting with

changing Community Service Grant policies. We also are funding

cooperative efforts through the System Development Fund and the CPB
Development Project. We are encouraging the sharing of expertise via the

Management Consulting Service, and are investigating statewide needs and

cooperative possibilities.

For
example,

in
Jul^ 1993, CPB is convening a meeting of all CPB

supported California television and radio stations to investigate the needs of

that state's financially plagued stations. The goal is to generate ideas for

cooperative models for California and other states in similar ciraimstances.

For the next three years, we will encourage stations proposing to conduct
some of their operations jointly with other stations to seek waivers from
CPB in order to be eligible for financial

support. Starting in 1994, we will

have the discretion to waive any of the eligibility criteria for up to three full

years for individual participants. CPB also will evaluate the impact of each
waiver and decide whether to change, continue, or end the waiver period for

a specific grantee.

We are seeking greater
efficiencies through the CPB System Development

Fund (SDF~), which provides money for nonproduction projects critical to

the full development of the public broadcasting system. The SDF has
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funded three projects in the past two years designed to help stations share
informational efficiencies.

We also have established the Development Project Task I'orcc in order to

strengthen the financial health of radio and television stations in the piihlic

broadcasting system.

Proposals have been encouraged to explore methods for radio and
television to cooperate in the field of underwriting. Television stations have

proposed sharing overnight programming, and radio stations have proposed
alternative state-wide networks. We have received 2^ propo.sals that are

currently in the evaluation process.

Service to Rural Communities

Sen. Gorton: Public broadcasting plays an especially important role in the lives of
rural Americans. In comnumities like Forks, Goldendale and CoIHlx,

Washington public radio and television are vital sources of information and
education. In communities like Yakima and Wenatchce, Washington,
KNDA Radio is a lifeline of daily information for Spanish-speaking farm
workers. The Public Telecommunications Facilities Program offers

priorities for new coverage projects, more of which now serve mostly rural

areas. What is the CPD doing to make it possible for these services to get to

all Americans?

Mr. Carlson: Nearly all Americans - over 98 percent
- receive a public television

signal. This universal service is just one of the features of public television

that distinguishes itself from other broadcast services such as cable which
reaches only about 60 percent.

For public radio, we haven't quite finished the job. Approximately 14

percent of the country cannot receive a public radio signal.

CPB is working on this. We have in place several grant programs designed
to bring in new public radio stations mto the system. Many of these will be

the only broadcast service in the community. In other cases, they will

provide programming directed toward unserved or undcrscrved audiences.

We also have provided additional base grants and allowed for a

proportionately higher match of nonfederal financial support to those public
radio stations that serve people of color. We have increased funding to

stations serving rural communities. We even have a fund for stations that

wish to extend their service to areas currently unserved.

For example, CPB has provided grants to A^ stations through our Signal
F,xtension Service that will make it possible for public radio to reach over 3

million more listeners.

l*ublic Telecommunications Infrastructure

Sen. Ciorton: Public television is involved in a large number of innovative

satellite and terrestrial telecommunications projects aimed at extending a

broad range of educational opportunities
to all Americans. In May, I

witnesses a demonstration of dozens of examples of these efforts on Capitol
Hill. In Washington, the most far-reaching of these efforts is the

Washington Higher Education Telecommunications System operated by
KWSLJ at Washington State University. It served classrooms in Pullman,

Richland, Seattle, Spokane, Vancouver in Washington
-- and in Moscow,

Idaho. Wenatchee and Yakima will soon be included as well. What is CPB
doing to encourage similar innovative educational uses of the public
telecommunications infrastructure?

Mr. Carlson: Many of the projects demonstrated at the learning Solutions

exhibit received development and start up funding from CPB. Learning
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Link, Teacher Training Institute, and the Satellite Educational Resources

Consortium are three examples. CPB always has been supportive and

encouraged innovative uses of telecommunications. In fact, the Washington
Higher Education Telecommunications System received support in its early

stages from CPB.

We are now currently supporting research and development activities for

the use of the new satellite, such as PBS Mathline, the interactive service in

development to improve teaching and learning of math, and the VSAT
system which will make data, voice, video, and multimedia services

available for schools.

With the funds requested for 1996, we will be able to direct resources

toward such activities. We intend to exploit new telecommunications

technologies, including the federally funded public telecommunications

satellites, for educational purposes.

We will be able to encourage teleconferencing service providers to partner
with existing public broadcast facilities. We will use a range of computer
conferencing and audio teleconferencing technologies to encourage greater

Earent

and teacher involvement in seekmg educational solutions. We will

e able to combine advanced technology with advanced teaching strategies
- and measure their effectiveness. We will be able to broaden the subjects

taught and groups reached (including the disabled or underachieving
student) by distance education.

We have a strong track record in leveraging federal dollars to the maximum
extent possible. However, our experience has found that federal support is

necessary because these types of programs and services simply do not

attract sufficient private fiinding.

Objectivity and Balance

Sen. Gorton: Could you please explain how the CPB "objectivity and balance" or
the "Open to the Public" campaign are serving the perceived needs of PBS
viewers or the perceived "objectivity and balance" needs of Congress?

Mr. Carlson: Congress expects us to strengthen and enhance the high quality,

diversity, creativity, excellence, innovation, objectivity and balance of

national programming. It also expects us to safeguard the principles of
artistic and creative freedom and the independence of the public

broadcasting system.

The "Open to the Public" campaign is one way of enabling us to seek
reaction from the public and from local stations on national programming.
In turn, these reactions will assist us in our review of programming as we
seek to ensure that we are meeting Congress' goal of providing high quality

programming that is objective and balanced in its handling of controversial

issues.

QUESTIONS SUBMITTED BY SENATOR TED STEVENS

Rural Stations

Sen. Stevens: At the 1994-96 reauthorization hearings, we were told that with the
additional funding proposed, substantial new support would be directed to

rural and minority radio stations. In the course of CPB's station grants
review, rural stations were informed that they would receive approximately
$30,000 in additional dollars beginning on October 1, 1994. Now we hear it

may be substantially less than that. What will be the specific increases in

dollars for remote rural locations in the first year of the new reauthorization

beginning October 1, and how much can be expected given the freeze to the
FY 1995 level of $292.6 million in the President's budget and the House
subcommittee mark?
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Mr. Carlson: In 1994, the rural stations in CPB's Community Service Grant
(CSG)/National Program Production and Acquisition Grant (NPPAG)
program will receive, on average, a 25 percent boost from $37,000 to

$46,250. The actual increases tor individual rural CSG/NPPAG stations
will range from $19,000 to $33,000.

In FY 1995, these same stations will receive, on average, a boost of $2,960,
or 6.4 percent, the same percentage increase as CPB's appropriation from
FY 1994. Specific increases depend on the reported nonfederal financial

support (NFFS) of each station.

In addition, there are 19 stations participating in CPB's expansion program.
Three of these 19 stations will qualify for a rural incentive equal to $26,000
in FY 1994. That will increase their grants from $12,500 to $38,500.

There are 14 Sole Service stations, also in remote rural locations, that will

each receive $26,000 in 1994; 12 of those will receive an additional incentive

of $11,000 for installing downlinks to receive national programming.

If CPB's appropriation for 1996 is frozen at the House level, we will be
unable to continue providing increases to stations serving rural

communities. A freeze would in effect reduce the amount of funds received

by these stations since it would not keep pace with inflation.

Sen. Stevens: CPB made a good start in beginning sole service assistance grants
for extremely small, remote stations which provide the only broadcast

service to their populations. If the CPB
appropriation figure for FY 1996 is

increased, what is the intention of CPB witn regard to increasing support for

sole service stations which now receive just $24,000 per year?

Mr. Carlson: In 1994, sole service stations will receive $26,000, up from the

$24,475 they received in 1993. This represents
a 6.4 percent increase.

Under changes to the grant programs in 1994, sole service stations will be

eligible to receive national programming grants if they have downlink

capabilities. In 1994, this grant will equal $11,000; in 1995, it will be

$1 1,704, a 6.4 percent increase.

In 1994, 12 of the 14 sole service stations will be eligible to receive these

national programming grants, bringing their individual grant totals to

$37,000. This will increase to $37,704 in 1995. By contrast, sole service

stations in 1989 received only $4,000.

In 1996 any grant increases to sole service stations will depend on increases

to CPB's appropriation.

Sen. Stevens: In the context of the last reauthorization hearing, CPB allocated

specific funds for rural and minority stations which do not benefit from the

CPB-supported Arbitron research conducted for urban stations. What is

CPB's intent with regard to continuing or increasing support for research for

rural stations?

Mr. Carlson: CPB does not provide funding for Arbitron research conducted for

individual stations, urban or rural; such research is paid for entirely by the

participating stations.

Stations .serving areas were Arbitron does not survey cannot take advantage
of discounts that Arbitron offers to public

radio stations. Consec^uently,
stations in remote rural areas may find it more expensive to obtain audience

measurements.

In 1991, CPB allocated funds for
special support of audience research in

rural areas on a one-time-only basis, pending a review of CPB's general
station grant programs that was beginning at that time. ITie review was

I

I
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expected to result in increased allocations of support for rural stations,

which they could use at their discretion for almost any purpose, including

buying audience measurements. As a result of that review, the grant

programs were in fact revised to increase support for those allocations.

This makes it possible for the stations to determine for themselves whether

to purchase such research or to direct the increased support to other

activities.

Native American Satellite Service

Sen. Stevens: CPB recently showed excellent
leadership

in providing start-up
ftinds for a Native American satellite channel. What efforts will be made to

ensure that adequate funds will be available to develop and maintain

programming for that channel?

Mr. Carlson: Our funding of AJROS (American Indian Radio on Satellite)
included programming as well as operational support. We fully funded the

Native American Public Broadcasting Consortium proposal which sought

funding over a three-year period.

CPB also has increased by as much as 50 percent the programming grants
that CPB-supported Native American stations receive. These grants are

restricted to the production and acquisition of national programming and
will help ensure that AJROS can become self-sustaining.

CPB will continue to welcome programming proposals through its

competitive Radio Program Fund. It is this funding mechanism that led to

the creation of AIROS, funded the award-winning "Spirits of the Present,"
and fully funded a program planning proposal

titled "Indigenous Voices."

We expect a report on the planning for "Indigenous Voices" within the next

few months.

Finally, we anticipate that AIROS' most important programming resource

will be some of the nearly two dozen Native American stations that share

their existing local programming with the broader Native American
audience.

We also provide substantial local station support through the Community
Service Grants program. We are increasing the amount of the grants to

Native American stations by as much as 50 percent. This is occurring at a

time when most station grants will remain level or decrease. The

Community Service Grants, when combined with local resources, will help

improve local programming for Native Americans and therefore create

opportunities for better programming on AIROS.

Sen. Stevens: Three years ago, CPB provided start-up funds for two important
Native American station development projects

~ the Indigenous
Communications A.ssociation in the lower 48 states — and a Native

broadcast training center in Alaska. Only two years of start-up funds were

provided for these projects, though CPB's practice has been to provide

support for new programs, such as through the CPB Program Fund, for at

least five years, to allow them to attain self-sufficiency. What are CPB's

plans to ensure these essential programs for Native American stations

continue? To what extent could this be impacted by the hard freeze in the

House mark?

Mr. Carlson: We provided one-time only start-up grants to the Indigenous
Communications Association (ICA^ and the Indigenous Broadcasting
Center (IBC) to allow an opportunity for them both to evolve into stable

structures capable of offering needed services to their constituents. The
initial grant is scheduled to conclude in Fall 1993.
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We now have broadened our funding from infrastructure support to

program support. CPB currently supports these efforts in a variety of ways.

In June 1993, the ICA was awarded a two-year professional development
grant, titled "Native American Radio Stations Board Development and
Governance." This grant will strengthen the management and governance
structure of two dozen Native American radio stations, whose relationship
with their licensees often complicates and sometimes impedes stations*

broadcast service. Also in 1993, the ICA received infrastructure assistance

to develop an institutional business plan. Tlie goal is to apply strategic

planning to maintain the ICA, including assistance in identifying new

funding sources.

CPB also supports ICA efforts to strengthen Native American stations by
funding the American Indian Radio On Satellite

project,
which will allow

the stations for the first time to receive and distribute programming by
satellite. It also creates an avenue for diverse Native American
communities to communicate and network about their interests with each

other.

CPB's recent adjustment in the formula for disbursing Community Service

Grants (CSGs), and National Program Production and Acquisition Grants

(NPPAGs), will result in increases ranging from 25 percent to 75 percent for

Native American public radio stations.

Two awards were made in June 1993, that provide additional support for

the Indigenous Broadcast Center. TTie Alaska Minority Stations Training

project will provide ten on-site workshops, coordinated by the Indigenous

Broadcasting Center, in production, on-air fund-raising, and announcing for

minority stations KOTZ-AM, Kotzebue; KBRW, Barrow; KDLG,
Dillingham; KSKO, McGrath; KYUK, Bethel; KNSA, Unalakleet; KIYU,
Galena; KCUK, Chevak; and KUHB, St. Paul Island. The

application
was

made for these stations and the IBC by KOTZ. The IBC will also

coordinate the training aspects of the Native American Radio Station Board

Development and Governance project.

We are currently supporting other professional development efforts that

benefit Native American public broadcasters. A
grant

was awarded to

Raven Radio Foundation in Sitka, Alaska, that will train Alaska Natives

and others in fund-raising, the use of digital equipment, and news reporting.
Individualized professional growth assessments for each participant

will be

given. Native American public broadcasters in the Lake Superior region
are also being trained in public affairs production.

In addition, CPB intends to seek advice from the Indigenous Broadcasting
Center and the Alaska Public Radio Network about its .system-wide training

needs assessment.

The hard freeze in the House mark will
principally

effect the amount
available to stations through the Community Service Grant and National

Program Production and Acquisition Grant programs, as well as the.

expansion grant programs. To the extent this freeze constrains the

availability of CPB's discretionary funds, support for professional

development will also be affected.

Satellite Reception

Sen. Stevens: Remote stations such as KBRW (Barrow) and KOTZ (Kotzebue)
are still experiencing severe satellite reception problems. How will this be

improved by the satellite replacement funds provided by the

Subcommittee?
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Mr. Carlson: Radio stations in northern Alaslca require larger and more

expensive equipment in order to receive an adequate signal from the public
radio satellite. Due to their locations, their satellite receive dishes must be

placed at a 203 degree look-angle, as opposed to stations in Anchorage and
Fairbanks which can employ a 5, 7 or 10 degree angle. Stations in northern

Alaska will need to install 7 meter satellite dishes. The cost would be

approximately $50,000 for each station.

Since the satellite must provide service to a geographic area that covers

northern Maine to Puerto Rico and from Hawaii to northern Alaska,
locations at those extremes often require

additional technical designs.
While these dishes will dramatically improve the quality of the station's

reception, it will not provide optimal service simply because of the

geographic extremes in which the stations are located.

Last fall, CPB held joint meetings with National Public Radio (NPR), the

Public Telecommunications Facilities Program (PTFP), the National

Federation of Community Broadcasters (NFCB), and others to discuss how
to address the Alaska stations' unique satellite needs as well as the needs of

small minority and rural stations in the lower 48 states and Puerto Rico. An
NPR engineer visited Barrow and Kotzebue this month in order to work on
the installation and correct any problems. NPR is also sending

programming specifically for Alaska on a channel that has a stronger signal,
and is redistributed by Alaska Public Radio Network (ARPN). NPR is

evaluating the installation of signal boosters and larger receive dishes.

Through its Downlink Assistance project, CPB is funding the frequency
coordination for KIYU, Galena; KCHU, St. Paul Island; KSRD, Seward;

KCUK, Chevak; KSDP, Sand Point; KIAL, Unalaska; and KNSA,
Unalakleet.

The project will also reimburse APRN a maximum of $500 for incidental

legal fees associated with the satellite interconnection of the participating
stations.
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ACTION

STATEMENT OF G. GARY KOWALCZYK, ACTING DIRECTOR
ACCOMPANIED BY DAVID N. SPEVACEK, ACTING ASSOCIATE DIREC-

TOR FOR MANAGEMENT AND BUDGET

BUDGET REQUEST

Senator Harkin. Our next witness is G. Gary Kowalczyk, Acting
Director of ACTION, the domestic volunteer agency. For fiscal year
1994, ACTION has requested $206.7 million, an increase of $5.2
million or 2,6 percent over the 1993 level.

Mr. Kowalczyk, we are happy to have you with us this morning
and look forward to your summary of ACTION'S budget request for

1994.

SUMMARY STATEMENT

Mr. Kowalczyk. Thank you, Mr. Chairman. With me today is

David Spevacek, the Acting Associate Director for Management
and Budget. With your permission, I would like the full statement
inserted into the record, and I will summarize that for you.
At ACTION

today,
we view this as an exciting time for the future

of the Agency and national service. The administration, as you
know, has submitted proposed legislation, the National Service
Trust Act of 1993, to offer educational opportunity, reward personal
responsibility, and build the American community. This legislation
is currently under consideration by both the House and the Senate.
With respect to our Agency and its programs, the legislation

would reauthorize and strengthen ACTION, Volunteers in Service
to America [VISTA], and our Older American Volunteer Programs.
VISTA would maintain its fundamental mission of alleviating pov-
erty and poverty-related problems in the United States by encour-

aging and enabling Americans of all ages and backgrounds to pro-
vide meaningful and constructive volunteer service on a full-time
basis.

action's Retired Senior Volunteer, Foster Grandparent, and
Senior Companion Programs would continue to enable older indi-

viduals to contribute to their communities through volunteer serv-

ice, enhancing the lives of the volunteers and those whom they
serve.

The National Service Program is to be administered by a new
Government Corporation for National Service created by combining
the Commission on National and Community Service and the
ACTION Agency. The bill provides for the transfer of ACTION'S
programs into the corporation up to 18 months after passage of the

legislation.
As this committee is aware and has supported actively in the

past, our programs have an impact that goes far beyond the modest

(1003)
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sums they require. We leverage huge numbers of committed, caring
individuals who are focused on making a better life for the most
vulnerable people in their communities.

In fiscal year 1993, with the funds appropriated by this commit-
tee, our programs will support approximately one-half million vol-

unteers, old and young, full-time and part-time, who will conduct
a wide variety of volunteer activities such as providing home care
for the frail elderly, helping to increase literacy rates, providing
support services to homeless families, carrying out

intergenerational programs that are critical to both our Nation's

youth and older populations, and providing support for children
with special needs.
We believe these programs are extremely cost effective. Our total

costs under VISTA are less than $13,000 per year for each year of
service. Under the Retired Senior Volunteer Program they are less

than 50 cents per hour for each hour of service. Under Foster

Grandparents and Senior Companions, they are less than $3 per
hour.
Our request before you is for $206.7 million, which represents an

increase of $5.2 million above fiscal year 1993 levels. In general,
this request is designed to maintain the same level of activity as
in the prior year. Pending legislation before the Congress envisions

growth in these programs. Of the funds requested under the Na-
tional Service Trust Act, an additional $10 million would be ear-
marked for the expansion of ACTION'S programs, including $4.3
million for VISTA and $5.7 million for the Older American Volun-
teer Programs.

PROGRAM HIGHLIGHTS

I would like to highlight several activities that are ongoing in

these programs.
This summer under VISTA, about 700 volunteers, age 18 and

above, are spending a summer in service in 33 projects across the

country addressing primarilv the needs of children at risk in low-
income communities. VISTA's are working with Habitat for Hu-
manity rehabilitating houses; they are working on literacy pro-
grams in conjunction with the Literacy Volunteers of America; they
are providing support services within shelters or transitional hous-

ing through local affiliates of the National Coalition for the Home-
less; and they are working with State health agencies on a variety
of health needs of low-income communities. We recently completed
an independent evaluation of the VTSTA program, and it concluded
that the program is very much meeting its legislative goals, and
recommended further program expansion.
For our older American programs, our 1994 budget will focus on

the needs of our existing projects for additional resources. The com-
mittee, of course, has been a strong supporter of these programs in

the past. In addition to supporting programmatic innovation and
expansion of local projects, there are specific fiscal issues facing
many of these projects that we believe require attention.
We are promoting partnerships with our older American pro-

grams in a variety of governmental, nonprofit, and other organiza-
tions, in order to maximize their impact. For example, we have
held discussions with the Health Care Financing Administration
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with the aim of exploring the use of the Medicaid waiver program
as a means to increase opportunities and services through the Sen-
ior Companion Program. And we have held conversations with the
Bureau of Head Start to encourage greater use of Foster Grand-

parents in Head Start Programs.
Mr. Chairman, as a strong supporter of the older American pro-

grams, I know that you recognize their worth. We believe that
older Americans want to give something back to their communities,
and these programs are critical to provide that opportunity.

PREPARED STATEMENT

Finally, the budget before you includes money for the Office of

the Inspector Greneral within the Agency and for program adminis-
tration including the administrative savings identified by the ad-

ministration as a key component of its overall budget proposals.
That summarizes the budget for fiscal year 1994 that you have

before you, and I am available to answer any questions that the
subcommittee may have.

[The statement follows:]

Statement of G. Gary Kowalczyk

Mr. Chairman and members of the committee, as the Acting Director of ACTION,
I am pleased to appear before you today to discuss tiie Agency's budget and pro-

grams for fiscal year 1994.
At ACTION, we view this as an exciting time for the future of national service.

The Administration has submitted propos^ legislation, the National Service Trust
Act of 1993, to offer educational opportunity, reward personal responsibility, and
build the American community. The President has said that national service "is

rooted in the concept of community: the simple idea that none of us on our own will

ever have as much to cherish about our own lives if we are out here all alone as
we will if we work together." This legislation is currently under consideration by the

authorizing committees in both the House and the Senate.
With respect to ACTION and its programs, the legislation would reauthorize and

strengthen ACTION'S Volunteers in Service to America (VISTA) and Older Amer-
ican Volunteer Programs. VISTA would maintain its fundamental mission of alle-

viating poverty and poverty-related problems in the United States by encouraging
and enaoling Americans of all ages and backgrounds to perform meaningful and
constructive volunteer service on a fiill-time basis. ACTION'S Retired Senior Volun-
teer, Foster Grandparent, and Senior Companion Programs would continue to en-
able older individuals to contribute to their communities through volunteer service,
enhance the lives of the volunteers and those whom they serve, and provide commu-
nities with valuable services.

The national service program is to be administered by a new government Corpora-
tion for National Service, created by combining the Commission on National and
Community Service and ACTION. All programs authorized under the National and
Communitv Service Act and the Domestic Volunteer Service Act, including VISTA
and the Older American Volunteer Programs, will be administered by the Corpora-
tion. The bill provides for the transfer of ACTION'S programs into the Corporation
up to 18 months after passage of the legislation.

My testimony today will focus on and highlight the budget request for fiscal year
1994 pending before this Committee.
The primary mission of ACTION'S programs is to stimulate voluntary citizen par-

ticipation in community-based efforts to meet the needs of the poor, the disadvan-

taged, and the elderly. These programs have an impact that goes far beyond tiie

modest sums they require, leveraging huge numbers of committed, caring individ-
uals who are focused on making a better hfe for the most vulnerable people in their
communities. In fiscal year 1993, with the funds appropriated by the Congress, AC-
TION'S programs will support approximately one-half million volunteers—old and
young, mil-time and part-time, stipended and nonstipended—who will conduct a
wide variety of domestic volunteer activities, such as providing home care for the
frail elderly, increasing literacy rates, providing support services to homeless fami-
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lies, canying out intergenerational programs that are critical to both our nation's

youth and older populations, and providing support for children with special needs.

ACTION'S cornerstone, throughout its history, has been that local communities
define, develop, and implement volunteer initiatives, thereby assuring that local

needs are being addressed. We believe that this focus should continue in the future.

The Agency's budget request for fiscal yeeir 1994 is $206.7 million; this represents
an increase of $5.2 million above fiscal year 1993 levels. In addition, of the funds

requested under pending legislation for the National Service Trust Act, an addi-

tional $10 miUion would oe earmarked for expansion of ACTION'S programs, includ-

ing $4.3 million for VISTA and $5.7 million for the Older American Volunteer Pro-

grams.
I would Uke to summarize for the Committee ACTION'S cvurent program activi-

ties and the budget request for fiscal year 1994.

VOLUNTEERS IN SERVICE TO AMERICA [VISTA]

VISTA, now almost 30 years old, has enabled about 100,000 Americans of all ages
and backgrounds to contribute a significant portion of their lives in addressing the
critical needs of low-income communities. Volunteers focus their activities on prob-
lems such as those facing at-risk youth, ilUteracy, unemplo3mient, hunger, substance

abuse, and homelessness.
VISTA's program history is rich. Volunteers have built shelters for the homeless,

organized and run literacy proiects,
estabUshed food banks, organized community

development efforts, establisned water and wastewater systems where none existed,
and set up cooperatives to market products for low-income farmers. President Clin-

ton, when he was Governor of Arkansas, paid tribute to the VISTA Volunteers in

his home state in a preface to a book on tne history of VISTA: "Contemporary Ar-

kansas," he wrote, "owes much to the ground-breaking efforts of VISTA
Volunteers * * VISTA taught us about the importance and power of people
building fi*om within."
ACTION has also begun a new VISTA Summer Associates Pro-am with funds

made available through the Commission on National and Commumty Service in fis-

cal yesir 1993. About 700 volunteers aged 18 and above are spending a summer of
service addressing primarily the needs of children at risk in low-income commu-
nities. These VISTA Summer Associates are serving with full-time VISTA Volun-
teers to complete a variety of discrete prefects.
Our budget request for fiscal year 1994 for VISTA is $36.2 million, an increase

of $1.6 million above the amounts available in fiscal year 1993. With these funds,
we expect to achieve approximately 2,928 volunteer service years under VISTA, ap-
proximately the same as in the prior year. The funding level will support:—Increases in the subsistence payments for volunteers in order that the average

subsistence allowance will be about 105 percent of the poverty index for a single
individual, as currently required by the Domestic Volunteer Service Act;—Increased health care costs for volunteers, reflecting general trends in the
health care industry;—Increased amounts for public awareness and recruitment activities;—Continued increases in the recruitment and enrollment of recent college grad-
uates and younger volunteers into the program;—Increased emphasis on volunteer and project activities related to economic de-

velopment and community development, as well as community-based health

projects.
The total costs of a VISTA service year in fiscal year 1994 will be approximately

$12,300.
In fiscal year 1994, the VISTA program will continue activities designed to help

accomplish its mission of alleviating poverty by enabling people to perform meaning-
ful and constructive volunteer service. We recently have completed a substantial
evaluation of VISTA, and it determined that the program is meeting its legislative

goals and recommended further program expansion.

VISTA LITERACY CORPS

The VISTA Literacy Corps develops, strengthens, supplements, and expands the
efforts of

private
and public nonprofit organizations at the local. State, and Federal

levels to Kelp overcome the proolems of illiteracy. Volunteers under the Literacy

Corps
serve as mobilizers and catalysts in recruiting and training tutors, identifying

students needing assistance, and promoting literacy within the community to gamer
financial and other

support.
As required by the Domestic Volunteer Service Act, vol-

unteers funded through the regular VISTA program also participate in literacy

projects.



1007

In fiscal year 1994, the budget request of $5.3 million will support 430 volunteer
service years, the same level as in fiscal year 1993. Minor increases in available
funds will provide greater support for existing volunteers, including the same in-

creases described earlier under the regular VI^A program.

STUDENT COMMUNITY SERVICE

Under this program, ACTION involves high school, vocational, and college stu-

dents in community service programs dealing with the problems of the poor, such
as hunger, homelessness, illiteracy, and unemployment. In these projects, students
serve in a range of roles on a part-time basis, such as companions to the elderly,
counselors to peers on drug prevention, organizers of housing rehabiUtation projects,
and tutors in educational programs. Volunteers do not receive any remuneration for

their activities.

We expect to support a few new projects with available funds in fiscal year 1993
and to continue projects funded with multiyear grants in the prior years.
In fiscal year 1994, under the Administration's legislative proposal, the request

of $1 million will be targeted on the University Year for VISTA program, where stu-

dents will be given the opportunity to spend up to a fiill year in full-time service
under university-sponsored VISTA programs.

SPECIAL VOLUNTEER PROGRAMS

Under Part C of Title I of the Domestic Volunteer Service Act, ACTION has broad

authority to conduct demonstration, innovation, and other activities designed to

achieve the overall mission of stimulating volunteer activity throughout the covmtry.
Over the last several years, although not required by tiie Act, we have focused our
activities on education efforts to prevent illicit drug use, with priority being given
to projects designed to assist at-risk youth in low-income communities.

In fiscal year 1993, we are in the process of awarding approximately one-half of
available monies for drug abuse activities. We are also providing support for an
intergenerational initiative that would link older American volunteer programs with

youth service and youth organizations.
In fiscal year 1994, we are requesting $1 million to support demonstration and

innovation projects to further promote service and volunteerism, with a focus on tiie

needs of local communities.

RETIRED SENIOR VOLUNTEER PROGRAM

action's Older American Volunteer Programs enable our nation's seniors to con-
tribute to their communities through volunteer service, enhance the lives of the vol-

unteers and those whom they serve, and provide communities with valuable serv-
ices.

The Retired Senior Volunteer Program (RSVP) is ACTION'S largest, involving
over 430,000 nonstipended volunteers serving in over 56,000 locations and individ-
ual sites around the country. RSVP offers retired seniors the oppoitunity to use
their talents and experience in community service. It is a flexible program, match-
ing volunteer interests and time with local community needs. Volunteers serve in
such places as senior and community centers, nutrition sites, shelters, courts,
schools, museums, libraries, hospices, hospitals, nursing homes, and Head Start pro-
grams. The volunteers address a broad range of nee^ in the area of education,
health, public safety, and the environment.
A key aspect of the program is its intergenerational activities, where seniors xise

their talents to enrich the lives of our nation's youth, particularly those with special
needs.

Diiring fiscal year 1993, Retired Senior Volunteers are contributing almost 78 mil-
lion hours of service, the equivalent of almost 10 million work days of effort, in 746
ACTION-funded projects across the nation.
The fiscal year 1994 request for RSVP represents an increase of $1.1 million

above the amounts available in the prior year. This increase will restore a reduction
of $442,000 in the annualized level of support for the program in the prior year,
as well as address the funding needs of existing ACTION- and non-ACTION-ftuided
projects. In addition to supporting programmatic innovation and expansion of local

projects, the specific fiscal issues reqviiring attention are: staffing imbalances among
some projects, reductions in other pubUc and/or private sector resources, and gen-
eral administrative cost increases.
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FOSTER GRANDPARENT PROGRAM

The Foster Grandparent Program enables low-income persons aged 60 and older
to provide person-to-person services to children with special or exceptional needs.
Volunteers serve in schools, hospitals, juvenile detention centers, Head Start pro-

grams, shelters for abused or neglected children, and a variety of other sites. To par-

ticipate, an individual's income must be at or below 126 percent of the poverty level,
and they receive a

stipend
of $2.45 per hour for their service.

In the current fiscal year 23,000 Foster Grandparents will spend nearly 21 million
hours in 275 projects providing supportive, person-to-person services to over 77,000
children with exceptional or special needs.
The fiscal year 1994 budget includes $66.3 million for the Foster Grandparent

Program, an increase of $1.5 million above the prior year level. These monies will

restore a reduction in the annualized level that occurred in fiscal year 1993, address

increasing administrative and volunteer support costs for existing projects, and sup-
port programmatic innovation and

expansion. Among the programmatic issues to be
addressed are support for summer school and Head Start programs with concentra-
tions of low-income families; support for youth enrolled in job training programs;
and assistance to youth in residential juvenile justice settings.

SENIOR COMPANION PROGRAM

Senior Companions, all of whom are low-income volunteers, provide personal as-

sistance and companionship, primarily to older adults who have phvsical, mental,
or emotional impairments, in order to help these adults achieve ana maintain the

highest level of independent living.
The Senior Companion Program supplements prescribed, formal, home health

medical and homemaker/chore services. The development of quality personal rela-

tionships encompassing a variety of peer support activities is fostered by regular
one-on-one contact with clients during the requu^d 20-hour weekly service schedule.
On average. Senior Companions serve 3.5 clients per week.

In fiscal year 1993, with the additional monies provided by the Congress, we have
started four new projects, as well as awarded 18 grants for programs of national
simificance. In total, approximately 12,000 Senior Companions in over 180
ACTION- and non-ACTION-funded projects will participate in the program, serving
35,000 adults.

The fiscal year 1994 budget includes $29.8 million for the Senior Companion Pro-

gram, an increase of $300,000 above the prior year level. We anticipate that this

funding will enable existing projects to maintain the same level of volunteer activity
as in the prior year.

INSPECTOR GENERAL

ACTION'S independent Inspector General carries out audits and investigations
with the goals of increasing organizational efGciency and preventing fi'aud, waste,
and abuse. This fiinction contributes to effective management of the Agency ana
helps assure the taxpayer that fiinds are well spent.

In the current year, among other activities, tnis Office is continuing efforts to con-
duct "program audits" that are designed to help improve the delivery structure of
ACTION'S m^or programs.
The fiscal year 1994 budget includes $947,000 for the Office of the Inspector Gen-

eral, an increase of $11,000 above the prior year level. This will support 12 fiill-time

equivalent positions and related costs.

PROGRAM ADMINISTRATION

Program administration fiinds enable the Agency to perform its full range of stat-

utory responsibilities in the management, oversight, and promotion of domestic vol-

unteer programs. As this Committee is aware, ACTION maintains offices in nine

regions ana 47 states, as well as headquarters. Our responsibilities include assuring
that the programs we support are of the highest quality; they offer meaningful expe-
riences to volunteers; the purposes of the law are met with integrity, effectiveness
and efficiency; and Federal fiinds are well spent. We view our primary mission as

facilitating our programs and projects in carrying out their statutory responsibil-
ities.

In the area of program administration, ACTION is committed to achieving the ad-
ministrative savings identified by tiie Administration as a key component of its

overall budget agenda. Our budget includes a reduction of seven ftill-time equivalent
positions as the first step toward a multiyear staffing reduction, as well as various
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reductions in administrative overhead and costs. In total, the budget request is

$31.3 million, which represents an increase of over $300,000 above the prior year
level, but a reduction oi over $1 million below existing levels when inflation is con-
sidered.
Mr. Chairman, that summarizes ACTION'S budget for fiscal year 1994. I am

available to answer any questions that the Subcommittee may have.

Biographical Sketch of G. Gary Kowalczyk

Gary Kowalczyk was named Acting Director of ACTION, the Federal Domestic
Volunteer Agency, on May 2, 1993. Prior to that, he served since February 2, 1993,
as Acting Associate Director of ACTION for Domestic and Anti-Poverty Operations

responsible for providing overall program and management guidance, direction, and
review to the headquarters, regional, and state offices which directly support AC-
TION'S programs, sponsors, and volunteers nationwide.
Mr. Kowalczyk came to ACTION in 1989 and has served as the Agency's Comp-

troller and as the Associate Director for Management and Budget, supervising all

management and administrative support functions including accounting, budget,
grants and contracts, personnel, automation, and administrative services.

His Federal Government experience prior to joining ACTION includes service as
the Associate Administrator for Policy Analysis at the General Services Administra-
tion; the Director of the Office of

Planninjpt, Budget, and Program Analysis at the

Department of the Treasury; and the Chief of Planning and Budgeting at the Office
of Education in the Department of Health, Education, and Welfare.
Mr. Kowalczyk also served as a Peace Corps Volunteer in Ethiopia and was a re-

cniiter for the Peace Corps and VISTA programs.
Mr. Kowalczyk holds a Master of Arts Degree from the University of Illinois. His

awards include the Presidential Meritorious Senior Executive Rank Award.
He, his wife, and one child reside in McLean, Virginia.

Biographical Sketch of David N. Spevacek

David N. Spevacek, ACTION'S Comptroller since May, 1992, has been Acting As-
sociate Director of ACTION for Management and Budget since February 2, 1993.
In this capacity he is responsible for all financial, personnel, automation, procure-
ment, and administrative services of the Agency.

Prior to joining ACTION, Mr. Spevacek served for six years with the Health Care
Financing Administration of the Department of Health and Human Services, first

as Budget Director and later as Director of Financial Management.
From 1971 through 1985, Mr.

Spevacek
worked for the Office of Management and

Budget. For four years he workea on executive personnel and management issues
and for ten years he was a senior budget analyst dealing with the United States
Information Agency and the Department of State.
Mr. Spevacek worked for the Department of the Treasury on two occasions: first

as a Management Intern and Employee Development Specialist with the Internal
Revenue Service from 1968 to 1971, and in 1986 in the Office of the Secretary of
the Treasury.
A native of Wisconsin, Mr. Spevacek is a graduate of the University of Wisconsin

and holds a Master of Public Administration Degree from the Maxwell School of

Sjrracuse University.
Mr. Spevacek and his wife have two children and reside in Falls Church, Virginia.

FUNDING FOR OLDER AMERICAN VOLUNTEER PROGRAMS

Senator Harkin. Thank you very much, Mr. Kowalczyk. How
much money is in the senior—^the Retired Volunteer Senior Pro-

gram?
Mr. Kowalczyk. The Senior Companion Program has in its re-

quest $29.8 million, which is an increase of $300,000 above the

prior year.
Senator Harkin. The Retired Senior Volunteer Program?
Mr. Kowalczyk. I am sorry. The Retired Senior Volunteer Pro-

gram has a request of $34.8 million, which is an increase of $1.1
million above the prior year.



1010

Senator Harkin. That has been a very successful program, has
it not?
Mr. KOWALCZYK. Yes; we believe all three of our older American

programs have been extremely successful. As you know, they are

very much locally based—local communities determine the kind of

activities that would benefit from volunteer support—and older

American volunteers are actually in more than 50,000 sites across
the country. There are about 1,100 projects, but the volunteers
themselves work at over 50,000 different locations, ranging from

hospitals to schools to shelters. All kinds of local communities and
organizations who need support use these volunteers to help meet
critical needs in those communities.

NATIONAL SERVICE PROPOSAL

Senator Harkin. As you indicated in your prepared testimony,
President Clinton's national service proposal would incorporate AC-
TION into the new Corporation for National Service. Like any or-

ganizational merger, I imagine there could be problems and pitfalls
as well as potential benefits to ACTION as a result of this legisla-
tion. Can you give me a general idea of how ACTION'S employees
and volunteers feel about this proposal?
Mr. KoWALCZYK. With respect to our volunteers, our older Amer-

ican project directors associations are on record as supporting the

proposal and are working with both authorizing committees in the

Congress to try to get a final bill that meets all of their needs and
all requirements. I think generally across the range of programs
that we support there is general elation to the fact that the Presi-

dent has recognized an area that the agency itself has been sup-
porting for a long time, as you are aware, and so we look for this

as the opportunity for growth and expansion that may not have
been available in the past.
With respect to our employees, I think they, too, very much see

a recognition of the worth of our programs and the activities of the

organization over its 30-year history. With any organizational
change, there is always some concern that gets registered about or-

ganizational shifts, and we will go through that as any organiza-
tion would. But I think the overall message is a positive one be-
cause of its potential impact on our programs.

ADMINISTRATIVE SAVINGS

Senator Harkin. Mr. Kowalczyk, one thing I am concerned about
is the dual purposes of ACTION. You say in your prepared testi-

mony you are committed to achieving the administrative savings
called for by President Clinton. Yet at the same time, a major Pres-
idential priority is to increase the number of individuals participat-

ing in community service, national service volunteer programs.
Again, you get down to this problem, probably one of the most

frustrating things about being a volunteer in any program or any
situation is you volunteer your time, you go to a certain place for

a certain period of time to do something, and there is no one there
to administer it, there is no one there to tell you what to do, to or-

ganize, and you sort of fiddle around, you waste your time, and you
wonder why am I volunteering my services. And it is a constant
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battle between cutting administrative expenses to the point where
you are not able to organize effectively to get the most out of the
volunteers you have.
And so again, it is almost like a conflicting priority. You want a

decrease in administration, which we all want to do, but you want
to increase the volunteers, and I am just wondering if these con-

flicting goals are creating any problems at ACTION?
Mr. KowALCZYK. In this case, I do not think they will, Mr. Chair-

man. We rely, as you know, on our local projects for administering
these programs. Most of the $5 million additional money in our fis-

cal year 1994 request—almost $3.5 million—is for our older Amer-
ican programs. Aiid we are targeting that money on their adminis-
trative costs and other needs, which have not been a priority in the

past.
Our administrative savings would be within the agency itself. We

think there are some opportunities to streamline the ways we do
business, to modernize our operations such that relatively minor
administrative savings will not have an impact on the programs
themselves. And so we think that balance can be achieved with the

proposal before you.
Senator Harkin. Well, I hope so. I mean, I guess I am just say-

ing this sort of as a warning shot. This subcommittee, I think, has
been quite diligent in looking at administrative costs, and we will

continue to do so because in many cases they can be trimmed. But
since ACTION has been so successful and has proved itself over

time, and we do want to involve more people in volunteer service—
again, I am just saying be very careful about cutting administra-
tive expenses to the point where volunteers are not doing the

things that they want to do or not doing them in the most effective
manner.
Mr. KowALCZYK. I appreciate that, Mr. Chairman. I was a former

Peace Corps volunteer myself, and I recognize that strong adminis-
trative support for these projects is absolutely essential.
Senator Harkin. You have got to have it or people just waste

their time, and then they just feel like they are wasting their time
and then they do not volunteer any longer.

