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DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, AND EDUCATION, AND
RELATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 2003

THURSDAY, MARCH 7, 2002

U.S. SENATE,
SUBCOMMITTEE OF THE COMMITTEE ON APPROPRIATIONS,
Washington, DC.

The subcommittee met, at 11:07 a.m., in room SD-192, Dirksen
Senate Office Building, Hon. Tom Harkin (chairman) presiding.

Present: Senators Harkin, Kohl, Murray, Landrieu, Specter, Ste-
vens, Cochran, and DeWine.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

OFFICE OF THE SECRETARY

STATEMENT OF HON. TOMMY G. THOMPSON, SECRETARY OF HEALTH
AND HUMAN SERVICES

OPENING STATEMENT OF SENATOR TOM HARKIN

Senator HARKIN. This hearing of the Labor, Health, Human
Services, and Education Appropriations Subcommittee will now
come to order. I want to welcome Secretary Thompson this morning
to testify about the fiscal year 2003 budget for the Department of
Health and Human Services.

The fiscal year 2003 budget for the Department of Health and
Human Services appropriated activities is $312.1 billion, an in-
crease of $21.6 billion over fiscal year 2002. The fiscal year 2003
discretionary spending proposal includes $59.5 billion, an increase
of $2.3 billion over fiscal year 2002. So, the bulk of the increase is
in mandatory spending and not in the discretionary spending that
we have jurisdiction over in this committee.

Our colleague Senator Inouye of Hawaii once said that, while the
Defense Appropriations Subcommittee is the committee that de-
fends America, this subcommittee is the committee that defines
America. Each year this committee helps to define America’s future
by the choices it makes in education, Head Start, maternal and
child health care programs, Pell grants, job training, worker safety,
Medicare, and of course biomedical research.

I am very happy to see the administration’s 2003 budget includes
a total of $27.3 billion for NIH, an increase of $3.7 billion. This in-
crease will be the fifth and final installment in our effort to double
NIH funding over 5 years. I say to my friend and my colleague
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Senator Specter, who has helped lead this charge to double NIH
funding, it has been a major part of our strong partnership on this
subcommittee over the years.

I might also say that—and I will recognize him next—that the
former chairman of the full committee, now the ranking member
of the full committee, Senator Stevens, has also been a driving
force behind ensuring that we double the NIH budget over 5 years.
I look forward to the final passage of this bill and we can finally
declare victory in the efforts to double funding for medical research
over 5 years.

The budget also includes significant resources to combat bioter-
rorism, including $940 million to upgrade State and local public
health programs, $518 million to increase the capacity of hospitals
to address bioterrorism. Since September 11 this subcommittee has
held a number of hearings on the threats of bioterrorism. It became
clear that our Nation’s hospitals and public health departments
were not prepared to adequately respond to a bioterrorism event.

To address that need, we included a billion dollars in the fiscal
year 2002 supplemental appropriations bill. Mr. Secretary, I am
glad that your budget continues that effort and I look forward to
working closely with you on this issue.

Mr. Secretary, I am pleased with the increases you have included
for medical research and for bioterrorism, but I am deeply con-
cerned about cuts in the other HHS programs, particularly cuts to
HRSA. HRSA is the access agency which works to ensure health
care access for all Americans, the uninsured, those with special
needs, and those in rural areas. Rural health care programs are of
particular interest to me because that is where I was born and
raised and that is where I still live, in a town of 150 people,
Cumming, Iowa. In fact, I still live in the house in which I was
born.

I said that to a young person the other day and he looked at me
and said: How old are you, anyway? I said: Well, let me put it this
way: I was born in the last century. How about that?

While many Americans are rediscovering rural America as a
place to live and work and raise a family, we have got to do more
to ensure access to health care in our rural areas. Last year our
subcommittee, under the leadership first of Senator Specter and
then later me, included a rural health initiative in our bill. It in-
creased support for the National Health Service Corps and Commu-
nity Health Centers. It created a new Rural Hospital Improvement
Program to provide regulatory relief and quality improvement for
small rural hospitals, and we increased funding for our State of-
fices of rural health.

So while I want to commend you for building on this initiative
by requesting increases for the National Health Service Corps and
the Community Health Centers—those are two great items, Mr.
Secretary, and I really appreciate your requesting increases for
that—but again, I am disappointed that we do not adequately meet
some other needs in rural health areas. The budget cuts funding
for the State offices of rural health. It cuts funding for rural health
research. It cuts funding for telemedicine programs. Quite frankly,
I think that is the wrong direction to take.
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While these discretionary programs can make a difference, they
are not the only answer. Many problems that arise in rural areas
are a result of unfair Medicare payment policies. Rural hospitals
are much more dependent on public dollars and small hospitals are
more likely than others to struggle. If this is not enough, people in
rural areas are in poorer health.

So we need to work together to get rid of the myth that it costs
less to provide health care in rural areas. There is this whole myth
that somehow if you work in a rural area in a hospital they can
pay you less. We now know that is not true, because if they pay
you less you go to the cities and work, and then we have a vacuum.
So we have to match those payments. It is just not fair to say that
it is cheaper.

Smaller hospitals when they buy their pharmaceuticals and they
buy their gloves and they buy their equipment, they buy in small
quantities, so they pay top dollar. Large urban hospitals that are
joined together, they buy in huge quantities. They get supplies and
equipment at the cheaper price. So in many cases for the smaller
hospital, actually it is more expensive to provide health care than
in some of our larger urban hospitals.

Last year I introduced a bill with Senator Craig from Idaho
called the FAIR Act, Medicare Fairness in Reimbursement Act, to
change the payment system so that no State earns more than 105
percent of the national average and no State earns below 95 per-
cent of the national per-beneficiary average. Again, during our
questioning period, Mr. Secretary, I want to get into that further
and point out some of these discrepancies when I get into the ques-
tion and answer session.

But I know that Senator Stevens has another commitment he
has to make and Senator Specter has been gracious enough to yield
to Senator Stevens.

Senator SPECTER. Mr. Chairman, I do yield to our distinguished
colleague Senator Stevens.

OPENING STATEMENT OF SENATOR TED STEVENS

Senator STEVENS. You are both very kind. We do have meetings
in the full committee and I am delighted to be here to welcome the
Secretary.

Mr. Secretary, I do thank you for your willingness to look into
the problems of rural America as the chairman has just described.
We have some of the most daunting health problems in the country
and I hope we will be able to arrange that you can come up and
visit us again in Alaska. Unfortunately, you want to talk about sta-
tistics; we have the highest rates of child abuse, domestic violence,
substance abuse, particularly alcohol, and fetal alcohol syndrome.
Strangely, I believe rural America has worse health problems than
the inner core city, and probably it is because of some of the things
that the chairman has just discussed.

I do want you to know that we are really grateful to you for lead-
ing the charge on obesity in our country, particularly our young
people. In the last year the Congress enacted a bill I introduced,
the Carol White PEP, Physical Education for Progress. The concept
of no child being left behind is a very important part of the edu-
cation phase of the President’s program. Because of the obesity
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problem, we want to restore physical education to children on a
daily basis in our country. I would like very much to work with you
on that.

My only comment is, you will find I am disturbed that the Denali
Commission was

Secretary THOMPSON. So am 1.

Senator STEVENS [continuing]. Not funded properly. It is author-
ized. It is not a congressional add-on. It is something that the
President has approved in the past, presidents have approved in
the past. I do hope we can restore that funding.

As I said, Mr. Chairman, I just came by really to pay my respects
to my friend the Secretary and to tell you that he has visited Alas-
ka. As a matter of fact, he came up and worked right through the
night with us literally and then moved on to the West Coast. He
is a traveling Secretary and he is becoming ubiquitous. But we are
delighted to know that your enthusiasm and your talents are di-
rected towards improving our health care in the country, Mr. Sec-
retary.

Thank you very much for allowing me to speak now.

Secretary THOMPSON. You know, Senator, we will be up there the
first week in August with senior staff to travel Alaska again.

Senator STEVENS. Thank you very much.

Senator HARKIN. Thank you, Senator Stevens.

Senator Specter.

OPENING STATEMENT OF SENATOR ARLEN SPECTER

Senator SPECTER. Thank you, Mr. Chairman.

I join my colleagues, Mr. Secretary, in welcoming you to this
hearing. The Department which you head is second to none in im-
portance in the Federal Government. I am glad to see that the ad-
ministration has recognized the importance of NIH. That is a battle
which this subcommittee had initiated many years ago, could not
scrape an extra dollar out of the administration, and now it has be-
come recognized, which is very much to the country’s advantage.

While there are, sir, important increases in a number of impor-
tant fields, some of these cuts just cannot be accommodated. If you
take a look at the CDC buildings and facilities, there is a cut of
$186 million. That was an initiative which this subcommittee un-
dertook 2 years ago, adding $170 million to a ramshackle oper-
ation, and last year I believe the figure was $255 million.

You know the facilities there and I know the facilities. We both
visited them. You simply cannot have people working in the quar-
ters, distinguished scientists, and having materials which could be
very dangerous, not under appropriate security precautions as they
do research. So we are going to have to do a lot of juggling in this
subcommittee to try to make ends meet here.

There has been a significant cut in children’s graduate medical
education. There is an enormous constituency for that. Community
services block grants, LIHEAP—I am not exactly sure where we go,
but we are going to have to make accommodations on those mat-
ters.

I see the press reports about a new head of NIH, which is long
overdue. Of course, a good bit of the delay was due to the prior ad-
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ministration as well. It has been vacant since January of the year
2000, but more than 1 year into this administration.

The commissioner on FDA, vacant since September of 1999—a
very important agency. I hear a lot of major concerns that there
are matters pending there that the subordinates will not sign off
on because they do not want to take the chances, and that is the
job of somebody at the top. You just have to have a person.

The other directorships are vacant for the Institute of Neuro-
logical Disorders, the Institute of Biomedical Imaging, the Institute
on Drug Abuse, the Institute on Mental Health, the Institute on Al-
cohol Abuse, the Institute on General Medical Sciences.

I am going to ask you what your progress is on moving ahead
there. Then just a word or two on homeland defense—very vital.
I am glad to see the increase of $1.3 billion, up to $4.3 billion. This
subcommittee, Senator Harkin and I, held a hearing last year Octo-
ber 5. We had to go to the bowels of the Capitol because we could
not operate over here, and we got more than $3 billion to move
ahead there and that is just indispensable because of the great con-
cern. The President has been very blunt about the threat of some
continuing risk. Any day something could happen of mammoth pro-
portions, worse than 9/11. So that has got to be a top speed project.

Just a brief comment or two about stem cells and about the cur-
rent controversy on therapeutic cloning. I am not quite sure where
we go here about the ideology of the new director of NIH. I am
hopeful we can keep ideology out, but I do not know that that is
possible to do. We initiated here trying to get Federal funding for
the stem cells and we collected 64 Senators in writing last spring
who wanted to have more Federal involvement. Twelve more in re-
serve did not want to sign a paper.

The President acted on August 9. But on the facts I think it is
insufficient and time will tell us more about that. But it has been
put on the back burner by 9/11.

Now we have the issue of therapeutic cloning, which is a mis-
nomer. It is not cloning at all. We are all against reproductive
cloning. But if you do not have the process where you take a cell
from a person, for example, who has Parkinson’s, put it in the egg
and get stem cells which will not be rejected, medical science is
going to be set back tremendously.