STIPEND INCREASES

Do you have any plans to increase the $2.45 an hour stipend cur-

rently paid to volunteers in the Foster Grandparent Program?
Mr. KOWALCZYK. The legislation before the authorizing commit-

tees would enable the agency to adjust the stipend once over a 5-

year period, which would be intended to account for inflation dur-

ing that period. As you are aware, more frequent adjustments to
that rate have caused some problems for our projects that operate
with State and local moneys. We are very sensitive to their needs.
We think there is an obligation on our part for those who are strug-
gling most with meeting the requirement for non-Federal matching
Funds to provide some support when the stipend increases. We do
not think it needs to be provided across the board because other
States and other localities are able to provide it without any dif-

ficulty.
So we think one adjustment over a multiyear period would, with

appropriate advance notice and with some recognition that we



1012

would have to provide support in isolated cases, probably be the
best way to go. With respect to that, it is very important to our
senior volunteers, but the more frequent adjustments have caused
some difficulties for our projects that are funded with State and
local moneys.
Senator Harkin, Mr. Kowalczyk, thank you very much for being

here.

Mr. Spevacek, I do not know if you had anything to add to this.

Mr. Spevacek. No, thank you, Mr. Chairman.

QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Senator Harkin. Thank you very much for being here.
There will be some additional questions which will be submitted

for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Agency for response subsequent to the hearing:]
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QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Senator Harkin:

Mr. Kowalczyk:

Senator Harkin:

Mr. Kowalczyk;

Senator Harkin:

Mr. Kowalczyk:

Senator Harkin;

FY 1994 FUNDING REQUEST

The Administration's budget request for VISTA,
RSVP, FGP, and SCP is more than $9 million below
the levels authorized for fiscal year 1994 in the
Administration's National Service legislation.
What are the reasons for this difference?

At the time ACTION was developing its budget
estimates for FY 1994 the proposal for the National
Service Trust Act was in its earliest stages, and
it was too early to know what funding levels would
be included in the bill. We therefore developed
the FY 1994 request on the premise of maintaining
current program levels, taking into account the

potential impact of inflation on the costs of

supporting the same number of volunteers.

Does the Administration intend to seek additional

funding for ACTION for 1994?

As I mentioned in my opening statement, $10 million
of the funds requested under the authority of the
National Service Trust Act, which is included in

the Administration's budget under proposed
legislation, have been earmarked for expansion of

VISTA and the Older American Volunteer Programs.

PROGRAM LEVEL FOR VISTA IN FY 1994

The Senate committee draft of the National Service

legislation sets a floor of 3,700 volunteer service

years for the VISTA program, including the summer

program and literacy activities, for fiscal year
1994. Is your budget request for these programs
sufficient to support this level of service years?

The Agency's request for FY 1994 which is currently
being considered by the Subcommittee contains
sufficient funds for 3,358 volunteer service years— 2,928 in VISTA, 430 for VISTA Literacy Corps,
and none for the VISTA Summer Associates. If the
additional $4.3 million for VISTA from funds

requested under the National Service Trust Act is

appropriated, we will be able to meet the 3,700
service year floor stipulated in the Act.

EMPHASIS IN SPECIAL VOLUNTEER PROGRAMS

ACTION is currently shifting the focus of the title

I, part C Special Volunteer Programs from drug
abuse prevention education to broader,

intergenerat ional volunteer strategies. Would this
new approach fit better under the new title II,

part E demonstration authority proposed in the
National Service bill?

Mr. Kowalczyk! As you know, since f
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requested relief from the earmarking in order to
provide funds to organizations which had formed
partnerships to adopt an intergenerat ional
volunteer approach to meeting local concerns. In
future we would like to expand the use of the
Special Volunteer Program authority beyond drug use
prevention and education and intergenerat ional
activities to provide assistance to any innovative
volunteer program which meets the overall
legislative mandates of addressing poverty and
poverty-related problems. While the
intergenerational activities we are funding in FY
1993 might well fit under the authority of title
II, part E of the National Service Trust Act, we
would prefer not to limit the Special Volunteer
Programs by including or excluding activities based
on the problems they address or the types of
volunteers involved.

Senator Harkin: Does ACTION intend to seek funding for this new
part E demonstration authority?

Mr. Kowalczyk: If additional funds are made available for the
Older American Volunteer Programs from the amounts
requested under the National Service Trust Act, no
doubt a portion of those funds would be awarded in

grants to organizations which are testing
innovative activities in which older volunteers can
serve their local communities.

FUNDING FOR COST-OF-LIVING ADJUSTMENTS

Senator Harkin: Was ACTION able to provide cost-of-living
adjustments to each of the three Older American
Volunteer Programs in fiscal year 1993? Does
ACTION plan to provide such adjustments in 1994?

Mr. Kowalczyk: In fiscal year 1993 the Retired Senior Volunteer
Program and Foster Grandparent Program received
appropriations lower than those received in FY
1992. Cost savings in training, publications, and
related items, and recyclings of grants are being
used to stay within the reduced appropriations
without reducing project funding levels. Under
these circumstances, it was not possible to provide
cost-of-living adjustments for these programs.

The Senior Companion Program did receive additional
funds above the FY 1992 level in FY 1993. One-
third of these funds were allocated to meet the
requirements of section 225 to provide funds for

programs of national significance. To preserve
funding parity among the three programs, it was
decided to competitively award four grants to new
projects rather than use the funds for cost-of-
living increases.

The Agency's ability to provide funds for
administrative costs increases in fiscal year 1994
will depend on the amounts appropriated and the
program requirements of the National Service Trust
Act. Assisting projects with critical needs for
cost-of-living increases in will certainly be a

priority should additional funds be available.

NON-FEDERAL FUNDING FOR OLDER AMERICAN VOLUNTEER PROGRAMS

Senator Harkin: Please provide, if possible, information for each
of the three Older American Volunteer Programs
showing the amounts of non-ACTION funding as a
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Mr. Kowalczyk:

percentage of total OAVP project budgets over the
last ten years.

I have provided for the record a chart showing non-
ACTION funding levels from 1983 through 1993 as a

percentage of total project funding.

NON-ACTION FUNDING FOR OLDER AMERICAN VOLUNTEER PROGRAMS

1
FISCAL
YEAR
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Mr. Kowaiczyk: Federally-funded volunteers and volunteer service
years are based on the annual grant award issued to
the sponsoring organization. Federal funds
included in the grant are based on a specified
number of volunteers or service years, along with
other expenses necessary to the support of the
project. Grantees are, of course, expected to meet
non-Federal share requirements.

Senator Harkin:

Mr. Kowaiczyk:

Some sponsors are able to mobilize funding from
non-Federal sources in excess of requirements and
use these additional funds to support "non-
Federal ly-funded" volunteers or volunteer service
years. Those volunteers or service years are not
included in the number required by the grant and
may fluctuate depending on available funds.

However, the required level of volunteers or
volunteer service years, as spelled out in the
grant, is directly related to the amount of Federal
funds provided and no project director is expected
to maintain a level of volunteers or volunteer
service years in excess of that level.

RELINQUISHING OF OAVP SPONSORSHIP

What are the latest trends in the relinquishing of
sponsorship by OAV? grantees?

During
percent
rel inqu
rel inqu
to fina
state a

relinqu
2 3 reli
number
increas
1992.

From 1990 to 1992, six Senior Companion Program
projects relinquished their grants, representing 3

percent of the total. In each of the three years,
two projects voluntarily gave up their grants,
primarily due to an inability to produce the
required number of volunteer service years and the
failure to develop the local resources needed to
meet the ten percent non-Federal contribution to
total project costs.

Senator Harkin:

USES OF ADDITIONAL FUNDS FOR OAVP

If additional resources were available, would
ACTION place priority on strengthening existing
projects or expanding the number of projects and
service areas?

Mr. Kowaiczyk: We believe that the effectiveness and cost benefit
of the three Older American Volunteer Programs
warrant both the strengthening and expansion of



1017

existing projects as well as developing new
services in unserved and underserved areas.

The priorities established in the FY 1994 budget
submission are to restore cuts incurred in the
Retired Senior Volunteer and Foster Grandparent
Programs and to increase funding of existing
projects to serve the dual purposes of ameliorating
increasing administrative and volunteer support
costs and of supporting programmatic innovation and
expansion .

SENIOR COMPANION PROGRAM

Senator Harkin: What is the annual cost of supporting one Senior
Companion Program volunteer? Are there any
estimates regarding the amount of health care
dollars saved by the SOP?

Mr. Kowalczyk: In fiscal year 1992 the annual cost of supporting
one Senior Companion Volunteer was $3,687.68.
Precise, quantifiable cost benefit figures on
health care dollars saved by SCP are difficult
because SCP volunteers complement or supplement an

array of services each beneficiary receives from
other sources. A critical measurement issue is

attaching value to the nonmedical personal care
activities provided to the homebound clients served
by Senior Companions. Some attempts have been made
to compare the average costs per hour of volunteer
companion services, including administrative costs,
to hourly costs for nursing home care, but the data
have proven too difficult to measure.

A recent HHS summary of long-term care findings
reported that community-based programs like the
Senior Companion Program "work" in the sense of

providing "necessary, important and highly valued
services that enhance the well-being and quality of

families .
"

Further, anecdotal information from clients,
families, and health care providers indicates that
Senior Companions strengthen the care-giving
capacity of families; effectively supplement the
formal care provided by nurses and other health
care professionals; and help prevent premature
institutionalization.

COST INCREASES IN VISTA AND VISTA LITERACY CORPS

Senator Harkin: ACTION'S 1994 budget anticipates a 10.8 percent
increase in health care costs, yet requests a 25

percent increase for VISTA and a 37 percent
increase for VISTA Literacy Corps to cover these
higher health care costs. Please explain.

Mr. Kowalczyk: The 10.8 percent increase noted in the ACTION
justification was an error based on an earlier
estimate. The percentage change is approximately
25 percent, as indicated by the requested amounts.
The percentage for the Literacy Corps is higher
because of reallocations of funds necessary in FY
1993 to support other activities within Literacy
Corps .





RAILROAD RETIREMENT BOARD

STATEMENT OF GLEN L. BOWER, CHAIRMAN OF THE BOARD
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JEROME F. KEVER, MANAGEMENT MEMBER
VM. SPEAKMAN, JR., LABOR MEMBER
WILLIAM J. DOYLE IH, INSPECTOR GENERAL

BUDGET REQUEST

Senator Harkin. Next, we will hear from the Railroad Retire-

ment Board followed by its inspector general. The Railroad Retire-

ment Board is responsible for administering railroad retirement

benefits and unemployment and sickness benefits to the Nation's

rail workers and their families. To accomplish that, the Board paid
close to $8 billion last year and assisted almost a million bene-

ficiaries.

The fiscal 1994 budget request for the three administration ac-

counts is $73.8 million for the limitation on administration, $17
million for the limitation on railroad unemployment insurance, and
$3.3 million for the special management improvement fund. The
total request is $94.1 million. This is a cut of $1.3 million, or 1 per-

cent, from last year.

Today, we have with us Mr. Glen Bower, the Chairman of the

Board, and if you would introduce the other individuals who are

with you, Mr. Bower, for the record I would certainly appreciate it.

Your statement will appear in the record in its entirety. And if you
could summarize I would be appreciative.
Mr. Bower. First of all, Mr. Chairman, are those charts appro-

priately located?
Senator Harkin. They are fine.

E^RODUCTION OF ASSOCIATES

Mr. Bower. Good morning. My name is Glen Bower, and I am
the Chairman of the Railroad Retirement Board. Seated at my left

is the Labor Member of the Board, V.M. (Virgil) Speakman, Jr.,

and to my right is Jerome F. (Jerry) Kever, the Management Mem-
ber of the Board, and also seated in the room who will be present-

ing his testimony shortly is William J. Doyle III, our Inspector
General. As you indicated, we have submitted a statement which
we ask be incorporated in the record.

SUMMARY STATEMENT

We are pleased to appear here today on the administration's fis-

cal year 1994 budget proposal for the Railroad Retirement Board.
Before going into the detail of our request, we would like to empha-
size that the Board has undertaken the necessary planning and ac-

tion to comply with the President's Executive orders aimed at in-

dole)
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creasing efficiency and reducing cost. As an example of some of the

steps the Board has taken in this regard, we recently eliminated
the Board's executive fleet. Of course, this consisted of just one car,
but it shows our good faith.

While the Board is not as large as many of the other agencies
that appear before this committee, we would like to assure you that
we will do ourpart. For fiscal 1994, $94,101,000 and 1,618 FTE's,
excluding 44 FTE's reimbursed by the Health Care Financing Ad-
ministration, are requested in the three accounts for administra-
tion. This represents a decrease of about $1.3 million from fiscal

year 1993 enacted levels and 65 FTE's, or almost 4 percent, from
the revised 1993 FTE ceiling.
The requested obligation authority is split as follows: $73,791,000

for administration of the railroad retirement program; $17,010,000
for administration of the unemployment and sickness insurance

program, and $3,300,000 for continued implementation of the spe-
cial management improvement plan.
The amounts reauested for administrative activities reflect the

President's proposal for deficit reduction, including decreases in ex-

penses for travel, rent, communications, printing, and supplies. In

addition, the request for equipment represents a decrease of almost
60 percent from the fiscal year 1993 amount. Finally, in accordance
with 0MB guidance, the request does not provide a fiscal year 1994

pay raise or locality pay adjustments.
The Board's revised FTE ceiling under the President's Executive

Order is 1,658. However, we estimate that the funding in the fiscal

year 1994 budget request will only support 1,618 FTE's, or 40
FTE's less than the ceiling. In addition, we have 44 FTE's that are
funded through the Health Care Financing Administration. As
planned, the number of FTE's attributable to the improvement
plan will start to decline after this fiscal year for the balance of the

5-year agreement.
The fiscal year 1994 request for this purpose is 84 FTE's, a de-

crease of 11 from the revised 1993 levels.

Railroad Retirement Board-OMB agreement—additional FTE's by fiscal year

Fiscal year:
1992 (actual) 66
1993 95
1994 84
1995 35
1996 16

Note.—Full-time equivalent employees (FTE's) for fiscal year 1993-96 reflect the RRB's
current estimate. Jime 1993

SPECIAL MANAGEMENT IMPROVEMENT PLAN

The chart illustrates how we have staffed up, and we will begin
to staff down.
Senator Harkin. That is pretty ambitious.
Mr. Bower. Well, this was part of our actual written agreement

with the Office of Management and Budget, and is consistent with
the plan which was submitted to your committee, and you have
been very kind to fund in the past fiscal years. However, the FTE's



1021

that have already been authorized will continue to have a dramatic

impact in the next 2 years, particularly with respect to reducing
claims processing backlogs.
The President's budget also contains a legislative proposal to pro-

vide for the permanent transfer to the railroad retirement account
of income taxes on certain railroad retirement benefits in excess of

Social Security equivalent benefits. This permanent transfer would
increase the railroad retirement account by $1.2 billion through
1998.

The special management improvement plan, as you know, is a
contract that resulted from a comprehensive management review of

the Board's operations conducted under the auspices of the Office

of Management and Budget. The agreement, which spans 5 years,

spells out the obligations and expected accomplishments of the

Board, including proposed funding of about 14 million over the
course of the improvement plan. During the plan's first 2 years the

Congress provided the requested funding which totaled almost $7
million.

The Board has made good progress in this area, meeting or ex-

ceeding all of the goals for fiscal year 1992. So it is our hope the
administration and Congress will continue to be supportive of this

program. I would like to summarize the Board's progress and some
of the key areas of the improvement plan.

CLAIMS PROCESSING

In the area of claims processing which 2 years ago. Senator, you
expressed great interest in us getting our backlogs down. The
Board's objective in fiscal 1992 was to reduce the claims processing
backlog in targeted categories from 79,066 to 67,787, including nor-

mal workload balances. We exceeded this goal by more than 8,000
cases, with an ending balance of 59,519. Our current goal for fiscal

year 1993 is to reduce the backlog to 42,500, although we will cer-

tainly try to exceed that by as much as possible.
The chart illustrates where we would be at our normal funding

level, where we would be with the special management improve-
ment plan, and our actual results to date.

Senator Harkin. That is great progress.
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CLAIMS PROCESSING

Mr. Bower. We have also committed to process these claims as

accurately as possible, and actually saw a slight increase in accu-

racy levels during fiscal year 1992 in the area of tax accounting.

TAX ACCOUNTING

Prior to 1990, a significant portion of the income tax statements
issued by the Board contained erroneous information. Using the re-

sources provided under the improvement plan, the combined work-
load of record corrections and corrected tax statements at the end
of the fiscal year 1992 was 22,543, less than one-half the expected
balance of 47,745.

FRAUD CONTROL

In the area of fraud control, the goals have been exceeded by a

significant margin in this area, as well.

The Board maintains computer matching agreements with State

agencies to identify individuals who have wages while receiving un-

employment, sickness, or disability benefits. At the time of the

0MB review the RRB had computer matching agreements with

only 10 States covering 48 percent of the railroad population. We
currently have agreements with 49 States and the District of Co-

lumbia, which covers 99 percent of the railroad population, and the
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chart also illustrates what our goals were under the plan and how
rapidly we exceeded the goals.

pprrpnt.n.of ^.S. Rajlroacl Retirement Board
Percentage of

c^ver?/" State Computer Wage Matches*
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FY 90 FY 91 FY 92 FY 93 FY 94 FY 95 FY 96

RRB Actual signed State

agreements
FY 90- 10 States

FY 91 -38 States

FY 92 -49 States & District
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wage matches
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of Columbia

June 1993

DEBT COLLECTION

In the area of debt collection, the Board has centralized debt

management responsibilities in the retirement program and ap-
proved many other recommendations of a professional debt man-
agement executive who was hired in fiscal year 1992. An example
of improvements we have obtained on debt collection is expanded
use of income tax refund offset program where debts can be re-

ferred to the Internal Revenue Service and taken out of potential
income tax refunds. Our goal for fiscal year 1992 under the plan
was to collect $408,000 through tax refund offsets, and our actual
collections were $634,918, as the chart illustrates. However, there
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is still room for improvement, as the Board's accounts receivables

currently exceed $100 million.

U.S. Railroad Retirement Board
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atively small portion of the fund provided through the improve-
ment plan.
The U.S. General Accounting Office in a December 1992 report

on Grovemment management issues called the contract between the
Board and 0MB, quote, a prototype of a performance agreement
with specific measures of results as a tool for increasing the
Board's accountability, closed quote.

I think the progress we have made demonstrates that the money
appropriated for the agreement has been an investment that will

pay continued dividends in terms of management improvements,
increased efficiency, and enhanced service to our beneficiaries.

SIGNIFICANT LEGISLATION

In the area of significant legislation, three measures enacted dur-

ing fiscal year 1992 provided increased benefits or amended eligi-

bility requirements for temporary extended unemployment benefits.

Under these various measures it is estimated that the Board paid
about $5.2 million in temporary extended benefits to 2,383 claim-
ants. Taking into account legislation recently enacted, we expect to

pay about $5.3 million in such benefits during fiscal year 1993.

PREPARED STATEMENT

During fiscal year 1992, revenues to the Railroad Retirement Ac-
counts exceeded expenditures by more than $1 billion, and the eq-
uity balance of the combined accounts increased to $11.8 billion.

The Board's 1992 actuarial report indicates that the Railroad Re-
tirement System will not experience any cash-flow problems during
the next 20 years barring a sudden unanticipated large drop in

railroad employment.
Mr. Chairman, that concludes my statement. At the appropriate

time my colleagues and I would be happy to answer any questions
you might have.

[The statement follows:]

Statement of Glen Bower

Good morning Mr. Chairman and members of the committee, my name is Glen
Bower. I am the Chairman of the Railroad Retirement Board. The Board's member-
ship also includes Mr. V.M. Speakman, Jr., the Labor Member of the Board, and
Mr. Jerome F. Kever, the Management Member of the Board. The Board's Inspector
General is William J. Doyle III.

We are pleased to appear today on the Administration's fiscal year 1994 budget
proposal for the Railroad Retirement Board. Before going into the detail of our re-

quest, we would like to emphasize that the Board has undertaken the necessary
planning and actions to comply with the President's Executive Orders aimed at in-

creasing efficiency and reducing costs. For example, while we have no executive din-

ing facilities, we recently eliminated our executive fleet. While this involved only
one car, it at least shows our heart is in the right place.

BACKGROUND ON THE RAILROAD RETIREMENT BOARD

The Railroad Retirement Board (RRB) is an independent agency of the federal

government. Our primary function is to administer comprehensive retirement-svirvi-
vor and unemplojonent-sickness benefit programs for the nation's railroad workers
and their families under the Railroad Retirement and Railroad Unemplo5mient In-
surance Acts. As part of the retirement program, the RRB also has responsibility
for certain social security benefits and Medicare coverage.
During fiscal year 1992, the RRB paid $7.7 billion in retirement and survivor ben-

efits, with 854,000 annuitants on our rolls at the end of tiie fiscal year. We also paid
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almost $118 million in unemplojmient and sickness insurance benefits to about

50,000 people in the 1992 benefit year.

1994 APPROPRIATION REQUESTS

For fiscal year 1994, $94,101,000 and 1,618 FTE's (excluding 44 FTE's reimbursed

by the Health Care Financing Administration) are requested in the three accounts
for administration. This represents a decrease of about $1.3 nullion and 65 FTE's
from the fiscal year 1993 enacted level and the revised 1993 FTE ceiling. The re-

quested obligation authority is split as follows: $73,791,000 for administration of the
railroad retirement program, $17,010,000 for administration of the unemployment
and sickness insurance program, and $3,300,000 for continued implementation of
the Special Management Improvement Plan (SMIP).
The amounts requested for administrative activities reflect the President's propos-

als for deficit reduction, including decreases in expenses for travel, rent, communica-
tions, printing and supplies. In addition, the request for equipment represents a de-
crease of almost 60 percent from the fiscal year 1993 amount. Finally, in accordance
with 0MB guidance, the request does not provide a fiscal year 1994 pay raise or

locality pay adjustments.
The level of 1,618 FTE's which would be funded is 40 FTE's less than the Presi-

dent's ceiling. However, the Board intends to make every effort to comply with the
President's directives.

As planned, the number of FTE's attributable to SMIP wUl start to decline after

this fiscal year for the balance of the five-year agreement. The fiscal year 1994 re-

quest for ^MIP is 84 FTE's, a decrease of 11 from the revised fiscal year 1993 level.

However, the FTE's that have already been authorized will continue to have a dra-
matic impact in the next two years, particularly with respect to reducing claims

processing backlogs.
The Inspector General has prepared a separate justification and request for

$6,742,000 and 102 FTE's for audit and investigative activities, and will present his

own testimony.
Finally, the President's budget proposes a legislative change which would provide

for the permanent transfer to the Railroad Retirement Account of income taxes on
certain railroad retirement benefits in excess of social security equivalent benefits.

This permanent transfer would increase the Railroad Retirement Account by $1.2
billion through 1998.

SPECIAL MANAGEMENT IMPROVEMENT PLAN

In 1990, the RRB became one of the first agencies subject to an intense, com-

Srehensive
management review conducted bv a management team organized by the

»ffice of Management and Budget (0MB). 'The RRB was selected for review largelv
because 0MB had numerous concerns with the overall administration of the rail-

road' retirement system. This review eventually resulted in an agreement between
the two agencies to make needed improvements in six key areas of the RRB's oper-
ations.

This agreement is embodied in the SMIP, a written contract between the RRB
and 0MB which calls for meeting specific goals over a five-year period. The agree-
ment included a funding proposal of $14 million to supplement agency resources
over the five-year period^ which the Congress supported during the plan's first two
years. Even in these tight budgetary times, it is our hope that there will be contin-
ued support to see this program through to completion.
Progress to date.—Based on the funding provided for fiscal years 1992 and 1993,

we are on track to meet or exceed goals in all six of the targeted areas. The areas
are: claims processing, tax accounting, fraud control, debt collection, trust fund in-

tegrity and information systems/automation. The attached charts summarize our ac-

complishments in several of these areas.
For example, we exceeded our goal for reducing the claims processing backlog by

more than 8,000 cases, even though receipts were greater than
expected. Likewise,

the balance of corrected tax statements and record corrections at tne end of the fis-

cal year was 22,543, less than half of the original target of 47,745.
In the area of fraud control, we have computer matching agreements with 49

states and the District of Columbia. Over the past 18 months, actual matches con-
ducted with these states resulted in recovery of slightly more than $2 million in
benefit payments, as well as referral of about 1,000 cases involving $2 million in

potentially recoverable benefits to the Board's Inspector (General for investigation.
The RRB has also centralized debt management responsibilities in the retirement

program and approved many other recommendations of a professional debt manage-
ment executive who was hired in fiscal year 1992. An example of progress is ex-
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panded use of the program whereby debts are referred to the Internal Revenue
Service, which then reduces income tax refunds by the amount of the debt. In fiscal

year 1992, $634,918 was collected through the Federal tax refund offset program.
In addition, more than $133,675 was collected through private collection agency re-

ferrals. The SMIP go£d for the tax refund offset program was $408,000; less than
$10,000 was collected through private collection agencies in 1990. While we have
made some strides in this area, there is room for further improvement as the RRB's
accounts receivable currently exceeds $90 million.

Finally, we have developed a work measurement system for our field personnel,
and converted more than 18,000 pages of written procedures into an easily acces-

sible electronic format. These are just a few examples of progress, which we believe
demonstrates that this has been money well spent.

In fact, the U.S. General Accounting OfSce referenced the RRB-OMB agreement
in a recent report on government management issues. In the December 1992 report,
the GAO called the agreement "a prototype of a performance agreement with spe-
cific measures of results as a tool for increasing the Board's accountability."

SIGNIFICANT ACTIVITIES IN 1993

Legislation.
—The Emergency Unemployment Compensation Amendments of 1993

signed in March 1993 (Public Law 103-6) amended the temporary extended unem-

Elojonent
benefit program enacted in 1991 (Public Law 102-164) and 1992 (Public

aws 102-244 and 102-318). The 1993 amendments extended the date by which rail

workers can begin a temporary extended unemployment benefit period until October

2, 1993. It is estimated tnat the RRB paid about $6.5 million in temporary extended

unemployment benefits to more than 3,200 claimants in fiscal year 1992. About $5.3
million in such benefits are expected to be paid from the railroad unemployment in-

surance trust fund in fiscal year 1993.

Employer audits.—Our fiscal year 1993 appropriation included $1 million and 14
FTE's to conduct audits of railroad employers to ensure proper payment and alloca-

tion of employment tax contributions. This initiative stemmed from a Federal dis-

trict court decision, recently upheld on appeal, that suspended the authority of the
Board's

Inspector
General to conduct sucn audits. Two senior managers have been

selected to head up this effort, and they are in the process of filling the remaining
positions.

Earnings and investments.—Funds in the RRB's accounts that are not imme-
diately needed for benefit payments or administrative expenses are invested in in-

terest-bearing securities. While investments are limited to Federal securities. Feder-

ally guaranteed obligations, or other lawful investments for Federal trust funds, the
RRB has teken a more active role the past three years in managing its portfolio.

In fiscal year 1992, the average yield on all holdings of the three retirement trust
funds was 8.51 percent, and earnings on the RRB's accounts was almost $1 bilUon.
Of this amount, $272 niillion was in the form of capitel gains from the sale of secu-
rities authorized by the RRB's Investment Committee.
This is a dramatic improvement over fiscal years 1988, 1989 and 1990, when total

book profits on sales of marketable securities was $1.1 million. We are still looking
to expand our investment options, such as negotiating with the Department of

Treasury to allow purchase of^zero coupon bonds by the RilB.

FINANCIAL STATUS OF THE TRUST FUNDS

In fiscal year 1992, revenues to the railroad retirement accounts exceeded expend-
itures by over $1 billion and the market value of the combined accounts increased
to $12.4 billion. The RRB's 1992 actuarial report indicates the railroad retirement

system will not experience cash-flow problems in the next 20 years, barring a sud-

den, unanticipated large drop in railroad employment.
The cash balance of the Railroad Unemployment Insurance Account at the end

of fiscal year 1992 was $383.5 million, with the amount of the outstanding loan to
the Railroad Retirement Account reduced to $245.3 million. This loan was originally
required by high unemployment in the early 1980's, and since 1986 rail sector em-

ployers
have paid a tax designed to repay this loan. We currently estimate the loan

will be repaid in full sometime during 1995.
One of our priorities is to have a full and complete audit of the RRB's financial

statements, and we are working with the Inspector General to accomplish this.

In concluding our testimony, we would like to emphasize that while the RRB has
made progress over the past year, we are aware that there is always room for fur-

ther improvement. With your continued support, we will do our best to continue in

the right direction. Thank you for the opportunity to appear before you today, and
we will be happy to answer any questions you may have.
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Biographical Sketch of Glen L. Bower

Glen L. Bower was appointed Chairman in April 1990 and was reappointed in Au-

gust 1992 for a term expiring in August 1997. An attorney, Mr. Bower served as

Assistant Director of the Department of Revenue for the State of Illinois from 1983
to 1990, and during part of his tenure, he also served as General Counsel, and as

Chairman for the Revenue Board of Appeals. In June 1991, he became a liaison

member of the Administrative Conference of the United States, currently serving on
the Adjudication Committee. Mr. Bower has served on the U.S. Economic Advisory
Board of the U.S. Department of Commerce, 1982-85, the National Advisory Com-
mittee for Juvenile Justice and Delinquency Prevention of the U.S. Department of

Justice, 1976-1980, and as Chairman of the Attorneys and Tax Appeals Section of

the National Association of Tax Administrators. He was a Member of the Illinois

House of Representatives, 1979-83, and was the State's Attorney (Prosecutor) of

Effingham County, Illinois, 1976-79. He is an alumnus of Southern Illinois Univer-

sity at Carbondade, (B.A. 1971, President's Scholar), and the DUnois Institute of

Technology/Chicago-Kent College of Law (J.D. 1974 with Honors). Mr. Bower is a

Lieutenant Colonel in the U.S. Air Force Reserves, The Judge Advocate General's

Department.

Biographical Sketch of V.M. Speakman, Jr.

V.M. SpesJunan, Jr. was appointed Labor Member of the Railroad Retirement
Board in August 1992 to complete a term ending in August 1994. Mr. Speakman,
who was appointed on the recommendation of the Railway Labor Executives' Asso-

ciation, haa served as the President of the Brotherhood of Railroad Signalmen since

1987, prior to his appointment. In this position he also served as \^ce Chairman
of the Railway Labor Executives' Association, Chairman of the RLEA's Committee
on Railroad Retirement, and as Secretary-Treasurer of the Transportation Trades

Department of the AFL-CIO. Other posts held in the Brotherhood of Railroad Sig-
naunen were Vice President, 1985-87; Director of Research, 1984-85; Grand Lodge
Representative, 1979-84; and Local Lodge Chairman, 1977-79. He began his rail-

road career as a signalman and foreman on the old Pennsylvania Railroad, now part
of Conrail. A veteran, Mr. Speakman served with the U.S. Air Force in Vietnam.
Mr. Speakman, a native of Ohio, now resides in Schaumburg, Illinois with his

wife Karen and their daughters Mandy and Michelle.

Biographical Sketch of Jerome Francis Kever

Jerome F. Kever was appointed by President Bush and confirmed by the United
States Senate in August 1992 to complete a term ending in August 1993 as the

Management Member of the three-member United States Railroad Retirement
Board.

Mr. Kever, most recently a financial consultant assisting small businesses, served
as Vice President and Controller of Santa Fe Pacific Corporation (SFP) through
1990. SFP owned two Class I railroads at one time, the Atchison, Topeka and Santa
Fe Railroad and the Southern Pacific Railroad. SFP also had interests in energy,
real estate, pipelines, lumber, leasing, and construction. Prior to serving SFP, Mr.
Kever was the Director of Internal Audit for Household International, a multi-

national conglomerate with interests in financial services, retailing,
car leasing and

manufacturing. A Certified Public Accountant, Mr. Kever began his career with the

certified public accounting firm of Deloitte & Touche upon graduation from Indiana

University in 1968 where he earned a B.S. degree in Accounting. He is a member
of the American Institute of Certified Public Accountants and the Institute of Inter-

nal Auditors.

RAILROAD RETIREMENT BOARD—COMPARISON OF 1993 ESTIMATE AND 1994 REQUESTED

[Dollars in thousands]

Estimate—
*'=<=°""*

,o« ,QQ. 1994 compared
1993 1994

to 1993

Dual benefits payments account:

Budget authority i$294,030 2$277,000 -$17,030
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RAILROAD RETIREMENT BOARD—COMPARISON OF 1993 ESTIMATE AND 1994 REQUESTED—

Continued

[Dollars in thousands]

Estimate—

Outlays
1 $294,030 2 $277,000 -$17,030

FTE

Federal payments to the railroad retirement accounts

(unnegotiated checks):

Budget authority $100 $300 +$200

Outlays $100 $300 +$200

FTE

Limitation on administration:

Budget authority (includes statutory reserve) 34^74^544 5$73,79i -$753

Outlays (excludes statutory reserve)
< $74,346 $73,591 -$755

FTE 6 1,326 6n,283 -43

Limitation on Railroad Unemployment Insurance Admin-

istration fund:

Budget authority
< $17,185 $17,010 -$175

Outlays
< $17,185 $17,010 -$175

FTE 306 8295 -11

Special management improvement fund:

Budget authority '$3,690 $3,300 -$390

Outlays '$3,690 $3,300 -$390

FE 95 84 -U
iThe fiscal year 1993 appropriations act (Public Law 102-394) provides for $294,030,000 to fund vested dual benefits

which is without margin for actuarial uncertainties. The budget allows for a 2-percent reserve on top of the $294,030,000

that would become available proportional to the amount by which the product of recipients and the average benefit re-

ceived exceeds $294,030,000. The appropnations act for fiscal year 1993 also provided for crediting the full appropriation

amount to the account in 12 approximately egual monthly payments from general revenues.

2 The President's budget for fiscal year 1994 provides for $277,000,000 to fund vested dual benefits which is without

margin for actuarial uncertainties. The budget allows for a 2-percent reserve on top of the $277,000,000 that would be-

come available proportional to the amount by which the product of recipients and the average benefit received exceeds

$277,000,000. The President's budget for fiscal year 1994 also provides for crediting the appropriate amount to this ac-

count in 12 approximately equal monthly payments from general revenues.

3 Includes a statutory reserve of $198,400.
4 Amounts shown are after an 0.8 percent across-the-bill reduction and an 8-percent reduction in the amount budgeted

for consulting services.

i Includes a statutory reserve of $200,000.
6 Includes 44 full-time equivalent employees reimbursable by the Health Care Financing Administration for Medicare ac-

tivities in 1993 and 1994.
7 Includes only those full-time equivalent employees that can be funded within the President's budget. Executive Order

12839 would allow 1,315 full-time equivalent employees had additional funding been made available.

includes only those full-time equivalent employees that can be funded within the President's budget. Executive Order

12839 would allow 303 full-time equivalent employees had additional funding been made available.

9
Represents an allowance of $3,720,000 less a 0.8 percent across-the-bill reduction of $29,760.

AFFECT OF DEFICIT REDUCTION ON FISCAL YEAR 1994 OPERATIONS

Senator Harkin. Thank you very much, Mr. Bower. The reason
I was interested in the agreement you cut with 0MB on the full-

time equivalents, the President recently issued an Executive Order
that reauired a 3-percent cut in fiscal year 1994 spending. At the
Railroad Retirement Board there has been a reduction of 65 full-

time equivalents from last year. Maybe you said this, I was dis-

tracted when you were speaking, but how will this reduction affect

your progress in continuing to eliminate the excess backlog?
As I said, you are making great progress in that and I do not

want to see that backed off of and also enhancing your debt collec-

tion system.
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Mr. Bower. Well, Mr. Chairman, we do not anticipate any reduc-
tion in force because of the budget or the President's Executive
order. We believe that through normal attrition that we can reduce
down to this level. We believe through increased efficiencies at the
Board and increased automation that we will be able to discharge
our programs without any reduction in service.

Senator Harkin. If the agreement with 0MB was for—let us see,
this year it is 84 additional FTE's, right?
Mr. Bower. That is correct.

Senator Harkin. That is why I made my comment and yet we
are supposed to have a reduction of 65 FTE's. Please tell me how
this is going to work.
Mr. Bower. We do not intend to touch any of the personnel that

were affected by—for the OMB agreement. Actually, the 0MB—the

agreements for the management improvement plan are not in our

base, they are special for this year, so there is a tradeoff. We get
extra people in one place and we reduce somewhere else. But the
net effect is that we believe that we will be able to discharge our
duties effectively.

If we did not have the extra FTE's that are provided through the

management improvement plan, we would probably be in trouble.

Senator Harkin. I see. So this offsets what is happening here.
Mr. Bower. We believe it would.
Senator Harkin. I understand.

annuity payments to certain spouses and widows with minor
children

Since 1985, the Board has lost cases in three different Federal

appellate circuits involving annuity payments to certain spouses
and widows with minor children. I understand last August you
began paying these cases prospectively. What is being done with

respect to retroactive entitlement in these cases?
Mr. Bower. Mr. Chairman, you are correct. Beginning last Au-

gust we did pay prospectively, based upon an order of the U.S.
Court of Appeals for the District of Columbia. That case only af-

fected the party to the lawsuit specifically, but it was made clear
that we should, on a prospective basis, pay to everyone else. So

anybody that was already in the system will be paid prospectively.
In terms of retroactivity, there is no legal requirement that we

make such payments. It is an issue before the Board that the three
Board members have had serious discussions on, and I am con-
fident that some time in the relatively near future that there will

be a resolution as to whether we will pay retroactively, and if so

how far back or whether we will or not. But the Board has not yet
made a decision on that.

medicare CONTRACT

Senator Harkin. The last question I have is, last year, the Board
approved a full competitive process for your Medicare carrier con-
tract. RFP's went out to about 70 interested carriers, but when the
Board made its selection the contract went to the Travelers Insur-
ance Co. Travelers Insurance Co., has had your contract for over
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25 years. Please explain your rationale for approving Travelers and
how has the competition saved the Board money?
Mr. Bower. In a nutshell, Mr. Chairman, the Travelers was

awarded the contract because we felt that their proposal was the
best for our beneficiaries, for the Board, and for the Government
as a whole. But I believe that there were great benefits to the

agency.
First of all, the administrative costs are projected to go down ap-

proximately $1^2 million because of the contract over where we
were. The increase in the contractual accuracy rate may sound
minute. It was only 0.4 percent. However, that represents an an-
nual savings of approximately $8 million in otherwise misdirected

pa3rments because of the increased level of accuracy.
In addition, the previous contract had a termination clause in it

that if the agency were, for any reason, to terminate the contract,
that we would have to pay certain costs to get out of it, which were
estimated to be approximately $6 to $7 million. That is not in the
new contract, for, I believe, great benefit to our beneficiaries.

In the event that they feel that the need to actually go, if you
will, eyeball to eyeball to somebody to sit down and discuss their

claims, the number of walk-in facilities increased from 2 to 33 in

20 States, and in addition, the inspector general worked very hard
to have included in the contractual language, language that would
increase the reporting responsibilities for fraud control under the

contract, and I think he will probably testify to the fact that it has
been very beneficial.

And so I believe it was the beneficiaries were pleased from the

standpoint that the same contractor got it, that they had had a

good relationship within the past, but we believe we have better
service at lower cost.

Senator Harkin. Thank you, Mr. Bower. I would like to bring the

inspector general up.
Mr. Bower. Thank you, Mr. Chairman.

QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

Senator Harkin. There will be some additional questions which
will be submitted for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Board for response subsequent to the hearing:]
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QUESTIONS SUBMITTED BY THE SUBCOMMITTEE

NEW MAINFRAME

Question. What kinds of computer capacity studies have you or
will you undertake to determine how the new mainframe will keep
pace wi th your needs?

Answer. In 1990, the Railroad Retirement Board was assisted

by the Federal Systems Integration and Management Center in

preparing a computer capacity study, which had as its primary
objective, the determination of our computing needs for the next
5 years, and as its secondary objective, the sizing of a mainframe
that would match those needs. Since the purchase and installation
of the new computer mainframe in July 1991, our Bureau of Data

Processing has continuously monitored mainframe utilization to

measure how actual usage compares to projected usage. On a monthly
basis, analyses are conducted on mainframe usage levels. Also,
semi-annual reports are issued to agency management, which compare
usage trends with projected levels. The Bureau of Data Processing
will continue the monitoring program throughout the life of the
mainframe to ensure that its capacity is adequate to support our
automation initiatives.

Question. In 1991, you spent $3.8 million on a replacement
mainframe computer system (including site preparation). What can

you tell us about your computer usage pattern thus far? How do you
currently determine what your computer needs will be in 1995?
1997?