We are going to fight that battle on the Senate floor. So perhaps
it is not going to be a matter for you, and I know your constraints
with all the White House directives or the NIH director to follow
White House constraints to get an appointment. So it is in the lap
of the Senate, and if we do the wrong thing God help America on
the export of science and scientists to foreign countries and thwart-
ing what could be really very important medical research.

So all of our hands are full. The issues which you face as the Sec-
retary and which we face on this subcommittee level are gigantic,
and we will work together to try to see to it that the public interest
is carried out.

Thank you, Mr. Chairman.

Senator HARKIN. Thank you, Senator Specter.

Senator Cochran.
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OPENING STATEMENT OF SENATOR THAD COCHRAN

Senator COCHRAN. Mr. Chairman, thank you. I join you in wel-
coming the Secretary to our hearing and I look forward to his testi-
mony. I am very impressed with the way he is taking up the chal-
lenge of serving in the cabinet in this important position. I have
been able to meet with him, as others on the committee have, talk-
ing about homeland security issues and particularly the respon-
sibilities of the Food and Drug Administration and other agencies
that he is interested in helping to supervise and direct.

I know there are big challenges in terms of personnel. We have
had NIH with a vacancy. And FDA, we have a new acting director
there. At CDC you are looking for a new director to run that agen-
cy. These are all very important research and administrative func-
tions and I know that the Secretary is giving his personal attention
to these challenges as well.

I want to add one comment about the stem cell research debate.
I think it is really important for us to move to issuing regulations
in this area to show that we are not going to shut off useful re-
search using stem cells if it can be done without any question
about leading to cloning. I think in the area of diabetes, particu-
larly Parkinson’s disease, we have two clear examples of possible
beneficial uses for stem cell research.

I hope we can resolve this dilemma. I am clearly opposed to
human cloning and I think we can agree on that. But we ought to
be able to find a way to describe and restrict permissible research
in this area without getting into the cloning activities that would
trouble many in our country, and it would trouble me greatly as
well.

So I hope that we can devote some attention and make this one
of the highest priorities of our government at this time.

I am also worried that we are not recognizing the plight of small
towns and rural communities in terms of the discriminatory reim-
bursement of hospitals and health care professionals in those
areas. I do not know why we continue to make it impossible to
have dependable medical care in the small towns and rural commu-
nities of our country because of this discriminatory policy of low re-
imbursements.

This is particularly true in the deep South. We have had hear-
ings in our subcommittees of Appropriations and in other commit-
tees as well on this topic, and some changes have been made. But
I think we need to take a new look at some of the deficiencies that
continue to be manifested in this area. I am hopeful, Mr. Chair-
man, that you can help us figure out what to do to relieve those
problems.

Mr. Chairman, thank you very much.

Senator HARKIN. Thank you, Senator.

Senator DeWine.

Senator DEWINE. Nothing, Mr. Chairman.

Senator HARKIN. Secretary Thompson is the 19th Secretary of
the Department that oversees the health and welfare of this Na-
tion. His career in public service began in 1966 as a representative
in the Wisconsin State Assembly. Most recently he served as Gov-
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ernor of the State of Wisconsin from 1987 to 2000, making him the
longest serving Governor in Wisconsin State history.

Secretary Thompson is well known as a leader in welfare reform
and expanding access to health care for low income children. He
has served as Chairman of the National Governors Association, the
Education Commission of the States, and the Midwestern Gov-
ernors Conference. Secretary Thompson received both his B.S. and
J.D. degrees from the University of Wisconsin in Madison.

Mr. Secretary, welcome again to the committee.

SUMMARY STATEMENT OF HON. TOMMY G. THOMPSON

Secretary THOMPSON. Thank you and good morning, Chairman
Harkin, Senator Specter. Thank you both for your hospitality and
willingness to work with my Department and with me personally,
and I thank you both for your leadership. Members of the sub-
committee, I thank you as well.

It is an honor for me to come before you to discuss the Presi-
dent’s fiscal year 2003 budget for the Department of Health and
Human Services. Mr. Chairman, the past 13 months have wit-
nessed some significant achievements at HHS. I will detail some of
them in the course of my testimony.

As to our budget proposal itself, the total HHS request for fiscal
year 2003 is $489 billion. The discretionary component before this
committee, as you indicated, is $59.5 billion in budget authority, an
increase of $2.3 billion, or 4.1 percent over the comparable fiscal
year 2000 budget.

PROTECTING THE NATION AGAINST BIOTERRORISM

After September 11, I appointed Dr. D.A. Henderson, the physi-
cian who spearheaded the successful drive to eliminate smallpox
worldwide, to head a newly created Office, in my Department, of
Public Health Preparedness. About 20 feet from my office we have
set up a 24-hour-a-day, 7-day-a-week, command center where we
receive information from all over the world and dispense informa-
tion to individuals and to communities and to States all over the
country about possible bioterrorism attacks. We also dispense the
pharmaceutical supplies to New York and Washington, DC, from
that office.

In a word, we have been very aggressive. We have been prudent
to prepare for any biological or chemical threat our enemies could
use against us.

To prepare further, President Bush and I are requesting an addi-
tional $4.3 billion, an increase of 45 percent over the current fiscal
year, to support a variety of critical activities to prevent, identify,
and be able to respond to incidents of bioterrorism. Right now we
are providing $1.1 billion, thanks to you and Members of both par-
ties in this Congress that provided $1.1 billion, to State govern-
ments to help them strengthen their capacity to respond to bioter-
rorism and other public health emergencies.

We are working to hook up every State and every major county
health system in the Nation electronically through the Health Alert
Network, and we should hope to have 90 percent of all the counties
hooked up by the year 2003.
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In addition, we are requesting more than half a billion dollars for
our hospital preparedness program, which will strengthen local
hospital preparation for biological and chemical attacks and expand
their surge capacity.

The NIH is researching better anthrax, plague, botulism, and the
hemorrhagic fever vaccines; and we are purchasing an additional
154 million doses of smallpox vaccine so that every man, woman,
and child in this Nation will be able to have a vaccine he or she
needs by the end of this year.

When it comes to bioterrorism, we are growing stronger in our
preparedness each and every day.

INVESTING IN BIOMEDICAL RESEARCH

We are also advancing important biomedical research. The budg-
et provides $5.5 billion for research on cancer throughout NIH—I
know it is a subject that both you, Senator Harkin and Senator
Specter, are very interested in—and a total of $2.8 billion for HIV—
AIDS-related research.

We are also working hard to improve patient safety. As many as
98,000 Americans die annually due to medical errors. So in the
2003 budget President Bush is proposing $10 million in new fund-
ing to improve patient safety and reduce medical errors. The in-
creased funding will bring the total HHS budget for improving pa-
tient safety to $84 million in fiscal year 2003. The funds will sup-
port efforts to put known safety technologies into wider use, de-
velop new approaches, and support a stronger system for rapid re-
porting of adverse medical events.

SUPPORTING HEALTH COMMUNITIES

We are also requesting $20 million for a Healthy Communities
Initiative, which is a new innovation. It is a new interdisciplinary
service effort that will concentrate Department-wide expertise on
the prevention of diabetes, asthma, obesity, and health disparities
in minority communities. Let me note how concerned I am and how
concerned all of us should be about how obesity is affecting our
health as a people. Roughly three out of every five adults are over-
weight and approximately 300,000 U.S. deaths a year currently are
associated with obesity and simply weighing too much. The total
direct and indirect costs attributed to being overweight and to obe-
sity amounted to $117 billion in the year 2000.

We have also got a serious problem with diabetes. Nearly 16 mil-
lion Americans have diabetes and 800,000 more fall victim to the
disease annually. This epidemic is witnessing a terrible increase,
tripling within the last 3 decades. Yet we have got solid research
that shows that if you exercise just 30 minutes a day—and walking
is a perfectly suitable form of exercise—and lose 10 to 15 pounds,
your risk of getting diabetes falls by nearly 60 percent.

So the President and I are committed to our across the board
prevention initiative. Preventive health care saves huge amounts of
money, but, more importantly, it can save untold thousands of
lives.
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WELFARE REFORM

We are also helping to prepare low income Americans for their
future. That is why welfare reform remains so important. The good
news is that since 1996, when Congress passed the TANF I bill,
nearly 7 million fewer individuals are on welfare, and 2.8 million
fewer children are in poverty, in large part because welfare has
been transformed.

The President’s budget boldly takes the next step, which requires
us to work closely with States to help families that have left wel-
fare to climb the career ladder. The foundation of welfare reform’s
success still remains work, for work is the only way to leave pov-
erty and be able to become independent.

Let me also make crystal clear that the news reports yesterday
about a plan to change the minimum wage law were absolutely
false and incorrect. President Bush and I will insist that welfare
recipients receive at least the minimum wage for the hours that
they work, including community service jobs. This is an important
principle that I fought for as Governor of Wisconsin and one the
President and I remain committed to today as we take the next
step in welfare reform.

The President’s budget allocates $16.5 billion for block grant
funding, provides supplemental grants to address historical dispari-
ties in welfare spending among States, and strengthens work par-
ticipation requirements. The budget provides another $350 million
in l\ﬁledicaid benefits for those in the transition from welfare to
work.

We are calling for a continued commitment also to child care, in-
cluding $2.7 billion for entitlement child care funding and $2.1 bil-
lion for discretionary funding. We are giving States the flexibility
they need to mix effective education and job training programs
with work, as well as the money to strengthen families and reduce
illegitimacy.

Strengthening Medicare is another key component of our across-
the-board effort to broaden and strengthen our country’s health
care system. The 2003 budget dedicates $190 billion over 10 years
for immediate targeted improvements and comprehensive mod-
ernization.

EXPANDED ACCESS TO HEALTH CARE

As we reach out to those still relying on welfare anywhere to
strengthen Medicare, we cannot ignore the roughly 40 million
Americans who lack health insurance. Since January 2001 I have
been able to approve State plan amendments and Medicare and
SCHIP waivers that have expanded opportunity for health coverage
to 1.8 million Americans and improved existing benefits to 4.5 mil-
lion individuals.

The 2003 budget also seeks $1.5 billion to support the President’s
plan to impact 1,200 communities with new or expanded health
centers by 2006. This is a $114 million increase over fiscal year
2002 and would support 170 new and expanded health centers and
provide services to 1 million additional patients. We will soon be
issuing 27 grants totaling $12 million under President Bush’s
Health Centers Initiative to help more Americans get access to
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quality health care. The awards are the second round of fiscal year
2002 grants under the President’s initiative and will help bring
needed health services to some 157,000 Americans in 17 States.

The President’s budget includes $89 billion in new health credits
to help American families buy health insurance which will provide
health coverage for many low income families.

MANAGEMENT REFORMS

Finally, Mr. Chairman, I want to note that when I accepted my
post at HHS, the President charged me to make significant man-
agement reforms in my Department. I have taken the President’s
charge seriously and have implemented reforms that will enable
HHS to serve the American people even better in the coming years.
To that end, we will reduce the number of HHS personnel offices
from 46 to 4. We are realigning and consolidating throughout the
Department, bringing better stewardship to our use of taxpayer
dollars, and we have launched a regulatory reform initiative to re-
duce the paperwork burden on physicians, hospitals, and other
health providers.

For HHS to truly be compassionate, we have to be effective. That
means running our programs well and honoring the taxpayers with
the best possible services that we can provide.

PREPARED STATEMENT

Mr. Chairman, this comprehensive, aggressive budget addresses
the most pressing public health challenges that face our Nation—
from bioterrorism preparedness to coverage for the uninsured—in
order to ensure that we have a safe and healthy America. I am con-
fident that by working together in a bipartisan fashion we can con-
tinue to improve the health and wellbeing of our fellow citizens.