Answer. The Bureau of Data Processing plots usage statistics
in 6-month increments and compares them with projected levels,
taken from the sizing study, for the same periods. As of June

1993, when the last comparison was done, usage levels were within
1 percent of projected levels -- 37.2 percent of the computer's
capacity during prime shift versus 37.5 percent projected in the

computer sizing study completed in March 1990. Earlier levels
exceeded projected levels only to a small degree. Thus far the

usage pattern has conformed to our expectations.

Computer needs for 1995 have largely been determined by a capacity
study prepared in 1990 with the help of the Federal Systems
Integration and Management Center. Automation initiatives

currently underway as well as planned for the 1995 timeframe were
taken into account when workload projections were prepared. We

expect that utilization will rise steadily in the next few years
and that we will approach about 75 percent usage by December 1995.

We are now just beginning to formulate our needs for 1997 at a

strategic level. When these strategic plans have taken shape,
tactical plans will be prepared to chart how the agency will

address its automation needs in this timeframe. We expect that we
will approach maximum utilization of the current mainframe by 1997.

AUTOMATION AND INFORMATION SYSTEMS

Question. What plan do you have to meet your long-range data

system needs? To contract for assistance in cases of emergencies?
What period of time does your current automation plan cover?
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Answer. During fiscal years 1994 and 1995, the agency will

begin planning for automation requirements that will exist after
the current mainframe has become obsolete. Consideration will be

given to new approaches and technologies that are developing in the

ADP industry. Until then our automation systems will continue to

support the agency in carrying out its mission.

The agency has contracted with a disaster recovery vendor to

provide for emergency coverage of our data center in the event a

disaster should occur. Emergency preparedness procedures are

thoroughly tested twice yearly. Based on these tests, we are

confident that critical agency services will continue should an

emergency occur.

We are currently following a draft automation plan that covers the

period fiscal years 1991 through 1995. An update to this plan will

be completed next fiscal year. That plan will cover fiscal years
1994 through 1998.

BACKLOG

Question. You projected that FY 95 will be the last year in

which you have an extraordinary backlog in claims processing,
beyond the normal carry forward balance. How close are you to this

goal? Please give us an update.

Answer. We are continuing to make progress in reducing these

backlogs, and we expect to meet or exceed all of our goals for
fiscal year 1993. As of May 31, 1993, there were 48,836 cases in

the 8 targeted workload categories, including a normal carry-
forward balance of 11,055. The original Special Management
Improvement Plan called for reducing the backlog balance to 44,511
by the end of fiscal year 1993. We expect to surpass this goal by
over 5,000 cases, and reduce the balance to about 39,500 by
September 30, 1993.

COMPLIANCE UNIT

Question. Last year your appropriation included $1 million
and 14 FTE's to form a compliance unit, to monitor rail employers
regarding proper payment and allocation of tax contributions. Has
the Board yet established this unit, and how much of the $1 million
do you anticipate will be expended in FY 93?

Answer. As of June 21, 1993, 7 of the 12 Audit and Compliance
Division staff are on board. By September 30, 1993, we expect that
all positions established for audit and compliance activities will
be filled.

In addition, 1 position was established in the Bureau of Law for

legal advice on coverage and compliance issues, and the remaining
position was established in the Bureau of Research and Employment
Accounts for railroad employer/employee educational and training
purposes. In total, 14 FTE's will be involved.

During fiscal year 1993, we expect to spend $550,000 for these
audit and coverage activities, which includes Bureau of law and
Bureau of Research and Employment Accounts expenses.

The first field audit began Monday, June 21, 1993.





Office of Inspector General.

statement of william j. doyle id, inspector general, rail-
road retirement board

budget request

Senator Harkin. Mr. William Doyle, the inspector general, has
independent oversight over the railroad retirement systems, includ-

ing supervision of the current management improvement initiative.

For fiscal year 1994, the request for this office is $6.7 million,
which is a cut of about 2 percent from last year.
Mr. Doyle, your testimony will be entered in its entirety for the

record. Please proceed with your summary.

INTRODUCTORY REMARKS

Mr. Doyle. Thank you, Mr. Chairman. My name is William
Doyle, and I am here today to speak on behalf of my budget re-

quest for fiscal year 1994. I would like to express my appreciation
to you, Mr. Chairman, and the members of the committee for your
past and present support of our program. I fully support the Presi-
dent's fiscal year 1994 budget request of $6.7 million and 102 full-

time equivalent positions for the Office of Inspector General.

During the past 18 months, the OIG has continued to review
RRB operations and recommend improvements in agency pro-
grams. With less resources, we have intensified our audit and in-

vestigative efforts to prevent and detect fraud, waste, and abuse in

agency programs. The OIG achievements during this period include
315 criminal convictions, referral of 677 fraud cases to U.G. attor-

neys, and $9.7 million in fines, savings, rnd recoveries.
In addition, there are 316 completed investigations presently

awaiting action at various U.S. attorneys' offices across the coun-

try. The OIG issued 36 audit reports with the actual and potential
financial accomplishments to the trust funds of $119.5 million.
Since the Office of Inspector General initiated operations in 1986,
we have achieved financial accomplishments of $816 million, are
credited with over 667 criminal convictions, and have returned $33
for every budget dollar allocated to this office.

We have consistently focused our efforts on long-term concerns,
and have addressed the major issues that ultimately affect the
overall service to the railroad community. During fiscal year 1994,
the OIG will continue to develop innovative methods to deter fraud,
identify waste and abuse in RRB programs, and protect the integ-
rity of the trust funds for railroad beneficiaries and their families.

Since I last testified before this committee, the dollar amount of
fraud has increased to over $50 million and is projected to continue
to increase through fiscal year 1996. Agency computer matches,
which the Chairman previously talked about, the inspector general

(1035)
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hotline, and RRB referrals, will be generating this increasing fraud
case load. Our experience indicates that we have not yet identified

all those who would take advantage of the RRB programs.
As a result, the average investigator case load, currently at 64

cases per agent, is expected to increase through 1996. Our pro-

jected staffing for these years will not reduce our high oversight re-

sponsibility of $259 million per staff member, which incidentally, is

one of the highest in the IG community.

OIG PRIORITIES

I would like to just take a moment to summarize our priorities
in both audit and investigation for 1994.

The Office of Audit will concentrate its efforts on the following
priority areas: First, as has been previously mentioned, monitoring
the RRB's progress in implementing its agreement with the Office

of Management and Budget. The administration and Congress ap-

proved funding to support actions necessary to achieve improve-
ments in six operational areas: claims processing, debt collection,
fraud control, information systems, tax accounting and trust fund

integrity.
I am pleased to report that the RRB managers have met and ex-

ceeded the fiscal year 1992 established goals in the agreement. In

1993, the RRB managers also are on schedule for meeting their

current objectives.
Our second priority is improving RRB oversight of the trust

funds. That includes assessing the RRB program controls to ensure

payroll taxes are credited to the appropriate trust funds. Also,
other reviews will focus on trust fund investments, receivable, and
payable balances relating to the financial interchange with Social

Security, and year end adjustments to the trust funds.
The third priority is evaluating the RRB debt collection pro-

grams. At the close of April 1993, over $100 million was due to the
RRB.

Fourth, we will be reviewing the Medicare part B program. We
will also review the operations of the RRB's Bureau of Disability
and Medicare Operations and the Bureau of Hearings and Appeals,
the two offices directly involved with health care program adminis-
tration.

Fifth, we will be conducting integrity-type reviews of the RRB
program activities. We will focus our efforts on vulnerable areas
that have been identified in the disability and Medicare programs.
These reviews will be coordinated with the OIG's Office of Inves-

tigations to identify actual and potential weaknesses that permit
program abuse that we have been finding over the years.
And, sixth, we will be evaluating the RRB's internal control sys-

tem to ensure compliance with the Federal Manager's Financial In-

tegrity Act.

Finally, in 1994 we will continue to conduct special reviews that
focus on current priority programs and activities. This type of quick
management review will permit the OIG to provide greater cov-

erage of agency operations and immediately advise the Board man-
agers of specific problems. Some of the special reviews we have
planned will include the accuracy of backlog processing, RRB over-
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payments, and agency requirements for medical evidence for dis-

ability.
I would also like to add that the implementation of the Chief Fi-

nancial Officers Act of 1990 remains a major concern of our office,

and I strongly believe that an audit of the agency's financial state-

ments is absolutely essential.

In addition, we have in draft a number of documents that we
have put together this year that include the major areas of concern

of the RRB. We have a new cost saver revenue enhancement and

delivery of service improvement guide, and we have a new updated
version of our audit universe which includes over 150 audits di-

rected at various operations of the Board.

OFFICE OF INVESTIGATIONS

Our other major operational component is the Office of Investiga-
tions. Our investigative caseload is currently exceeding 2,600, and
has an estimated fraud value of over $50 million. The workload is

expected to increase through 1996 as a result of our RRB State

wage computer matching program agreements with the 49 States

and the District of Columbia that the Chairman previously men-
tioned. We project that cases for investigation will continue to in-

crease in number as these matching programs become operational.
I would like once again to commend the Board's staff on its ef-

forts to identify and report suspected instances of fraud to the OIG.
These efforts provide an excellent example of the results that can

occur when the OIG and management work closely together.
In fiscal year 1994 we will also continue to emphasize investiga-

tive efforts on Medicare and disability fraud cases. We will con-

tinue to participate in many health care task forces across the

country' with various U.S. attorneys' offices. We will also increase

joint activities with other inspectors general, particularly at the

Department of Health and Human Services, the FBI, Secret Serv-

ice, and other Federal agencies.
Our criminal caseload demonstrates that individuals continue to

commit fraud against the RRB programs, and in my estimation
there appears to be no credible deterrent. We must continue to

strengthen our programs to detect fraud and apprehend those per-
sons who fraudulently obtain RRB program funds. Our investiga-
tive efforts, as I have previously mentioned, have yielded signifi-

cant results, with over 667 criminal convictions, 401 indictments
and information, and $17.1 million in recoveries, restitutions, and
fines.

I would also add that we will continue to pursue enforcement ac-

tion under the Program Fraud Civil Remedies Act, as this act has

proven to be an effective weapon against fraud. I would like to offer

our appreciation to the Board's Ofiice of General Counsel for its ag-

gressive approach in referring these civil matters to the Depart-
ment of Justice.

CLOSING REMARKS

In closing, I would again like to say that the office has consist-

ently focused its efforts on the interests of RRB beneficiaries

through its actions to protect the integrity of the trust funds from
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which all benefits are paid. The office has concentrated on long-
term concerns rather than on short-term statistical accomplish-
ments, and has addressed the major issues described above that af-

fect overall service to the railroad community.

PREPARED STATEMENT

With the support of the administration, the Congress, and RRB
managers, we will continue to seek ways to improve the delivery
of accurate and timely benefits, make recommendations, and work
with agency management to strengthen programs and improve the

economy, efficiency, and effectiveness of the agency operations and
find innovative ways to detect fraud, waste, and abuse. With the
continued cooperation of the RRB managers, we can maximize our
audit and investigative efforts to eliminate weaknesses in agency
programs.
This concludes my remarks, Mr. Chairman. I would be happy to

answer any questions you may have.

[The statement follows:]

STATEME^r^ of William J. Doyle III

Mr. Chairman and members of the subcommittee, my name is William J. Doyle
III, Inspector General of the Railroad Retirement Board (RRB). I am here today to

speak on behalf of my budget request for fiscal year 1994.
I would like to express my appreciation to you, Mr. Chairman, and the members

of the committee for your continued support of the Office of Inspector General (OIG).
I fully support the President's fiscal year 1994 budget request of $6,742,000 and

102 full-time equivalent positions for the Office of Inspector General.
The RRB pays approximately $7.7 billion in retirement, sur/ivor and disability

benefits
annually

to over 900,000 beneficiaries. Under the Railroad Unemployment
Insurance Act, tne RRB pays about $80 million in railroad unemployment and sick-

ness insurance benefits. The agency also administers Medicare Part B, the physician
services aspect of the Medicare program, with administrative costs exceeding $22
million in fiscal year 1992. About 850,000 beneficiaries receive such benefits through
the RRB totaling more than $700 million each year.
The OIG has continued to review RRB operations and recommend improvements

in agency programs. With the cooperation of the Board Members and agency person-
nel, we have intensified our audit and investigative efforts to prevent and detect

waste, fi-aud, and abuse in agency programs. The OIG achievements during the past
eighteen months include 315 criminal convictions, 166 indictments and informa-

tions, referral of 677 fraud cases to U.S. Attorneys and $9,766,000 in fines, savings,
and recoveries. There are 316 completed investigations presently awaiting action at

various U.S. Attorneys' offices across the country. Additionally, the OIG issued 36
audit reports in such areas as the annual transfer of funds between the RRB and
the Social Security Administration, the RRB's work deduction program, and the new
experience rating system.
These reports contained actual and potential financial accomplishments accruing

to the trust funds of $119.5 million. Since the Office of Inspector General initiatea

operations in 1986, we have achieved financial accomplishments of $816 milUon, are
credited with over 666 criminal convictions, and have returned $33 for every budget
dollar allocated to this office. The oversight responsibility of $259 million per staff

member remains one of the largest in the IG community. The Office of Inspector
General has consistently focused its efforts on long-term concerns, and has ad-
dressed the major issues that affect the overall service to the railroad community.
During fiscal year 1994, the OIG will continue to develop innovative methods to

deter fraud, identify waste and abuse in RRB programs, and protect the integrity
of the trust funds for railroad beneficiaries and their families. Since I last testified

before this committee, the dollar amount of fraud has increased to over $50 million,
and is projected to continue to increase in fiscal years 1994 and 1995. Agency com-

puter match initiatives, the
Inspector General Hotline, and RRB referrals will gen-

erate this increasing fraud caseload. Our experience indicates that we have not yet
identified all those who would take advantage of RRB programs. As a result, the



1039

average investigator caseload, currently at 64 cases per agent, is expected to in-

crease in fiscal year 1994 and fiscal year 1995.

I would now like to summarize the priority areas that our audit and investigative
activities will address in fiscal year 1994.

The Office of Audit (OA) will concentrate its efforts in the following priority
areas:—Monitoring the RRB's progress in implementing its agreement with the Office of

Management and Bucket (0MB).—The OIG will assess the RRB's progress, in

the tmrd year of the management improvement agreement, in making oper-
ational improvements in the railroad retirement system. The OIG will monitor
the corrective actions to ensure that the agency properly uses the additional re-

sources provided for this purpose. The Administration and the Congress ap-
proved funding to support actions necessary to achieve improvements in six

operational areas: claims processing, debt collection, fi-aud control, information

systems, tax accounting and trust fund integrity.
This monitoring project has required the allocation of staffing to review RRB ac-

tivities and provide independent reports to 0MB. The OIG will again commit re-

sources to continue its monitoring and evaluation activities in this area. I am happy
to report that the RRB met, and in many ways, exceeded the fiscal year 1992 goals
established in the Agreement. In fiscal year 1993, the RRB is also on schedule for

meeting its current objectives.—Improving RRB oversight of its trust funds.
—^The Office of Audit will assess

RRB program controls to ensure payroll taxes are credited to the appropriate
trust funds. Other reviews will focus on trust fund investments, receivable and

payable balances relating to the financial interchange with the Social Security

Acuninistration, and year-end adjustments to the trust funds. Audit staff will

also evaluate the work products of the RRB's compliance group which is being
established to monitor compensation and

reportingjby
railroad employers.—Evaluating the RRB debt collection programs.—^he OfBce of Audit plans to

study the agency's debt collection programs to ensure the RRB
properly

identi-

fies, establishes, and collects receivables in a timely manner. We will also re-

view the adequacy of current procedures for the assessment of interest and pen-
alties on outstanding monies. At the close of April 30, 1993, over $100 million

were due to the RRB.—Reviewing the Medicare Part B Program.—The OfBce of Audit will continue to

monitor 5ie accuracy of the $730 million in Medicare claims processed by
the

RRB's Medicare Part B Carrier. We will also review the operations of the KRB's
Bureau of Disability and Medicare Operations and the Bureau of Hearings and

Appeals, the two offices directly involved with health care program administra-
tion.—Conducting integrity type reviews of the RRB program activities.—^The Office of

Audit will focus its efforts on vulnerable areas that have been identified in the

disability and Medicare programs. These reviews will be coordinated with the
OIG's Office of Investigations to identify actual and potential weaknesses that

permit program abuse.—Evaluating the RRB's internal control systems.
—^We will continue to assess the

agency's reporting process for internal control systems. We will review support-
ing documentation for the RRB's annual report to the Congress required by the
Federal Managers' Financial Integrity Act.

I would like to add that the implementation of the Chief Financial OfiBcers Act
of 1990 remains a major concern to the Office of Inspector General. We are cur-

rently engaged in discussions with the Board to identify the most cost-effective

means of meeting the requirements of the legislation. We strongly believe that an
audit of the agency's financial statements is essential, and this audit will assist the
Administration and Congress in evaluating the financing and management of the
RRB.

In fiscal year 1994, the Office of Inspector General will continue to conduct special
reviews that focus on current priority programs or activities. The OIG has recently
identified twelve special reviews that would typically be performed by an inspections
unit. This tjrpe of quick management review will permit the OIG to provide greater
coverage of agency operations and immediately advise the Board Members of spe-
cific problems.
Some of these

special
reviews include: the accuracy of backlog processing; RRB

overpajrments; ana agency requirements for mediced evidence lor disability deci-

sions.

The other major operational component is the Office of Investigations (01).

Our investigative caseload currently exceeds 2,600 and has an estimated fi-aud

value of over $50 million. The workload is expected to increase in fiscal year 1994
and fiscal year 1995 as a result of RRB state wage computer matching program
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agreements with 49 states and the District of Columbia. In addition, since the RRB
began including disability information together with unemployment and sickness in-

surance data in these wage matching programs, the result has been a substantial
increase in referrals of potential fraud cases to the Office of Investigations. We
project that cases for investigation will continue to increase in number as these

matching programs become operational. I would once again like to commend the
Board on its efforts to identity and report suspected instances of fraud to the OIG.

In fiscal year 1994, 01 will continue to emphasize its investigative efforts on Med-
icare and Disability fraud cases. Over 850,000 beneficiaries are covered under the
Medicare Part B program which paid them over $700 million in Medicare benefits

last year. 01 investigations will focus on Medicare providers who fraudulently
charge Medicare for durable medical equipment, nursing home or home health sup-
plies through billing ofGces located in more than one Medicare jurisdiction. These
companies charge for equipment and/or supplies in the Medicare jurisdiction which
allows the highest reimoursement without regard to the location of the beneficiary.
01 agents have located and identified a number of such provider "cartels." The typi-
cal ofiBce tiiat is established has no shipping facility, few employees and occupies
shared office space with other companies. Kickbacks to local suppliers or nursing
homes are generally the incentive for attracting participants in sucn a scheme.
We will continue to participate in many health care task forces across the country

at various U.S. Attorneys' Offices. We will also increase joint activities with other

Inspectors General, particularly at the Department of Health and Human Services,
the United States Secret Service, the Federal Bureau of Investigation, and other
Federal and state agencies.

Let me describe a few examples of Medicare fraud that our investigators have un-
covered.
A joint investigation with our office, the Department of Health and Human Serv-

ices-Office of Inspector General and the Federal Bureau of Investigation is being
conducted of a fraudulent billing scheme by six corporations representing them-
selves as Medicare providers. The investigation involves the submission of Medicare
cl£ums through "dummy" corporations located in states where reimbursement for

billed supplies is higher than the states in which the invoices originated. The six

Providers
in this case have billed Railroad Medicare in excess of $700,000 and SSA

ledicare over $20 million between January 1989 and December 1991.
An Ohio doctor was charged in a civil complaint in which he allegedly billed Medi-

care for false claims on benalf of his patients for three and one-half years. He de-

frauded government insurance programs of over $400,000 by billing for unnecessary
medical services, primarily laboratory tests, and for medical services which were not

performed. Civil seizure warrants were issued for the bank accounts and real estate

held by the doctor. A temporary restraining order was obtained for other out-of-state

assets acquired as the result of Medicare n-aud. Criminal charges are also pending
against this doctor. The Office of Investigations conducted this investigation in con-

junction with the Department of Health and Human Services, the Federal Bureau
of Investigation, the Defense Criminal Investigative Service, and the Postal Inspec-
tion Service.

We have also seen a large increase in our disability cases since this type of benefit

data is now included in tlie state wage matching programs. Previous oisability in-

vestigations have yielded significant monetary savings for tlie RRB, and several
matters are currently being prosecuted. We are currently investigating over 160
cases with a monetary value of about $2 million.

I would like to describe one of our disability cases for you.
During fiscal year 1992, we initiated an investigation based on a computer match

of RRB disability annuitant claim numbers and social security numbers with re-

ported wages to the State of Iowa. This computer match determined that, during
1990, a claimant earned wages from a community college located in Iowa. In July
1987, the claimant applied for RRB disability benefits, and was subsequently award-
ed an RRB

occupational disability based upon a diagnosis of "Orgamc Mental Dis-
order—history of depression, schizoid and paranoid personsdity traits." The claimant
has received over $26,000 in disability benefits. The investigation disclosed that, on
June 17, 1987, the annuitant began working for the community college as a semi-
truck driver instructor. He did not inform the RRB of this work when he applied
for disability benefits. The clfdmant admitted that he provided false information to

the doctor, and acted as if he had a mental disorder so he could continue to receive
RRB

disability
benefits. The RRB's Bureau of Disability and Medicare Operations

has suspended the annuity.
The majority of the unemployment and sickness fraud cases that we work are

identified through the state wage matching programs and referred to the OIG by
RRB program bureaus. Here are a few examples:
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An individual was convicted for forging physicians' signatures on RRB sickness

insurance documents in order to receive benefits. He was ordered to make restitu-

tion of $15,604.
01 has identified numerous unemployment insurance claimants in the State of

Ohio who claimed and received benefits while working for non-railroad employers.
Recently, the U.S. Attorney's Office charged 15 individuals with theft, false claims,
false statements and mail fraud.

Another type of fraud in RRB benefit programs concerns the theft and fraudulent

cashing of U.S. Treasury checks, or conversion of electronic fund transfers, by some-
one other than the authorized RRB annuitant.
A subject negotiated checks issued to his mother for ten years following her death.

Over $62,000 in benefit checks had been fraudulently negotiated before me RRB ter-

minated payments. When the RRB's District Office attempted to contact the annu-

itant, the subject said she was traveling with her niece. Further investigation has
revealed that this individual also cashed U.S. Treasuir checks totaling $88,000 that
were issued to the mother by the Office of Personnel Management. This $150,000
fraud is being investigated by this office. The subject was interviewed and has con-

fessed. Prosecution is pending.
The above cases demonstrate that individuals continue to commit fraud against

RRB programs. We must continue to strengthen our programs to detect fraud and
apprehend those persons who defraud RRB progrsims. Ovu* investigative efforts have

yielded significant results since 1986: 666 criminal convictions, 401 indictments and
informations, and $17.1 million in recoveries, restitutions and fines. I would also

add that we will continue to pursue enforcement action under the Program Fraud
Civil Remedies Act as this act has proven to be an effective weapon against fraud.

To date, the Department of Justice has authorized seven prosecutions, eight addi-

tional cases have been settled by payment in fiill or by installment, and ten cases

are in the authorization process and demands for repayment have been issued by
the RRB's Bureau of Law. I would Uke to commend the Board for its aggressive ap-

proach in referring these civil matters to the Department of Justice.

In an effort to maximize OIG investigative and audit resources, we plan to in-

crease joint activities with other Inspectors General, particularly the Department of
Health and Human Services-Office of Inspector General. We will attempt to accom-

plish joint trauning programs and participate in specialized tosk forces in an effort

to efficiently use available audit and investigative resources.

In closing, I would like to say that the Office of Inspector General has consistently
focused its efforts on the interests of RRB beneficiaries through its actions to protect
the trust funds from which all benefits are paid. The office has concentrated on
long-term concerns, rather than on short-term statistical accomplishments, and has
addressed the major issues described above that affect overall service to the railroad

community.
In fiscal year 1994, the Office of Inspector General will continue to provide audit

and investigative coverage of agency programs, identify program weaiknesses, and
work to reduce fraudulent acts against RRB programs. Emphasis will remain in
those high risk areas which significantly impact RRB operations, and ultimately its

service to beneficiaries.

With the support of the Administration, the Congress and RRB management, the
OIG will continue to seek ways to improve the delivery of benefits, make rec-

ommendations to strengthen agency programs and improve the economy, efficiency
and effectiveness of the agency, and find innovative ways to detect fraud, waste and
abuse. With the cooperation of the RRB, we can maximize our audit and investiga-
tive efforts to eliminate weaknesses in agency programs and ensure timely and ac-

curate benefits.

That concludes my remarks, Mr. Chairman. I will be happy to answer any ques-
tions.

Biographical Sketch of William J. Doyle III

On December 18, 1985, William J. Doyle III was confirmed by the U.S. Senate
and was sworn in at the White House on January 14, 1986 as the first statutory
Inspector General of the Railroad Retirement Board.

Headquartered in Chicago, the Board administers the $7 billion-a-year benefit

programs provided under tne Federal Railroad Retirement and Unemplojonent In-

surance Acts covering the nation's 1.2 million active and retired railroad workers
and their families. The Board also assists in the administration of other federal laws

covering railroad workers.
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Mr. Doyle is one of 26 Presidentially appointed Inspectors General who are re-

sponsible for promoting economy, efficiency and effectiveness and for detecting
fraud, waste and abuse in Federal programs. Mr. Doyle served as Inspector General
for ACTION, the National Federal Volunteer Agency from 1981 to 1986.

From 1976 to 1981, he was the Executive Assistant to the Administrator of the

Law Enforcement Assistance Administration at the U.S. Department of Justice,
where he twice received Presidential letters of appreciation and received two out-

standing awards from the Attorney CJeneral. Mr. Doyle has recently been awarded
the 1991 Meritorious Executive Presidential Rank Award and the Department of

Health and Human Services Inspector General's Financial Integrity Award.
In 1975 and 1976, Mr. Doyle was Acting Director for the Office of Mortgagee Com-

pliance at the Department of Housing and Urban Development in Washington, DC,
where he received the Department's Special Achievement Award in 1975. During
that time, he also served as Executive Management Advisor to the Executive Direc-

tor of the Commission on Federal Paperwork.
From 1972 to 1974, Mr. Doyle served as Deputy Director of the Office of Compli-

ance and Enforcement, Price Commission, Executive Office of the President, in

Washington, DC, where he twice received the Commission's highest Award for Man-
agement Excellence.

From 1968 to 1972, he held various positions in the private sector including Exec-
utive Vice President of ESDI, a management consulting firm specializing in the de-

sign of management systems.
He is a member of the President's Council on Integrity and Efficiency, the Asso-

ciation of Federal Investigators, and the Vice Chairman of the Midwestern Intergov-
ernmental Audit Forum.
Bom May 18, 1941, Mr. Doyle is a native of Daytona Beach, Florida. He earned

a Master's Degree in International Law and Relations in 1968 from Catholic Univer-

sity, Washington, DC, and was awarded a Dean's scholarship for completion of his

Ph.D. studies. He graduated from Canisius High School, Buffalo, New York while

a resident of the town of Tonawanda.

MEDICARE FRAUD

Senator Harkin. Thank you very much.
On page 9 of your testimony you talk about the Medicare provid-

ers who fraudulently charge Medicare for durable medical equip-
ment. Last Friday, we had quite a lengthy hearing here in this

room with the Inspector General's Office of Health and Human
Services regarding that very subject. Have you been working with
them on this?

Mr. DoYLE. Yes; we are working very closely with them. As you
know, they have a lot more resources, but it has proven very effec-

tive for us to work together on this and other areas.

Senator Harkin. You make the statement: "OIG agents have lo-

cated a number of such provider cartels." Can you give us that in-

formation, please?
Mr. Doyle. Yes; we can share that with the committee.
Senator HLarkin. We would like to look at this and see how it

matches up with what the inspector general in HHS has done also.

Maybe you have seen some things or found some things that they
have not looked at.

Mr. Doyle. Like I said, we try and share our information with

them, and especially since they have determined that they are no

longer going to be working in the part B area of Medicare. We have
determined that we must continue in this area because of exactly
what I have stated in my testimony.
And I might add that all those cases being worked are viable in-

vestigations right now with the Office of HHS OIG.
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DEBT AND TAX COLLECTION

Senator Harkin. Tell me about the trust fund. One of the prior-
ities identified in the Railroad Retirement Board and the 0MB
management improvement agreement is this: To ensure the integ-

rity of the railroad trust fund. As the IG, you have oversight re-

sponsibility for the management improvement fund. How have the

collection and tax allocation improvements which you mentioned in

your testimony briefly helped the trust fund's security? How have
debt collection and tax allocation improvements helped the trust

fund's security?
Mr. Doyle. Well, I think that we have, by reviewing the proce-

dures for debt collection and consolidating debt collection, a much
more stable program. We are aggressively pursuing the collection

of funds that heretofore quite frankly was very disorganized, and
there was not the emphasis that is presently being placed on it.

And the same thing with the tax collection. Our audits, for exam-

ple, of the railroads determined that there was noncompliance of

the railroads, especially in the area of supplemental taxes. Before

we lost our lawsuit regarding our authority to audit, we had deter-

mined that there was over $78 million of taxes, penalties, and in-

terest that were owed for that one small period for just the few
railroads that we had audited.

I think that with the added attention, with IRS now conducting
the audits of the railroads and our oversight, as well as the aggres-
sive collective measures we are taking now in debt collection, is

going a long way to ensure that the funds are being safeguarded.
Senator Harkin. Very good.
Mr. Doyle, thank you very much. And again, if you could give us

some information on the investigations you have done into durable
medical equipment fraud, we would appreciate that.

Mr. Doyle. Do you have anyone in particular you would like us
to work with on this?

Senator Harkin. Mr. Jim Sourwine of our subcommittee.
Mr. Doyle. Fine. We would be glad to.

Senator Harkin. Thank you, very much.
Mr. Doyle. Thank you. Senator.

question submitted by the subcommittee

Senator Harkin. Thank you very much.
There will be some additional questions which will be submitted

for your response in the record.

[The following question was not asked at the hearing, but was
submitted to the Office of Inspector General for response subse-

quent to the hearing:]

Question Submitted by the Subcommittee

Question. In your work reviewing the Medicare Part B program, you currently
monitor about $730 million in claims by your carrier, The Travelers Insurance Com-
pany. Now will the Office of Investigations change the way it oversees this activity,

given the new competitive bid process by which this Travelers contract was award-
ed?
Answer. The Medicare contract, awarded by the Railroad Retirement Board (RRB)

on July 2, 1992, requires the carrier to maintain an effective fraud and abuse review

process. The new contract also requires the contractor to maintain a 98.9 percent
accuracy rate in claims processing. The Office of Inspector General (OIG) vml per-
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form independent reviews of the carrier's performance as part of the IG's oversight
responsibility of the RRB's Medicare program.

"nie OIG plans to increase cooperative efforts with the carrier, and to monitor pro-
gram integrity activities and efforts to identify potential fraudulent schemes and
providers. The OIG recentiy hosted a joint training session witJi the Travelers' pro-
eram integrity staffs to exchange information on operations and procedures, and to
discuss improvements in coordination. OIG agents routinely contact the carriers pro-
gram integrity personnel while requesting information on current investigations.
Based upon a recommendation by the Health Care Financing Administration, four

carriers have been selected to handle regional claims for all ourable medical equip-
ment

supplies
covered under the Medicare Part B program beginning in late 1993.

The OIG will conduct visits with the carriers to ensure OIG efforts in identifying
and investigating fraudulent practices in the Medicare Part B programs that affect

RRB annuitants.
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BUDGET REQUEST

Senator Harkin. Next we will hear from U.S. Institute of Peace.

[Pause.]
Senator Harkin. The U.S. Institute of Peace requests appropria-

tions of $10,912,000 for fiscal year 1994. It is the same amount of

last year's request. Dr. Crocker, the Chairman of the Institute's

Board of Directors, will testify about their budget. Father

Hesburgh, a member of the Institute's Board, is here. We welcome

you back again, Father Hesburgh. And Charles Nelson, also, we
welcome you back. And Dr. Crocker, we welcome you.

SUMMARY STATEMENT OF CHESTER A. CROCKER

Dr. Crocker. Thank you, Mr. Chairman. As you have indicated,
I am Chairman of the Board, and on my left. Father Ted Hesburgh
serves with me on the Board. Charles Nelson, the Acting President
of the Institute, will also be available to answer questions that you
may have.
You have offered to put my comments into the record, which I

appreciate. I just want to make two basic points. One is to empha-
size the vital need for an institution of this kind, and the other is

to underscore the very disorderly and chaotic world circumstances
that we now find ourselves in.

Obviously, I do not need to restate for you here in detail what
the end of the cold war has meant in terms of disorder and insta-

bility and chaos around the world. By one estimate, there are as

many as 35 major armed conflicts affecting the world's community,
and we need to address as a nation the implications of this dis-

order, what we can do about it in various dimensions to try and
bring about more civil international order and a situation in which
basic human freedoms, democracy, human rights, market reform,
and so forth, can flourish.

I think it is important to stress that these trends that I have
been summarizing point to a dangerous world with possible im-

pacts for American interests in such places as the former Soviet

Union, Somalia, Cambodia, and the former Yugoslavia. In our judg-
ment, scholars, teachers, statesmen, and peacekeepers will need
the clearest possible understanding of the causes of conflict, the

triggers of conflict, how best to head off or deter conflict, and if that

(1045)
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fails, how best to contain or resolve conflict in this time of unprece-
dented flux in the international system.
This is a huge intellectual challenge. It does affect our values as

well as our interests. When peacemaking fails there is usually a

price tag, and sometimes we have a part of that to face up to. So
it is in our judgment very important that we get the best scholarly

insights, the best diplomatic case studies, and bring together the

leading theories and methods of conflict resolution so that they
intersect with each other and people can learn from the experience
of what has been tried and what has failed and what has suc-

ceeded.
Where does the Institute flt in? Mr. Chairman, in establishing

the Institute, Congress directed it to serve both the American peo-

ple and the Government, itself Within the words of the statute:

* * * the widest possible range of education and training, basic and applied re-

search opportunities, and peace information services on the means to promote inter-

national peace and the resolution of conflicts among the Nations and peoples of the
world without recourse to violence.

We have identified three basic approaches to achieving our goals.

First, a focus on basic and applied knowledge about international

conflict; second, a focus on disseminating that information to those
who can best use it in the policymaking and diplomatic commu-
nities and in journalism and citizen education; and third, a focus

on promoting informed public discussion of these issues. We also

use a fourth approach on occasion, by actually facilitating dialog
and communication amongst warring parties, without necessarily
the involvement of the executive branch but always with their sup-

port.
Since our programs began, we have built a strong record, and I

just want to conclude on this point, by saying that as someone who
has been in both the academy and Government service, I am par-

ticularly proud of how the Institute is building bridges between
both the world of the practitioners, the diplomat, the statesman if

you will, the peacekeeper, the soldier, on the one hand, and the
world of the peace activist, the scholar, and the researcher on the
other.

This is a vital network we are building, and we think we are

making some headway with it. One example I might just quickly
point to—^we are kicking off, in fact this month, a program which
we are calling the challenges of humanitarian and political inter-

vention in which we are looking at the entire life cycle, if you will,

of conflict situations. How did they start? What could be done at

the early stages to try to have a kind of preventive diplomacy, a

warning mechanism? What can be done?
Once you know that some form of intervention seems advisable,

how do you shape a mandate that might lead to success? How do

you see a way out of such situations so they do not become perma-
nent burdens? How do you link together the humanitarian aid to

civilians dimension to the military dimension? How do you restore

political legitimacy? And how do you rehabilitate economies that
have been sometimes destroyed in these situations of strife? It is

a tall order.

We believe we have a potential in this project to really help
shape and advance the national debate, bringing to bear different
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schools and approaches on specific regional conflicts. We will be

looking at a number of ongoing conflict situations.

PREPARED STATEMENT

Mr. Chairman, as you have mentioned, we are in this fiscal year
seeking once again $10,912 million for the Institute. This rep-
resents a straight line from last year's actual appropriation. We
had initially hoped for more. We have come down to the level we
were granted last year. This is a less than no-growth budget for us
and it does have some painful consequences in terms of pro-

grammatic tradeoffs, but we think we are acting within the spirit

of the time in doing that and we are going to make the best with
what we are seeking, with your support.
And that concludes my opening comments, thank you.
[The statement follows:]

Statement of Chester A. Crocker

Mr. Chairman and members of the Subcommittee, I am chairman of the board of

directors of the United States Institute of Peace and am honored to meet with you
today on behalf of the Institute. In my remarks, I would like to address two sub-

jects: (1) ihe state of the world in the post-Cold War era, and (2) some reflections

on the Institute itself.

Before moving to these subjects, however, I want to report to you that in Feb-

ruary, Ambassador Samuel Lewis, the Institute's president for the past five years,

resigned to become director of the State Department's OfBce of Policy Planning. I

know that he joins us in the belief that the U.S. Institute of Peace has become a
vital national resource in dealing with international conflict and peace. Upon his de-

parture, the board promptly appointed the Institute's executive vice president,
Chfu-les E. Nelson, to be acting president and began the process of seeking a succes-

sor to Ambassador Lewis as the Institute's next president.
The first of my two major points is the critical international situation that is the

context for the Institute's work. The end of the Cold War has lefl; us struggling with

great uncertainties. After the Gulf crisis, the Middle East is still a region of chal-

lenge and conflict. New, violent, internal conflicts have emerged in such places as

the former Yugoslavia and the Transcaucasus. Steps toward peace in Cambodia, Af-

ghanistan, and Angola are incomplete and threatening to fail. Implementation of

f)eace

accords in Mozambique and Central America present fresh challenges. Other

ong-standing conflicts such as the one in Peru continue unresolved. By one estimate
there are toaay 35 major armed conflicts that affect the international community.
These situations point to a law and order deficit that must be addressed as a top

priority by tiie United Nations and the regional organizations of Europe, the Ameri-
cas, Anica, and Asia. Moreover, although important agreements have been reached,
the number of strategic nuclear weapons in place remains very high, and the pro-

liferating avaUabUity of weapons of mass destruction and means for delivering them
remain as dangerous, unresolved problems. The migration of refugees is only one
of many hvunanitarian problems straining social systems in many parts of the
world.
These trends are not in the direction of a more peaceful world; rather, they point

to a dangerous world with more conflicts breaking out, perhaps localized but with

significant international repercussions that could impact upon U.S. interests, as in

the former Soviet Union and Yugoslavia. Scholars, teachers, statesmen, and peace-
keepers will need tiie clearest possible understanding of the causes of conflict and
how best to contain or resolve conflict in this time of vmprecedented systemic flux.

This is not only an intellectual challenge; it is an important national priority be-

cause international conflict inflicts a price on American values and interests. 'Thus,
it is important that the best scholarly insights, the best diplomatic case studies, and
the leaoing theories and methods of conflict resolution be made more accessible and
integrated with each other. This is important both for pxirposes of policy analysis
and diplomacy and for our teaching programs at secondary and university levels,

so new generations are better prepared to address issues of conflict and peace-
making in tomorrow's world.

It is with that background that I wish to address my second point, the Institute

itself. In 1984, Congress established the United States Institute of Peace as "an
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independent, nonprofit, national institute" governed by a board of 15 members, all

appointed by the President and confirmed by the Senate. Our independence is re-

flected in the fact that, although we work closely with the OfBce of Management
and Budget, we are able to present our budget request directly to the Congress inde-

pendent of the President's request. In establishing the Institute, Congress directed

it to serve both the American people and the Government with, in the words of the

statute, "the widest possible range of education and training, basic and applied re-

search opportunities, and peace information services on the means to promote inter-

national peace and the resolution of conflicts among the nations and peoples of the

world witiiout recourse to violence." Thus, it is important to note that the Institute

is dedicated both to farthering research and analysis on questions of peace and war
and to education and training about these critical matters.

We have identified three approaches to achieve our goals. We are: (1) expanding
basic and applied knowledge about international conflict and peace by sponsoring
serious research and analysis; (2) disseminating such information to those who can
best use it in policy making, diplomacy, journalism, research and teaching, citizen

education, and allied pursuits; and (3) promoting informed public discussion and un-

derstanding of the complex nature of international conflict and peacemaking. To
achieve these goals, we have created five interrelated programs—grants, fellow-

ships, education and training, in-house research and conferences, and libraiy
—and

special programs on the Middle East, the rule of law, and religion, ethics, and
human rights. We have also facilitated dialogue and communication between groups
and people fi^m societies where conflict is endemic or risks escalation. The Institute

is uniquelv equipped to play such a role when it appears appropriate and is wel-

comed and is not inconsistent with U.S. policy.
Since our first programs began in late 1986, we have built a strong record in the

field of peace, security, and conflict management. We have created an effective net-

work of scholars, teachers, diplomats, and related practitioners who learn about
each other^s work when they participate in Institute conferences and meetings and
in grant and fellowship review panels. With my background in both the world of

scholarship and teaching and the realm of diplomacy and government service, I am
particulars proud of how the Institute is helping biuld bridges between overly com-

peirtmentalized foreign policy scholars and foreign policy practitioners. A prime ex-

ample of this kind of specific endeavor is our study group on humanitarian and po-
litical intervention in internal conflicts, which held its first meeting on June 8th and
will focus on strengthening the international response to many of the world's most
difficult conflicts. We are, in short, on the cutting edge of knowledge and action,
which is, I believe, right where Congress intended us to be.

STATEMENT OF CHARLES E. NELSON

Senator Harkin. Thank you very much, Ambassador. Mr. Nel-

son, did you want to add anything to that at all, in terms of the

budget request?
Mr. Nelson. Yes; I would, Senator. I think it would be useful to

supply some information about how we are responding to this chal-

lenge of—the way I would put it—of maintaining momentum with-
in a straight line budget which, as Dr. Crocker has pointed out, if

you take into account inflation is even less than a no-growth basis
for us to operate under.
We are going to support and protect areas where we believe we

have substantial momentum underway, including both our re-

search side and our education side. On the research and analytic
side, we will continue some of the initiatives begun after the gulf
war that have focused on the Middle East and that have broadened
into the Muslim areas of Central Asia, as well as the role of the
United Nations. And in the challenges project

that was just de-

scribed, a major focus will be on the United Nations and regional
organizations.
On the education side, as I outlined in my prepared statement,

we have a number of initiatives, new developments in the next few
months, that demonstrate our commitment to this area of edu-
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cation and training. We have just completed a solicited grant cycle
which has emphasized conflict resolution training for local actors in

the former Soviet Union, Africa, Asia, and Latin America.
We have here in town this week the winners of our high school

peace essay contest. In July we will have a conference on the teach-

ing of conflict resolution and conflict management in this very dif-

ficult world. And in August we will have our second annual sum-
mer institute for social studies teachers from across the country.
For the fall, we are planning now a conflict resolution training

program as a pilot program for ourselves in the training of officials

and executives in regional organizations, probably some combina-
tion of the OAS and the OAU. Now, how are we going to do that

with a straight line budget? That is the point I wanted to make.
We are going to have to defer some activities; and we think it

is important to support the areas that I have just described. To ac-

commodate the straight line budget, we will be limiting to some de-

gree the amount of grants we give and the level of our fellowships.

Plus, we will be deferring the initiation of some new programs that

we had been considering.

PREPARED STATEMENT

Now, there is no question that we could use more funds quite re-

sponsibly. But given the overall budget constraints applicable

today, we thought that this was a more responsible course for us.

We believe our budget request does a good job of showing how we
can assure the continued and growing impact of our work and still

live within this overall constraint.

That is the outline I wanted to present.
[The statement follows:]

Statement of Charles E. Nelson

Mr. Chairman and members of the subcommittee, we are here to discuss with you
the Institute's budget request of $10,912,000 for fiscal year 1994 and appreciate the

opportunity to do so. Two basic factors support our request:
The state of world conflict continues to demonstrate the opportunities and need

for the Institute's contribution to the United States security interest and to inter-

national efforts to advance the cause of peace.
The Institute's capacities to address such international challenges have continued

to grow and enhance its abihtv to help American policymakers and the broader pub-
lic understanding and respond to such questions.
Concerns About the Federal Budget.—Given the continued tvu-bulence and uncer-

tainty in the world, tJie Institute could effectively and prudently use a larger appro-

priation. But, in consideration of the federal budget deficit and the special emphasis

E
laced on these questions by the new administration, we have limited our request,
-ast October, in making our preliminarv submission to 0MB, for the third consecu-

tive year the Institute requested a little more than $11.9 million. The President's

fiscal year 1994 budget request includes $10,912,000 for the Institute, the same
amount as appropriated in fiscal year 1993. In accord with the President's level, but
with some consioerable difficulty, we have reduced our budget request to Congress
to $10,912,000, or $1,028,000 less than the $11,940,000 we submitted to 0MB.
Less than "No Growth".—If past inflation is taken into account, this amoimt is

substantially less than a "no growth" budget, whether based on the Institute's fiscal

year 1992 appropriation of $11,000,000 or its fiscal year 1993 appropriation of

$10,912,000.

Key points to be addressed.—^The Institute faces the difficult task of living within
these budget constraints and at the same time maintaining the momentum it has

developed in recent years. Our budget request document explains the outeome of our

budget adjustments for each of our programs. My testimony today will present high-

lights about how we will continue to use our limited resovirces in two of the Insti-
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tute's principal areas of concern: (1) our e^anding education and training activities

and (2) our approach to a number of ongoing conflicts. I will close with a few com-
ments on the increasing impact of our work.

EXPANDING EDUCATION AND TRAINING ACTIVITIES

Our growing education and training activities seek to improve the quality of

teaching and Teaming in secondary scnool and college classrooms and in commu-
nities throughout the country about the complexities in the search for peace. With
our limited resources, we necessarily target special audiences that will produce mul-

tiplier effects—such as high school and university teachers and students and profes-
sional and civic groups. We reach these audiences principally by supporting the de-

velopment of curriculum materials for high school and college classrooms; oy fund-

ing and organizing workshops and institutes for teachers; by promoting programs
for high scnool and undergraduate students; and by sponsoring training programs
for professionals in conflict management.
Four Institute activities during this spring and summer highlight the breadth and

scope of our educational work: (1) a solicited grant competition focused on conflict

resolution training; (2) the National Peace Essay Contest for high school students;
(3) our 1993 annual conference on teaching about peace and security in the post-
Cold War period; and (4) the summer institute for high school social studies teach-

ers on international peace, security and conflict management.
Grants for Conflict Resolution Training.—At our Board meeting in March, deci-

sions were made on awards under our annual solicited grant cycle which included

a topic on conflict resolution training (other topics focused on conflicts in the Middle
East and in Africa). We are funding several projects designed to enhance the ability
of local actors in Eastern Europe, the former Soviet Union, and parts of Africa, Asia,
and Latin America to create new materials and models or to modify existing pro-

grams in "track two" and other unofficial forms of dispute resolution; to train indi-

viduals in conflict management/resolution techniques; and to establish indigenous
institutional capabilities or to carry out such skills training.
National Peace Essay Contest.—This week, the state winners of our National

Peace Essay Contest are visiting Washington for a 5-day awards program. The con-

test this year—the sixth we have run—asked students to write about the implica-
tions of a more internationalist versus a more isolationist approach by the United
States to international conflict. Essayists were asked to compare current discussions

on the subject with debates after World Wars I or II. This school year, more than

7,300 students from some 500 schools
participated

in the contest. As in past years,

highlights of the Washington week will include visits with the students' Senators
and Representatives; visits to the State Department and foreign embassies; lectures

fh)m leading foreign policy specialists, including Institute fellows, grantees, and
staff; and a computer-based conflict resolution simulation, which this year will be
a nine-hour examination of the crisis in Haiti. The awards banquet will feature a
talk by an eminent person and the presentation of

special college scholarships to

all state winners and additional scholarships to the three students our board has
selected as national winners.

Conference on Teaching About Peace and Security in the Post-Cold War Period.—
In mid-July, we will hold our major annual conference, with the principal focus this

year on high school teachers and administrators, junior and community college fac-

ulty, and others in international education. Examples of subjects to be addressed are

(a) the absence of a global framework for managing conflict, whether ethnic, reli-

gious, nationalist, or other in origin; (b) the evolving role of the U.N. and regional
or sub-regional organizations in peacemaking, peacekeeping, and peacebuilding; (c)

arms proliferation and arms control; and (d) human rights and democratization. At
the conference, subject matter experts and teacher educators will conduct workshops
on teaching techniques. We will provide curriculum resources, and panels will draw
significantly from our grantees, fellows, and staff.

Summer Institute for High School Social Studies Teachers on International Peace,

Security, and Conflict Management.—In August, we will hold our second Summer
Institute for high school social studies teachers. We expect about 30 senior or mas-
ter teachers, chosen competitively from rural, suburban, and city schools, both pub-
lic and private. The program is intense and goes from morning to evening for a
week. As with the essay contest program and the annual conference, we draw heav-

ily upon the expertise of our grantees, staff, and fellows and will ensure that the
teachers leave with useful materials for their classrooms. We tire concentrating this

year on three broad subject areas: (a) rapidly changing issues in contemporary inter-

national affairs that directly relate to questions of war and peace, such as arms con-

trol and refugees; (b) sources of international conflict in the post-Cold War era, such
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as ethnic identity, religion, and historical grievances; and (c) approaches to non-
violent conflict resolution between and \vithin nations, including unilateral and mul-
tilateral peacemaking, mediation, and reconciliation efforts by governmental and

nongovernmental actors. The Summer Institute will concentrate on methods for in-

corporating such materials into current curricula.

APPROACHES TO ONGOING CONFLICTS

The second area I wish to address is how the Institute approaches research and
analysis as applied to today's world of conflict. As a general matter, we look at areas
where problems are either long-standing and deep-seated or where efforts to resolve

them have recently engaged international institutions or should do so soon. Both

t3T)es of situations lend themselves to the kind of work that scholars can do produc-
tively, and these often are of special concern to U.S. policymakers and to the parties
to the conflicts. To address these questions we typically use a combination of grants,

fellowships, conferences, and in-house research and other activities. Our research

work, which almost always involves practitioners as well as scholars, has brought
us into close contact with the parties to—and with diplomats dealing with—a num-
ber of conflicts. To take fiill advantage of this, we have subsequently staged a num-
ber of dialogues to facilitate discussions between groups in conflict.

Some examples of our work help demonstrate tne breadth of our activities regard-
ing ongoing conflicts:

U.N. Peacekeeping.—Since 1988, 14 new U.N. peacekeeping operations have been

established, more than in the previous 40 years of U.N. history. In one year alone

(1991-92), the budget for peacekeeping operations jumped from $700 million to $2.8
billion. U.N. forces deployed for peacekeeping now number nearly 50,000—making
the U.N. responsible for more troops than exist in the military establishments of

many of its member states. Despite this investment, there is little doubt that there

remains a "law and order deficit" for which collective security will be accountable
if the number of wars does not decline, even if some are brought under control.

During tiie second half of fiscal year 1992 and in January of 1993, the Institute

conducted a series of working meetings on the increasing demands for and problems
of international peacekeeping. We called the project "The Professionalization of

Peacekeeping." Participants included past and present U.N. peacekeeping officials,

officials from the Departments of State and Defense and the United Nations, Con-

gressional staff, members of foreign missions in Washington with broad experience
in peacekeeping operations, and scholars. Under the mrectorship of Ambassador
Robert Oakley, director of our Special Middle East Program, and the Institute's Sen-
ior Advisor on U.N. Affairs Major-General (ret.) Indar Jit Rikhye, himself a 30-year
veteran of U.N. peacekeeping action, the project is preparing a report for submission
to the U.N. and agencies of the United States and other governments about how
to improve command and control structures for peacekeeping and how to create

more efficient participation of American and other armed forces in military actions.

Through a follow-on group project entitled "The Challenges of Humanitarian and
Political Intervention in Internal Conflicts," the Institute will also examine the
international role in a series of current situations such as Somalia, Mozambique,
South Africa, and Yugoslavia. The U.S. intervention and U.N. transition in Somalia
will enjoy special attention through Ambassador Oakley's return to our staff. For

Mozambique, an important resource will be our contact with the Community of St.

Edigio, an organization which has helped mediate a settlement in that country. In
South Africa, our interest builds upon the U.N. overseer mission and its liaison role

under the National Peace Accord, aiming to minimize political violence during the

period of political transition. And in Yugoslavia, our purpose will be to better under-
stend the limitations on and opportunities for intervention.

Yugoslavia.—In 1989, even before Soviet control of Eastern Europe collapsed, an
Institute study group warned of the prospects for oil conflict in Yugoslavia and the

possible breakup of the Soviet Union. A series of public events followed, including
a roundteble discussion steged with the Woodrow Wilson Center on the problems
of Yugoslavia, with particular emphasis on Macedonia and the possibiUties for the

disintegration of the Yugoslav state. In the early summer of 1991, an Institute con-

ference on ethnic conflict and the rule of law in Eastern and Central Europe en-

gaged 40 legal scholars and other experts with more than 50 East European civic

and parliamentary leaders, including Yugoslavs from Serbia, Croatia, ana Slovenia
and a wide range of other Balkan peoples. In July 1992, our annual conference—
"Dialogues in Conflict Resolution: Briaging Theory and Practice"—featured Yugo-
slavia among the five major conflicts addressed. Conflict resolution specialists, area

specialists, and diplomats reviewed the conflict, focusing on the (then) three-month-
old war in Bosnia. As noted above, we plan that our newest study group on the chal-
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lenges of humanitarian and political intervention in internal conflicts will include

the former Yugoslavia as one of its concerns.

Somalia.—Starting in the fall of 1992 and ongoing into 1993, the Institute has
conducted a series of consultations—^to date, two public and foiir non-public

—with
American-based Somali professionals. The consultations were facilitated by a prior
Institute grant project to St. Lawrence University, which had brought Somali lead-

ers together in Geneva during July of 1992. Personnel from that project formed the
core group for Institute meetings in the fall. The recommendations of this Somali

study group on how to promote reconciliation and reconstruction in Somalia have
been disseminated broadly and utilized by policjonfikers. In March Ambassador
Oakley returned to the Institute from Somalia. He will write about his experience
there and draw lessons from it for future cases of international hvunanitarian inter-

vention. In addition. Ambassador Mohamed Sahnoun, former U.N. representative to

Somalia, is currently a Visiting Fellow, augmenting our analytic capability in rela-

tion to Somalia and Africa more broadly.
Kashmir.—Oxir attention to Kashmir during the July conference on "Dialogues in

Conflict Resolution * * *"
engaged the U.S. Kashmiri community and led the Insti-

tute to construct a week-long working meeting on new means to resolving the Kash-
mir conflict. The meeting included not only Indian and Pakistani former of&dals,

scholars, and journalists, but was also unusual in the extent of participation by im-
ofiBcial Kashmiri political and civic leaders. The meeting, which took place in Janu-

ary 1993, produced a report that the participants were able to carry back to their

associates at home and which the Institute has passed on to key policjrmakers in

the Executive Branch.

GROWING IMPACT OF THE INSTITUTE'S WORK

Through its expanding network the Institute continues to reach key audiences

ranging from high-level policymakers to high-school students using a variety of

me^ods that further demonstrate the complementary nature of the Institute's re-

search, policy analysis, and public education activities. Following are some exam-

ples:
Activities aimed at secondary school students and teachers are receiving impor-

tant amounts of Institute resources. Students and teachers from every state partici-

pated in the 1992-93 National Peace Essay Contest and teachers from 29 states

participated in our inaugural teacher training institute last summer. Many others

have participated in enrichment programs elsewhere supported by Institute grants.

College and university-level students are reached through a number of Institute

activities. Grants have been made to 122 institutions of higher learning for a variety
of education-related projects. In addition, at least 100 schools have adopted Institute

publications for use in courses, and 61 students at 31 universities have received

support for their dissertation work.
Our work on current issues oflen seeks to be responsive to the needs of American

policjTnakers and has been directly useful to them. Examples include our study of

Arab-Israeli negotiations, our Syrian-Israeli negotiation simulation, which took

place just as the opening rounds of the Madrid peace talks began, our U.N. peace-
keeping study group, and our Somali meetings.
Some Institute projects directly help political and civic leaders overseas to pro-

mote peace. In many instances, these leaders are directly involved in conflicts—ei-

ther as leaders of the parties or as potential mediators. Much of these activities in-

volve conflict resolution training and other facilitative services, such as directories

and other resources on the rule of law.
The media continue to seek assistance from the Institute in reporting on inter-

national events and issues. In the case of Somalia, for example, Institute experts
have been interviewed for national radio and television programs and newspaper
stories distributed in every state.

CONCLUSION

Even though we request no funding increase for fiscal year 1994, we are commit-
ted to using appropriated funds even more effectively to further the peaceful resolu-

tion of international conflict and to increase the impact of our work during the com-

ing yefirs. For these reasons we once again urge you and your colleagues to give
your fiill support to our request.
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STATEMENT OF REV. THEODORE M. HESBURGH

Senator Harkin. Father Hesburgh, do you have anything you
want to add to this testimony before I start asking questions?
Father Hesburgh. I would just like to say, Senator, that we are

delighted that you are interested in this endeavor, and I know it

goes back to the beginning. I would just like to say as a kind of
newcomer—I have only been 2 years on this board—I have been,
as an educator, simply amazed at how much they get done with so

little money.
If you want a comparison, our university budget was over $300

million this year, and this little fledgling is getting along on $10.9
million. And what they get done with that money I continue to find

astounding. I wish I could produce as well at home.

AMOUNT OF BUDGET REQUEST

Senator Harkin. I appreciate that very much, Father. We are

glad you are on the board.
I have been interested in this since the beginning. I have been

with it since the beginning of it. Actually, before that, when Spark
Matsunaga always used to lean on me all the time to support it.

I guess I just have one question, Mr. Nelson, about this—I have
more than one question, but about the budget. The way the Insti-

tute was set up, and you have alluded to this in your testimony,
your written testimony, Mr. Ambassador, and that was that the
board is able, you are able to submit a request to Congress inde-

pendent of the President's request?
Mr. Nelson. That is correct.

Senator Harkin. Last fall, you submitted to 0MB $11.9 million?
Mr. Nelson. Correct.
Senator Harkin. The President's request came in at $10.4 mil-

lion, or something?
Mr. Nelson. No; $10.9 million, the exact number we have used.
Senator Harkin. And then you came back with the same thing?
Mr. Nelson. That is correct.

Senator Harkin. Why did you not stick with $11.9 million if that
was your initial request? Why did you feel it necessary to trim

yours when we set up the Institute to be independent and to re-

quest independently of the President what you thought you could
use?
Mr. Nelson. Well, our position is that we were trying to take

into account the overall budget environment in this city which, by
just reading the newspaper, is a very difficult time. We thought it

was a better course, for the time being, to stay with the amount
that we had had in the previous year. And we made that decision
before the President's budget came out. But we just felt that this

is the better course for this year. We look forward to a resumption
at some point.

I would reiterate that we can use more money.
Senator Harkin. Well, again, I just hope that—I was curious

about that because I thought that it was time for a little bit of an
increase. I think you have oeen doing some great things.

Dr. Crocker. Could I take a whack at that from a slightly dif-

ferent angle, as a member of the Board? We obviously are trying
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to be responsible in a budgetary sense. As Mr. Nelson has said, we
are trying to be responsible. We also believe that we are kind of
on a plateau now, 3 years in a row at about the same level.

A third factor, we have been through a political transition. There
are some new appointments coming to the Board. This is the start

up of a new administration and so forth. So we felt that was the

right course for this year. But it does not signal on the part of the

Board, and I think reflect my colleagues' sentiments here, Ted, any
desire to see us permanently at this level. That is not the point.
I think it is really a reading of the times.
Father Hesburgh. It may be, Mr. Chairman, that we have been

too virtuous for our own good. [Laughter.]
I would underline what Ambassador Crocker has said, that we

have all kinds of dreams, and we have had to constrict them a bit.

In trying to be virtuous, maybe we have been too virtuous.

NATIONAL PEACE ACADEMY

Senator Harkin. Well, I think the Institute of Peace has estab-
lished itself now over the last several years. I think it has good bi-

partisan support now, and I think there is, and especially with
what has happened in the world in the last couple of years, I think
there is more of an interest around here in this whole thrust now,
Father Hesburgh.
A long time ago I used to talk to Spark Matsunaga about this,

and of course his dream was always of an academy, the U.S. Peace
Academy, and I know that you have worked for a long time for a
National Peace Academy. That was not possible. However, out of
this came the U.S. Institute of Peace.

In light of your work now on the board, what about the vision

of a U.S. Peace Academy? Is that still something that is viable or
has it been superseded by the Institute of Peace and should we just
focus on it as an institute and forget about an academy? What do

you think?
Father Hesburgh. As you know, I have spent a lot of time work-

ing with military academies. I was Chairman of the Board at An-
napolis at the Naval Academy, and I was on the Board at the Na-
tional War College, and I have been involved in ROTC training for

over 30 years.
But the dream of this was that the Grovemment's worldwide con-

cerns and the basic democratic hope for peace in the world rather
than conflict ought to somehow be symbolized. There ought to be

something in the Grovemment somewhere that symbolizes our

yearning for peace and, in a sense, could be set up against our ef-

forts to prepare for war, as necessary. And I felt this was a kind
of moral imperative of America.

All countries have war colleges. Even when I was on the board
of the National War College in this city I facetiously said one day,
why do we not call it the peace college, because you guys always
say that the military is the greatest protection for peace. Well, that
did not fly very high or very long. But I still felt we ought to have
it, and Senator Matsunaga was such a great supporter of this that,
as you know, we created a medal in his name which will be given
out one of these days to our two former Presidents. And we hope
to somehow memorialize his name.
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To answer your question more directly, I think that what we are

doing now is right. Someday, there may be a peace academy, but
in a sense, we are doing what a peace academy would do. We are,
in a sense, trjang to educate the whole Nation, top to bottom. It

was just mentioned that we have many youngsters coming in this

week who are among over 7,000 in high school who wrote essays
on the whole matter of peace and conflict in the world today and
the new developments in the world today. I note that in my own
university, I established an institute of peace, that there are about
200 different organizations for peace in colleges and universities

today, and that we constantly intersect with this group.
This Institute of Peace in Washington, DC is really a resource

that is national, not just helping high school youngsters get inter-

ested in the area and not only helping their teachers who are going
to teach them conflict resolution and social sciences, et cetera, but
also in the university level, these 200 efforts to do something about

peace in the whole university context are supplemented by fellow-

ships and by research grants and by dissertation help and by so

many other different things that are helped. And we do not stop
there.

We have really a triple level in our fellowship program. We have

beginning scholars, doctoral students, and that type of person, and
then we have established scholars who are already teaching in uni-

versities, and then we have these very distinguished people like

our chairman here who have been ambassadors and come back to

become distinguished fellows.

On top of that, we, in a sense, go at the world regionally, and
we had seminars on Somalia, long before it was a concern, and the
man who ran that seminar was to go over to head up the effort in

Somalia, Bob Oakley—^Ambassador Robert Oakley.
We have had seminars on Mozambique as that was coming to a

head. We have had seminars, Grod knows, on every aspect of West-
em and Eastern Europe, and seminars on the Far East and South-
east Asia, and of course, a lot of seminars on our own hemisphere
on Latin America. These are all published, and they are published
quickly. From a university context, I say I do not know anyplace
that gets its publications out quicker when they are important. A
lot of publications get out when the battle is over and the dust has
come down and you are looking at an empty field. But ours are

right in the middle of the conflict while we are involved in Somalia
and we have publications coming out giving us understanding and
context for that.

Well, I am going too long, Senator, but I would say to you that
I do not ever write off the idea that an academy could be bom. But
I would have to say that, to the extent one can visualize it, this
Institute of Peace is doing the work the academy might do, apart
from having students and residents. We do have some senior peo-
ple in residence. I hope we will always continue to do that because

they give a character and an elan to the whole operation.
But I think the big question is one that you asked Ambassador

Lewis, I think, the last time this group met with you. You asked
him what the Institute would look like 10 years from now, and he
said that is just a corollary of what the world is going to look like

and what the U.S. responsibility will be 10 years from now.



1056

I would say, Senator, that I believe deeply that we are moving
toward a new world order, a world order characterized by peace
with justice. Now, that is a very big bite, because justice is never

easy and injustice breaks out all over the world with violence, and
we are talking about peace with justice, a new world order, if you
will. I have heard a lot of things about the new world order, but
I have not really seen it. I think it is our responsibility as an insti-

tute of peace, to come up with some rational, easily explainable,

clearly defined outline for all the regions of the world where con-

flict exists, about our effort toward a new world order and what
that would involve.

I think we can do it. I think we have got the resources, meager
though they are, to get started on it. I would say that if you want
to push us down this road, another $1 million would help, but that

is just my personal opinion. And I thank you, again, for giving me
the opportunity to say these things, because I come from a whole
lifetime of living in higher education in America and at a fairly dis-

tinguished institution, and I must say that I feel right at home in

the U.S. Institute of Peace because it is already a distinguished
educational institution educating on all levels.

What is most important for the future of democracy in this world
and for peace in this world is an effort to get rid of conflict, at least

to understand it first and then find the best way to get rid of it

and to promote peace through the various international and na-

tional bodies that we have, and I think we can help do that. And
I think it is important that we exist to do that.

Senator Harkin. Well, I thank you very much. Father Hesburgh.
At the risk of sounding a bit chauvinistic, it has always seemed to

me that there is not a better place for this institute, or an acad-

emy, and still, I have not lost the hopes myself that we will have
an academy. And I will get into that in a second. But—and this is

the chauvinistic part, that the United States really ought to be the

leader in this whole effort of conflict resolution, peace negotiations,

finding the win-win situations rather than who wins and who loses.

But how can both sides in a conflict win?
And in almost every case, there is such a situation that can be

developed. The Unitea States is a perfect place for that because of

what we are, a conglomeration of every race, creed, religion, and

everything else on the fact of the Earth. I mean, I happen to have

Yugoslavian heritage on my mother's side who came from Yugo-
slavia, and I have friends of mine who are also of Yugoslav back-

ground, but of a different Yugoslav background and we seem to get

along just fine over here. And while we have had a turbulent his-

tory in this country, no doubt about it. I mean you cannot deny it.

We have had problems here of racism in this country, but we
have always been working gradually toward a society, an egali-
tarian type society where people basically are viewed not nec-

essarily for their race, religion, or ethnic background, but just as
an American. And so I just think that we have a lot to offer the
world in that regard and how people can live together and resolve

their differences peacefully.
So that is why I think the idea of an academy still must be kept

alive, and that is a central focal point where not only Americans
could go but we could bring people from around the world to study
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a whole course of study where people could then get into a life oc-

cupation or career path of conflict resolution, sort of like—arbitra-

tors—people like that that develop this skill, and it is a skill. It is
,

a studied, learned skill. It takes a lot of historical knowledge.
And the same way with conflict resolution. I mean, you have to

understand the histories and the backgrounds of people and why
they are doing these things. Language skills are required, and that
is why I think, while I applaud the Institute and I think it is doing
a marvelous job, I still think that we need to look toward that

academy that would incorporate, or the U.S. Peace Institute would
incorporate an academy, some focal point some place.

I do not know when, obviously. Budget constraints are pretty
tight. But I still have not lost the hope that we might do that some-
time.
Father Hesburgh. I think, Senator, when you asked our former

president, Ambassador Lewis, about that 10-year prospect he said
we probably would need twice the money we are now spending to

jump into that. We are an institute that acts like an academy, as
I say, apart from having students actually here. But we have con-
stant coming and going of fellows and people from conferences, a\-

ways with an international composition. And we may very well
evolve into an academy without having the name.

After all, you have got the Massachusetts Institute of Tech-

nology, which is very much an academy.
Senator Harkin. That is true. I never thought about that.

Father Hesburgh. I could not agree more with you. I think
America has to be the paradigm of the world, where we have as

many as 80 languages spoken in New York City, where we have
got so many newspapers in other languages of the world, where we
have every culture represented, and where people, by and large,

given the mixture of this soup we have of cultures and ethnicity
and colors and religions, et cetera, I think it is incredible we have
as much peace as we have within this country. At least, we have
never stopped trying to ameliorate that situation. And I think we
could be, as the Founder of this or one of the Founders of this coun-

try, a man that arrived at Plymouth Rock, said, a light on the hill-

side that beckons people to peace and justice.

CONFLICT RESOLUTION TRAINING

Senator Harkin. Well said. It is established that people are now
beginning to get a better concept of it, and I just do not want to
see any backing down. I hope that this amount of monetary sup-
port will keep you moving ahead, and I hope there is no retrench-
ment.

Dr. Crocker. Mr. Chairman, if I might pick up on your point,
at the most recent meeting of the Board we authorized a pilot

training project in the field of conflict resolution for people associ-
ated with regional organizations and foreign conflict situations
around the world. We are moving into this area. We are not a
bashful Board, but we are doing a pilot on this. So we are going
to be getting closer and closer to what Father Hesburgh just called
a nonacademy academy.
Mr. Nelson. That is a program we will conduct ourselves.
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Father Hesburgh. It was also suggested in the House Commit-
tee that we should spend more money and perhaps be given more
money to do this precise work, in this precise moment of history
to train those who can understand resolution of conflict and all the

things that go into it. And we are moving in that direction. As I

say, we are doing it a step and a half rather than two steps for-

ward.
Senator Harkin. Well, I do not have any other questions, I follow

your operations fairly closely, and so does my staff. I really do not
have any other questions.

INTRODUCTION OF PEACE ESSAY CONTEST WINNER

Mr. Nelson. Senator, may we take another minute of your time?
I would like to introduce to you the Iowa State winner of our na-
tional peace essay contest, Mr. Brian Thompson from Jewell, LA,

sitting right here.

Senator Harkin. Congratulations.
Mr. Nelson. He is one of the 47 State winners who are in town

for this week. We have a simulation as part of the period here in

Washington, and the issue that we have taken for this year is what
should happen in Haiti. If you want a tough problem, that is one.

These students play roles and have to make choices. As an edu-
cational purpose, I think our overriding goal is to help commu-
nicate that these issues we are dealing with worldwide involve

tough choices. There are no easy answers. So, we are happy to have
Brian here, as well as the others from other parts of the country.
Senator Harkin. Welcome, Brian. Congratulations. You are from

Jewell? Where do you go to school?
Mr. Thompson. South Hamilton.
If I may, I hope you realize the great amount of pride that exists

in Iowa, and especially in Jewell, due largely to the fact that we
are represented so well by such an experienced and respected Sen-
ator. And I would say thanks for creating that optimistic attitude
in our State.

Senator Harkin. Well, you are very kind. I appreciate that very
much. Congratulations, Brian. Well, the U.S. Institute of Peace is

a great Institute. I just hope over the next several years it contin-
ues to grow. I do not mean that so much in a bureaucratic sense,
but to grow in influence and power and the people that look upon
the Institute as a place where we might start bringing different
sides together in terms of studying conflict resolution. And I know
you have some outreach programs doing that right now, if I am not
mistaken.
Mr. Nelson. Yes.

meetings among groups in conflict

Senator Harkin. I have sort of followed that over the last year,
so I guess you are still moving ahead in that area?
Mr. Nelson. Yes; and we are also moving ahead in bringing to-

gether groups in conflict. As Dr. Crocker mentioned, for example,
we had a group of Indians, Pakistanis, and Kashmiris meeting in

January for 3 days—^that is a conflict that is quite difficult today,
but is not of the same dimension as Bosnia and other areas of the
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world—to explore different approaches, what could be done now to

work quietly to resolve that conflict. And we are doing a number
of things like that, as well.

Senator Harkin. Very good. Thank you all very much. And
thanks for taking time from your busy schedules to be here in per-
son today; we appreciate the fine job you are all doing. Dr. Crocker
and Mr. Nelson and Father Hesburgh, and Brian, thank you for

being here,

QUESTION SUBMITTED BY THE SUBCOMMITTEE

Thank you very much.
There will be some additional questions which will be submitted

for your response in the record.

[The following question was not asked at the hearing, but was
submitted to the Institute for response subsequent to the hearing:]

Question Submitted by the Subcommittee

difference in budget request

Question. Last October's U.S. Institute of Peace budget submission to 0MB in-

cluded $11,940,000. The Institute's final budget submission to Congress includes

$10,912,000. What expanded program areas did the Institute's original request pro-
vide for that are not included in the Institute's final request?
Answer. We reduced the Institute's budget submission to Congress by about one

million dollars below that earlier submitted to 0MB in the following ways: We re-

duced programs across the board at rates between about 5 to 17 percent, as re-

flected in the table below. Our plan has been that the education and training pro-
gram will develop more slowly; that we will award fewer and perhaps smaller

grants; that special programs, in-house research, the library program, and
publica-

tion and outreach activities will curtail some activities; and that the fellowship pro-

fram
will be somewhat smaller. In addition to the overall delaying effect these cut-

acks will have on current program activities, we plan to postpone tlie beginning
of other new activities. For example, our plan is to defer anv substantial implemen-
tation of the Matsunaga Scholars Program for college undergraduates until suffi-

cient funds are available.

[In millions of dollars]

Fiscal year 1994—
Program/department a,,

.

.. „„„.,»
0MB submission ^foSi ^^^"^t"'"

Special programs and initiatives:

Middle East $387

Rule of law 359

Religion, ethics, and human rights 236

Core programs and departments:

Grants 3,498

Jennings Randolph Fellowships 2,118

Research and studies 719

Education and training 1,060

Jeannette Rankin Library 565

Publications and marketing 1,060

Public affairs and information 507

Management and administration 1,766

$365
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SUBCOMMITTEE RECESS

Senator Harkin. This subcommittee will stand in recess to recon-
vene at 1:30 p.m., to hear from the remaining related agencies.
[Whereupon, at 11:30 a.m., Monday, June 21, the subcommittee

was recessed, to reconvene at 1:30 p.m., the same day.]



(Afternoon Session, 1:38 P.M., Monday, June 21, 1993)

The subcommittee reconvened at 1:38 p.m., Hon. Tom Harkin
(chairman) presiding.

Present: Senator Harkin.

FEDERAL MEDIATION AND CONCILIATION SERVICE

STATEMENT OF BERNARD DeLURY, DIRECTOR
ACCOMPANIED BY:

MARY DURKIN, BUDGET OFFICER
BRIAN L. FLORES, DEPUTY DIRECTOR

BUDGET REQUEST

Senator Harkin. The Senate appropriations Subcommittee on

Labor, Health and Human Services, and Education, and Related

Agencies will come to order.

This afternoon we will have two panels of related agencies within
the jurisdiction of the subcommittee discussing their fiscal 1994

budget requests. First, we will hear from the Federal Mediation
and Conciliation Service, the National Labor Relations Board, and
the National Mediation Board.
These agencies provide various mediation, arbitration, and griev-

ance adjustment services with regard to labor-management dis-

putes. I welcome all of you here today and again, in the interest
of time, I would appreciate it if everyone would summarize their

prepared testimony. Your complete statements will be made a part
of the hearing record.

I will also leave the record open at this point for any opening
comments or questions for the record that other subcommittee
members may wish to submit.

Going in alphabetical order, we will begin with the Federal Medi-
ation and Conciliation Service and its Director, Mr. Bernard
DeLury. Mr. DeLury, who else is with you? Would you introduce
for the record the people with you? I would appreciate that, and
then if you could please summarize your statement.

SUMMARY STATEMENT

Mr. DeLury. Thank you, Mr. Chairman.
Accompanying me here today is Mary Durkin, our Budget Offi-

cer, a career employee of 24 years, and behind me is our Deputy
Director, Brian Flores, a career employee of 18 years.

Mr. Chairman, our request for 1994 is for 307 full-time equiva-
lents, which is 5 less than we have in 1993, and the dollar sum we
are requesting is $30,241,000, which represents a $288,000 in-

crease, or less than 1 percent over 1993.
This money will be used primarily to improve collective bargain-

ing by having our field mediators assigned to the projected 6,530
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joint dispute mediation cases and 1,500 preventive mediation cases
to improve labor-management relations. In addition, we expect to

submit 33,700 panels of arbitrators to improve contract administra-
tion.

We are seeking funds for 10 to 12 new grants under the Labor-

Management Cooperation Program, and we project 35 projects in

the alternative dispute resolution area.

That is all I have for the opening statement, Mr. Chairman. I

will be happy to answer any questions you have.

[The statement follows:]

Statement of Bernard E. DeLury

Mr. Chairman and members of the subcommittee, it is my pleasure to address the
subcommittee on the Federal Mediation and Conciliation Service's programs and ob-

jectives for fiscal years 1993 and 1994.

The Service was established by Congress in 1947 as an independent agency to

prevent or minimize interruptions of the free flow of commerce growing out of labor

disputes and to assist parties to labor disputes in industries affecting commerce and
to settle such disputes through conciliation and mediation.

DISPUTE mediation

This year federal mediators have been active in negotiations in the health care,

retail food, construction, aerospace, bituminous coal mining, utilities, oil and chemi-
cal production, and heavy equipment manufacturing industries. FMCS mediators
have also been active in major federal sector disputes, as well as state and local dis-

putes. The leading causes of difficulty in these negotiations have been health care

costs, followed by job security and wage issues.

In 1994, there will be contracts expiring in several key areas of the economy in-

cluding the National Master Freight Agreement and East and Gulf Coast longshore
contracts. Other industries entering into negotiations include steel manufacturing,
electric and electronic manufacturing, health care services, utilities, aerospace, re-

tail and wholesale food, tire and rubber manufacturing, clothing and garment manu-
facturing, heavy and highway construction, broadcasting and entertainment. We es-

timate that FMCS mediators will be directly involved in 6,530 Dispute Mediation
cases both in fiscal years 1993 and 1994.

PREVENTIVE MEDIATION

Through Preventive Mediation labor and management are introduced to methods
of avoiding workplace strife and provided with training in approaches that alter pre-

viously hostile and adversarial bargaining environments. Federal mediators will be
involved in 1,500 Preventive Mediation cases in both fiscal years 1993 and 1994.

ARBITRATION

Arbitration is used as a substitute for strikes in contract interpretation and as
a method of resolving impasses in some contract negotiations. The Service main-
tains a roster of qualified arbitrators and provides lists of these arbitrators to rep-
resentatives of labor and management seeking their services. The parties then select

an arbitrator to hear and decide their dispute(s). In both fiscal years 1993 and 1994,
we expect to submit 33,700 panels of arbitrators to the labor-management commu-
nity.

LABOR-MANAGEMENT COOPERATION PROGRAM (GRANTS)

The Labor Management Cooperation Act of 1978 authorizes FMCS to carry out
a program of grants and contracts to support the establishment and operation of

plant, area, and industry labor-management committees. In fiscal year 1993 the
Service will award 8 to 10 new grants and 5 extension grants. In fiscal year 1994
the Service expects to award 10 to 12 new grants.

ALTERNATIVE DISPUTE RESOLUTION

The Service assists other government agencies by pro"viding mediation and tech-

nical assistance in dispute resolution through our Alternative Dispute Resolution
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(ADR) Program. ADR projects are not in the traditional area of labor-management
relations, but rather in such areas as age discrimination mediation and regulatory
negotiations. Our work in this area helps to reduce litigation costs and speeds fea-

erS processes. ADR is funded through interagency reimbursable agreements. The
Service expects to respond to requests for assistance in 28 ADR projects during fis-

cal year 1993 and in 35 ADR projects in 1994.

SUMMARY

Through Dispute Mediation, mediators avert and minimize work stoppages.
Through Preventive Mediation, we improve labor-management relationships.

Through Arbitration Services, our staff fosters improved contract administration.

Through the Labor Management Cooperation Program, cooperative efforts are pro-
moted, and through Alternative Dispute Resolution, FMCS helps

to reduce govern-
ment-wide litigation costs and improve federal regulatory procedures.
To meet the challenges of the upcoming years, we must hire, train, and retain the

most qualified workforce possible, and we must provide our staff" with the resources

they need to carry out the mission we are entrusted to promote
—^industrial peace

in the United States. In fiscal year 1994, the Service is requesting a Full-Time
Equivalent level of 307 and an appropriation of $30,241,000.
Mr. Chairman, I will be glad to respond to any questions you may have.

Biographical Sketch of Bernard E. DeLury

Bernard E. DeLury is the Director of the Federal Mediation and Conciliation
Service (FMCS). He assumed the duties of this position on March 5, 1990.

Prior to j'oining FMCS Mr. DeLury served as Vice President of Labor Relations
for Sea-Land Corporation, a maj'or U.S. flag containerized ocean transportation com-
pany serving over 76 world ports and 64 countries around the globe. He was respon-
sible for the corporation's worldwide labor relations.

From 1973 to 1977 Mr. DeLury served as U.S. Assistant Secretary of Labor, and
was responsible for enforcing and administering various labor laws and executive
orders. He was agency head of both the Employment Standards Administration and
the Labor-Management Services Administration, and worked for three U.S. Labor
Secretaries during his tenure.
He also held several positions with the New York State Department of Labor be-

tween 1966 and 1973, the highest being that of Deputy Industrial Commissioner for

the New York City Metropolitan Area.
Mr. DeLury worked for eight years in the New York City construction industry

as a member of Ironworker's Local 46, AFL-CIO. He started his career in labor rela-
tions over 30 years ago as a staff" assistant with the Uniformed Sanitationmen's As-
sociation, Local 831 International Brotherhood of Teamsters.
Mr. DeLury is a graduate of St. John's University and Long Island University,

and has lectured at the New School of Social Research in New York City. He is the
author of several articles in the field of industrial relations, and is a member of the
Advisonr Council of the Center for Labor and Industrial Relations, New York Insti-
tute of Technology.

Biographical Sketch of Brian L. Flores

Brian L. Flores is the Deputy Director of the Federal Mediation and Conciliation
Service (FMCS). He assumed the duties of this position on July 12, 1990. Prior to
this appointment, Mr. Flores served as Director of the Northeastern District of
FMCS with responsibility for the states of New Jersey, New York, Massachusetts,
Connecticut, Rhode Island, Vermont, New Hampshire and Maine. His headquarters
was in New York City.