Thank you again, Mr. Chairman and members, for letting me
come before you today. I look forward now to your questions.

[The statement follows:]

PREPARED STATEMENT OF HON. ToMmMY G. THOMPSON

Good Morning Chairman Harkin, Senator Specter and members of the Committee.
I am honored to appear before you today to discuss the President’s fiscal year 2003
budget for the Department of Health and Human Services. I am confident that a
review of the full details of our budget will demonstrate that we are proposing a
balanced and responsible approach to ensuring a safe and healthy America.

Before I discuss the fiscal year 2003 budget, I would like to thank the committee
for its hard work and dedication to the programs at HHS. Over the past year, I have
come to really appreciate your support and interest in the issues and health needs
of the American people. Like you, I believe in the services HHS programs provide
including our commitment to the war against bioterrorism. I look forward to fur-
thering our relationship and building on the successes achieved during the past
year.

The budget I present to you today fulfills the promises the President has made
and proposes creative and innovative solutions for meeting the challenges that now
face our nation. Since the September 11th attacks we have dedicated much of our
efforts to ensuring that the nation is safe. HHS was one of the first agencies to re-
spond to the September 11th attacks on New York City, and began deploying med-
ical assistance and support within hours of the attacks. Our swift response and the
overwhelming task of providing needed health related assistance made us even more
aware that there is always room for improvement. The fiscal year 2003 budget for
the Department of Health and Human Services builds on President Bush’s commit-
ment to ensure the health and safety of our nation.
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The fiscal year 2003 budget places increased emphasis on protecting our nation’s
citizens and ensuring safe, reliable health care for all Americans. The HHS budget
also promotes scientific research, builds on our success in welfare reform, and pro-
vides support for childhood development while delivering a responsible approach for
managing HHS resources. Our budget plan confronts both the challenges of today
and tomorrow while protecting and supporting the well being of all Americans.

Mr. Chairman, the total HHS request before this committee for fiscal year 2003
is $312.1 billion in outlays. The discretionary component of the HHS budget totals
$59.5 billion in budget authority, which is an increase of $2.3 billion, or +4.1 per-
cent over fiscal year 2002. The mandatory component before this committee totals
$252.7 billion, which is an increase of $19.4 billion or +8.3 percent. Let me now
discuss some of the highlights of the HHS budget and how we hope to achieve our
goals.

PROTECTING THE NATION AGAINST BIOTERRORISM

Mr. Chairman, as you know, the Department of Health and Human Services is
the lead federal agency in countering bioterrorism. In cooperation with the States,
we are responsible for preparing for, and responding to, the medical and public
health needs of this nation. The fiscal year 2003 budget for HHS bioterrorism efforts
is $4.3 billion, an increase of $1.3 billion, or 45 percent, above fiscal year 2002. The
amount before this committee totals $4.1 billion. This budget supports a variety of
activities to prevent, identify, and respond to incidents of bioterrorism. These activi-
ties are administered through the Centers for Disease Control and Prevention
(CDC), the National Institutes of Health (NIH), the Office of Emergency Prepared-
ness (OEP), the Substance Abuse and Mental Health Services Administration
(SAMHSA), the Health Resources and Services Administration (HRSA) and the
Food and Drug Administration (FDA). These efforts will be directed by the newly
established Office of Public Health Preparedness (OPHP).

On January 31, 2002, HHS announced plans for making $1.1 billion available to
States. This funding is available for hospital preparedness, laboratory capacity, epi-
demiology, and emergency medical response. Approximately 20 percent of this total
either has already been provided (or will be provided within the next few weeks)
for immediate expenditure to all eligible entities in base awards that will be used
to establish core programs and address current needs for bioterrorism preparedness.
The remaining 80 percent will be made available for expenditure once the Secretary
has approved the States’” work plans for their awarded funds. States will submit
plans which will be reviewed by the HHS staff to ensure that funding is used wisely
for bioterrorism efforts.

In order to create a blanket of preparedness against bioterrorism, the fiscal year
2003 budget provides funding to State and local organizations to improve laboratory
capacity, enhance epidemiological expertise in the identification and control of dis-
eases caused by bioterrorism, provide for better electronic communication and dis-
tance learning, and support a newly expanded focus on cooperative training between
public health agencies and local hospitals.

Funding for the Laboratory Response Network enhances a system of over 80 pub-
lic health labs specifically developed for identifying pathogens that could be used for
bioterrorism. Funding will also support the Health Alert Network, CDC’s electronic
communications system that will link local public health departments in covering
at least ninety percent of our nations’ population. Funding will be used to support
epidemiological response and outbreak control, which includes funding for the train-
ing of public health and hospital staff. This increased focus on local and state pre-
paredness serves to provide funding where it best serves the interests of the nation.

An important part on the war against terrorism is the need to develop vaccines
and maintain a National Pharmaceutical Stockpile. The National Pharmaceutical
Stockpile is purchasing enough antibiotics to be able to treat up to 20 million indi-
viduals in a year for exposure to anthrax and other agents by the end of 2002. The
Department is purchasing sufficient smallpox vaccines for all Americans. The fiscal
year 2003 budget proposes $650 million for the National Pharmaceutical Stockpile
and costs related to stockpiling of smallpox vaccines, and next-generation anthrax
vaccines currently under development.

Another important aspect of preparedness is the response capacity of our nation’s
hospitals. Our fiscal year 2003 budget provides $518 million for hospital prepared-
ness and infrastructure to enhance biological and chemical preparedness plans fo-
cused on hospitals. The fiscal year 2003 budget will provide funding to upgrade the
capacity of hospitals, outpatient facilities, emergency medical services systems and
poison control centers to care for victims of bioterrorism. In addition, CDC will pro-
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vide support for a series of exercises to train public health and hospital workers to
work together to treat and control bioterrorist outbreaks.