Prior to his New York assignment, he was the District Director covering North
and South Carolina, Virginia, West Virginia, Maryland, SoutJiem Ohio, Indiana,
Kentucky and the District of Columbia.
Mr. Flores entered the Service as a field mediator serving in New York City and

Washington, D.C. before being promoted to management.
He was bom in Minnesota, grew up in the Washington, D.C. area and attended

George Washington University oefore leaving to begin a career in the newspaper in-

dustry at The Washington Times Herald. He later moved to The Washington Post.
He was extremely active in the Newspaper Guild at the local and national levels
and was the Chief Administrative Officer of the Washington-Baltimore local. He is

a graduate of the Harvard University School of Business Administration's Trade
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Union Program and the Senior Managers in Grovemment Program of the John F.

Kennedy School of Government at that university.
He has represented FMCS and the United States Information Agency in a joint

public-private initiative to develop the organizational framework and hands-on skUls

necessary for mediating labor disputes in the U.S.S.R. The working visit to the So-

viet Union provided
the ideal opportunity to explore the transportabihty of conflict

resolution skills and methods to a society facing rapid
and profound change.

He was the Chief United States Delegate and Chairman of the International

Labor Organization's Tripeurtite Meeting on the Conditions of Employment and
Work of Performers in Geneva, Switzerland.

Biographical Sketch of Mary Patricia Durkin

Mary Durkin is the Director of Budget and Finance for the Federsd Mediation and
Conciliation Service (FMCS). She has held this position since June 1990. For the
seven years preceding, Ms. Durkin was the Budget Officer of the Service, and Ms.
Durkin is the Federal Women's Program Coordinator for FMCS.
From 1975 to 1983, Ms. Durkin served as a Budget Analyst with varying degrees

of responsibility in the Service's Budget and Financial Management Division. She
began her career with FMCS in an administrative capacity in 1973 and was in-

volved in the mediator recruitment and selection process.
From 1969 to 1973, Ms. Durkin held various administrative positions with the

Labor-Management Services Administration of the U.S. Department of Labor.

Ms. Durkin, a native of Washington, D.C., currently holds the
position

of Presi-

dent of the Sheridan Circle, an Irish American Association in Washington. Ms.
Durkin has served as an officer of the Federal Managers Association, and the Soci-

ety of Federal Labor Relations Professionals and as President of the Board of Re-

gents of the Academy of Holy Names.

CASELOAD

Senator Harkin. I appreciate that very much. Mr. DeLury, I

have a couple questions.
Data provided in your justification indicate that the backlog of

mediation cases has increased in recent years. For example, at the
end of 1988 there were 5,277 cases still in process, compared to

7,547 at the end of 1992. Why?
Mr. DeLury. Those are carryover cases, Mr. Chairman, cases

that were ongoing in the prior year that are carried into the next
fiscal year.
Senator Harkin. No; but what I am saying is that in 1988 there

were 5,200, now there are 7,500. Why the huge increase?
Mr. DeLury. Dispute mediation cases are taking longer to settle.

These are all dispute mediation assignments, Mr. Chairman, and
the trend line is going up.

Senator Harkin. What does a joint case mean?
Mr. DeLury. These are cases with meetings between the labor-

management parties, not separate meetings with only labor or

management. These are at the table cases where our mediators are

present.
Senator Harkin. So there was a substantial increase from 1988,

but you say it is now going back down again?
Mr. DeLury. Yes.
Ms. Durkin. We do not have a backlog per se. It is not as though

cases are not being handled. These are cases that we were han-

dling, but the labor-management parties have not settled yet. So,
these cases are considered carryover from one year to another. It

is not as though they are cases waiting to be handled. It is not the
same as a backlog of cases.
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Mr. DeLury. In carry over assignments, mediators are with the

labor-management parties, Mr. Chairman. It is not as though we
have deserted them. We are there with them throughout the bar-

gaining process, until they reach a settlement.

Sometimes the parties extend contract deadlines formally, some-
times informally. We are seeing an increase in the duration of

labor-management agreements. Years ago it was much easier to

plan. Contracts were normally for 3 years. We are seeing contracts

go beyond 3 years now in 10 percent of cases.

LABOR-MANAGEMENT COOPERATION PROGRAM

Senator Harkin. I am pleased to see you have requested funding
for the Labor-Management Cooperation Program, a very successful

program, as your agency has testified in the past. However, the

$769,000 requested for 1994 is far less than the $1.1 million award-
ed in 1991, even though the number of grants to be awarded is al-

most the same.
I want to know why this is and what is the average amount of

each grant and how is that amount determined?
Mr. DeLury. Mr. Chairman, we always get more applications

than we can fund. As you know, the Javits-Lundine Act in 1978 au-

thorized up to $10 million per year for this program. Over the

whole life of this program, we have received only a little over $10
million.

We try to pick the best programs we possibly can, for area, in-

dustry, and in-plant labor-management committees. These are dif-

ficult choices. We have a panel that works on selecting grantees.
We hope to issue 10 to 12 grants in 1994 with the $769,000. We
have received 87 applications this year for grants.
The last time we calculated it in 1991, there were $12 million re-

quested by grant applicants. So it is a tough choice to make. But
the money for this program goes a long way.

Senator Harkin. Well, again I just wondered. You have re-

quested $769,000, the number of grants are about the same as

ever. Yet it is about $300,000 less than what you had in 1991.

Mr. DeLury. That is right.
Senator Harkin. Are just the size of the grants going up?
Ms. DURKIN. In 1991 Congress provided over $1 million, $1.1 mil-

lion I think it was, for the grants program. In 1992 there was no

funding provided, and in 1993, we received only $992,000, which
was meant to include overhead and $749,000 for grants. When we
prepared the 1994 request, we applied the same formula increase
as the entire budget and that is why there is only $769,000 for

grants. It is based on 1993 actual figures.
Mr. DeLury. Thank you, Mr. Chairman.
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NATIONAL LABOR RELATIONS BOARD

STATEMENTS OF:
JAMES M. STEPHENS, CHAIRMAN
JERRY M. HUNTER, GENERAL COUNSEL

ACCOMPANIED BY:
JOHN TRUESDALE, EXECUTIVE SECRETARY
MELVIN WELLES, CHIEF ADMINISTRATIVE LAW JUDGE
YVONNE DIXON, ACTING DEPUTY GENERAL COUNSEL
WILLIAM STACK, ASSOCIATE GENERAL COUNSEL
GLORIA JOSEPH, DIRECTOR OF ADMINISTRATION
HARDING DARDEN, BUDGET OFFICER
DON HARTLINE, ASSISTANT BUDGET CHIEF

INTRODUCTION OF ASSOCIATES

Senator Harkin. Next we will go to the NLRB. We will hear
from the Chairman, Mr. James Stephens, and the General Counsel,
Mr. Jerry Hunter. Gentlemen, please proceed.
Mr. Stephens. Thank you, Mr. Chairman. Accompanying us

today are: John Truesdale, our Executive Secretary; Judge Melvin

Welles, our Chief Administrative Law Judge; Yvonne Dixon, our

Acting Deputy Greneral Counsel; William Stack, Associate General

Counsel; Gloria Joseph, Director of Administration; Harding Dar-

den, our Budget Officer, who is also accompanied by Don Hartline.
Senator Harkin. Could I see who these people are? I just want

to make sure I know who they are. John Truesdale is the Board's
Executive Secretary. [Mr. Truesdale raises hand.]
Melvin Welles.
Mr. Welles. Here.
Senator Harkin. Administrative Judge.
Yvonne Dixon, Acting Deputy GeneraJ Counsel. [Ms. Dixon raises

hand.]
And William Stack, Associate General Counsel. [Mr. Stack raises

hand.]
Gloria Joseph, Director of Administration. [Ms. Joseph raises

hand.]
And Harding Darden, Budget Officer. [Mr. Darden raises hand.]
Thank you. Just wanted to make sure I know who you all are

there. Thank you very much.
Mr. Stephens, please proceed.

BUDGET REQUEST

Mr. Stephens. This year we are asking for fiscal 1994 an appro-
priation of $171,274,000. That is an increase of $1.46 million over
the 1993 appropriation. The request is intended to fund 2,086 full-

time equivalents. We are also projecting a case intake of 47,762
cases, which represents a 1.9-percent increase over the projection

(1067)
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that we have for this year, 1993, which, in turn, is an increase over

last year's case intake of 39,555, which in turn was an increase of

1.6 percent over fiscal year 1991, so that we have a trend of gradu-
ally increasing caseload.

BOARD CASE BACKLOG

I am pleased to report that at the end of May, when we saw the

departure of one of our Board members, leaving us at three Board
members at the Board, our case backlog at the Board level was 264
unfair labor practice cases and 58 representation cases. What is

significant about the 264 C cases is that, as you may know, over

the last decade since the early 1980's, the Board went through a
rather difficult period where we had a very large backlog of cases

that got very old, and we have worked very diligently over the last

7 years to bring that down, bring our caseload current, and the 264
number represents the lowest number of pending cases at the

Board since March 1974, almost 20 years ago. So we have made
great strides in that regard.

PREPARED STATEMENT

Also, accompanying the large case increase in the mid-eighties
was the time it took to process cases at the Board. The average
case processing time at the Board reached 266 days from the origi-

nating document to the final decision and order. We have been able

to reduce that average from 266 down to 145 days for fiscal year
1992, and we are hoping, of course, for fiscal year 1993 that we will

even bring that down lower.

So we are very proud of the efforts we have made in bringing the

work of the Board current.

Let me defer at this moment, at this time, to our General Coun-

sel, Mr. Hunter.
[The statement follows:]

Statement of James M. Stephens

Mr. Chairman and distinguished members of the subcommittee, I welcome this

opportunity to appear before you as Chairman of the National Labor Relations

Board (NLRB) to discuss the Agency's budget request for fiscal year 1994. At the

outset I would like to introduce our General Counsel, Jerry M. Hunter. Also with
us today is John Truesdale, the Board's Executive Secretary, Melvin Welles, our
Chief Administrative Judge, Yvonne Dixon, Acting Deputy General Counsel, Wil-

liam G. Stack, Associate General Counsel, Gloria Joseph, Director of Administra-

tion, and Harding Darden, our Budget Officer.

In accordance with normal procedure, the Agency has already submitted to you
a detailed fiscal year 1994 Justification. In my testimony todav I would like to brief-

ly highlight the Justification statement and make a few additional comments as

well.

The fiscal year 1994 budget now before you requests an appropriation of

$171,274,000 compared to the 1993 appropriation of $169,807,000. This request is

the product of an analysis of the NLKB's best cvirrent estimate of the number of

cases that the Agency will receive in 1994; how these cases will be resolved; the

number of staff-years of employment (FTE) needed, based on targeted rates of pro-

ductivity; and, finally the oirect and support costs reqviired to handle the antici-

pated caseload. We project a 1.9 percent increase in case inttike for fiscal yeeir 1994
over that of fiscal year 1993 to approximately 40,762 cases.

The General Counsel has statutory responsibiUty for the investigation and pros-
ecution of cases. Under his general supervision, 33 Regional Directors and their

staffs
process representation, unfair labor practice, and jurisdictional dispute cases.

He will be addressing these concerns separately. Directly under the responsibility
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of the Chairman and the Board are the Division of Administrative Law Judges and
the staffs of the Board Members. At this time I will briefly discuss these two areas.

ADMINISTRATIVE LAW JUDGES

In fiscal year 1992, our Administrative Law Judges closed 587 hearings, issued
629 decisions, obtaineid 111 settlements in person and another 323 by means of tele-

phone conferences. The total nvunber of settlements, 434, is an achievement in itself

and reflects the emphasis within the Division of Administrative Law Judges, and
in the operations under the responsibility of the General Counsel, on settling cases
whenever possible. This settlement emphasis is critical, not only in that it eventu-

ally saves both the Agency and taxpayers a great deal in litigation costs, but in that
it ensures that the parties themselves avoid the delays and cost inherent in the for-

mal trial process and subsequent consideration by the Board and/or the Courts of

Appeals.
The Board has been active in the pursuit of increased productivity of Judges and

we continue to address this problem in 1993. However, the expected retirement of

a substantial number ofjudges in fiscal year 1994 could have a serious impact upon
the judges' productivity. Since fiscal year 1987, the NLRB has loaned its Adminis-
trative Law Judges to other agencies on a reimbursable basis. However, the demand
for this program has been reduced and we expect the program to be eliminated by
the end of this fiscal year.

members' staffs

In 1992, the Board decided 751 unfair labor
practice

cases and 230 contested rep-
resentation cases. The Board's backlog peaked at 1,679 unfair labor practice and
representation cases in February 1984. At the end of fiscal year 1992, that number
had declined to 385 cases, or by about 77 percent. I should also note that as of the
end of Mav, with the departure of Member Oviatt (leaving the Board with only
three members), the number of pending unfair labor practice cases has been fiirther

reduced to 264, the lowest number since March 1974. This reduction was achieved
without an increase in the number of staff attomevs assigned to each Board Mem-
ber and despite various funding reductions mandated by deficit reduction goals.
With respect to the reduction in over-age cases, at the end of fiscal year 1990, the
Board had 27 unfair labor practice or "C" cases that were more than two years old;
at the end of fiscal year 1992, this number had been reduced to 9. Furthermore,
in 1992, the median time from originating document to issuance of decision in an
unfair labor practice case was 145 days, a reduction of 23 percent fi*om 1991.

OUTLOOK FOR FISCAL YEAR 1993

The total Agency case intake is projected to rise 1.1 percent above the intake re-

ceived in fiscal year 1992. In accordance with the President's executive order on
FTE reduction, the Agency's FTE total will decrease fi-om 2,140 to 2,119. The fiscal

year 1993 budget is austere in that the Agency will not be able to sponsor many
subsidiary programs, such as specialized Agency training.

OUTLOOK FOR FISCAL YEAR 1994

A 1.9 percent increase in case intake is projected for fiscal year 1994. The Agen-
cy's FTE will decrease fix)m 2,119 to 2,086. The $1,467,000 increase represented in
tne fiscal year 1994

recjuest will be absorbed by the fiill funding of within-grades,
promotions, and annualization of the 1993 pay increase and space rent. As in fiscal

year 1993, the Agency will make every effort to continue to advance automation to

reduce case backlogs; however, if we receive the expected intake, larger backlogs
will be unavoidable.

CONCLUSION

It is my firm belief that the process afforded by the NLRB to resolve conflict is

an essential contribution to an efficient national economy. It is my intention to as-
sure that the Agency will do all that is possible to resolve the labor disputes within
its jurisdiction in a timely, professional manner.

BioGRAPfflCAL Sketch of James M. Stephens

Date of birth: September 16, 1946.
Residence: Vienna, Virginia.
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Education: 1971 Juris Doctor, Case Western Reserve University, Cleveland, Ohio;
1968 Bachelor of Arts—History, Wittenberg University, Springfield, Ohio.

Employment history: Appointed by President Reagan in November 1985, for a

term which expired August 27, 1990; designated by President Reagan as Chairman
of the National Labor Relations Board on January 11, 1988; nominated by President

Bush, to a second five-year term on June 21, 1990, and redesignated as Chairman

upon confiraiation by the Senate in July; 1981-85, Labor Counsel, Committee on
Labor and Human Resources, United States Senate, Washington, D.C.; 1977-81, As-

sociate Minority Labor Counsel, Committee on Education and Labor, House of Rep-
resentatives, Washington, D.C. (1977-78, Assistant Counsel; 1978-81, Associate

Counsel); 1973-77, Associate, Law firm of Roetzel & Andress, Akron, Ohio; 1971-

73, Law clerk for Judge Leo A. Jackson, Ohio Court of Appeals, Eighth Appellate
District, Cleveland, OWo; summer 1970, Legislative intern for the Proprietary Asso-

ciation, Washington, D.C.; summers 1968-69, Assistant to the Director, Licking

County Legal Aid Society, Newark, Ohio.

FISCAL YEAR 1992 ACCOMPLISHMENTS

Mr. Hunter. Thank you, and I want to thank the chairman of

the committee for the opportunity to make some brief comments on
the fiscal 1994 budget request.
As Chairman Stephens indicated, we are having an increase in

case intake this fiscal year. I would like to briefly talk about some
of the numbers associated with intake for the previous fiscal year,
fiscal year 1992. We had 39,555 charges filed during that period
and of that total No. 33.4 percent were found to have merit.

We processed these cases in a median time of 47 days. The set-

tlement rate for last fiscal year was 94.3 percent of all merit find-

ings, which has been the highest that it has been in the last 7

years. As this committee knows, it has long been the Board's policy
to settle disputes short of litigation, and this settlement rate cer-

tainly is indicative of that.

When formal litigation proved necessary, we achieved an 86.3

percent success rate on hearings before the Board and before ad-

ministrative law judges during fiscal year 1992, which was the

highest rate attained in the last 14 years.

Finally, during fiscal year 1992, our regional offices distributed

an agency record of over $76.4 million in back pay to employees.
During the same period, 2,639 employees were reinstated and an
additional 1,264 employees were offered reinstatement, but de-

clined for various reasons.

OFFICE AUTOMATION

The last point I'd like to make concerns our office automation

program, which has been a high priority of the agency in recent

years. Inherent in the mission of the agency has been a paper-in-
tensive operation which involved preparation of numerous docu-
ments at various stages throughout the process, particularly at the

regional office level where over 90 percent of the cases are handled.

During fiscal year 1992, we spent over $2.1 million to both in-

crease our computer inventory and to begin replacing older comput-
ers. This year we have spent $2 million to both replace all of these
older computers and to increase the agency's inventory, so that 77

percent of our staff will have access to desktop computers.



1071

PREPARED STATEMENT

In 1994 we will purchase additional personal computers so that

every staff member will have a personal computer at nis or her dis-

posal. Obviously, in light of the budget for fiscal year 1994, it is

our belief that continuation of the office automation program is a

way of enhancing productivity at the same time that the staff is

being cut as a resuft of the President's Executive order.

Thank you, Mr. Chairman, and I will join with Chairman Ste-

phens in responding to any questions that you might have.

[The statement follows:]

Statement of Jerry M. Hunter

Mr. Chairman and distinguished members of the subcommittee, it is my pleasure
to appear before you as General Counsel of the National Labor Relations Board to

discuss this Agency's budget request for fiscal year 1994.

The fiscal year 1994 budget requests $171,274,000, an increase of $1,467,000 over

the total funding for 1993 of $169,807,000. It is estimated that the Agency will proc-
ess 33,983 unfair labor practice cases and 6,779 representation petitions, a total in-

crease of about 1.9 percent over 1993. The Agency's total staff in 1994 will decrease

fix)m 2,119 to 2,086 FTE. The increase in funding over fiscal year 1993 is largely
absorbed by within-grades, promotions, annualization of the 1993 pay increase and
escalated ofBce space rental costs nationwide. The combined costs of these increases

is over $3.6 million.

As part of the normal budget process, the Agency has already submitted a de-

tailed "Justification of Estimates for fiscal year 1994." I would like to take this op-

portunity to review some of our accomplishments in 1992 and address the outlook

for fiscal years 1993 and 1994.

ACCOMPUSHMENTS in fiscal year 1992

Our overall case intake rose by 1.6 percent in 1992 to a total of 39,555. While

representation petitions dropped by less than 1 percent to 6,600, vmfair labor prac-
tice charges increased by 2.1 percent to 32,955. Of those unfair labor practice

charges med in fiscal year 1992, 33.4 percent were found to have merit. These cases

were processed in a median time of 47 days in our Regional Offices.

It is noteworthy that of the meritorious findings made, 94.3 percent of these cases

were settled, which has been the highest settlement rate in the last 7
years.

As the

committee may know, it has been this Agency's belief that parties are better served

if we are able to settle their disputes without the need for time-consuming and cost-

ly formal litigation. Notwithstanding that, when we are required to litigate a mat-

ter, we were successful in 86.3 percent ot cases in trials before the Board and the

Administrative Law Judges during fiscal year 1992, which is the highest rate at-

tained in fourteen years.

Among the many benefits resulting fi"om peaceful resolution of labor disputes are

job reinstatements and backpay distributed to
employees. During fiscal year 1992,

our Regional Offices distributed an Agency record of over $76,400,000 in backpay
to employees. During that same period, 2,639 employees were reinstated and 1,264
additional employees were offered reinstatement, but declined.

Finally,
over $2.1 million was spent to both increase our personal computer inven-

tory and begin replacing our older, obsolete computers. Specialized Agency training
was provided to virtually all employees.

outlook for fiscal year 1993

While the fiscal year 1993 appropriation of $169,807,000 represents a 4.8 percent
increase over 1992, the increase is largely absorbed by mandatory pay raises and
increases in space rent. The total staff ninded for the Agency was reduced from

2,140 to 2,119 as part of President Clinton's order to reduce Federal positions. No
speciaUzed Agency staff training is planned for this year.
A 1.1 percent increase in total case intake is projected for fiscal year 1993. For

the first seven months of this fiscal year, the filmg of representation petitions has

been running nearly fourteen percent higher than last year's pace. Since our experi-
ence has been that the organizing efforts which lie behind increases in representa-
tion cases usually in turn stimulate increases in unfair labor practice charges, we

expect charge filings to pick up during the coming months.
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While we are making every attempt to lower case backlog, reduced staffing levels

and lack of automation and technological resources present significant cheillenges to

this effort. The Agency has placed a high priority on obtaining personal computers
for staff to increase staff efficiency. By the end of this year we will have replaced
all obsolete computers and will have increased the Agency's inventory so that 77

percent of our staff will have access to a desktop computer. We will also have in-

stalled small networks in ten of our Regional Offices.

OUTLOOK FOR FISCAL YEAR 1994

As I mentioned earlier, the Agency's FTE will decrease fi-om 2,119 to 2,086. Built-

in, program and one-time cost increases of $4,201,000 will be offset by $2,734,000
in decreases, most of which will emanate from the reduction in FTE and one-time

expenses in fiscal year 1993 for headquarters relocation. This will result in a net
increase of $1,467,000.
We hope to keep pace with the projected case intake increases through application

of automation. While the purchase of additional personal computers wQl be possible,
the bulk of our improvements in technology and automation will not be completed
as planned. No specialized Agency training is planned for fiscal year 1994.

CONCLUSION

I am proud to be associated with the traditions that have made the headquarters
and field operations of the Office of General Counsel such a fine example of effective

public service. As it completes its 58th year, the NLRB will continue its commitment
and dedication to fulfilling the responsibilities entrusted by the American public.

Biographical Sketch of Jerry M. Hunter

Bom: July 5, 1952.

Marital status: Married.

EDUCATION

Washington University School of Law: Juris Doctor, May 1977; Henry H. Furth

Scholarship Recipient, 1976-77; WUey Rutledge Moot Court Competition, 1975;

High School Law Project (teaching program), 1975-76.

University of Arkansas, Pine Bluff, Arkansas: B.A. in History and Government,
May 1974; Honor Graduate, 1974; Phi Alpha Theta International Honor Society in

History, 1973-74; President, Pre-Law Club, 1973-74; Treasvu^r, Student Govern-
ment Association, 1973-74; Delegate, Arkansas Model United Nations, 1973.

PROFESSIONAL EXPERIENCE

National Labor Relations Board, Washington, D.C., General Counsel, December 1,

1989 to the present; Missouri State Department of Labor and Industrial Relations,

Director, June 1, 1986 to November 30, 1989; Kellwood Company, St. Louis, Mis-

souri, Labor Counsel, November 1981 to May 31, 1986; Equal Employment Oppor-
tunity Commission, St. Louis, Missouri, Senior Trial Attorney, July 1980 to Novem-
ber 1981, Trial Attorney, June 1979 to July 1980; National Labor Relations Board,
St. Louis, Missouri, Field Attorney, June 1977 to June 1979, Law Clerk, June 1976
to August 1976; Judge Albert Rendlen, Missouri Court of Appeals, Clerk, Fall 1976;
Arkansas Department of Corrections, Pine Bluff, Arkansas, LegaJ Intern, Summer
1975.

OTHER WORK EXPERIENCE

Webster University, St. Louis, Missouri, Adjunct Instructor in Labor Relations
and Regulations, October 1981 through 1983; Licensed to Practice Law, Arkansas

Supreme Court, 1977, Missouri Supreme Court, May 1978.

PROFESSIONAL ASSOCL\TIONS

Member: American Bar Association, National Bar Association, Missouri Bar Asso-

ciation, Bar Association of Metropolitan St. Louis, and Phi Alpha Delta Legal Fra-

ternity.
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OTHER ACTIVITIES

Secretary-Treasurer and Member of the Board, Missouri Corporation for Science

and Technology; Member of the Board of Trustees and Chairman of the Investment

Committee, Missouri State Employees Retirement System; Member, Governor's Ad-

visory Council on Literacy; Member, Governing Body, United Way of Jefferson City,

Missouri; Chairman, Labor Law Section, Bar Association of Metropohtan St. Louis;

Commissioner, Missouri Opportunity 2000 Commission, January 1986 through Au-

gust 1987; Member, National Law Council, Washington University School of Law;
Commissioner, The Dr. Martin Luther King, Jr. State Celebration Commission.

FULL-TIME EQUIVALENTS

Senator Harkin. Mr. Hunter, thank you very much.
Mr. Stephens, we have been together many times over the past

few years. You stressed how the full-time equivalents, the FTE, re-

ductions that the NLRB must absorb will have a negative effect on

your ability to process cases in a timely manner. Yet your justifica-

tion indicates that the number of executive level and SES employ-
ees will be increasing, while the number of GS and GM employees,

including the regional staff who do the bulk of the work, will be

decreasing.
What is this all about? Or do I have it right? Do I have it wrong?
Mr. Stephens. Let me defer to my budget person.

[Pause.]
Mr. Stephens. I am looking at our justifications page 25, which

I think details the full-time equivalent employment levels.

Senator Harkin. Right.
Mr. Stephens. If we start at the top level there, the Board mem-

bers for 1993 into 1994, where we say five to six, I think the 1993

figure reflects that we have a vacancy at the Board. We now have
two vacancies at the Board.

Senator Harkin. That is the Board.
Mr. Stephens. That is the Board level, right. Then down at the

SES level, it shows from 64 to 65. There is a vacancy there cur-

rently.
Then if we go down to the GM-15's, 14's, 13's

Senator Harkin. The Executive Schedule level 3, they go from
one to six. What is that all about? ES-3 here, what is that? Execu-
tive Schedule level 3. Well, if you cannot answer that directly,

maybe you can submit it to us later on.

Mr. Stephens. If I could, I would like to do that.

Senator Harkin. Take a look at that.

Mr. Stephens. I think that may reflect a regional director.

Senator Harkin. I am sorry? What is it?

Mr. Stephens. We have regional directors retiring and the hiring
or promotion of people to replace them. But we can get you the de-

tails on what that entails.

[The information follows:]

Reduction in Full-Time Equivalent (FTE) Employment

In accordance with the President's Executive Order 12839, the NLRB intends to

implement reduction in it's FTE through attrition. Consequentlv, reductions in FTE
by grade level will be heavily influenced by where the preponderance of staff turn-

over resides. Historically, 48 percent of the Agency's staff turnover occurs in the

ranks of GS-3 through GS-7, which primarily consist of clerical staff. Another 39

percent of staff turnover takes place among entry level and apprentice professionals
at GS-11 through GS-13. Tximover in SES, Administrative Law Judges (ALJ's),
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and GM/GS-15 is nearly always confined to senior staff who are eligible for retire-

ment.
The Executive Order further states that "at least 10 percent of the reductions

shall come from the Senior Executive Service, GSA-15 and GS-14 levels or equiva-
lent", which would include all of the Agency's AU's (at levels AL-1, 2, and 3). As
page 25 of the Justification document (reprinted below) indicates, the FTE among
this group will undergo a net reduction of 4 in fiscal year 1994, or 12 percent of

the total Agency reduction of 33. Variances displayed between ES-3, 4 and 5 levels

are due to Regional Directors who are projected to retire at ES-5 and be replaced
at the ES-3 entry level.

NATIONAL U\BOR RELATIONS BOARD DETAIL OF FULL-TIME EQUIVALENT EMPLOYMENT

1992 actual 1993 estimate 1994 request

Executive level:

I

II

Ill

IV

V

Subtotal

ES:

6

5

4

3

2

1

Subtotal

AL:

1

2

3

Subtotal

GS/GM:

15

14

13

GS:

12

11

10

9

8

7

6

5

4

3 :

2

1

Subtotal

Total full-time permanent employment, end-of-

year

63

79

1,976

64

75

1,975

3
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NATIONAL LABOR RELATIONS BOARD DETAIL OF FULL-TIME EQUIVALENT EMPLOYMENT—Continued

1992 actual 1993 estimate 1994 request

Full-time equivalent usage 2,123 2,119 2,086

Average ES level

Average ES salary

Average AL level

Average AL salary

Average GS/GM grade

Average GS/GM salary

4.83
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Senator Harkin. I may ask, in fact I will ask, if you could just

give me some clarification on that.

Mr. Stephens. Something in writing on that? Yes, sure.

Senator Harkin. Just send us something showing the differences

here on that.

Mr. Stephens. Right, right.

[The information follows:]

Executive Order 12800

Executive Order 12800, issued by President Bush on April 13, 1992, required that
Federal contractors post notices in their workplaces advising employees of their

rights under union security agreements authorized under Section 8(aX3) of the
NLRA. President Clinton rescinded that Executive Order on February 1, 1993.

Prior to the issuance of Executive Order 12800, and independent of the White
House's action, the Board had announced an intent to engage in administrative

rulemaking, to determine whether to issue regulations imposing certain obligations
on unions to advise employees of their rights concerning union security agreements
authorized under Section 8(a)(3) of the Act. On September 22, 1992, tiie Board did

propose regulations for notice and comment, and those proposals are pending before

the Board. (It should be noted, however, that before the Board's action, the Board's
General Counsel, in November, 1988, had issued guidelines to the Regional Offices,

indicating that in the opinion of the General Counsel, the NLRA imposed, certain

obligations on unions to advise employees of their rights regarding union security.
Since 1988, the Office of General Counsel has issued a number of complaints, and
Utigated a number of cases before the Board, concerning these issues. A number of
those cases have been settled, with the unions involved agreeing to give periodic no-

tice to employees of their statutory rights; a number of other cases are pending be-

fore the Board on appeal from AU decisions.)
Your question as to whether the Board's actions fit in with President Clinton's

rescission order raises the issue of whether there is inconsistency between the
Board's proposed rules and President Clinton's decision to relieve Federal contrac-
tors of the obligations under Executive Order 12800. The short answer is that there
is no inconsistency. The key distinction lies in the fact that the Executive Order im-

posed obligations on Federal contractors as employers, whereas the proposed Board
regulations would impose obligations on unions. As explained more fully in the
Board's September 22 notice, the notice obligations on unions are predicated on the

duty of fair representation which unions owe to the employees they represent. This

duty, which was first fashioned by the courts but incorporated into Board jurispru-
dence in the seminal Miranda Fuel decision [140 NLRB 181 (1962)]. As most cur-

rently described by the Supreme Court in Air Line Pilots Association v. O'Neill 113
L.Ed2d 51 (1991), "the exclusive agent's statutory authority to represent all mem-
bers of a designated unit includes a statutory obligation to serve the interests of all

members without hostility or discrimination toward any, to exercise its discretion
with complete good faith and honesty, and to avoid arbitrary conduct."
The duty of fair representation can be understood as an evolving one; that is, the

nature and the extent of a union's legal obligations to represented employees has

expanded over the decades as the courts and the Board have been confronted with
novel fact patterns in which litigants have urged application of the duty. The Board
very recently explained the nature of the duty in Paramax Systems Corp., 311
NLRB No. 105 (May 28, 1993), in which the Board held that a union had an obliga-
tion to inform employees of their statutory rights where the union had negotiated
an ambiguous union security clause. The danger posed by the ambiguity was that
it might mislead unit employees in thinking that they must become fiill members
of the union as a condition of retaining their jobs when the law only requires that

they pay appropriate dues and fees. The Board ruled that duty of fair representation
encompassed the obligation of the union to clarify the employees' statutory rights.
Because the focus of the Board's actions is on what obligations the unions owe

to employees, we do not confi-ont the inconsistency which President Clinton identi-

fied in his statement accompan3dng his Executive Order of February 1, 1993, name-
ly, requiring employers notify its employees of only certain of their rights (to refi-ain

from concerted activity) under the NLRA vis a vis unions without employees being
also notified of their statutory rights (to engage in concerted activity) vis a vis em-
ployers.
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PROCESSING TIME FOR BOARD DECISIONS

Senator Harkin. By the way, I remember those days we were

talking about all those backlog cases. You have done a great job re-

ducing that down, the backlog and the time. You have done a good
job of getting those down. I appreciate it very much.

Mr. Stephens. Thank you.
Senator Harkin. I guess my notes tell me that the median proc-

essing time for formal agency disposition of cases is still about 509

days; is that right? These are unfair labor practice cases, the unfair
labor practices.
Mr. Stephens. Filing of charge to Board decision.

Senator Harkin. It is still 509 days. Well, that is all my notes
tell me. Is it any different?

Mr. Stephens. I assume that reflects the current. That is prob-
ably fairly accurate, from filing of charge to Board decision, yes.
Senator Harkin. Well, I guess what I am looking at, filing to

Board decision.

Mr. Stephens. Of course, those are meritorious cases, which rep-
resent, I think, 1 to 2 percent.
Senator Harkin. It is better than it was in the late eighties.
Mr. Stephens. I am sorry?
Senator Harkin. It is better than it was in the late eighties.
Mr. Stephens. Oh, yes.
Senator Harkin. TTie trend line is right.
Mr. Stephens. I think it might be even better if the Board was

able to be at full strength.

My Executive Secretary and I did some calculations back in Feb-

ruary. I have been on the Board since 1985. In February that was
a total of 88 months, and I think during that time I have been on
the Board we have been less than full strength for gdmost 55 per-
cent of the time.

Senator Harkin. That is true, that is true.

Mr. Stephens. Had we been able to keep the full strength of five

Board members, I think we would be able to have an even better
record.

Senator Harkin, That is true.

Mr. Stephens. The number you pointed out, the 509 days, if you
look at page 35 of our comparison of median time in our justifica-

tions, that covers just 2 percent of all the agency cases.

Senator Harkin. That is true. Thank you. Thank you very much.
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BUDGET REQUEST

Senator Harkin. Now we will hear from the National Mediation

Board, whose Chairperson is Kimberly Madigan. Ms. Madigan,
your statement will be part of the record. If you could summarize,
I would appreciate it.

INTRODUCTION OF ASSOCIATES

Ms. Madigan. Thank you, Mr. Chairman. Before I begin I would
like to introduce those people with me today.

Senator Harkin. Yes, please. Who do you have with you here?

Ms. Madigan. To my far right is Joshua Javits, who is a member
of the Board. To my immediate right is Patrick Cleary, who is also

a member of the Board.
With us today also are Bill Gill, our Executive Director; Jack

Bavis, our Assistant Executive Director; Ron Etters, our General

Counsel; Mary Catherine Maione-Pricci, who is our Administrative

Officer; Roy Carvatta, who is the Director of our Arbitration Serv-

ices; and Robert Pitts, who is our summer intern.

Senator Harkin. Good. Thank you.
Ms. Madigan. To summarize my submitted statement, Mr.

Chairman, fiscal year 1992 and fiscal year 1993 thus far have been

extremely busy and successful periods for the National Mediation
Board. During the past year

the Board has resolved a record num-
ber of mediation cases, has incorporated significant changes in its

internal operations, has successfully consolidated the majority of

its Chicago, IL, and Washington, DC, operations, and has provided
support for the settlement of 6,951 railroad grievance cases.

The budget justification as submitted identifies the Board's basic

functions under the Railway Labor Act and the amount that we
have requested for each. I would like to go over each one briefly.

PREPARED STATEMENT

For the mediation of collective bargaining disputes in the rail-

road and airline industries and for the resolution of representation

(1079)
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disputes arising from questions over the selection of employee col-

lective bargaining representatives, we are requesting $5,261,000.
For administrative and financial support of the investigation of dis-

putes through voluntary arbitration and emergency board proce-
dures, we are requesting $575,000. And for administrative and fi-

nancial support of the adjustment of employee grievances in the
railroad industry, we are requesting $2,170,000.
Our total budget request is $8,006,000. That completes the brief

summary of my statement. I would be happy to answer any ques-
tions.

[The statement follows:]

Statement of Kimberly A. Madigan

Mr. Chairman, members of the subcommittee, thank you for the opportunity to

appear before your Subcommittee today regarding the National Mediation Board's
fiscal year 1994 budget request to administer the Railway Labor Act.

Since we last appeared before you, the Board has incorporated significant changes
in our internal operations that were undertaken aft«r an extensive study to deter-

mine new procedures and methods for more effectively carrying out our functions.

Included in those changes has been a substantial expansion of our Automated Data

Processing programs that has streamlined many of our operations, both at our head-

quarters and field mediator locations.

Additionally, we successfully completed last November the earlier announced re-

quired relocation of the Bosird's Washington, D.C. and Chicago operations. Certain
arbitration support functions remain in Chicago and their continuance in Chicago
is being further evaluated. The consolidation of the Board's operations at its new
Washington, D.C, headquarters has resulted in greater efficiencies in meeting the

Board's responsibilities. Our effort to improve operations and the Board's effective-

ness is an on-going and continuing program.
Before we briefly summarize the Board's functions, a few words about the Board's

duties under the Railway Labor Act may be helpful. The National Mediation Board
was established in 1934 by amendment to the Railway Labor Act (RLA), which was
enacted to govern labor-management relations in the railroad industry. An initial

and major expansion of the Board's mission and responsibilities occurred when the

airline industry was placed under the Act in 1936 (Public Law 69-257, May 20,

1926; Public Law 73-442, June 21, 1934; PubUc Law 69-257, chapter 347, section

201, as added April 10, 1936, chapter 166, 49 Stat. 1189).
Board responsibilities were expanded ftirther with passage of the Rail Passenger

Service Act of 1970, which established the National Railroad Passenger Corporation,
better known as Amtrak; the Regional Rail Reorganization Act of 1973, which estab-

lished the Consolidated Rail Corporation, or ConraH; the Railroad Revitalization and
Regulatory Reform Act of 1976; and the Northeast Rail Service Act of 1981
(NERSA).
Under the Railway Labor Act, the Board provides mediatory, representation and

arbitration services to carriers and all of their unions. Furthermore, under the Revi-
talization and Regulatory Reform Act, the Bo8U"d provides operations review panels.
The Board also administers NERSA's amendments to the RLA which established

special procedures for handling publicly-funded and operated commuter railroads.

The general purposes of the RLA are the avoidance of interruptions to interstate

commerce; the protection of employee rights of self-organization and association; the

prompt and orderly settlement of disputes arising out of the negotiation of new con-

tracts; and the prompt and orderly resolution of disputes in connection with the in-

terpretation
or application of existing agreements.

The Board is assigned numerous responsibilities through various statutes but its

two principal—and oest known—ftinctions involve the determination of the choice
of employee collective bargaining representatives and the mediation of collective

bargaining disputes in the rail and air transport industries.
Lesser known, but equally important fi*om a statutory

—and especially fi-om a

budgetary standpoint—are the Board's administrative responsibilities for certain as-

pects of the creation and fiscal management of arbitration tribunals to hear and de-
cide "minor" disputes in the railroad industry. These minor disputes involve em-
ployee grievances and questions concerning the application and interpretation of
work rules in existing agreements.
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The Board also provides funds and administrative assistance for matters related

to voluntary arbitration of collective bargsiining disputes and the investigation of is-

sues involved in disputes that are assigned to Presidentially-appointed emergency
boards.
The budget justification, as submitted, identifies our basic functions and the

amounts requested for each. I would like to go over each one briefly.

Mediatory and Representation Services.—-For mediatory and representation serv-

ices for fiscal year 1994, we are reauesting $5,261,000, an increase of $106,000, or

2.1 percent. The funds appropriated for these services go to: the resolution of dis-

putes relating to the selection by employees of their bargaining representatives;
the

mediation of disputes relating to the making and amending of collective bargaining

agreements; and the administration of a number of duties consistent with statutory

authority under the Act and related statutes governing railroad and airline labor

dispute procedures.
If a question arises among the employees of a railroad or airline as to whether

they desire to be represented by a particular labor organization or individual for the

purpose of collective bargaining, it is the duty of the Board to investigate the dis-

pute and to maJce a determination. If an election is ordered, the Board's responsibil-

ities, among others, are to designate the eligible voters, to establish the rules to gov-
ern the balloting, to conduct the election, and to certify the results. The number of

representation cases received and resolved has remained at a relatively constant

level over the past 10 years.
Collective bargaining is premised on the parties' ability to resolve their differences

through negotiations. When they cannot reach agreement through direct negotia-

tions, the RLA mandates Federal government participation in mediating the dis-

pute. The Board's mediation fUnction involves contract formation cases or "major"

disputes affecting rates of pay, rules or working conditions. During mediation, the

parties are required to avoid work stoppages and any changes in terms and condi-

tions of their previous agreement until either a new agreement is reached or the

Board determines that further mediation would not successfully produce a resolu-

tion.