The fiscal year 2003 budget also includes $184 million to construct, repair and se-
cure facilities at the CDC. Priorities include the construction of an infectious dis-
ease/bioterrorism laboratory in Fort Collins, Colorado, and the completion of a sec-
ond infectious disease laboratory, an environmental laboratory, and a communica-
tion and training facility in Atlanta. This funding will enable the CDC to handle
the most highly infectious and lethal pathogens, including potential agents of bioter-
rorism. Within the funds requested, £12 million will be used to equip the Environ-
mental Toxicology Lab, which provides core lab space for testing environmental
samples for chemical terrorism. Funding will also be allocated to the ongoing main-
tenance of existing laboratories and support structures.

The fiscal year 2003 budget also includes $60 million for the development of new
Educational Incentives for Curriculum Development and Training Program. The
goals of this program will be the development of a health care workforce capable
of recognizing indications of a bioterrorist event in their patients, that possesses the
knowledge and skills to best treat their patients, and that has the competencies to
rapidly and effectively inform the public health system of such an event at the com-
munity, State and national level.

INVESTING IN BIOMEDICAL RESEARCH

Advances in scientific knowledge have provided the foundation for improvements
in public health and have led to enhanced health and quality of life for all Ameri-
cans. Much of this can be attributed to the groundbreaking work carried on by, and
funded by, the National Institutes of Health (NIH). Our fiscal year 2003 budget en-
hances support for a wide array of scientific research, while emphasizing and sup-
porting research needed for the war against bioterrorism.

NIH is the largest and most distinguished biomedical research organization in the
world. The research that is conducted and supported by the NIH offers the promise
of breakthroughs in preventing and treating a number of diseases and contributes
to fighting the war against bioterrorism. The fiscal year 2003 budget includes the
final installment of $3.9 billion needed to achieve the doubling of the NIH budget.
The budget includes $1.75 billion for bioterrorism research, including genomic se-
quencing of dangerous pathogens, development of zebra chip technology, develop-
ment and procurement of an improved anthrax vaccine, and laboratory and research
facilities construction and upgrades related to bioterrorism. With the commitment
to bioterrorism research comes our expectation of substantial positive spin-offs for
other diseases. Advancing knowledge in the arena of diagnostics, therapeutics and
vaccines in general should have enormous impact on the ability to diagnose, treat,
and prevent major killers-diseases such as malaria, TB, HIV/AIDS, West Nile fever,
and influenza.

The fiscal year 2003 budget also provides $5.5 billion for research on cancer
throughout all of NIH. Currently, one of every two men and one of every three
women in the United States will develop some type of cancer over the course of their
lives. New research indicates that cancer is actually more than 200 diseases, all of
which require different treatment protocols. Promising cancer research is leading to
major breakthroughs in treating and curing various forms of cancer. Our budget
continues to expand support for these research endeavors. The fiscal year 2003
budget also includes a total of $2.8 billion for HIV/AIDS-related research. NIH con-
tinues to focus on prevention research, therapeutic research to treat those already
infected, international research, and research targeting the disproportionate impact
of AIDS on minority populations in the United States.

SUPPORTING HEALTHY COMMUNITIES

The fiscal year 2003 budget includes $25 million for a Healthy Communities Inno-
vation Initiative—a new interdisciplinary services effort that will concentrate De-
partment-wide expertise on the prevention of diabetes and asthma, as well as obe-
sity. Of this amount, $20 million is available in HRSA. The purpose of the initiative
is to reduce the incidence of these diseases and improve services in 5 communities
through a tightly coordinated public/private partnership between medical, social,
educational, business, civic and religious organizations. These chronic diseases were
chosen because of their rapidly increasing prevalence within the United States. In
addition there is $5 million in CDC for a national media campaign to promote phys-
ical fitness activities, with an emphasis on families and communities.

More than 16 million Americans currently suffer from a preventable form of dia-
betes. Type II diabetes is increasingly prevalent in our children due to the lack of
activity. In a recent study conducted by NIH, participants that were randomly as-
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signed to intensive lifestyle intervention experienced a reduced risk of getting Type
II diabetes by 58 percent. HHS plans to reach out to women and minorities to help
make this initiative a success.

INCREASING ACCESS TO HEALTH CARE

Of all the issues confronting this Department, none has a more direct effect on
the well-being of our citizens than the quality and accessibility of health care. Our
budget proposes to improve the health of the American people by taking important
steps to increase and expand the number of Community Health Centers, strengthen
Medicaid, and ensure patient safety.

Community Health Centers provide family oriented preventive and primary
health care to over 11 million patients through a network of over 3,400 health sites.
The fiscal year 2003 budget will increase and expand the number of health center
sites by 170, the second year of the President’s initiative is to increase and expand
sites by 1,200 and serve an additional 6.1 million patients by 2006. We propose to
increase funding for these Community Health Centers by $114 million in fiscal year
2003. Our long-term goal is to increase the number of people who receive high qual-
ity primary healthcare regardless of their ability to pay. With these new health cen-
ters we hope to achieve this goal.

In addition to expanding Community Health Centers, we are seeking to expand
the National Health Service Corps by $44 million. Currently, more than 2,300
health care professionals are providing service to health center patients and others
in under served communities.

The Medicaid program and the State Children’s Health Insurance Program
(SCHIP) provide health care benefits to low-income Americans, primarily children,
pregnant women, the elderly, and those with disabilities. The fiscal year 2003 budg-
et we propose strengthens the Medicaid and SCHIP programs by implementing es-
sential reforms in the way we pay for prescription drugs and by extending expiring
SCHIP funds.

We propose to work with stakeholders to develop legislative proposals that build
on the Health Insurance Flexibility and Accountability (HIFA) demonstration in
order to give states the flexibility they need to design innovative ways of increasing
access to health insurance coverage for the uninsured. The Administration’s plan
would allow at State option those who receive the President’s health care tax credit
to increase their purchasing power by purchasing insurance from plans that already
participate in their State’s Medicaid, Children’s Health Insurance, or State employ-
ees’ programs. This could help keep costs down and provide a more comprehensive
benefit than plans in the individual market.

We also need to make an effort to narrow the drug treatment gap. As reflected
in the National Drug Control Strategy, Substance Abuse and Mental Health Serv-
ices Administration estimates that 4.7 million people are in need of drug abuse
treatment services. However, fewer than half of those who need treatment actually
receive services, leaving a treatment gap of 3.9 million individuals. Our budget sup-
ports the President’s Drug Treatment initiative, and to narrow the treatment gap.
We propose to increase funding for the initiative by $127 million. These additional
funds will allow States and local communities to provide treatment services to ap-
proximately 546,000 individuals, an increase of 52,000 over fiscal year 2002.

BUILDING UPON THE SUCCESSES OF WELFARE REFORM

President Bush has said that American families are the bedrock of American soci-
ety and the primary source of strength and health for both individuals and commu-
nities. Our budget includes a number of new initiatives that support this principle
by targeting resources to strengthen our nation’s families. We look forward to work-
ing with Congress in considering the next phase of welfare reform and other ele-
ments of the President’s proposals to help America’s low-income families succeed.

Temporary assistance for needy families

As a former governor, I can tell you that the Temporary Assistance for Needy
Families program—or TANF—has been a truly remarkable example of a successful
Federal-State partnership. States were given tremendous flexibility to reform their
welfare programs and as a result, millions of families have been able to end their
dependency on welfare and achieve self-sufficiency.

In New York City, where we are understandably most concerned about job oppor-
tunities, the City has achieved more than 53,000 job placements for welfare recipi-
ents from September through December 2001. While the number of TANF recipients
increased briefly directly because of the tragedy on September 11, by December
there were about 15,000 fewer TANF recipients on the rolls than there were in Au-
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gust. Indeed, in December the City had its lowest number of persons on welfare
since 1965.

Our reauthorization proposal embraces the needs of families by maintaining the
program’s overall funding and basic structure, while focusing increased efforts on
building stronger families through work and job advancement and adding child well-
being as an overarching purpose of TANF.

Our budget proposes $16.5 billion each year for block grants to States and Tribes;
$319 million a year to restore supplemental grants; $2 billion over five years for a
more accessible Contingency Fund; a $100 million a year initiative for research,
demonstration and technical assistance primarily to promote family formation and
healthy marriage activities; and $100 million redirected from High Performance
Bonus funds to create a competitive matching grant program to develop innovative
approaches to promoting healthy marriages and reducing out-of-wedlock births. In
addition, our proposal will call for modification of the bonus for high performance
to reward significant achievement in promoting employment of program partici-
pants.

Other programs supporting TANF goals

The President’s Budget also includes funding for several other programs at the
State and community level that work to support the goals of TANF. The Social Serv-
ices Block Grant (SSBG) provides a flexible source of funding for States to help fam-
ilies achieve or maintain self-sufficiency and provide an array of social services to
vulnerable families. The President’s Budget request for SSBG is $1.7 billion.

The President’s Budget extends the Transitional Medical Assistance (TMA) pro-
gram which provides valuable health protection for former welfare recipients after
they enter the workforce. This important program allows families to remain eligible
for Medicaid for up to 12 months after they are no longer eligible for welfare be-
cause of earnings from their new job. TMA is an important stepping stone in help-
ing workers and their families successfully transfer from welfare to work without
fear of losing vital health coverage.

Child care

Child Care has played an important role in the success of welfare reform by pro-
viding parents the support they need to work. The President’s Budget recognizes
this critical link and maintains a high level of commitment to childcare. Continuing
the substantial increase in funding that Congress has provided over the last several
years, the President’s Budget includes a total of $4.8 billion in childcare funding in
conjunction with our request to reauthorize the mandatory and discretionary fund-
ing provided under the Child Care and Development Block Grant and the Child
Care Entitlement. States will also continue to have significant flexibility under the
TANF program and under the Social Services Block Grant program to address the
needs of their low-income working families. These additional funding opportunities
have substantially increased the amount of resources dedicated to child care needs.
For example, in fiscal year 2000 States transferred $2.3 billion in TANF funds to
the Child Care and Development Block Grant.

Child support enforcement

The Child Support Enforcement program offers another vital connection to fami-
lies’ ability to achieve self-sufficiency and financial stability. The President’s Budget
proposes to increase child support collections and direct more of the support col-
lected to families transitioning from welfare. Under our proposal, the Federal gov-
ernment would share in the cost of optional expanded State efforts to pass through
child support collections to families receiving TANF. States could also opt to direct
all child support to families who formerly received TANF.

Overall collections would be increased by expanding our successful program for
denying passports to parents owing $2,500 in past-due support, requiring States to
update support awards in TANF cases every three years, and authorizing States to
offset certain Social Security Administration payments when they determine such
action would be appropriate to collect unpaid support. Our child support legislative
package would also impose a minimal annual processing fee in any case where the
State has been successful in collecting support on behalf of a family that has never
received assistance.

Strengthening families

The fiscal year 2003 budget contains funds for four competitive grant programs,
targeted at community and faith based organizations, to assist in delivering innova-
tive services, to strengthen families and help change lives. The Compassion Capital
Fund, at $100 million, will expand the capacity of groups and organizations willing
to step up and help provide these critical social services.
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Over 25 million children live in homes without fathers. To assist non-custodial fa-
thers to become more involved in the lives of these children, the budget provides
$20 million in competitive grants to faith-and community-based organizations to en-
courage and help fathers to support their families and avoid welfare, improve fa-
thers’ ability to manage family business affairs, and encourage and support healthy
marriages.