Fiscal year 1992 and the early months of fiscal year 1993 were extremely busy
and successful periods for the Board. They were marked by the peaceful resolution

of a number of labor disputes through mediation of new labor-management con-

tracts at several major airlines and numerous important rail carriers. The number
of mediation cases resolved in fiscal year 1992 totaled 267, more than double the

100 concluded the previous year, even after taking into account that 61 of the fiscal

year 1992 cases were administratively closed. Cases are administratively closed

when it is determined that neither party desires to have the case remain open.
In the airline industry, there are 46 contract negotiations scheduled for fiscal

years 1993 and 1994, and most are expected
to require the mediation services of

the Board. About 30 percent of the total involve airline pilot groups, but there also

are sizable numbers involving flight attendant groups, as well as mechanics and re-

lated employees. In the railroad industry, 70 amendable contracts currently are in

mediation.

Emergency Boards and Voluntary Arbitration.—When mediatory efforts are un-

successnil, the Board declares an impasse in the negotiations and urges the parties
to accept final and binding interest arbitration to resolve unsettled issues. Arbitra-

tion under the Act is voluntary and either party may reject it. If arbitration is re-

jected, the Board orders a 30-day "cooling-off" period, afl«r which the parties are

free to engage in self-help. During this period, however, the Board continues to offer

its assistance to the parties in efforts to reach an agreement. As required by the

Act, if an agreement is not reached during the cooling-off period, and if, in the

Board's judgment, the dispute threatens "substentially to interrupt interstate com-

merce to a degree such as to deprive any section of the country of essential transpor-
tation service," the Board notifies the President, who may, in his discretion, create

an emergency board pursuant to Section 160 of the Act.

If an emergency board is created, an additional status quo period of 60 days is

put into effect. The role of the emergency board is to investigate the dispute and
to report its findings to the President within 30 days. The second 30

days
is used

to study the report and to continue efforts to negotiate an agreement. The parties
are not required to accept the recommendations of an emergency board but the

framers of the RLA expected that public opinion would play a strong role in per-

suading labor and management to abide by the recommendations or to use them as

a basis for settlement.
As noted above, a separate emergency dispute resolution procedure for publicly

owned and operated commuter railroads and their employees was added to the RLA
by provisions of NERSA. This legislation added Section 159A to the RLA, under
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which the President is required to establish an emergency board upon the request
of any party to the dispute, or of the Governor of the state where the dispute exists,
if the oispute is not resolved through the mediation and interest arbitration proce-
dures of the RLA described above. Exclusive of such requests, the President has dis-

cretion to establish "159A emergency boards." If a first 159A emergency board fails

to produce an agreement, public hearings are conducted by the National Mediation
Board with the aim of bringing about a settlement. If the dispute continues beyond
this step, the appointment of a second emergency board is authorized under Section
159A before the parties are free to engage in sel^help. This total process can require
270 days from the date the National Mediation Board releases the parties from me-
diation to the commencement of the self-help period.
The Board also provides funds and administrative assistance for matters related

to voluntary arbitration. In the arbitration proceedings, disputes over contract for-

mation voluntarily are submitted by labor and management to a neutral party for

final and binding decision.

For fiscal year 1994, the Mediation Board is requesting $575,000 for activities re-

lating to voluntary arbitration and the investigation of critical disputes through
emergency board procedures. This is $83,000 more than is available in fiscal year
1993. Any amount not needed for this purpose will lapse at the end of the year.

Adjustment of Railroad Grievances.—^When the RLA was amended in 1934, the
National Railroad Adjustment Board (NRAB) was created to hear and decide dis-

putes involving railroad employee grievances and questions concerning the applica-
tion and interpretation of work rules. The National Mediation Board is responsible
for overseeing funds, appropriated by Congress, expended in support of Adjustment
Board activities, such as the arbitrators' salaries and expenses.
The Mediation Board certifies the appointments of neutral arbitrators to hear

cases before the NRAB and its four divisions. The Mediation Board also certifies the

appointments of arbitrators to sit on Public Law Boards established under Public
Law 89-456, passed in 1966 to allow for local arbitration tribunals to hear cases
which had not been heard by the NRAB and had been pending before that

entity
for one year, plus new cases filed by either party directly with a Public Law Board.

Moreover, the Mediation Board certifies arbitrators to chair Special Boards of Ad-

justment for the rail carriers and unions. Arbitrators for the three tribunals are

compensated by appropriated funds.
Grievance cases settled by the three tribunals during fiscal year 1992 totaled

6,951. It is projected by the parties that approximately 6,394 cases will be decided

during fiscal year 1993 and 6,455 in fiscal year 1994. For a4justment of railroad

frievances,

the Mediation Board is reauesting $2,170,000 for fiscal year 1994,

10,000 more than is available this fiscal year. Of the total, $1,735,000 is for arbi-

trators' salaries and travel, an increase of $100,000 over the fiscal year 1993 total,

which is offset by cost reduction in administrative expenses in the arbitration func-

tion.

The airline industry, which also comes under the RLA, has not established an Air-

line Adjustment Board as provided by the Act. Airline Grievance disputes are set-

tled by system boards of adjustment, the cost of which is paid by the airlines and
unions.

In summary, the total amount requested by the National Mediation Board to ad-
minister the Railway Labor Act in fiscal year 1994 is $8,006,000, $199,000, or 2.5

percent, more than is available in fiscal vear 1993.
This completes my statement. If you have any questions, we will be happy to an-

swer them.

Biographical Sketch of Kimberly A. Madigan

Kimberly A. Madigan, an attorney, serves on the three-member National Medi-
ation Board. She was nominated by President Bush on July 19, 1990, was confirmed

by the Senate on August 3, 1990, and assumed her new duties as a Member of the
Board on Au^st 20, 1990, after being sworn in by NMB Chairman Joshua M. Jav-
its. Ms. Madigan was nominated to a three-year term that expires on July 1, 1993.
The Board administers the Railway Labor Act (RLA), which governs labor-man-

agement relations in the railroad and airline industries. Under the RLA the Board
is assigned a number of responsibilities, but its two principal functions involve the
mediation of collective bargaining disputes and the determination of the choice of

employee representation.
Ms. Madigan was engaged in the practice of law before joining the Board. From

1986 until assuming her new responsibilities, she was associated with Weiner,
McCaffrey, Brodsky, Kaplan and Levin, P.C, of Washington, DC, where she rep-
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resented a number of regional and local railroad carriers, concentrating on litigation

and labor matters. She also served as General Counsel to the Regional Railroads '

of America and the Railroad Productivity Foundation.
Prior to October 1986, Ms. Madigan spent six years with the law firm of Highsaw

& Mahoney, P.C, where she represented the Railway Labor Executives' Association

and other labor organizations associated with that umbrella labor group. During
this period, she was involved in rail and airline litigation matters in various tribu-

nals across the country.
A native of Lincoln, Illinois, Ms. Madigan attended the University of Illinois,

where in 1978 she received a degree in business administration. She is a 1982 grad-
uate of Washington College of Law, American University, and is a member of the

Illinois and District of Columbia Bar Associations.

CHICAGO OFFICE MOVE

Senator Harkin. Thank you very much, Ms. Madigan, for your
statement.
Ms. Madigan. Thank you.
Senator Harkin. What is the status of the Mediation Board's de-

cision to move from Chicago to Washington, DC? Where is that at

these days?
Ms. Madigan. Well, we made an initial decision and we had

some objections to that decision. A labor-management study group
has been formed and we are serving ex officio to that study group.
The group met last week and is to come up with recommendations
for us by the end of August. They will be meeting again in Chicago
at the beginning of July.

CASES BACKLOG

Senator Harkin. If the term "backlog" is defined as cases that

have been heard by arbitrators but not yet had awards rendered,
how many cases are now backlogged at the National Railroad Ad-

justment Board, public law boards, and special boards of adjust-
ment? Do you have any idea on those? Do some of your people here

have that?
Ms. Madigan. I think we might. Roy Carvatta might have some

figures on that. But I do not think that that is our definition of

backlog.
Senator Harkin. What is your definition of backlog?
Ms. Madigan. Actually, what we have basically is a category of

pending claims, which are claims that have been progressed on the

individual carrier's property, and then are filed either with a public
law board, a special board of adjustment, or the National Railroad

Adjustment Board.
We have about 6,500 of those cases a year.
Senator Harkin. 6,500.
Ms. Madigan. Total for all the three tribunals.

The public law boards and the special boards of adjustment hear

about 88 percent of those cases and the National Railroad Adjust-
ment Board handles about 12 percent, with the public law boards

and the special boards of adjustment handling the rest.

Basically, when those cases are filed they are then prioritized by
the parties.

Senator Harkin. Excuse me, Ms. Madigan. Let me ask you

again. How many cases are backlogged with the National Railroad

Adjustment Board?
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Ms. Madigan. There are approximately 1,700 pending cases at
the National Railroad Adjustment Board.
Senator Harkin. 1,700?
Ms. Madigan. Yes.
Senator Harkin. How about at the public law boards?
Ms. Madigan. About 7,300 cases are pending before public law

boards.
Senator Harkin. 7,300?
Ms. Madigan. Yes.
Senator Harkin. How about the special? Does that include the

special boards of adjustment?
Ms. Madigan. Approximately 1,500 for the special boards of ad-

justment. But again, most cases have not been heard by arbitra-

tors.

Senator Harkin. I would like to know how many have been
heard by arbitrators, but have not been decided? Do we have any
data on that?
Ms. Madigan. Our administrative officer is saying less than one-

half of that total. But I think we would like to do some checking.
Senator Harkin. Half of all cases have been heard but have not

been decided?
Ms. Madigan. That is true, but we would like to do a little re-

search on that, and we would be happy to give you a supplemental
answer.

[The information follows:]

A review of our records indicates there tire a total of 10,695 cases pending on Pub-
lic Law Boards, Special Boards of Adjustment and the NRAB and of that totfd,

1,962 cases have been heard and not decided or 18.3 percent of the cases.

Senator Harkin. Yes; I would like to know. One-half of them, if

you are talking about 1,700 at the National Railroad Adjustment
Board, one-half of those, say 800, have been heard but have not
been decided. This strikes me as being a lot of backlogged cases.

Why is that?
Ms. Madigan. That is basically a function of the arbitrators and

the parties working together to get the cases through the system.
We do not progress the cases through the system. The National
Railroad Adjustment Board has carrier members and labor mem-
bers and they are in charge of prioritizing their cases.

Basically what we do is provide fiscal administration for them.
Senator Harkin. Is it in any way a product of how many or how

few arbitrators you have?
Ms. Madigan. Well, it is a product of how many days an arbitra-

tor can work, and that is a function of how much money there is.

But basically what we try to do is progress, or have enough
funds, so that the cases move through the system in about 1 year.

Senator Harkin. I guess this is sort of a followup question, then.
The National Railroad Adjustment Board, you said there are about
1,700 cases that are backlogged. About one-half of those you think
have been heard?
Ms. Madigan. That is correct.

Senator Harkin. How many of the remaining are ready to be as-

signed to arbitrators, have gone through, is the term "closed and
deadlocked"? Is that the right phrase? I do not understand what
that phrase means.
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Ms. Madigan. Closed and deadlocked is right.
Senator Harkin, How many are ready to go to arbitrators?
Ms. Madigan. You would have to talk to the National Railroad

Adjustment Board members.
Senator Harkin. They would know that?
Ms. Madigan, Yes; we do not administer that.

arbitrator's daily rate

Senator Harkin. All right. What are arbitrators paid?
Ms. Madigan. Currently they are paid $220 a day.
Senator Harkin. And how many days a month can they work?
Ms. Madigan. There is a formula that the carriers and the

unions have developed, which gives an amount every month for

days available for arbitrators.

precedent setting boards

Senator Harkin. Well, there is some question as to whether or

not there is just insufficient amounts of money to pay the arbitra-

tors.

Ms. Madigan. There have been questions about that. There are

pending claims in the pipeline. It is very difficult to anticipate how
many claims there are in a given period of time. We have been try-

ing to encourage the parties to develop new procedures so that we
can clear out more cases in a more efficient manner.
For instance, we have been encouraging the parties to use what

we call precedent-setting boards.
Senator Harkin. What?
Ms. Madigan. We have been encouraging the parties to use what

we call precedent-setting boards—^boards where three neutral mem-
bers or three arbitrators sit on a panel and listen to a case. For

instance, it could be a rules case, that is, an interpretation of a con-

tract provision. And if the three render a unanimous decision, then
that issue would be decided for all time, basically, during the life

of that contract.

The Long Island Railroad and the UTU, United Transportation
Union, recently used a precedent-setting board and with one deci-

sion wiped out 400,000 claims.

So we have been trying to get the parties to experiment with new
techniques so that we can use our money more effectively.

Senator Harkin. So you are trying to implement the use of these

three neutral boards, is that right?
Ms. Madigan. We have been trying to get the parties to. We do

not have the authority to make them do it.

Senator Harkin. They have to agree.
Ms. Madigan. That is right, but we have been encouraging them

to do that.

Senator Harkin. Is there acceptance? I mean, are they willing to

use them, the parties, or what?
Ms. Madigan. We have only had two boards formed. We have

been talking to the parties for several years.
Senator Harkin. Good. It sounds all right to me.
Ms. Madigan. Thank you.
Senator Harkin. Anything else to add?
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Ms. Madigan. No, sir.

Senator Harkin. I appreciate your being here. Thank you.
Ms. Madigan. Thank you.

QUESTIONS SUBMITTED BY SENATOR HERB KOHL

Senator Harkin. There will be some additional questions which
will be submitted for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Board for response subsequent to the hearing:]

Questions Submitted by Senator Herb Kohl

Question. Chairman Madigan, in response to a recent inc^uiry
I made on behalf

of several constituents, you indicated that the National Mediation Board "may pro-
vide support services where practicable" to the National Rsiilroad Adjustment Board.
You wrote that the "NRAB handles less than 15 percent of the approximately 6,000
annual railroad arbitration cases in which the Government compensates the

arbitrators)." Nonetheless, 15 percent of 6,000 cases is 900 cases, and yet the
NRAB apparently receives only incidental Federal support. Further, at least on Wis-
consin railway labor leader has commented that "it is nothing to find a claim wait-

ing to be heard and a decision rendered for over three years." If that is true, should
this committee consider providing at least a minimal level of support for the NRAB?
If not, what is the best way to deal with the backlog of cases?
Answer. Historically, the NMB has provided the National Railroad Adjustment

Board (NRAB) with administrative support not provided Public Law Boards (PLB's)
and Special Boards of Adjustment (SBA's), such as office space and clerical support.
The rail industrv and rail unions have established and currently are meeting
through a joint labor-management committee which will consider and make rec-

ommendations to the NMB on the level of support needed for the NRAB. The Presi-

dent's budget for fiscal year 1994 contains a request of $2,170,000 for railroad griev-
ance arbitration costs, such as administrative support and arbitrator salaries.

The National Mediation Board has been working with the
parties

for some time
to address the issue of the number of cases pending before tJie NRAB, SBA's and
PLB's, and has encouraged the parties, among other things, to use

prior
decisions

to resolve recurrent claims and to use three-arbitrator boards (througn which, if the
decision of the board is unanimous, a precedent would be established for all similar
claims between a particular labor organization and rail carrier during the term of
their collective bargaining agreement). The National Mediation Board, however, can
use only its powers of persuasion to implement the above, since we have no statu-

tory authority to control the number of cases going to arbitration. Obviously, reduc-

ing the number of incoming disputes would lessen the number of pending cases.
The length of time it takes to render a decision in a case has many variables.

First, before a case is presented to an arbitration forum, it must progress through
the various appeal stages established in the parties' collective bargaining agree-
ment. This process has taken as long as two years. Also adding to the delay are
extensions of filing deadlines granted oy the NRAB to file submissions and the par-
ties' use of arbitrators who have large pre-existing

caseloads. Although we encour-

age the parties to give expeditious handling to cases where the individual is out of

service, the NMB does not control the progression of cases. Labor and management
prioritize and schedule the order of cases heard by the NRAB.

Since labor and management decide which tribunal (NRAB, PLB, SBA) will hear
their cases on a case-by-case basis, it would not lead to an efficient use of govern-
ment resources to budget a set amount for any of the tribunals. Since the parties
have flexibility in selecting which tribunal will hear their case(s), we have flexibility
to assign our resources in a way that maximizes productivity in case handling.

Question. If the NMB consolidates all of its offices in Washington, will the NRAB
continue to receive any Federal support through the NMB?
Answer. Yes. The NMB intends to continue to provide sufficient administrative

support to the NRAB and will work with the ioint labor-management committee to

explore any and all avenues to improve the rail grievance resolution process.
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RICHARD BAKER, EXECUTIVE DIRECTOR
JOSEPH FERRARA, GENERAL COUNSEL

BUDGET REQUEST

Senator Harkin. We will now hear from the second panel of re-

lated agencies. It will include the Federal Mine Safety and Health
Review Commission and the OSHA Commission. We will begin
with the Federal Mine Safety and Health Review Commission and
its Chairperson, Ms. Holen, Ms. Arlene Holen.
Ms. Holen. Cxood afternoon. Senator Harkin.
Senator Harkin. Ms. Holen, welcome again and introduce who-

ever you have with you and please summarize your statement.
Ms. Holen. Good afternoon. Thank you.
I have been with the Federal Mine Safety and Health Review

Commission since 1990, but have not appeared here before this

committee. I am honored to be representing the Commission before

you.
I have with me Richard Baker on my left, the Executive Director

of the Commission, and Joseph Ferrara, the CJeneral Counsel.
Senator Harkin. Very good.
Ms. Holen. My brief statement discusses the Federal Mine Safe-

ty and Health Review Commission's fiscal 1994 budget request, its

accomplishments and ongoing activities. The Commission, as you
know, is an independent adjudicative agency that provides admin-
istrative trial, and appellate review of legal disputes that arise

under the Federal Mine Safety and Health Act of 1977.
Most cases deal with civil penalties assessed by the Department

of Labor's Mine Safety and Health Administration against mine op-
erators. Cases address whether the alleged violations occurred as
well as the appropriateness of

proposed penalties.
Other types of cases include orders to close a mine, miners' com-

plaints of safety-related discrimination, and miners' requests for

compensation after having been idled by a mine closure order.

The Commission's administrative law judges decide cases at the
trial level. The five-member Commission provides administrative

appellate review. The Commission reviews decisions by its ALJ's,
rules on petitions for discretionary review, and may direct review
on its own initiative of cases that may be contrary to law or policy
or that present novel questions of policy.
An ALJ's decision that is not directed for review becomes a final

nonprecedential order of the Commission. The Commission's deci-

sions, in contrast, are precedential and many involve issues of first

(1087)
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impression under the Mine Act. Appeals from the Commission's de-

cisions are to the United States Courts of Appeals.
For fiscal year 1994, we are requesting a budget of $5,842,000 to

support 60 FTE, which is the staffing level that was authorized for

1993. The additional funding request of $116,000 is necessary to

provide for the January 1993 pay increase and for mandatory
growth in base payroll costs.

Increases other than for personnel, such as for GSA rent or court

reporting services, have been partially offset by $18,000 in admin-
istrative overhead reductions, so that basically the 1994 request is

really a steady state budget.
If you would like, I can review the factors underlying our unprec-

edented workload increase. Would you like me to do that or skip
it?

Senator Harkin. That is fine.

PREPARED STATEMENT

Ms. HOLEN. I might add, though, that currently we have four
Commissioners on board and the terms of two of these Commis-
sioners will expire in August 1994.
The statement which we are submitting for the record does con-

tain an explanation of the workload increase that we have experi-
enced.

[The statement follows:]

Statement of Arlene Holen, Chairman

Mr. Chairman and members of the committee, it is a pleasure to appear before
this Committee and to discuss with you the Federal Mine Safety and Health Review
Commission's Fiscal Year 1994 Budget request, its accomplishments, and ongoing
activities.

The Federal Mine Safety and Health Review Commission is an independent, adju-
dicative agency that provides administrative trial and appellate review of legal dls-

Sutes
arising under the Federal Mine Safety and Health Act of 1977. Most cases

eal with civil penalties assessed by the Department of Labor^s Mine Safety and
Health Administration (MSHA) against mine operators and address whether tne al-

leged violations occurred as well as the appropriateness of proposed penalties. Other

types of cases include orders to close a mine, miners' charges of safety-related dis-

crimination, and miners' requests for compensation after having been idled by a
mine closure order.
The Commission's administrative law judges (AU's) decide cases at the trial level.

The five-member Commission provides administrative appellate review. The Com-
mission reviews decisions made by its administrative law judges, rules on petitions
for discretionary review, and may direct review on its own initiative of cases that

may be contrary to law or policy or that present novel questions of policy. An admin-
istrative law judge's decision tiiat is not directed for review becomes a final, non-
precedential order of the Commission. The Commission's decisions are precedential
and many involve issues of first impression under the Mine Act. Appeals from the
Commission's decisions are to the U.S. Courts of Appeals.
For fiscal year 1994, we are requesting a budget of $5,842,000 to support 60 FTE,

the staffing level authorized for 1993. The additional fiinding request of $116,000
for fiscal year 1994 is necessary to provide for the January 1993 pay increase and
the mandatory growth in base payroll costs. Increases other than for personnel, such
as for GSA rent or court reporting services, have been partially offset by $18,000
in administrative overhead reductions. Basically, the fiscal year 1994 request rep-
resents a "steady state" budget.

I would like to take a few moments to review the unprecedented workload in-
crease we experienced in the past two years and to bring the Committee up to date
on our current activities. Prior to fiscal year 1991, the Commission had been receiv-

ing approximately 2,000 cases per year at the AU level. In fiscal year 1991, we re-
ceived 8,353 cases, a four-fold increase. In fiscal year 1992, we received 6,032 cases,
and in fiscal year 1993, we expect to receive 4,200 cases.
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This Committee has been extremely responsive to this tremendous workload in-

crease by providing added funding for four additional administrative law judges. I

wish to express my appreciation for your support.
I believe that the Commission has risen to the challenge of our greater workload.

Our judges continue to increase their productivity. In fiscal year 1991, we disposed
of 2,267 cases; in fiscal year 1992, we disposed of 5,469 cases; and in fiscal year
1993, we expect to dispose of 3,509. The fiscal year 1993 estimate is fifty percent
higher than our historic average of case dispositions, but lower than that for the

previous year, when many cases had legal issues in common.
Our recent case workload falls into three broad categories. The first category of

approximately 2,800 cases received in fiscal year 1991 and fiscal year 1992 resulted

when the Secretary of Labor issued a program policy letter that increased civil pen-
alties by specified percentages when an operator had a history of prior violations

that was deemed to be excessive. This issue was decided at the AU level and ap-

pealed to the Commission. The Commission rendered its decision during fiscal year
1992, and it was not appealed. As a result, these cases were returned to the Sec-

retary for recomputation of penalty amounts.
The second category of approximately 4,700 cases resulted when the Secretary of

Labor charged coal mine operators wilii tampering with cassettes used to measure
the level of respirable dust. Common discovery proceedings were held during the

spring of 1992. On December 1, 1992, a common issue trial began to determine
whether an abnormal white center on a filter cassette establishes that the operator
intentionally altered the weight of the filter. The trial concluded on February 22,

1993, after 47 days, 9,900 pages of transcript and hundreds of exhibits. Final briefs

were filed and the matter is now before the judge for decision. While approximately
900 of these dust cases have been settled or dismissed, more than 3,800 are pend-
ing.
The third category of cases, the core of our workload, has doubled over the past

three years. These cases involve the entire range of issues under the Mine Act and
must be adjudicated individually based on the particular circumstances of fact and
law presented. Ovir May 31, 1993 inventory of 8,047 ALJ cases consists of approxi-

mately 4,200 of these general cases plus the approximately 3,800 dust cases.

At file Commission Review level, we have a current docket of 61 cases. The aver-

age age of this docket is 6.4 months and the average age of decisions issued thus
far this year is 6.3 months. We anticipate receiving a total of 83 cases and disposing
of 70 cases during fiscal year 1993.

In fiscal year 1992, we received 82 cases for appellate review and disposed of 68

cases, ending the year with an inventory of 55 cases. The average docket age for

fiscal year 1992 was 4.7 months and the average age of decisions was 10.5 months.
The Commission holds as many meetings as possible in open session. Of the 19

meetings in fiscal year 1992, 10 were open, 4 were closed, and in 5 meetings the
Commission conducted part of its business in open session and part in closed ses-

sion. Three oral arguments were held. So far in fiscal year 1993, the Commission
has held 23 meetings, 16 of which have been open, and has conducted 7 oral argu-
ments.
On March 3, 1993, the Commission issued the first major revision of its proce-

dvu"al rules. The Commission's prior rules had been adopted in 1979. The revised

rules update and simplify Commission procedures. The goal of the procedural rules

remains the just, speedy and inexpensive determination of all proceedings. Although
notice and comment rulemaking requirements do not apply to rules of agency proce-

dure, the Commission, adhering to its traditional practice, encouraged pubUc partici-

pation in its rulemaking process.

Currently, the Commission has four members. The terms of two of these members
will expire on August 30, 1994.

Thank you for the opportunity to present this summary. I would be pleased to

respond to your questions.

Biographical Sketch of Arlene Holen

education

Columbia University (M.A. in economics), 1963, Woodrow Wilson Fellowship, Co-

lumbia University Fellowship; Smith College (B.A. with Distinction), 1960, Phi Beta

Kappa (1959).
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PROFESSIONAL EXPERIENCE

1992-
, Chairman, Federal Mine Safety and Health Review Commission;

1990- , Commissioner, Term Ejtpires 1996; 1990, Member, Advisory Commission
on United Mine Workers of America Retiree Health Benefits; 1988-90, Associate Di-

rector for Human Resources, Veterans and Labor, OfBce of Management and Budg-
et; 1985-88, Senior Staff Economist, Council of Economic Advisers; 1983-85, Econo-

mist, Office of Management and Budget; 1979-83, Economist, Department of Labor;
1972-79, Economist, Center for Naval Analyses; 1962-64, Health Economist, De-

partment of Health, Education and Welfare.

Bom in New York City.

Married, two daughters.

PERSONAL

COMMISSION MEMBERS

Senator Harkin. How many Commissioners do you have now?
Ms. HOLEN. We have four on board, five authorized by law.

Senator Harkin. Five by law.
Ms. Holen. Yes, sir; there is one vacancy.
Senator Harkin. And you say there is one vacant.
Ms. Holen. Of the four, two of the incumbents' terms will expire

in 1994.
Senator Harkin. What are the terms for, how long?
Ms. Holen. Six years.
Senator Harkin. You have one vacancy now.
[Pause.]
Senator Harkin. I was just going over my notes here.

Is there anything else you want to add to that?

[No response.]

DUST SAMPLING TRIAL

Senator Harkin. I do not know all the details about this, but we
have gotten a lot of input on this, on the common issue trial re-

garding dust sampling.
Ms. Holen. Yes, sir.

Senator Harkin. And the abnormal white center cassettes.

Ms. Holen. Yes; this is a consolidated proceeding involving some
4,000 enforcement actions.

Senator Harkin. This has had a major impact on your budget?
Ms. Holen. Yes; it has.
Senator Harkin. Has it been given to an administrative law

judge yet?
Ms. Holen. One administrative law judge is handling the ap-

proximately 4,000 cases on a consolidated basis. We did have to

rent additionail space over this past winter to accommodate that
trial. The final briefs have been submitted to the judge and we ex-

pect his decision sometime this fall.

Senator Harkin. You do.

Ms. Holen. Following that, depending on his decision and what
the parties decide to do, the cases might be appealed to the Com-
mission or they might proceed to case-specific trials.

The common issue trial addresses a scientific type of issue in-

volving whether an existing AWC or abnormal white center was
caused by intentional tampering or whether it might have occurred

through normal or sloppy handling.
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MINING EMPLOYMENT

Senator Harkin. Mining employment totaled about 615,000 in

January of this year, a decline of 44 percent since its peak in 1981.
Ms. HoLEN, I did not understand what the number was.
Senator Harkin. 615,000 people worked in mines
Ms. Holen. I see. Thank you.
Senator Harkin [continuing]. In 1993. That is about one-half of

what were there in 1981.
Ms. Holen. Yes; it is a tremendous decline.

commission caseload

Senator Harkin. Tremendous decline. Has this been reflected in

a reduction in your caseload?
Ms. Holen. It has not, Senator Harkin.
Senator Harkin. Why is that?
Ms. Holen. Our caseload has gone up enormously, and that is

because, despite the smaller numbers employed, the Labor Depart-
ment's enforcement effort, that is in MSHA, is a very heavy one in

mining, much heavier than in OSHA. By law each underground
mine must be inspected four times a year and each surface mine
twice a year, and the enforcement effort is quite intensive.

There are a number of reasons behind our caseload increase. One
is fines increased fivefold in the Budget Act 2 years ago. Another
is the Labor Department issued a regulation called pattern of viola-

tions, which increases the consequences to a mine operator of hav-

ing on its record many citations. This means that their penalties
in the future will be much higher.
These are two important reasons underlying the higher contest

rates. Although as you say, employment in mining has declined,
the enforcement effort, if anything, is heavier.

This might be more of a question for MSHA. We do have some
numbers on citations issued year by year. They have certainly not
declined.

Senator Harkin. Obviously it has not led to a decline in your
staff level, either.

Ms. Holen. Appeal rates have gone up from approximately in

the range of 2 to 4 percent, to something over 10 percent. That is

the appeal rates of citations.

The enforcement actions here are quite significant. The average
fine I believe is about $900 per citation now. But beyond that, a
mine inspector on his own can close down a mine. The monetary
losses to the mine operator from a closedown are very substantial.

Beyond that, the requirements of the Department can very sub-

stantially affect the way the mining process takes place. So that is-

suance of regulations by themselves, interpretive bulletins, or sim-

ply the way the mine inspector interprets the requirements can be

very costly. These citations are very important to operators and

they do challenge them. They have been challenging them at an in-

creasing rate.

Thank you.
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Senator Harkin. Next we will hear from the Occupational Safety
and Health Review Commission, its Chairman, Mr. Edwin Foulke.
Mr. Foulke. Thank you, Chairman Harkin. I appreciate the op-

portunity to appear before you this afternoon.

First, if I may, I would like to introduce the people with me.
First, to my immediate right is Larry Hoss. He is the Director of
Administrative Services for the agency. To my far right is Jan Col-

lins, who is the Executive Director of the agency.
We have already submitted a detailed statement for the record

and, with your permission, I would like to go ahead and just sum-
marize my remarks.

Senator Harkin. Please. I would appreciate that very much.
Mr. Foulke. In fiscal year 1992, the Commission received 3,940

new cases, which was approximately 18 percent more than the pre-
vious year. We believe that this significant rise in the number of

incoming contested cases is directly related to the increased pen-
alty policy implemented by OSHA in March 1991. As part of the

Budget Reconciliation Act of 1990, there was a sevenfold increase
in the penalty amounts, going from a maximum $1,000 to $7,000
for a serious violation and from $10,000 to $70,000 maximum pen-
alty for a willful violation or a repeat.

PREPARED STATEMENT

Since the effect of OSHA's increased penalty policy began to

show up in our cases—and there was a lag period of time as the

inspections were done and then the penalty amounts were in-

creased—the average proposed penalty per citation has risen from
$4,702 from the first half of 1991 to $21,280 for fiscal year 1992.
So you can see there has been a fairly significant increase in the

penalty amounts per citation.

The largest proposed penalty by OSHA has been $11,150,000.
That was in the IMC Fertilizer case.

[The statement follows:]

Statement of Edwin G. Foulke, Jr.

Mr. Chairman, I am pleased to appear before you today to discuss the Occupa-
tional Safety and Health Review Commission's accomplishments and ongoing activi-

ties.

(1093)
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The Occupational Safety and Health Review Commission ("the Commission") is an
independent adjudicatory agency established under the Occupational Safety and
Health Act of 1970, 29 U.S.C. 651 et seq. ("the Act"). Primarily composed of "three

Commission members (Commissioners), appointed by the President with the advice
and consent of the U.S. Senate, and a corps of Administrative Law Judges (ALJ's),
its purpose is to effect the just and expeditious adjudication of disputes between the

Occupational Safety and Health Administration (OSHA), an agency of the U.S. De-

partment of Labor, and employers charged with violations of safety and health
standards enforced by OSHA.
The Commission has a two-tier system for adjudicating contested OSHA cases. At

the first level, proceedings are conducted before an AU of the Commission. When
a case at this level cannot be concluded by settlement or upon motion, it is decided

by an ALJ after a hearing is conducted in accordance with the Commission's Rules
of Procedure and the Administrative Procedure Act. At the second level of proceed-
ings, the Commissioners review cases to assure consistent application of precedent
and to formulate case law with regard to new OSHA standards, as well as to com-

plicated and novel issues. Any one Commissioner, acting alone, can direct review of

any AU decision. Unless a Commissioner directs a case for review within 30 days,
the AU decision becomes the fintd order of the Commission. The Commissioners

normally decide each case based upon a review of the record, which includes briefs

filed by the parties, and, in special cases, upon oral argimient engaged in by the

parties before the Commissioners. With the exception of directing cases for review,
the Act requires a quorum of two Commissioners and the affirmative vote of two
Commissioners for the Commission to take official action.

During fiscal yeeu- 1992, 3,940 new contested cases were filed with the Commis-
sion, an 18 percent increase from the previous year. Presently, the rate of incoming
cases indicates that the Commission will receive approximately the same number
in fiscal year 1993. It seems clear that the significant increase in the number of in-

coming contested cases is directly related to the increased penalty policy imple-
mented by OSHA in March of 1991. Since the effects of OSHA's increased penalty
policy began to show up in our cases, the average proposed penalty per citation has
risen from $4,702 during the first half of fiscal year 1991 to $21,280 for fiscal year
1992.

The disposition of cases by the Commission's AU's increased from a total of 3,490
in fiscal year 1991 to 3,679 in fiscal year 1992, a five and a half percent increase.

The number of cases pending before the AU's at the end of fiscal year 1992 was
1,574, an increase of eleven and a half percent over the fiscal year 1991 level of

1,407 cases. As of February 28, there were 1,721 cases pending before the AU's.
Average disposition times at the AU level for heard cases has decreased fi-om 371

days in fiscal year 1992 to 299 days for the first quarter of 1993; for unheard cases,
the average disposition time decreased fi*om 95 days in fiscal year 1992 to 66 days
during the first quarter of 1993.
At the Commission review level, the average age of cases pending before the Com-

missioners in fiscal year 1992 was reduced to ten months fi-om approximately one

year during fiscal year 1991. However, as noted in our appearance before you last

year, given the amovmt of time required for parties to file briefs and for the Com-
missioners to give proper consideration to the issues involved, any further decrease
in disposition time at the review level will be slight. During fiscal year 1992, the
Commission issued 78 decisions at this level.

Revisions to the Commission's Rules of Procedure became effective in December
of 1992. These revisions are intended to reduce the volume of papers filed by the

parties, to utilize simplified proceedings at the AU level of adjudication to a larger
extent, and to allow for greater discretion by the AU's in establishing time periods
for particular stages of the adjudication process.

In April 1993, Qie Commission's National Office was relocated fi-om 1825 K Street,
N.W., to 1120 20th Street, N.W., in Washington, D.C. This relocation was at the di-

rection of the General. Services Administration (GSA) which determined that the

present location did not meet the required fire and safety regulations for Federal

agencies. The Commission's office space rental rate will increase from $29.29 per
square foot (psf) to potentially $50 psf At the present time, GSA has not determined
the specific rental rate for the new location and has advised the Commission to use
$50 psf for planning purposes.
Because of a long period of unsuccessful negotiation between GSA and the lessor

of the present national office space, a determination was not made to relocate the
Commission's national office until September of 1992. That prevented the Commis-
sion fi-om being able to include a funding request in the fiscal year 1993 budget to

provide for the increased costs associated with the relocation.
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In fiscal year 1994, the agencjr's relocation will have a mapor impact upon the
Commission's ability to meet its mission in a timely and effective manner. Funding
requirements to provide for the non-pay, daily operations of the Commission are ex-

pected to increase significantly. These requirements, which include the cost of oflBce

space, communication expenses (i.e., telephone, postal, etc.), travel, printing and re-

production, supplies, equipment, and other commercial services (court reporting
costs alone require 50 percent of this category), are absolutely essential to allow the
Commission to function. Approximately 50 percent of the total amount of non-pay
requirements is needed to provide for office space rental costs to GSA. In fiscal year
1994, GSA advises that office space rental costs will increase by $376,000 over last

year as a result of the relocation of the national office.

In summary, Mr. Chairman, I am pleased with the progress that has been
achieved at the Commission during the last three years. We have reduced case dis-

position time at the AU level, and the average age of pending cases at the Commis-
sion review level has been reduced to possibly its lowest feasible level. The system
of assigning cases to the ALJ's was changed to settle cases more expeditiously. The
Commission's Rules of Procedure were revised to enhance case processing, reduce

paperwork requirements, and promote simplified proceedings.
I recognize that the emphasis on reducing the deficit anamaking the Federal gov-

ernment more efficient and responsive requires agencies to reduce significantiy the
cost of operations. The Commission's personnel compensation and benefit costs re-

quire approximately 80 percent of the total funding needs. The remaining 20 per-
cent is mandatory costs (i.e., rent, telephone, postage, travel for ALJ's to hold hear-

ings, transcript costs, etc.). We will continue to exert every effort to adjudicate con-
tested cases as

expeditiously
as possible, but I do anticipate that the pending case-

load level will rise drastically and
adjudicatory disposition times will become longer

if it is necessary to implement any actions which would hamper the Commission's

ability to function at a sufficient level to adjudicate contested cases in a prompt and
efficient manner.
The Commission is a responsive agency; our sole mission is to adjudicate con-

tested OSHA cases. We do not have uie luxury of determining what our workload
or priorities will be during any given fiscal year. Over the past several years, tiiis

agency, like most others, has been faced with restricted budgets while our workload
has increased. Let me assure you that the Commission mStes every effort to use
its resources in as wise and responsible a manner as possible. I am proud to be asso-

ciated with men and women as dedicated and hard working as the Keview Commis-
sion staff.

I appreciate the opportunity to appear before you today. At this time, I will be

happy to answer any questions that you and or other members of the Committee
may nave.

Senator Harkin, Which case was that?
Mr. FOULKE. The IMC Fertilizer case.

At the Commission review level, the average age of cases pending
before the Commissioners in fiscal year 1992 was reduced to 10
months from approximately 1 year in fiscal year 1991, and that
time period has actusdly been reduced further during this year,

through the end of May of this year, to an average pending case

age of 8.9 months before the Commission.
The Commission administrative law judges disposed of 3,679

cases for fiscal year 1992, which is a 5.5-percent increase over the

previous year's figures of 3,490 cases. The number of cases pending
before the ALJ's at the end of 1992 was 1,574, an increase of 11.5

percent over the fiscal year 1991 level of 1,407.
Senator Harkin. Say that again? That was the pending cases?

Mr. FoULKE. The pending cases before the ALJ's was 1,574 cases
at the end of fiscal year 1992.
Senator Harkin. Pending was 1,574?
Mr. FoULKE. Yes; 1,574, that is correct.

Senator Harkin. And what was it last year?
Mr. FouLKE. Fiscal year 1991 was 1,407.
As of May there were approximately 1,527 cases pending before

the ALJ's. The average disposition time for heard cases at the ALJ
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level decreased from 371 days in fiscal year 1992 to 299 days for

the first quarter of this year; and for unheard cases the average
disposition time decreased from 95 days in fiscal year 1992 to 66

days in the first quarter of 1993.

At the end of April 1993, the Commission's national office was
relocated from 1825 K Street to 1120 20th Street, Northwest, in

Washington, DC. This relocation was at the direction of GSA,
which determined that the 1825 K Street location did not meet the

required fire and safety regulations for Federal agencies.
The Commission office space rental rate has increased from

$24.29 per square foot to approximately a potential amount of $50

per square foot. At the present time, GSA has given us a rough es-

timate of what they now say is their estimate of what our rent is

going to be. It is an approximate $376,000 increase over our rent

at the old location.

Senator Harkin. It was $29.29 per square foot and you say now
it is going to be around what cost?

Mr, FOULKE. It was $29.29 per square foot, and they were giving
us a $50 per square foot figure to work with when they told us we
had to move. Basically they came in in September of last year and
said: You will be moving.
Senator Harkin. But they did not tell you where to move?
Mr. FoULKE. They took us to a location and said: Look at this.

Here is this building. You have seen it. You have 24 hours to de-

cide yes or no. If you say no, the only thing we can tell you about
the next building that you will look at is that the rent cost will be

higher than the one you have just looked at.

So I would say pretty much they said where we were going to

be going. They basically said we had to move.
This has been an ongoing process for about ^Vi years. They were

trying to negotiate with our old lessor to put in a fire sprinkler sys-
tem and a second fire escape, which they kept going back and forth

on, and eventually they decided they were not going to do it. So
that is what happened.

Senator Harkin. I see.

Mr. FoULKE. Basically, 1 week before we were going to move,
GSA came in and said that our rent increase was going to be about
$376,000 more than what our rent was at the old location. And
that figure is not definite because they had not had their final

meeting with the owner as to what all the costs were going to be.

Because we were not told about the move until September 1992,
we were not able to put

in our fiscal year 1993 funding request the
funds associated with relocation. And I believe that was a question
that came up last year with this committee, as to whether or not
we had put those comments in. We basically said we could not put
that in because we were not sure we were going to move and did
not feel it was appropriate to put it in at that time, since no one
had told us one way or another.

In fiscal year 1994, this relocation will have a major impact on
the Commission's ability to meet its mission in a timely and effec-

tive manner. Funding requirements to provide for the nonpay daily
operations of the Commission are expected to increase significantly.
These nonpay funding requirements—approximately 20 percent of
the total funding request—are absolutely essential to the Commis-
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sion's ability to function effectively and they include the costs of
the office space, communications expense, telephone, postage, trav-

el, printing, reproduction, et cetera.

Office rent paid to GSA has in the past accounted for about 50
percent of the Commission's total nonpay requirements. In fiscal

year 1994, at the present request level, $7,262,000, our rent will

equal about 80 percent of that 20 percent. And we pretty much
spelled out in our submission to the committee how that will ad-

versely affect the Commission in its ability to perform its functions,
basically in the form of having our judges not travel and holding
all the hearings at our regional offices and our national office here,
instead of going to a courtroom site as close to the site of the al-

leged violation as possible.
In summary, Mr. Chairman, I am pleased with the progress we

have achieved at the Commission over the past 3 years. We have
reduced the case disposition time at the ALJ level. The average age
of pending cases at the review level has been reduced to, I think,
possibly the lowest feasible level, 8.9 months.
The system of assigning cases to AU's was changed to settle

cases more expeditiously and Commission rules this past year were
revised to enhance the case processing, reducing paperwork re-

quirements, and promoting simplified proceedings, and those rules
became effective December 1992.

I really appreciate the opportunity to speak to you today, and I

will be happy to answer any questions you may have about the
Commission.
Senator Harkin. I have just one question. You have already an-

swered some of the questions I had. You mentioned reductions in

your travel budget may mean that you will not be able to hold the

hearings as close to the violation site as possible.
Mr. FOULKE. That is correct, Chairman Harkin. What we will

have to do is conduct hearings in the national and regional office

locations, because we will have no money for travel—we have to

pay rent first. That is a fixed cost that we are required to pay. GSA
will automaticsdl'y bill our account, so that rent amount will come
out no matter what we do.

So, one way we can cut back to meet the increased rent costs is

to eliminate our judges' travel, which will require the parties to

travel if they elect to have a full hearing. And in the long run, this

saves the Government no money. Actually, it costs the Government
additional money because now the Solicitor of Labor handling the
OSHA cases will have to travel to our judges' locations instead of
our judge going to their area. We only have four regional offices

plus our national office here in Washington.
So they will have to travel to where our judges are located now,

plus bring along their expert witness, the other witnesses that they
would normally have at the hearing, which usually is one or two
other employees at the site. So you are talking about OSHA now
having to transport four or five people instead of us just sending
one judge.
So you can see that there is no savings and it is actually going

to cost the Government more money. But it will save us money.
Senator Harkin. What pot does that come out of, when you pay

for the expert witnesses and all that kind of stuff to travel?
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Mr. FouLKE. Well, that will have to come out of OSHA's budget
in the Department of Labor and the Solicitor of Labor's budget.
Senator Harkin. And the travel expenses, you said it is going to

wind up costing more money, but it will save you money?
Mr. FouLKE. It will save the Review Commission money. For

every dollar the Commission saves, it will probably cost the Federal
Government $2, $3, or $4 more because the Department of Labor
will have to transport its attorney or attorneys, its expert wit-

nesses, and other witnesses that it needs for its case to where our

judges will conduct the hearing in the regional offices.

Senator Harkin. That is paid for someplace beside the Review
Commission?
Mr. FouLKE. That is correct. That is paid out of the Department

of Labor's budget.
Senator Harkin. I have just seen too many of these things hap-

pen in the Federal Government, where you think you are saving
a buck and it always costs $3 or $4 more to do something else.

Mr. FouLKE. Unfortunately, I think you are correct in this case,
and you can look at the different transcripts of the cases and see

where the Secretary and the Solicitor have their attorney and then
their witnesses, and they are going to have to bring those to be
able to present their case.

Senator HARKIN. We will take a look at that.

Mr. FoULKE. Thank you.
Senator Harkin. I am wondering if there is any kind of a prece-

dent or is there a way of having the Department of Labor pick up
travel for the administrative law judges?
Mr. FouLKE. I would suspect that would be difficult, in that the

Commission was set up to have an independent adjudication and
there may be a claim of a conflict of interests in that our judges
were being paid or expenses were being paid out of the Department
of Labor's budget. That is where I think the problem or the ques-
tion would be rEiised.

And also, I do not know how that impacts on the Administrative
Procedures Act, because that fairly well sets out how our judges
are supposed to be independent.
Senator Harkin. How much additional money over what you

have here would it require to pick up that travel so that we would
not have to resort to the other means of hearing these cases?
Mr. FouLKE. I think, depending on a number of things, what the

salary increases are going to be for next year—our rent is increas-

ing close to $400,000. Our budget submission has increased only
$100,000 from last year. So we are starting back at least $300,000
that we have to make up. And then if the salaries are increased,
I would estimate the amount to be $500,000, and that is the figure
I have been mentioning to the staff over on the House side.

Also, even though our caseload increased and our judges actually
put out more cases, we are working with fewer judges than when
I became Chairman. We originally had 19 ALJ's. We had 16 this

past year. I have lost one now and I am going to try to replace that
one judge at least and probably two.
We only have one judge in our Boston office, or will have by mid-

July and I need to have more than one judge in that office. We
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used to have four judges there and that is where a heavy caseload

volume is.

Most of our caseload is actually east of the Mississippi right now,
and that is why I say it is important for our judges to travel, be-

cause, although I talked about the Department of Labor having to

pay money, I have not yet spoken at all about what it will cost the

employers. In approximately 30 to 40 percent of our cases, the em-

ployer represents himself in a pro se status.

So he would incur significant increased costs in presenting his

case. Instead of us being in his home town holding a hearing in the

local courthouse or the local library, as we presently do—^he is

going to have to travel. If he is in Chicago, or that area of the coun-

try, he is either going to have to go to Atlanta or Denver. That is

where most of our judges are assigned who usually handle the Chi-

cago and Midwest area.

So that adds an additional cost which is not borne by the Gk)v-

emment, but is borne by a lot of small employers.
Senator Harkin. We are going to have to work this one out, be-

cause I sense what you are saying and I think it is probably true.

We have to figure out how we can take care of this item.

Mr. FouLKE. Thank you. Senator.

Senator Harkin. Thank you, Mr. Foulke.

CONCLUSION OF HEARINGS

Thank you all very much. The subcommittee will stand in recess

subject to the call of the Chair.

[Whereupon, at 2:37 p.m., Monday, June 21, the hearings were

concluded, and the subcommittee was recessed, to reconvene sub-

ject to the call of the Chair.]





Material Submitted Subsequent to Conclusion of

Hearing
[Clerk's note.—^The following statements along with questions

and answers was received by the subcommittee from related agen-
cies subsequent to the conclusion of the hearings. The statements
and questions will be inserted in the record at this point.]

U.S. NATIONAL COMMISSION ON LIBRARIES AND INFORMATION SCIENCE

Statement of J. Michael Farrell, Chairman

MISSION OF the commission

The National Commission on Libraries and Information Science (NCLIS) was es-

tablished in 1970 by Public Law 91-345 as a permanent independent agency. In

passing the act, Congress and the President affirmed that library and information
services adequate to meet the needs of the peo^e of the United States are essential

in order to achieve national goals and utilize effectively the Nation's educational re-

sources.

The Commission's mission is to develop overall plans for library and information
services and to recommend those plans to Congress, the President, and State and
local governments. The Commission accompUshes its mission by holding open fo-

rums, conducting studies and surveys, sponsoring and promoting research and de-

velopment activities, conducting hearings, and publishing reports and findings.
The Administration's budget request for fiscal year 1994 for the Commission is

$904,000.

achievements in 1992

Much of 1992 was concerned with completing the tasks of the 1991 White House
Conference on Library

and Information Services. These activities included closing
out liie operation and preparing and publishing the 600-page final Conference re-

port. In March NCLIS conducted an open forum for input from the public on follow-

up to the White House Conference. At the hearing, representatives of library, infor-

mation and education organizations presented statements on what they viewed as

most important among the Conference recommendations and how they planned to

proceed with implementing the recommendations.
Also in 1992 the Commission concluded its SVz-year project studying the condi-

tions of libraries and information services for Native Americans. The study used re-

gional hearings, conferences, interviews, and site visits to Indian tribal reservations

and community colleges.
In July 1992 the Commission held an open forum on the involvement of Ubraries

and information services in tiie National Research and Education Network (NREN).
NCLIS summarized the statements of representatives fi"om 24 organizations in a

forum report which was submitted to the Office of Science and Technology Policy

(OSTP). OSTP subsequently cited the Commission's report in its own report on the

NREN to Congress in December 1992. Many in the library and information services

community have shown interest in the NCLIS report as well, and it has been dis-

tributed widely.
Ongoing projects in 1992 included two cooperative efforts. The first, with the De-

gartment
of Education's National Center for Education Statistics, was the Library

tatistics Program. The second focused on support through the Department of State

for international library and archive activities.

PLANS for 1993 AND 1994

In January and February 1993 NCLIS distributed the final report of the White
House Conference on Library and Information Services and the two-volume report

(1101)
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titled Pathways to Excellence: Improving Library and Information Services for Na-
tive American Peoples. The Library Statistics Program and the international activi-

ties supported by the Department of State are progressing well in 1993.

Also this year the Commission commences several important programs that will

continue through 1994.

(1) The first is referred to generally as "libraries and education." This program
has several origins, the overarching one being the countrjr's attention to educational

reform as exemplified by the National Education Ckials.

One of the many projects springing fi"om this reform movement was the AMER-
ICA 2000 Library Partnership, started in 1992 by the Commission, the Department
of Education, the Center for the Book, the National Institute for Literacy, and the

National Endowment for the Humanities. NCLIS expects to continue this project
with its partner agencies to support Goals 2000.

Another reason for the Commission's program on libraries and education is that

the top priority recommendation fi-om the miite House Conference was for an effort

titled the "Omnibus Children and Youth Literacy Initiative." This recommendation
has four parts: school library services, public library children's services, public li-

brary young adult services, and partnership with libraries for youth.
The Commission is in the midst of sessions to identify strategies to carry out pro-

visions of this important initiative. We are meeting with state librarians and rep-
resentatives from the American Library Association. Upcoming sessions will include

representatives of other alUed organizations, especially fi-om the education commu-
nity.

(2) The second important initiative the Commission has begun this year relates

to Federal roles in support of libraries. This program ties in with that on libraries

and education, since the Federal role in support of school Library media centers is

already under discussion as
part

of the reauthorization of the Elementary and Sec-

ondary Education Act (ESEA). NCLIS held an open forum May 4-5 in Boston to

hear views in the Northeastern States on the topic. Children and Youth Services:

Redefining the Federal Role for Libraries. The same topic will be covered at an

NCLIS-sponsored forum in California in September.
The Federal roles in support of pubUc, Native American, and State libraries; and

interlibrary cooperation and resource sharing will be reviewed in the upcoming re-

authorization of the Library Services and Construction Act (LSCA). When LSCA
was reauthorized in 1989, the Congress made it clear that the next assessment
would be made in

light
of the recommendations of the 1991 White House Con-

ference. The Commission expects to use those recommendations, a series of regional

meetings and other efforts to aid the Congress in evaluating this important Federal

program for libraries.

(3) The third effort that the Commission will start this year and that will continue

beyond 1993 is an examination of education for library and information services per-
sonnel. There are many calls, some of them from the White House Conference on

Library and Information Services recommendations, for better preparation and sur>-

port 01 library and information personnel to serve users fi-om diverse backgrounds
and cultures.

There are also serious concerns about the closing of graduate schools of library
and information education in the U.S. The Commission began its examination of li-

brary education May 18 by hearing fi:t)m the Mediced Library Association, a leader
in certification, continuing education and development of librarians.

(4) The fourth effort is research into and for library and information services and
is closely tied to NCLIS' ongoing Library Statistics Program. By virtue of its statu-

tory autiiority and its work witn the National Center for Education Statistics, the
Commission is in a unique position to encourage and support the needed research
into library and information services, their performance, and the differences they
meike in education, economic development, productivity, and many other areas of
our society.

(5) The fifth initiative is the Commission's ongoing concern and involvement with
Ubraries and information services' roles in NREN and in the evolving national infor-

mation infi-astructure. The forum on NREN that the Commission sponsored last

year was noted above. NCLIS will continue to work with le^slative and executive
authorities in defining and including libraries and information services as critical

contributors to and distributors of electronic, networked information.

Furthermore, the Commission considers the resolution of general questions of

ownership and protection of intellectual property, privacy and confidentiality, charg-
ing of fees for hbrary and information services, and relationships of public- and pri-
vate-sector concerns as key to real, sustainable progress in developing a national in-

formation infrastructure which serves and benefits all Americans.



1103

CONCLUSION

As described in NCLIS' appropriation justification of April 8, 1993, a budget of

$904,000 for fiscal year 1994 will enable the Commission to continue to fialml its

unique role for the Federal government
—that is, to collect views, mediate discus-

sions, and assess policy questions to advise the Congress and the President. As edu-
cational reform and the national information infrastructure continue to take shape,
and as kev legislation like ESEA and LSCA are reviewed, 1994 will be a critical

year for libraries and information services. The National Commission on Libraries
and Information Science needs to carry out its role at the Federal level so that li-

braries across the United States change and are strengthened to meet citizens' tra-

ditional and new needs for information.

NATIONAL COMMISSION TO PREVENT INFANT MORTALITY

Statement of Hon. Lawton Chiles

Chairman Harkin and members of the subcommittee, I want to thank you for this

opportunity to discuss the work of the National Commission to Prevent Infant Mor-

tahty and our budget request for the coming fiscal year.
The Commission has requested modest appropriations each year because we are

committed to using this base of support to bring other sectors of society into the
maternal and child health arena to develop and support solutions to our nation's

tragic infant mortality problem. The Commission's request for fiscal year 1994 is

$460,000, which is $10,000 above our request last year and $14,000 above the actual

appropriation. These additional funds will be used to pay for increased operating ex-

penses incurred by the Commission.
As you know, Mr. Chairman, building pubhc/private partnerships has always been

important to the Commission. But more crucially, this tjT)e of collaboration is vital

to the ability of this country to solve its infant mortality tragedy. No one entity, one

professional group, or one family on its own can or should be held responsible for

making sure all babies are bom as healthy as possible. The problem is too complex
for that and the solutions too varied. In that spirit, the Commission has worked
hard to gamer grant support and build strong working relationships with busi-

nesses, foundations, the media, and others to support our projects, a few of which
I will highlight in a moment. Our appropriation is dedicated to staff and ofBce ex-

penses; thus, the appropriation allows the Commission to bring the private sector

to the table to help solve our nation's infant mortality and overall maternal and
child health problems.
Bringing key groups and individuals to the table to solve these problems is a

model approach I have come to believe in and that we also are using in Florida.

We have a statewide infant mortality initiative called Healthy Start, which I am
very proud of One of the key ingredients of the Florida program is local coalitions

which include the public sector, private sector, churches, professionals, parents, and
others working together to solve their—and our—infant mortality problem.
The Commission is now entering its seventh year, and I wish with all my heart

that I could tell you our infant mortality problem has been solved and that the Com-
mission's work is done. But I can't. Infant mortality rates are coming down slightly,
which is wonderful, but that is still mostly due to high tech, expensive medicine in

neonatal intensive care units. Although many communities and states are making
tremendous progress, we are still seeing littie if any overall improvement in women
getting early prenatal care, babies being bom at healthy birthweights, and women
entering pregnancy healtiiy and practicing healthy behaviors while pregnant. Un-
less we turn these facts around, the United States will not see the low infant mor-

tality rates experienced by other developed nations, and too many infants will con-

tinue to die needlessly or survive infancy with lifelong expensive disabilities that

could have been prevented.
Changing social problems takes time and commitment, and infant mortality is

much more a social problem than it is a medical one. I could point to numerous suc-

cess stories and examples of where the Commission's recommendations and others

have been implemented. But turning the statistics around will not happen over-

night, but it can happen, and I know that we are on the right track. That is why,
Mr. Chairman, I have decided to pursue reauthorizing the Commission. Our Con-

gressional support thus far has allowed us to become a highly regarded, effective

organization that has advised Congress, the Administration, and countless groups
and individuals far beyond Washington. Our work has clearly moved beyond the

original mandate we were given by Congress. But much work remains; babies are

still in need of a voice at the decisionmaking table that they cannot themselves pro-
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vide. Thus, we are developing reauthorization legislation and I have met with Sen-
ator Glenn and will soon be discussing our plans with other members of the Senate
and House to start the ball rolling. I will keep you informed as we move forward,
Mr. Chairman.
The Commission's current work this year and the plans we have for next year

continue to support the major recommendations we made to Congress and the Presi-

dent in our August 1988 report, Death Before Life: The Tragedy of Infant Mortality.
That report focused on solutions and actions that all sectors of society can take to

improve maternal and infant health. Although research is needed in some areas of

infant mortality, we have a vast treasure trove of solutions that are ready and wait-

ing, if only we would tap into them.
The Commission's projects and efforts fall into three categories: to advise Con-

gress on what legislative and other steps should be taken to reduce infant mortality
and improve maternal and child health; to facilitate collaborations between various

sectors and interests to solve health problems facing pregnant women and young
children; and to encourage the implementation of triea and true strategies at the

national, state, and local levels.

Along these lines, I would like to provide a brief overview of some of the key ini-

tiatives we are currently involved in and look at what we plan for next year.

ADVISOR TO CONGRESS

One of the Commission's top priorities is to provide Congress with the most up-
to-date information on the nation's

progress
in reducing infant mortality, initiatives

that work to improve the chances that babies are bom healthy and remain so, and
steps Congress can take to contribute to that progress. The Commission has several

plans for accomplishing these objectives. First, the Commission has and will be tes-

tifying at hearings. For instance. Commission member, Lynda Robb, spoke late last

month at a hearing in the Senate Subcommittee on Children and Families.

Second, the Commission will be releasing several policy reports. All our reports
are sent to all members of Congress and we often release them at Congressioned
hearings. We plan to do the same in the coming year. For example, we plan to issue

reports on the impact of various health care reform proposals on maternal and in-

fant health and on African American children, and a report on HIV/AIDS among
pregnant women and children in the migrant farmworking population.

In addition
to Congress, we send all our materials to thousands of individuals and organizations
nationwide as well as the media. I want to add that I do not take the issuing of

reports lightly. The last thing we want to do is have our hard work sit on a shelf
and gather dust. The Commission works diligentlv to see that our written efforts

and recommendations are acted upon and are used, to actually make a tangible dif-

ference for mothers and children.

Third, on a more informal basis, the Commission provides assistance to members
of Congress and staff on legislative proposals, hearings and potential witnesses, and
on town meetings and hearings in home districts and states. The Commission is fre-

quently consulted regarding technical and statistical information and often acts as
a clearinghouse, as it were, for Congress, the Administration, and others on a wide
range of maternal and child health issues. We have had numerous meetings with
the White House Health Care Task Force and with various agencies and advisory
panels in the Department of Health and Human Services. Particularly with the dis-

solution of the Select Committee on Children, Youth, and Families and the conclu-
sion of the fine work of the National Commission on Children, I believe our role as
a resource for this type of activity and information will no doubt increase.

BUILDING COLLABORATIONS/CONSORTIA

Another key role the Commission has developed is to work with others and
help

bring them together to develop solutions to our maternal, infant, and child health

problems.
So many organizations and groups are concerned with children's issues,

but thev are not pulling together and sometimes actually work at odds with each
other. But no one entity or individual alone can or should be responsible for solving
the nation's infant mortality and related problems. So, for example, in the coming
year, the Commission will continue working with the National Health/Education
Consortium.
This effort began in 1990 with the support of several foundations as well as the

Departments of Health and Hvunan Services and Education. The 57 member organi-
zations represent health and education

professionals
who have come together out of

concern that all children must be healthy
so they can learn in school, and that all

children must learn to be healthy. And this all starts with mothers having healthy
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pregnancies. In Florida, we have started a state-level Health/Education Consortium,
and one has also started in Texas.
This coming year, the National Consortium plans to start activities in another 2

to 3 states and approximately 5 to 10 additional local communities. At the national

level, the Consortium will hold quarterly membership meetings and will continue
to release occasional papers and policy reports on various aspects of the heedth and
education connection. In fact, this afternoon, a Consortium report on the link be-

tween children's nutrition and their abUity to learn will be released at a hearing
of the House Agriculture Committee's Subcommittee on Nutrition.

I want to mention one last aspect of the National Health/Education Consortium,
and that is our Parent Information Project called, "Help Me Learn, Help Me Grow."

Knowing that a child's first teachers are his or her parents, this project targets par-
ents with helpful information about what they can do to help their children be

healthy. We have developed posters, videos, and other materials in English and

Spanish that will be made available to parents through the Consortium's member-

ship.

Another, newer collaborative effort we have started is the National Consortium
for African American Children, which I am fortxmate to co-chair with Agriculture

Secretary Mike Espy. As you know, African American children suffer much worse
health status than their white

counterparts.
Infant mortalitv is over twice as high

and the gap is growing, despite all our high tech medicine. The purpose of this Con-
sortium is to bring together black organizations from the health, education, busi-

ness, media, and religious communities so they can draw on each others strengths
and begin to speak with a unified voice on behalf of African American children in

policy deliberations, hearings, program decisionmaking, and other areas. The Con-
sortium will hold its second meeting on May 19 and we are very excited about our

coming plans. In the next year, we hope to expand our consortia concept to address

children's issues in other minority groups.
A final project I will briefly discuss is the Resource Mothers Development Project.

In late April, we announced the start of a national information/referral network and
the availability of program implementation materials that we will send to any com-

munity in any state tiiat wants to develop a Resource Mothers program. I know that

Dr. Herman Hein, one of our Commission members, testified before this Subcommit-
tee last month in support of Resource Mothers and home visiting programs. These
are low cost, highly effective, community-based ways of reaching out to pregnant
women and famflies in need and helping them become more healthy and self-reliant,

obtain the services they need, and learn to become good parents. We're having great
success with Resource Mothers in communities throughout Florida. They are an im-

portant component of our statewide Healthy Start program.
The Commission has long promoted Resource Mothers and home visiting. It is a

central component of the health and social service system in most other countries.

We have had some limited success in working with Congress and the Administra-
tion to help this concept of outreach and connection with families grow into a na-

tional movement, but, trankly, it's not enough. The need is so great now, today, that

we felt we could not wait for tiie federal government to get into gear, so we obtained

grant funding to develop our Resource Mothers Development Project. Now that the

implementation materi^s are ready, our only limitation in getting these materiails

to every community in this country is our energy and our grant funds. Believe me,
we will push on both.

I will stop here, Mr. Chairman, and just reiterate my appreciation for your sup-

port. The Commission looks forward to serving Congress for another year and hope-

nilly many more.

NATIONAL COUNCIL ON DISABILITY

Statement of John A. Gannon, Acting Chairperson

INTRODUCTION

My name is John Gannon and I serve as Acting Chairperson of the National
Council on Disability, headquartered in Washington, DC. Andrew I. Batavia serves

as Executive Director of the National Council on Disability. Our purpose is to

present our budget proposal for fiscal year 1994. In order to accomplish this in an
efiBcient manner, we will divide our testimony as follows. First I will present a brief

overview of the Council and its work, with particular reference to our current situa-

tion. Next, Mr. Batavia will present our proposed budget for fiscal year 1994 and
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provide an explanation regarding this proposal. Finally, I will close with a sum-

mary.

OVERVIEW OF THE NATIONAL COUNCIL ON DISABILITY

The National Council on Disability is an independent federal agency comprised
of 15 members appointed by the President of the United States and confirmed hy
the U.S. Senate. Tne National Council was initially established in 1978 as an advi-

sory board within the Department of Education (Public Law 95-602). The Rehabili-

tation Act Amendments of 1984 (Public Law 98-221) transformed the National
Council into an independent agency. This development was essential to allow the

Council to provide independent expert advice to the Congress and the Administra-
tion. The statutoiT mandate of the National Council is very broad and was most

recently modified by the Rehabilitation Amendments of 1992. (Please see Appendix
A for a listing of the Council's specific statutory responsibilities.)
While many government agencies address issues and programs affecting people

with disabilities, the National Council is the only federal agency charged with ana-

lyzing and making recommendations on issues of public policy which affect people
with disabilities regardless of age, disability type, perceived employment potential,
economic need, specific functional abUity, status as a veteran, or other individual

circumstance. The National Council recognizes its unique opportunity to facilitate

independent living, community integration, and employment opportunities for peo-

ple with disabilities by assuring an informed and cooroinated approach to address-

ing the concerns of persons with disabilities and eliminating barriers to their active

participation in community and family life.

Consistent with this ambitious mandate, the Council has played a major role in

affirming the rights of people with disabilities, increasing opportunities, and improv-
ing service delivery systems impacting on the quality of life experienced by people
with disabilities. In tact, the Cfouncil prepared the initial drafts of the landmark
Americans with Disabilities Act, Public Law 101-336, and worked with both the Ad-
ministration and the Congress for enactment. Other Council achievements in recent

history include the following:—
Co-sponsoring, in conjunction with the International Center for the Disabled,
the first ever independent poll of Americans with disabilities by the Lou Harris

organization. This poll has been labelled one of the most significant and influen-

tial pieces of research on people with disabilities in history.—Publication of Toward Independence and On the Threshold of Independence,
two reports to Congress that have guided major decisions on disability policy
in America for the past five years.—^Advocacy for improvements in mfgor federal programs serving people with dis-

abilities before the Administration and Congress, most notably the Rehabilita-
tion Act.—Conducting hearings on

disability policy all across America in order to ensure
that grassroots input plays a vital role in disability policy formulation.

MAJOR ACCOMPUSHMENTS DURING FISCAL YEAR 1992

In an effort to provide leadership in the identification, development, and evalua-
tion of disabihty policy, the National Council undertook a variety of activities in fis-

cal year 1992. Some of those activities included the National Council's continued

support
of the implementation of the ADA. The Council was able to achieve this goal

by developing ADA Watch, a unique project designed to monitor the implementation
of the ADA.
During fiscal year 1992, the National Council conducted numerous hearings, fo-

rums and meetings to elicit public response to a number of issues affecting people
with disabilities, including the financing of assistive technology, ADA research,
rural and Native Americans' Issues, health insurance, personal assistance services,
international issues, minority issues, and ADA Watch. (Please see Appendix B for

a detailed listing of dates, locations, and summaries of the hearings and meetings.)
These hearings and meetings have considerably enriched the data base available to

the Council as it goes about its important deliberations regarding disability policy.

They have offered an irreplaceable element to our discussions of the everyday re-

ality of people with disabilities throughout the country.
In addition to holding hearings and meetings, the National Council has sponsored

a variety of major research studies. The Council recognizes its responsibility
in con-

tinuing to perform research in vital areas of interest to persons with disabilities. To
this end, and in response to its congressional mandate, the National Council contin-
ued to act as liaison to the National Institute on Disability and Rehabilitation Re-
search and the President's Committee on Emplojrment of People with Disabilities.
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In addition, the National CouncU on Disability completed four research studies
which we hope will impact on the successful implementation of the Americans with
Disabilities Act and improve the employment and independent living prospects of

people with disabilities. Those studies were in the essential areas of education,
health insurance, financing assistive technology, and wilderness access for people
with disabilities. (These are described briefly in Appendix C.)

In addition to conducting research, the Council has appeared many times before
the Congress in order to provide testimony on many key issues, including enhancing
the leadership capacity of the National Council on Disability in the post-ADA envi-

ronment and the reauthorization of the Rehabilitation Act of 1973, as amended.
(Please see Appendix D for a list of Congressional hearings in which we have par-
ticipated recently.)
Another major area of activity for the CouncU is communication. Over the course

of a year, the National Council receives thousands of telephone calls, letters, and
requests for information fi-om concerned individuals and organizations about disabil-

ity issues. The Council has continued to increase its communication of important in-

formation to persons with disabilities and their families, the President, the Con-

gress, and the public at large through our FOCUS newsletter, special reports, an-
nual reports, and ongoing interaction with the news media.

Finally, the Council has continued to hold official business meetings on a quar-
terly basis, as required by the Rehabilitation Act. Over the course of uie past year,
the Council has held its meetings in Oklahoma City; Las Vegas; Jackson, Mis-

sissippi; and Boston. During fiscal year 1992, three new National Council members
received confirmation fi-om the U.S. Senate: Ellis B. Bodron of Vicksburg, Mis-

sissippi; Shirley W. Ryan of Glenview, Illinois; and Anne C. Seggerman of Fairfield,
Connecticut.

CURRENT AND PLANNED ACnvmES

Thus far in fiscal year 1993, we have been engaged in making a successfiil transi-

tion fi-om the previous Administration to the present Administration. While this, of

course, has involved a great deal of work and structural changes, we are proud that
we have continued our advisory role to the Congress and the White House without

interruption. For example, we recently released the three major reports on disability

policy covering the areas of assistive technology, educational outcomes for students
with disabilities, and health insurance. We were truly appreciative that Congress-
man Owens recently received these reports on behalf of tiie House of Representa-
tives at a news conference we held on March 4, 1993.

In the near futvu^, we plan to propose policy guidance to the Administration and

Congress, in coordination with otiier federal agencies, in areas such as monitoring
the implementation of the Americans with Disabilities Act and increased opportuni-
ties for persons with disabilities who are members of minority groups. This, coupled
with our ongoing work in advocating for improved personal assistance services, in-

creased emplojrment opportunities, and the development of more responsive commu-
nity alternatives for—and with—people with disabilities would seem to constitute a

very active agenda for a part-time Council currently allotted only four professional
staff positions.

In this regard, I would ask you to reconsider the current staffing allotted to the

Council. Under Section 404 of the Rehabilitation Act it is stated tiiat the Council

may hire an Executive Director and "the Executive Director is authorized to hire

not to exceed seven technical and professional employees
* *

*". Three additional

FTE's are provided in our ceiling in order to allow for payments made to Council

Members who are compensated on a per diem rate for their services. Given our

present and planned workload, dictated by our commitment to meeting our mandate
on behalf of people with disabilities, we have been forced to issue contracts exten-

sively to outside contractors in order to accomplish a significant portion of our work.

While we are generally pleased with the quality of work provided to us, it is our
belief that much of this work could be accomplished in-house at a significant savings
to the government if we were allotted an additional professional position. We are,

therefore, requesting to increase the statutory limitation to "eight" in our appropria-
tion language.
Beyond your approval of our current budget request, there is nothing this Com-

mittee could do more to assist us in our work than allow us this flexibility. Thus,
we would request that you authorize an increase in the level in order to enable us
to hire a new staff person, consistent with our budget request. We believe the addi-

tion of a staff position at the Council would enable us to perform our work in a more
cost-effective manner.
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I would now like to ask Mr. Andrew I. Batavia, Executive Director of the Council,
to present our fiscal year 1994 budget request to you.

Statement of Andrew I. Batavia

BUDGET REQUEST FOR FISCAL YEAR 1994

Thank you, Jack. In most line items of our budget we have requested level fund-

ing with fiscal year 1993 levels. However, there are several factors that compel us

to seek an increase in certain line items in our budget. These are as follows:

Office space.
—The Department of Transportation, which leases the NCD its cur-

rent office space, has evicted the Council effective March, 1993, due to its need for

the space we currently occupy. The space that the General Services Administration

(GSA) has located for us, which was the only space available that met our needs—
specifically with regard to accessibility for persons with disabilities—is substantially
more expensive than our current space. The annual difference is estimated to be an
additional $35,000.
Research projects.

—
During fiscal year 1993, the NCD's budget for research was

$205,000. Due to this funding level, we had to defer several important research

projects that would substantially erJiance our capabiUty to meet our basic mandate:
to provide expert advice to the Administration and the Congress on disability policy
issues. There are a number of projects that we are considering for fiscal year 1994,
for which we are requesting $300,000. These projects include:

Health care reform and its impact on Americans with disabilities.—^A major prior-

ity of the NCD is to ensure that any health care reform measures contemplated are

responsive to the needs of people with disabilities. This research project would as-

sess all prominent health care reform proposals to determine their effect on this

population. This would, in turn, provide the NCD with a data base fi"om which it

could assist the Administration and the Congress in framing responsible health care
reform initiatives.

Personal assistance services: The key to independence under the Americans with
Disabilities Act.—This project would examine the highest priority issue for many
Americans with severe oisabilities and for the over 80 national constituent organiza-
tions represented on the Consortium for Citizens with Disabilities: the development
of the viable national policy on the financing and provision of personal assistance
services such as attendant care, interpreter services, and reader services.

ADA watch: Stage two.—This project, the first part of which was completed in the

past year, would continue to examine the implementation of the Americans with
Disabilities Act, and identify problems and successes (particularly as they relate to

facilitating voluntary compliance with the law).
Annual report to Congress.

—The NCD is required by statute (Title IV of the Reha-
bilitation Act) to submit an Annual Report to Congress on the state of disability pol-

icy. As several new requirements were added to the contents of the Report during
the reauthorization process last year, this Report will require the compilation of ex-

tensive data on disability policy, programs, and outcomes.
It is our hope that vou will authorize the funding requested for research projects

so that we might be able to fulfill our mandate in an effective manner.

Equipment.—The NCD had deferred the purchase of a basic computer network
until its move to its new office space. Currently, several staff members do not have
computers, and this is substantially reducing agency productivity, particularly in

light of our increased research and reporting requirements. The Council is request-
ing $60,000 in order to purchase the computer network and soft;ware that will allow
us to meet our statutory and public information requirements in a responsible man-
ner.

Accessible formats for communicating with persons with disabilities.—^As the most
visible agency in the Executive Branch with sole responsibility to provide expert ad-
vice on disability policy, it is essential that the NCD serve as a model in tne area
of ensuring that all of our work is accessible to persons with disabilities. At present,
we have inadequate resources to produce documents and conduct pubUc meetings
in a manner that would ensure fidl access for people with disabilities. In order to

ensure access, we are requesting an additional $20,000 to produce materials in ac-

cessible formats (such as Braille and large print) and to provide interpreter and re-

lated services (such as audio loops) at our hearings and meetings.
We are truly excited about our planned activities for fiscal year 1994. We will,

of course, continue to provide the President and the Congress with timely informa-
tion and advice on the most pressing issues facing Americans with disabilities. We
are also developing an expanded "customer service ethic at the Council. Simply put.
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we want you and the public to know that we are here to serve you, and we pledge
to do everytiung humsmly possible to make sure that we serve you well in a timely
manner. In this regard, I invite all of you and your staff to contact the Council at

any time if
jrou

need information regarding issues affecting people with disabilities

or even assistance in using appropriate terminology in speeches, providing back-

ground information for responses to constituent letters, and the like. We are here

to serve you and, through aoin§ so, help provide the best possible Congressional re-

sponse to the needs of people with disabihties, their families, and communities.
Thank you. Now Mr. Gannon will conclude our testimony.

CXDNCLUSION

Thank you. Drew. In conclusion I would like to state that the National Council

on Disability is highly cognizant of the need to reduce the budget deficit. However,
it is important to recognize that one of the most effective means to reduce the deficit

is to ermance the employabihty and productivity of persons with disabilities, people
who continue to constitute the minority group with the highest unemployment rate

in this country. It is also in the interest of feaeral deficit reduction efforts to support

people with disabilities to live independently in their communities rather than in

expensive and impersonal institutions. In the interest of programmatic as well as

fiscal responsibility, we also seek to reduce unnecessary dependency on static gov-
ernment disability assistance programs and to enable people with disabilities to ob-

tain the supports they need to live as independently as
possible

in the community.
It is our conviction that our work to forward these goals represents a responsible
investment in improving poUcies and services, reducing the deficit and broadening

thepotential revenue base.

The NCD's mission is to propose policy that will allow persons with disabilities

to be productive, tax paying citizens, as they wish to be. We ask that this Commit-
tee provide us the basic resources we need in order to achieve this important mis-

sion.

Thank you for your attentiveness and your serious consideration of our fiscal year
1994 budget request. We would welcome any questions you might have.

Appendix A

SPECIFIC STATUTORY RESPONSmiUTIES OF THE NATIONAL COUNCIL ON DISABILITY

Reviewing and evaluating, on a continuous basis, the effectiveness of policies, pro-

frams,
and practices concerning individuals with disabilities conducted or assisted

y federal departments or agencies, and statutes pertaining to federal programs,
and assessing the extent to which they provide incentives to community-based serv-

ices, promote full inte^ation, and contribute to the independence and dignity of in-

dividuals with disabilities; msLking recommendations of ways to improve research,

service, administration, and the collection, dissemination, and implementation of re-

search findings affecting persons witii disabilities; providing ongoing advice to the

President, the Congress, tiie Commissioner of the Rehabilitation Services Adminis-
tration (RSA), the Assistant Secretaiy of the Office of Special Education and Reha-
bilitative Services (OSERS), and the Director of National Institute on Disability and
Rehabilitation Research (NIDRR) on programs authorized in the Rehabilitation Act;

providing to the Congress, on a continuous basis, advice, recommendations, and any
additional information which the Council or the Congress considers appropriate;

submitting an Annual Report with appropriate recommendations to the President

and Congress with a particular focus on new and emerging issues impacting on the

lives of individuals with disabihties; issuing an Annual Report to the President and
the Congress on the progress that has been made in implementing the recommenda-
tions contained in the National Council's January 30, 1986, report, Toward Inde-

pendence; and gathering information about the implementation, effectiveness, and

impact of the Americans with Disabilities Act.

Appendix B

hearings, forums, and meetings held by the national council on disability

during fiscal year 1992

Financing of Assistive Technology—Synopsis: October 17-18, 1991; MinneapoUs,
Minnesota.
A hearing was held by the National Council on Disability to gather information

from a variety of individuals and organizations that are users, producers and/or

fifMi20 O— 93 36
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financers of assistive technology. Attendees were updated on the activities and ini-

tiatives of the National Council concerning assistive technology. The outcome of the

hearing contributed significantly to the attainment of information that would later

be used in developing findings and recommendations in a National Council report
to Congress and the Administration on financing of assistive technology.
ADA Research: October 24-25, 1991; New Orleans, Louisiana.

SjTiopsis: A hearing on the research issues relating to the implementation of the
ADA was conducted to identify additional research needs, as well as other informa-
tion needs created by the Act. A wide variety of consumers and producers of disabil-

ity research were assembled to address these issues, which had not been previously
explored. The outcome of this hearing was the attainment of essential information
that would be used in planning and miplementing one of the first major disability
research conferences ever held.

Rural and Native Americans' Issues in Oklahoma: November 4-5, 1991; Okla-
homa City, Oklahoma.

Sjmopsis: A two-day hearing on Rural and Native Americans' Issues in Oklahoma,
was conducted by the Nationsd Council to address issues tJiat are often overlooked

by disability policy makers. Witnesses testified on numerous disability and health-

related issues affecting people living in rural areas and particularly Native Ameri-
cans. This hearing was one component of the National Council's effort to reach out
to populations that have traditionally been underserved by disability programs and
disability policy generally. The information obtained through this hearing will be
used to develop better approaches to meeting the needs of rural and Native Amer-
ican populations.
Health Insurance: November 20, 1991, Des Moines, Iowa; February 20-21, 1992,

San Francisco, California.

S3Tiop8is: As part of two-year study commissioned by the National Council, hear-

ings on access to health insurance and health-related services for individuals with
disabilities were held in Iowa and California. The purpose of these hearings was to

father
information on problems with access to health care coverage and how to en-

ance such access. Consumers, providers and financers of health care services were
brought together to offer the Council insights into this essential set of issues, which
are now among the highest priorities for national policy. The information obtained
fix)m these hearings would later be used in developing findings and recommenda-
tions for a National Council report to the President and Congress.

Personal Assistance Services: February 25, 1992, Las Vegas, Nevada; September
10, 1992, Boston, Massachusetts.

Sjmopsis: The National Council recognizes the overwhelming need of many per-
sons with disabilities and their families for personal assistance services. Hearings
on personal assistance services were conducted to discuss how to eliminate the fi-

nancial barriers which exist to these services and if changes could be implemented
through the reauthorization of the Rehabilitation Act of 1973, as amended. The Na-
tional Council will continue to hold hearings on this subject and will develop com-
prehensive recommendations to develop and implement policies that will enable per-
sons with disabilities to live and work in their communities.
Eastern European, Conference on Disabilities: April 13-15, 1992, Prague, Czecho-

slovakia.

Synopsis: At the request of the Czech and Slovak Federal Republic's Ministry of
Labour and Social Affairs, the National Council conducted The Eastern European
Conference on Disabilities in Prague, Czechoslovakia. It offered an outstanding op-
portunity to spread the word internationally about our country's landmark historic

achievement in developing and passing the ADA. The conference was designed to

consider the broader aspecta of^ bringing people with disabilities into the main-
stream of society in the various participating countries. The topics focused on the

day-to-day barriers faced by people with disabilities in Eastern Europe.
Minorities with Disabilities Conference: May 6-7, 1992, Jackson, Mississippi.
Sjrnopsis: In conjunction with Jackson State University, the National Council con-

ducted a conference Addressing the Unique Needs of Minorities with Disabilities:

Setting an Agenda for the Future at Jackson State University in Mississippi. This
conference was the first ever to address these essential issues. The conference fo-

cused on such issues as: rehabilitation; prevention; emplojmient; research; physical
and mental health; violence; substance abuse; empowerment; and education. The
National Council has identified the concerns of minority members with disabilities
as a key priority, and will be publishing the proceedings of this national conference
in the near future.
ADA Wateh: June 15-16, 1992, Washington, DC.
Synopsis: The ADA Wateh, an initiative to monitor and evaluate the implementa-

tion of the ADA, was initiated by the National Council in order to ensure that the
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promises of the ADA would become reality in the Uves of Americans with disabil-

ities. The first year of lius project included the following activities: evaluating the

progress of federal agencies in issuing regulations, providing technical assistance,
and establishing and utilizing enforcement mechanisms; examinirig efforts by cov-

ered entities in voluntarily complying with the ADA; assessing efforts of the non-

profit sector in furthering the goals of the ADA; tracking ADA litigation and com-

plaints; and identifjdng exemplary programs that enhance access, improve employ-
ment opportunities, and otherwise guarantee the civil rights of people with disabil-

ities.

In addition, the Council sponsored three Capitol Hill briefings involving non-profit
associations, private sector business groups, and federal ofGcials in order to provide
information on ADA Watch activities and facilitate voluntary compliance with the
ADA through enhancing communication among covered entities.

Appendix C

national council on disability research studies initiated during fiscal year
1992

Education.—The education study. Serving the Nation's Students with Disabilities:

Progress and Prospects, examines the outcomes of elementary and secondary edu-

cational programs and special services for children with disabilities, including spe-
cial education. The study also looks at the outcomes of academic achievement, work
readiness and qualrh^ of life. This is the second education study conducted by the

National Council. The first study. The Education of Students with Disabilities:

Where Do We Stand? was issued in September 1989.

Health Insurance.—Sharing the Risk and Ensuring Independence: A Disability

Perspective on Health Insurance, is the topic of another study completed by the Na-
tional Council. The purpose of the study is to identify barriers to and supports for

health insurance and health-related services in the public and private sectors and

develop recommendations which address the problems faced by individuals with dis-

abilities.

Technology.
—^The third study. Financing Assistive Technology Devices and Serv-

ices for Inmviduals with Disabilities, was mandated by Congress in the Technology-
Related Assistance for Individuals with Disabilities Act of 1988. This study exam-
ines federal laws, regulations, procedures and

practices
that facilitate or impede the

ability of states to develop consumer-responsible statewide systems of technology-re-
lated assistance for individuals with (usabilities. This study considers financing
mechanisms in the public and private sectors and their impact on the lives of people
with disabilities. The report contains a set of detailed recommendations whicn will

assist policymakers in creating increased opportunities for people with disabilities

to access appropriate assistive technologies.
Wilderness Accessibility.

—^Authorized in Section 507 of the Americans with Dis-

abilities Act, the National Council was mandated to conduct a study of wilderness

accessibility in federal parks and recreation areas. The study, entitled Wilderness

Accessibility for People with Disabilities: A Report to the President and the Con-

gress of the United States on Section 507(a) of the Americans with Disabilities Act
was released in December, 1992. It analyzes the effects that wilderness designations
and wilderness land management practices have on the ability of individuals with
disabilities to use and enjoy the National Wilderness Preservation System (NWPS)
with particular attention to the National Park Service, the U.S. Forest Service, the

Bureau of Land Management, and the Fish and Wildlife Service.

Appendix D

testimony before congress by the national council on disability during
fiscal year 1992

February 20, 1992, before the U.S. House of Representatives.—SandtSi Swifl

Parrino, Chairperson, and Larry Brown, Jr., Member, testified before the U.S.

House of Representatives, Committee on Education and Labor, Subcommittee on Se-

lect Education on Enhancing the Leadership Capacity of the National Council on

Disability in the Post-ADA Environment.

May 14, 1992, before the U.S. Senate.—Sandra Swift Parrino, Chairperson, sub-

mitted testimony to the U.S. Senate Committee on Appropriations Subcommittee on

Labor, Health and Human Services, and Education, regarding the fiscal year 1992

Budget Request for the National Coundl on Disability.

April 7, 1992, before the U.S. House of Representatives.—The U.S. House of Rep-
resentatives Committee on Appropriations Subcommittee on Labor and Human
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Services, and Education heard testimony from National Council Chairperson Sandra
Swift Parrino and Member John A. Gannon, regarding its fiscal year 1992 Budget
Request.
June 30, 1992, before the U.S. Senate.—Sandra Swift Parrino testified before the

U.S. Senate Committee on Labor and Human Resources, Subcommittee on Disabil-

ity Policy on the reauthorization of the Rehabilitation Act of 1973, as amended.

Appendix E—^National Council on Disability

budget request for fiscal year 1994 appropriation

APPN Fund (842)

Staff salaries $408,000
Other salaries 142,000
Benefits 97,000
Ove^time^enefits 8,000

Category total 655.000

Travel: Category total 150.000

GSArent 145,000

Building expense 35,000

Category total 180.000

Communications: Category total 60.000

General printing: Category total 95.000

Research studies/contractual: Category total 502,000

Supplies: Category total 16.000

Equipment: Category total 75,000

Grand total 1,733,000

PHYSICIAN PAYMENT REVIEW COMMISSION

Statement of John M. Eisenberg, M.D., Chairman

The Physician Payment Review Commission is pleased to submit testimony on its

current activities and plans for future work. The Commission was established in

1986 to advise the Congress on reforming the method used to pay physicians under
the Medicare program and recommend policies to slow the growth in Medicare

spending for physicians' services.

The Commission's 1989 Annual Report to Congress conveyed a set of rec-

ommendations for Medicare physician payment reform iJiat included a fee schedule
based on resource costs, limiits on physician charges above what Medicare allows,

expenditure targets to slow the rate of growth in spending, and funding for research
on the effectiveness of medical services and the development of information and
tools to aid physicians in improving medical practice. Each of these elements was
contained in the Medicare physician payment reform legislation included in the Om-
nibus Budget Reconciliation Act of 1989 (OBRA89). That legislation also gave the
Commission new responsibilities for advising the Congress on setting stanofards for

expenditure growth and updating fees, monitoring beneficiary financial protection
and access to care, and addressing unresolved policy issues related to the Medicare
Fee Schedule. The Congress expanded the Commission's mandate in OBRA90 to en-

compass issues related to controlling health care costs faced by employers, improv-
ing access under Medicaid, financing graduate medical education, reforming medical

malpractice, and ensuring the quality of care.

Commission Reports to Congress,—^The Commission now has five reports due to

the Congress each year. Its annual report, submitted on March 31, presents analy-
ses and recommenaations on the issues the Commission has taken up during the

year in response to its congressional mandates. In May, the Commission submits
three additional reports related to the implementation of the Medicare Fee Sched-
ule: one on setting standards for expenditure growth and updating fees under the
Volume Performance Standard (VPS) policy; another on monitoring access under the
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fee schedule; and, another on monitoring beneficiary financial
protection.

The final

report prepared each year comments on tne President's proposed budget.
This past year, the Commission published four other reports as well. Two re-

viewed its work on developing resource-based methods for determiniiig practice ex-

pense and malpractice expense payments under the Medicare Fee Schedule that

would replace uie charge-oased methods specified in OBRA89. Another presented

background papers prepared for its conference on profiling of physician practice pat-
terns. The fourth report analyzed the implications of extending Medicare payment
rates to private payers in response to a request fi-om Chairman Rostenkowsld of the

Ways and Means Committee.
In the Commission's 1993 annual report, its broadened assignments are very

much in evidence. The report begins with several chapters on hearth system reform,

examining the major approaches to reform, discussing requirements for a nationsd

data strategy, and presenting recommendations for restructuring the financing of

graduate medical eoucation. It then looks back at the first year's experience under

the Medicare Fee Schedule and reviews actions by private payers and state Medic-

aid programs to adopt elements of the fee schedule. The report recommends that

the Congress consider resource-based approaches to payment for both practice ex-

pense and malpractice expense in the fee schedule. It reviews the experience to date

with Medicare Volume Performance Standards and closes with several chapters on

issues related to improving access for Medicaid beneficiaries.

Commission Work Plan.—The Commission's work plan for fiscal year 1994 will

encompass a range of issues related to restructuring the financing and delivery of

physiaans' services as well as continuing work on the Medicare Fee Schedule. The
Commission's Justification for Appropriation that was submitted to this Committee
in February describes the Commission's work plan in detail.

The Commission expects to work closely with the Congress on a range of ques-
tions that relate to alternative approaches to system reform, fi-om designing ways
to allocate a national expenditure limit among types of health services, to analvzing
the impact on physicians and patients of adopting the Medicare Fee Schedule for

all payers, to specifying the responsibilities of health insurance purchasing coopera-

tives to ensure a focus on quality of care and improvements in medical practice. Fi-

nally, if and when legislation is enacted, the Commission will be prepared to advise

tiie Congress on overseeing its implementation.
The Commission will extend its work on setting out the requirements for a na-

tional data system that will provide information on both the costs and quality of

care. It will also continue comparing payments to physicians and use of services in

the private sector with data from the Medicare program, assessing strategies to en-

courage the development and use of tools (such as practice guidelmes and profiling)

to improve physician practice, and exploring alternative risk adjustment methods.

The Commission wifi focus its work on graduate medical education on issues re-

lated to implementing the policies it has recommended to the Congress. It plans to

convene decisionmakers from academic medicine, private accrediting bodies, and the

fiublic

sector to work through the issues in implementing residency training reform,

t will also assess the impact of the growth of managed care arrangements on both

academic medical centers and the market for physicians in primary care and other

specialties. .

The Commission will continue to monitor implementation of the Medicare Fee

Schedule. It will follow the Health Care Financing Administration's (HCFA) devel-

opment of processes to refine and update the relative values. It will also use claims

data to assess the accuracy of HCFA's assumptions regarding physician responses
to changes in Medicare pasrments. The Commission will continue to monitor the

adoption of the elements of the Medicare Fee Schedule by both private payers and
state Medicaid programs.
The Commission will undertake analvses to assess changes in beneficiary access

and phvsician billing practices. In conducting this work, tne Commission will pay

particular attention to vulnerable populations who were found in earlier analyses
to be experiencing access problems.

Last year, the Commission undertook a national survey to assess the impact of

the Medicare Fee Schedule on physicians and their response to it. It will conduct

further analyses of the survey data and design a follow-up survey to be fielded in

the coming year.
In fiscal year 1994, the Commission will again review the HHS Secretaiys rec-

ommendations on the annual Volume Performance Standards and fee updates and

will make its own recommendations to the Congress. It will analyze Medicare claims

data to quantify expenditure and volume trends and to assess the accuracy of as-

sumptions used in setting previous performance standards. It also will continue its

work to improve estimates of the effect of technology change on expenditures. It will
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continue to monitor the implementation of the VPS both to identify issues and de-

velop refinements to the policy and to inform its work on designing expenditure lim-

its under health system reform.

The Commission's work on Medicaid in the coming year will focus on developing
methods to monitor access for program beneficiaries. In particular, it will continue

testing the feasibility of gathering survey data to measure access.

Finally, the Commission has projects planned that relate to the quality and appro-

priateness of care, including assessing current activities to develop and use practice

guidelines, exploring the use of practice guidelines in malpractice litigation, analyz-

ing the effects of professional liability premium levels and malpractice reform on de-

fensive medicine, and assessing options for improving the physician credentialing

process.
Estimate for fiscal year 1994.—^The Commission requests $4,171,167 for fiscal year

1994. This funding level would enable the Commission tc maintain a staff of 26 and

provide the resources to support their work, to cover the expenses of Commission

meetings and conferences, and to support contracts for analysis and data develop-
ment to supplement work by the staff. This request represents a 5.5 percent reduc-

tion from the Commission's current funding level.

A major portion of the Commission's budget continues to be allocated to several

key budget items: staffing, computer and programming services, and outside con-

tracts. The Commission is proposing reductions in the first two categories and

steady-state funding for outside contracts. The Commission is beginning to realize

the benefits of efficiencies recently introduced into its operations. Given this and the
need to scrutinize each funding category in response to pressures to reduce the fed-

eral deficit, the Commission is taking steps to restrain the costs associated with its

work while requesting the funds required to continue to meet its responsibilities to

the Congress.
The Commission's workload has been expanded several times by the Congress,

and it has found from experience that maintaining its effectiveness in meeting con-

gressional needs requires much of its work to be conducted or managed by senior

professionals. The scope of analytic work requiring computer and programming serv-

ices also has increased each year to monitor implementation of the Medicare pay-
ment reform, to simulate the effects of policy changes, and to take up the broader

range of issues encompassed by the OBRA90 mandates.
While the Commission does not expect a decline in its workload in the coming

year, it does see opportunities for budget savings in three areas that are reflected

in its appropriation request. In the area of staff salaries, the Commission has noted

savings from including health professionals and social scientists serving as policy
fellows or on sabbatical from their university positions on the staff. Savings come
from both the timing of these arrangements, which may leave an FTE position va-

cant for periods during the year, and from the salary arrangements made with these
individuals' sponsoring programs. Over the past two years, the Commission has
taken steps to significantly reduce computer programming and mainframe costs

through the use of more efficient programming languages, closer monitoring of con-

tracted programmers and staff requests for programming, and oversight of main-
frame usage and costs. Finally, by expanding its in-house printing capability, the
Commission also has considerably decreased its dependence on more costly outside

printers.
The Commission uses outside contractors for survey work and in cases where it

is more cost-effective to build on existing work of outside sources than conducting
analyses internally, where needed data would only become available under contract,
or when there is the need for technical expertise liiat does not exist within the staff.

The Commission plans to use a contractor to survey physicians on their experience
under the Medicare Fee Schedule, their use of practice guidelines and perceptions
of how guidelines relate to malpractice liability, and their views on issues related
to health system reform. It will also contract for additional work to develop an ac-

cess siu^ey for Medicaid beneficiaries. It plans to hold a conference on issues related

to implementing a national policy for allocating and financing residency positions.
The Commission will explore funding the development of a statistical model for esti-

mating the effects of technology change on expenditures. It will also draw on outside

experts to learn about staffing experiences in health maintenance organizations and
multispecialty group practices to further its work on both graduate medical edu-
cation and health system reform. It will also use funds from this category to obtain

private sector data both to keep existing files up to date and to take advantage of
new sources of data pertinent to its work.
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PROSPECTIVE PAYMENT ASSESSMENT COMMISSION

Statement of Stuart Altman, Chairman

I am pleased, Mr. Chairman, to submit for the record the statement of the Pro-

spective Payment Assessment Commission (ProPAC) in support of our fiscal year
1994 appropriation request.

COMMISSION RESPONSIBILITIES

As you know, Mr. Chairman, the Commission was established in 1983 in the leg-
islation that created the Medicare prospective pajonent system (PPS) for inpatient
hospital services. We are an independent agency of the Congress, and our work is

heavily influenced by Congressional needs and requests for studies and reports.
When we first appeared before this Committee ten years ago, our responsibilities
were limited to updating and improving the Medicare prospective pa5mient system.
Since then. Congress has greatly expanded our mandate, and we are now also re-

sponsible for providing analyses and recommendations to Congress concerning Medi-
care policies for excluded facilities, outpatient hospital services, skilled nursing facil-

ity and home health services, and end-stage renal disease dialysis services. We also
now have responsibilities related to Medicaid hospital payment and the analysis of
issues related to health care reform.
The broad scope of our current responsibilities is demonstrated by the reports we

submitted in fiscal years 1992 and 1993, as well as those planned for the remainder
of this year and for fiscal year 1994. TTiese reports are listed in Attachment A to

my testimony. I should ada, Mr. Chairman, that the 103d Congress is just now be-

ginning its work, and the number of reports we will submit in fiscal year 1994 will

increase as the Congress identifies additional areas for which it requests our analy-
sis and advice. I would also like to note that all of the Commission's reports to Con-

gress have been submitted on or before the date required. This is a record we are

very proud of.

On March 1, we submitted our ninth annual report to Congress containing rec-

ommendations for Medicare program improvements. In that report, we also describe
the relentless growth in health care spending for this nation and the role the Medi-
care program nas played in attempting to constrain that growth. I would like to

briefly highlight some of our findings.

GROWTH IN HEALTH CARE SPENDING

As the members of this Committee know, spending for health care in this nation
is projected to grow to $1.7 trillion by the year 2000, if current trends continue. The
level of health care spending, as well as the continued increase in spending, far ex-

ceeds that of any other nation.

Despite the continued rise in total health care expenditures, the Medicare pro-

gram has successfully controlled its spending for
inpatient hospital care. The in-

crease in Medicare inpatient hospital spending slowed dramatically with the imple-
mentation of PPS. During the three years before prospective pajonent, these pay-
ments, per enroUee, grew at a real annual rate—that is adjusted for general infla-

tion—of 9.3 percent. Over the first three years of PPS, this rate fell to 0.3 percent.
Between 1987 and 1992 the rate of growth increased only 2.4 percent.
Although the growth of Medicare hospital pa)rments has slowed, hospital costs

have continued to rise
rapidly. Hospital operating costs per Medicare discharge in-

creased 119 percent in the first ten years of PPS. This was considerably greater
than the 97 percent growth in PPS payments per discharge, and almost twice the
51 percent increase in the hospital market basket index which reflects the prices
of goods and services used by hospitals.

Hospitals have been able to offset the difference between Medicare payments and
costs by raising charges to other payers. In 1991, while total hospital payments from
Medicare were 12 percent below costs, payments fi*om private insurers were 30 per-
cent greater than tne cost of treating their patients.

Despite the continuing increase in hospital costs and higher charges to private in-

surers, the Commission believes that the Medicare program should continue to limit
the growth of inpatient hospital payments. To do otherwise would threaten the fi-

nancial viability of the Medicare program and encourage further hospital cost infla-

tion.

As the gap between Medicare payments and costs widens, however, it becomes
even more important that Medicare policies continue to be refined to ensure that
the payment system is fair to all hospitals. The Commission's March report, there-

fore, also identifies a number of areas where policy improvements are necessary.
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MEDICARE SPENDING IN OTHER SETTINGS

Although the growth in Medicare spending for inpatient hospital care has slowed,
Medicare expenditures for services fiimisheia in other settings has continued to in-

crease at a substantially faster rate. The Commission has been devoting an increas-

ing share of its resources to understanding the factors behind the continued growth
in spending in these other settings.
One major problerj we have identified is a large increase in the number of serv-

ices furnished. Healtn care spending can increase because the price of services in-

creases or the volume of services increases. The Commission has recommended pol-

icy changes that will control the
price

of
specific

services. Experience shows, how-

ever, that costs continue to grow oecause tne volume of services increases. We are

very concerned about the continued growth in the volume of services. Efforts to con-

strain volume, however, are hampered by the large number of different sites and

providers of care, and lack of information concerning the appropriateness and value
of much of the care that is furnished.

Although Medicare expenditures continue to increase faster than we believe they
should, me Medicare program has been more successful than other payers in con-

trolling its spending. Between 1980 and 1983, real Medicare spending per enroUee
was growing 6.9 percent a yesu", while real per capita national health care spending
was growing only 4.7 percent a year. Between 1983 and 1992 the pattern reversed,
and in the last five years real Medicare spending per enroUee increased 4 percent
a year while real national health care spending increased 5.8 percent a year.

Despite Medicare's modest success in controlling expenditures, the Commission
believes that the Medicare program, private insurers, hospitals, physicians, and
other providers and suppliers must renew their efforts to control the rise in the
costs of furnishing healtn care services.

HEALTH CARE REFX3RM

As Medicare continues to attempt to control growth in its spending, the inter-

action between Medicare's policies and those of other payers is increasingly impor-
tant. Last year, in response to a request from Congress, ProPAC submitted a report
describing the steps necessary to implement an optional hospital payment system,
based on Medicare's methods, that could be adopted by private payers. This report
documented for the first time the extent to which hospitals were able to generate
additional revenues from private payers to offset losses from Medicare ana Medic-
aid. This phenomenon is fi-equently referred to as cost shifting.

Cost shifting is important to
private payers because it increases their overall

costs. It is also important to Meoicare because it weakens Medicare's financial in-

centives to decrease overall costs. This report also showed the significant savings
possible if private payers paid hospitals at rates closer to those used by the Medi-
care program.
ProPAC is continuing its analysis of issues related to controlling Medicare as well

as total health care spending. In July we will be reporting to Congress on issues
related to the design and implementation of a global budgeting system with empha-
sis on its application to hospital and other facility services.

FISCAL YEAR 1994 APPROPIUATION REQUEST

I would like to turn now, Mr. Chairman, to our appropriation request. For fiscal

year 1994, ProPAC is requesting an appropriation ot $4,575,000, an increase of 4.4

percent over our 1993 amount. Between 1988 and 1993, ProPAC's annual spending
increased from $3,592,000 to $4,383,000, an annual rate of increase of only 4.2 per-
cent. Dviring this time, as I have described. Congress greatly expanded our respon-
sibilities, including the number of reports we are required to submit. Our budget
request for fiscal year 1994, however, reflects only inflation-related increases in sal-

aries, benefits, and other operating expenses. The Commission's funds are expended
in two maior categories: (1) administration and management, and (2) data develop-
ment, analysis, and research.

ADMINISTRATION AND MANAGEMENT ($3,400,000)

This category includes funding necessary for payment of Commissioners for travel

and time spent on Commission business; for salary and benefits for an Executive
Director and staff of not more than 25 ftill-time equivalent personnel; for facilities,

supplies, equipment, and travel of that staff; for communications with the public,

including maintenance of mailing lists, publication
of reports, expenses required by

open meetings of the Commission, and wr other administrative expenses associated
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with facilitating the work of the Commission. In addition, computer services re-

quired to conduct ProPAC staff analyses fall into this category. The General Serv-

ices Administration (GSA), under contract to ProPAC, provides personnel, payroll,
and accounting services. GSA also arranges on our behalf for office space, tele-

communication services, and travel services at government contract rates. Our com-

puter services are obtained from the House Information Systems of the U.S. Con-

gress.
We are requesting an increase of $167,000 in this category. The major component

of the increase reflects built-in increases in salaries and benefits for Commission

members, an Executive Director, and staff of not more than 25 full-time equivalent

personnel. Increases in the other items reflect costs due to inflation. By law,

ProPAC follows the personnel policies of the U.S. Senate. If these policies are al-

tered in regard to annual pay increases, ProPAC will adhere to the new policies.

DATA DEVELOPMENT, ANALYSIS, AND RESEARCH ($1,175,000)

This category represents that
portion

of the proposed budget expended through

grants and contracts with outside organizations and individuals to provide a de-

tailed quantitative information base for Commissioners to use in formulation of rec-

ommendations and reports.
A detailed listing of our extramural data development and research proiects com-

pleted, ongoing, or planned for fiscal years 1991, 1992, and 1993 is included as Ap-
pendix A in our budget justification.
A major project we are now completing involved an interagency agreement with

the Department of Transportation to provide the data necessary to develop a new
method for determining hospital labor market areas for use with the PPS area wage
index. The current approach for determining the hospital wage index has proven to

be unfair to many hospitals, urban as well as rural. In response. Congress created

the Medicare Geographic Classification Review Board. This approach, however, cre-

ated other problems. ProPAC research led the Commission to develop and rec-

ommend a new method for determining a hospital's wage index that wul alleviate

the problems.
A second major project we are now beginning will examine hospital strategies to

control costs and tne role of physicians in determining costs. The findings from this

resefuxh will provide valuable insights into hospital costs, hospital behavior, and the

physician's role in cost containment.
We are also updating and expanding prior research on the factors responsible for

hospital cost increases, and the cost and payment relationship among Medicare,

Medicaid, and private insurers. This work provided significant new understanding
concerning the phenomenon of cost shifting. It also will provide updated information

for ProPAC's reports to Congress on health care reform.

The Commission's data development and research funds are intended to provide

practical, policy-related information. Projects currentiy under way or planned for the

remainder of fiscal year 1993 will provide information for the Commission's reports
this year and early next year. Each Spring, the Commission sets the research prior-
ities for the following year based on Congressionally required reports and ProPAC's
assessment of research needs. Consequentiy, the Commission has not yet identified

specific proiects to be ftinded with tiie fiscal year 1994 appropriation.
I would be pleased to answer for the record any questions the members of the

Subcommittee may have.

Attachment A

Commission Reports, Fiscal Years 1992-94

Prior Year: October 1, 1991September 30, 1992

RepoHs to Congress.—Medicaid Hospital Payment (October 1991); Rural Hospitals
Under Medicare^ Prospective Payment System (October 1991); Report and Rec-

ommendations to the Congress, March 1, 1992; Prospective Payment System for

Skilled Nursing Facilities (March 1992); Medicare Payment for Hospital Outpatient
Services: The Views of the Prospective Pa3Tnent Assessment Commission (March

1992); Optional Hospital Payment Rates for Private Payers Based on Medicare's

Methods (March 1992); Medicare and the American Health Care System, Report to

Congress, June 1992; and End-Stage Renal Disease Payment Policy (June 1992).

Technical Reports—Staff Research and Analysis.—Wirmers and Losers Under PPS
(1-92-01) and The Effect of OBRA 1989 Payment Provisions for Small Rural Medi-

care-Dependent Hospitals (1-92-02).



1118

Technical Reports—Contract Research and Analysis.—^An Examination of Winners
and Losers Under Medicare's Prospective Payment System: A SynUiesis of the Lit-

erature (E-91-06); Certification Requirements for Nursing Homes (E-92-01); An
Examination of Winners and Losers Under Medicare's Prospective Payment System:
Final Report (E-92-02); Report on Quality Assurance in Non-PPS Settings (E-92-
03); and Within-DRG Case-Complexity Change, 1990 (E-92-04).

Current Year: October 1, 1992-September 30, 1993

Reports to Congress.
—Interim Report on Payment Reform for PPS-Excluded Fa-

cilities (October 1992); Report and Recommendations to the Congress, March 1,

1993; Medicare and the American Health Care System, Report to Congress, June
1993; Issues Related to a Global Budgeting System (Due July 1993); Analysis of the

Secreteuys Legislative Proposal Eliminating Separate Average Standardized
Amounts (Awaiting the Secretary's proposal); Analysis of the Secretary's Report on

Hospital Outpatient Services (Awaiting the Secretary's report); Analysis of the Sec-

retards Report on PPS-Excluded Facilities (Awaiting the Secrettuys report); and
Analysis of the Secretar/s Report on Skilled Nursing Facilities (Awaiting the Sec-

retary's report).
Technical Reports—Staff Research and Analysis.

—The Accuracy of Cost Measures
Derived from Medicare Cost Report Data (1-93-01); Indirect Memcal Education and
Disproportionate Share Payment Adjustments to Hospitals (Pending); Transfer Pay-
ment Policy (Pending); The Supply of Home Health Services for Medicare Bene-
ficiaries (Pending); Hospital Revenue Sources: An Analysis of Gtiins, Losses, and
Cost Shifting (Pending); Improving the Area Wage Index: Alternative Definitions of

Hospital-Specific Labor Marlcet Areas (Pending); and Outlier Payment Policy (Pend-
ing).

Technical Reports—Contract Research and Analysis.—Identifying Changes in the
Factors of Production for Dialysis Services (Pending); State Regulations and Policies

that Affect the Provisions of Post-Acute Care (Pending); Within-DRG Case-Complex-

ity Change, 1991 (Pending); and Development of Hospital Efficiency Measures
(Fending).

Budget Year: October 1, 1993-September 30, 1994

Reports to Congress. J—
^Analysis

of Medicaid Disproportionate Share Payment Ad-

justments (Due January 1994); Analysis of the Secretary's Proposal for Prospective
Payment for Home Health Services (Due March 1994); Report and Recommenda-
tions to the Congress (Due March 1994); and Medicare and the American Health
Care System, Report to Congress (Due June 1994).

Technical Reports.
—^To be determined.

U.S. SOLDIERS' AND AIRMEN'S HOME
Mr. Chairman, members of the subcommittee, I appreciate the opportunity to

present this statement on behalf of the Distinguished Veterans of the U.S. Soldiers'
and Airmen's Home (USSAH).

MISSION

The USSAH was established by Congress in 1851 for the support and welfare of

retired, invalid, or disabled soldiers of the Regular Army. Unaer the provisions of
the Armed Forces Retirement Home Act of 1991 the LLS. Soldiers' and Airmen's
Home and the U.S. Naval home in Gulfport, Mississippi were incorporated into the
Armed Forces Retirement Home (AFRH), as an independent agency m the Executive
Branch of the federal government. The mission of tne Home is to provide a contin-
uum of care and services in a retirement community for eligible retired and former
members of the Armed Forces; to provide the highest quality of residential, social,
and health service to the residents; while still preserving the unique service iden-

tity, atmosphere, and traditions of these two historic institutions. Under the provi-
sion of the Armed Forces Retirement Home Act of 1991 eligibility to become a resi-

dent is extended to persons who served as members of the Armed Forces with at
least one-half of their service having been enlisted or as a warrant or limited duty
ofiBcer with the following qualifications: (1) honest and faithful active service for

twenty years or more and are age 60 or over, (2) veterans with service-connected
disabilities rendering them unable to earn a livelihood, or (3) veterans with non-
service connected disabilities rendering them unable to earn a livelihood, provided
they have had a service in a war theater and (4) established eligibility for female

1 Reports requested as of 2/1/93.
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veterans who served before 1948. The average daily occupancy of the USSAH during
fiscal year 1992 was 1,872.

ADMINISTRATION

The Armed Forces Retirement Home Act of 1991 also established the Armed
Forces Retirement Home Board which exercises policy oversight over both of the Re-

tirement Homes and oversees the activities of the two local Boards of Trustees. The
U.S. Soldiers' and Airmen's Home has a Board of Trustees which exercises oper-
ational oversight and provides reports to the Armed Forces Retirement Home Board.

The Director of the USSAH is appointed by the Secretary of Defense.

FINANCING

The Congressional Act of 1851, which established the U.S. Soldiers' Home, pro-

vided that the Home be supported from two principal sources: (1) a twenty-five cent

monthly contribution from each enlisted member and warrant officer of the Regular

Army, and later the Air Force; and, (2) fines and forfeitures imposed upon these

people by sentence of courts martial.

While the monthly contribution from enlisted members has varied over the years.

Public Law 94-454 in 1976, increased the monthly withholding to fifty cents. In ad-

dition, this law authorized the collection of a fee fi-om the residents of the Home
based on a percentage of monthly retired pay and monthly compensation or pension

paid by the Secretary of Veterans Affairs. Public Law 96-357 in 1980 amended the

Act of 1851 to also include fines and forfeitures imposed under non-judicial punish-
ment. The Act of 1883 established a permanent fund in the U. S. Treasury and pro-

vided for the payment of interest.

The Armed Forces Retirement Home Act of 1991 made several changes in financ-

ing.

First, it established in the Treasury of the United States a trust fiind to be known
as the Armed Forces Retirement Home Trust Fund. There exists within this fund

separate accounts for the U.S. Soldiers' and Airmen's Home and the U.S. Naval

Home until 30 September 1994, then the two accounts will be combined.

Second, pursuant to this legislation,
the Secretary of the Treasury is now author-

ized to invest in obligations, issued or guaranteed by the United States, monies in

the fund that the Directors of the Homes determine are not currently needed to pay
for the operations of the homes. Currently, the U.S. Soldiers' and Airmen's Home
has approximately $148,000,000 invested in treasury notes and bills.

Third, the new law changed the residents' monthly fee to include not only a per-

centage of monthly retired pay, monthly compensation or pension paid by the Sec-

retary of Veterans Affairs, but also to include all monthly civil service annuities and

Social Security payments.
Income to support the Home continues to come from the traditional sources; how-

ever, several factors are impacting on the amount of income being received. Current

low interest rates, the declining strength of the military force combined with the im-

proved quality of the force has resulted in a lessening of monies received from fines

and forfeitures and the monthly contribution from the active duty. This shortfall in

income is not being replaced by the increase received in monthly residents' fees. As
a result of the decline in income for the operation of the Home, the Armed Forces

Retirement Home Board and the Department of Defense are currently considering
a number of proposals for alternative financing for the Homes.

PHYSICAL PLANT

The U.S. Soldiers' and Airmen's Home is situated in northwest Washington, D.C.

2V2 Miles north of the Capitol on approximately 325 acres of land. The facilities con-

sist of 98 structures including four large dormitories, a health care complex with

three major buildings, a service area of engineering and support buildings, and a

central heating plant and laundry. A renovation program to upgrade our aging fa-

cilities is proceeding, and with heretofore strong Congressional advocacy and sup-

port, the following major accomplishments have been made:
The renovation of the Scott Dormitory, where significant community facilities are

located, has been completed. The major renovations included the installation of

central air conditioning and the conversion from community to private baths. All

home member living areas have been provided with air conditioning.

In July of last year we opened a new 200-bed intermediate care facility. This was
a much needed replacement for the former La Garde building which was con-

structed in 1921.
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The design phase for the renovation of the Grant Dormitory is approximately 35

percent complete. This project will provide improved living standards now found

only in the Scott Dormitory and will preserve the historic features of the building.
Our Capital outlay request for fiscal year 1994 is $4,930,000. The individual

projects are outlined in our budget submission.

OPERATIONS AND MAINTENANCE

The Home's Operations and Maintenance budget request for fiscal year 1994 is

$43,448,000 in appropriations with reimbursements of $237,000 for total budget au-

thority of $43,685,000, and amount $1,338,000 greater than the fiscal year 1993

budget authority of $42,347,000 ($42,117,000 in appropriations). The increase is pri-

marily a result of mandatorv increases in pay (salaries and benefits) and allowed
inflation increases for non-salary costs.

In the area of operations and maintenance, the past two years have required

major reorganization efforts and consolidations in operations to reduce costs and to

maintain quality care. Our fiscal year 1993 operation and maintenance budget au-

thority is only 1.9 percent more than the fiscal year 1992 budget. This is less than
the amount needed to fiind the fiscal year 1993 mandated pay increase. Therefore,
we have found it necessary to further reduce the number of employees in order to

{)urchase
essential supplies and services to meet the residents' needs. The employee

evel has become
critically low, especially in health care where our Joint Commis-

sion on Healthcare Accreoitation maybe in jeopardy. Our overall employment level

has decreased from a high of 1,015 FTE in fiscal year 1988 to our current level of

approximately 872
employees.

"rhe home has also had to defer maintenance on some facilities, a situation which
will ultimately result in greater costs due to the unabated deterioration of the struc-
tures.

One significant element of our funding problems appears to be that the home has
become a victim of the process of government. Until fiscal year 1991, the Home had
always been granted a permanent authorization. The passage of Public Law 101-
189 required annual autnorization of the home's appropriations. The authorizations
are made by the Committees on Armed Services of the U.S. House of Representa-
tives and the U.S. Senate. Appropriations are, of course, made by the Senate and
House Committees' on Appropriations. The Senate and House Subcommittees on

Appropriations for Labor, Health and Human Services, Education and Related

Agencies review the Home's budget. For the past two years, the Defense Authoriza-
tion Bill has not been passed when the Appropriation Committees have mtu-ked the

budget. Because the process requires that our budget be authorized prior to the
House Subcommittee mark, the Home budget has been marked at tne previous
years level. The end result has been that the final appropriation for fiscal year 1992
was $771,000 less than the request and the appropnation for fiscal year 1993 was
$1,119,000 less than the request. This has resulted in our budget base for oper-
ations and maintenance being reduced by $1,890,000 over this twoyear period. This
decrease has required a decline in employment levels from 917 FTE in fiscal year
1991, to 882 FTE in fiscal year 1992, to 872 FTE in fiscal year 1993. In addition
our non-salary dollars in fiscal year 1993 are $525,000 less than we had available
in fiscal year 1992. This meant we had to fiind inflation and required program
growth at the expense of repair and maintenance of our facilities. The Congressional
support of the Home has not wavered, but the Home's budget has fallen victim to
the process within the U.S. House of Representatives.

CONCLUSION

The Distinguished Veterans who are residents of the U.S. Soldiers' and Airmen's
Home appreciate the interest in their welfare that the Congress has taken over the

years.

Again, thanks for the opportunity to present this statement to your Subcommit-
tee.

UNITED STATES NAVAL HOME

GENERAL OVERVIEW

To briefW review the history of the United States Naval Home. The Home was
estabUshed

by Congress in 1832 to provide an honorable and comfortable home to
those entitied old and disabled Officers and Enlisted members of the Navy, Marine
Corps, and Coast Guard whfle it was operating as psot of the Navy. Today, all serv-
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ices are eligible for admission to the Home and it is now Umited to enlisted or

former enlisted personnel. They receive those services authorized by the Armed
Forces Retirement Home Board as established bv Public Law 101-510. Brieflv

speaking, those services, include: room and board, high quality health care, includ-

ing on site primary care, a continuum of long-term care services, psychosocial serv-

ices, and a wide range of recreational options. Secondary and tertiary hospital care

for residents, that is not available at the Home, is obtained through agreements
with facilities administered by the Secretary of Veterans Affairs or the Secretary of

Defense, and at private facilities per resident request. Under the provision of Public

Law 101-510, the United States Naval Home and the United States Soldiers' and
Airmen's Home are branches of the Armed Forces Retirement Home. Each facility

is maintained and operated as a separate establishment for administrative pur-

poses. By definition the Naval Home is a Continuing Care Retirement Center

(CCRC).
The Armed Forces Retirement Home Board exercises policy oversight for each fa-

cility and the local board of directors exercises operational oversight over its branch

Home. During the past year both boards were actively involved in assisting us with

the transition process to an independent agency.
The Director of the Home is responsible for the dav to day operation of the facil-

ity, including the acceptance of applicants to be residents of the Home. The transi-

tion from active duty Navy personnel to a staff of civil service personnel to assist

the Director has been completed. The full team is now on board and things are

going very well.

An inspection of the Home will be made ever^ three years alternating between
the Inspector General of the Department of Defense and the Inspector General of

the Navy. All discrepancies from the most recent IG inspections in 1990 have been

cleared. "The Navy Audit Service recently completed an audit of the Home for the

fiscal year 1992. The audit report is under review for release to the Home, and ini-

tial indications are that there are no major deficiencies.

FLTNfDING

Funding is authorized from the balance in the Armed Forces Retirement Home
Trust Fund (Navy division). Income to the Navy division of the trust fund consists

of fines and forfeitures resulting from non-iudicial punishment and courts martial,

a monthly deduction of fifty cents from eacn service member eligible for the Home,
interest earned through investment of the balance of the trust fund, and residents'

monthly fees. The resident's fee is a deduction of twenty five percent of all federally

derived income which includes military retirement payment, compensation or pen-
sion paid by the Secretary of Veterans Affairs, civil service annuities and Social Se-

curity payment. The fee is paid monthly by each resident.

PRIOR YEAR FUNDING (FOR FISCAL YEAR 1991 AND PRIOR YEARS THE HOME WAS FUNDED

THROUGH DEPARTMENT OF DEFENSE, U.S. NAVY)

Hscalyear ^Sll^r Capital

1992 $10,055,000 $1,253,000

1993 10,775,000 473,000

RESroENT POPULATION

Population as of February 28, 1993 was 425. Our male residents range in age
from 54 to 99 years, with an average of 76. Our female residents range in age from

59 to 97 years, with an average of 78. The average age of the patients in the health

care unit is 76 years. Average resident
population during 1992 was 395. Population

growth to full occupancy will be achieved in 1994.

CHALLENGES FACING THE HOME

Though the current health of the Naval Home is extremely good: (1) Navy trust

fund is healthy, (2) No inspection deficiencies are outstanding, (3) JCAHO
cert^-

cation process is complete and formal certification is expected in the very near fu-

ture, there remain formidable challenges in achieving our goal of recognition as a

"Flag Ship Model" of retirement community living. Some of me challenges are:

—The Naval Home completed, in May 1992, a major renovation project of over

$12 million that spanned two years. The facility is now capable of and in the
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process of filling to design capacity. This evolution will increase the current

resident population by 25 percent over the next eighteen months.
—^For safety concerns and maintaining pace with industry standards, the Home

will consider ftiture construction of a personal care facility to adequately accom-

modate the frail elderly.
We are mapping a strategy to effectively meet the President's challenge of deficit

reduction while continuing to grow to capacity and safely meeting quality life com-
mitments.

CLOSING

The residents of the United States Naval Home appreciate the Senate's interest

in them.
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