The budget also provides $25 million for the mentoring children of prisoners ini-
tiative first proposed last year. This funding will enable public and private entities
to establish or expand programs providing mentoring for children of incarcerated
parents.

Finally, young pregnant mothers and their children will be provided safe environ-
ments through the $10 million included for Maternity Group Homes. Approximately
80 grantees will provide a range of services such as childcare, education, job train-
ing, counseling and advices on parenting and life skills.

Promoting safe and stable families

The President’s Budget would increase the funding level for this program to $505
million, fully supporting the increased authorization included in the new law. These
funds will be used to help promote and support adoption so that children can be-
come part of a safe and stable family, as well as for increased preventive efforts to
help families in crisis.

This landmark legislation also authorized a new program to provide vouchers to
youth who are aging out of foster care so that they can obtain the education and
training they need to lead productive lives. The President’s Budget includes $60 mil-
lion for these vouchers, bringing the total request for the Foster Care Independence
Program to $200 million.

Child welfare/foster care/adoption

Our budget framework includes resources for a number of additional programs
targeted to protecting our most vulnerable and at-risk children. Foster Care, Adop-
tion Assistance, Adoption Incentives and Child Welfare Services enhance the capac-
ity of families to raise children in a nurturing, safe environment. The President’s
Budget provides resources to help States provide safe and appropriate care for chil-
dren who need placement outside their homes, and to provide funds to States to as-
sist in providing financial and medical assistance for adopted children with special
needs who cannot be reunited with their families, and to reward States for increas-
ing their number of adoptions. The budget also supports Child Welfare Services pro-
grams with the goal of keeping families together when possible and in the best in-
terest of the child.

The budget provides $4.9 billion for Foster Care, $1.6 billion for Adoption Assist-
ance, and %43 million in Adoption Incentive funds. The President’s Budget seeks al-
most $300 million in funding for child welfare services and training. Together, these
funds will support improvement in the healthy development, safety, and well being
of the children and youth in our nation.

Head Start

Our budget continues to provide support for Head Start and supports early child-
hood education and school readiness. The President’s Budget request includes $6.7
billion for Head Start, an increase of $130 million over fiscal year 2002. In fiscal
year 2003, almost 915,000 children will receive Head Start services including 62,000
children in Early Head Start. The funding increase will maintain current enroll-
ment levels, strengthen training and technical assistance, and support competitive
salaries for Head Start teachers.

In fiscal year 2003, the Department will continue to focus on early literacy
through investments in teacher quality and credentialing and, specialized efforts
such as Head Start Centers of Excellence on Literacy and the Head Start Family
Literacy Project. In 2003, Head Start will meet its statutory goal, assuring that 50
percent of all Head Start educators have a college degree.

STRENGTHENING MEDICARE

The fiscal year 2003 President’s Budget dedicates $190 billion over ten years for
immediate targeted improvements and comprehensive Medicare modernization, in-
cluding a subsidized prescription drug benefit, better insurance protection, and bet-
ter private options for all beneficiaries. Let me assure you, the President remains
committed to the framework he introduced last summer, and to bringing the Medi-
care program up to date by providing prescription drug coverage and other improve-
ments. We cannot wait: it is time to act. Recognizing that there is no time to waste,
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the President’s Budget also includes a series of targeted immediate improvements
to Medicare.

—HHS has just released a revised and improved version of the proposed drug
card program, which will give beneficiaries immediate savings on the cost of
their medicines and access to other valuable pharmacy services. The President
is absolutely committed to providing immediate assistance to seniors who cur-
rently have to pay full price for prescription drugs, and this initiative will lay
the groundwork for a comprehensive Medicare drug benefit.

—Recently, I announced a model drug waiver program-Pharmacy Plus-to allow
States to reduce drug expenditures and expand drug only coverage to seniors
and certain individuals with disabilities with family incomes up to 200 percent
of the federal poverty level. This program is being done administratively. The
recently approved Illinois initiative illustrates how states can expand coverage
to Medicare beneficiaries in partnership with the federal government. The Illi-
nois program will give an estimated 368,000 low-income seniors drug coverage.

—This budget proposes additional federal assistance for comprehensive drug cov-
erage to low-income Medicare beneficiaries up to 150 percent of poverty—about
$17,000 for a family of two. This policy would eventually expand drug coverage
for up to 3 million beneficiaries who currently do not have prescription drug as-
sistance, and it will be integrated with the Medicare drug benefit that is offered
to all seniors once that benefit is in place. This policy also helps to establish
the framework necessary for a Medicare prescription drug benefit and is essen-
tially a provision that is in all of the major drug benefit proposals to be debated
before Congress.

—The President’s budget also includes an increase in funding to stabilize and in-
crease choice in Medicare + Choice program by aligning payment rates more
closely with overall Medicare spending and paying incentives for new types of
plans to participate. Over 500,000 seniors lost coverage last year because Medi-
care + Choice plans left the program. Today close to 5 million seniors choose to
receive quality health care through the Medicare + Choice program. Because it
provides access to drug coverage and other innovative benefits, it is an option
many seniors like, and an option we must preserve. The President’s budget also
proposes the addition of two new Medigap plans to the existing 10 plans. These
new plans will include prescription drug assistance and protect seniors from
high out-of-pocket costs

Some of these initiatives give immediate and tangible help to seniors. But, let me

make clear: these are not substitutes for comprehensive modernization and avail-
ability of a drug benefit option to all seniors in Medicare. They are immediate steps
we want to take to improve the program in conjunction with comprehensive reform,
so that beneficiaries will not have to wait to begin to see benefit improvements. I
want to pledge today to work with each and every member of this Committee to ful-
fill our promise of health care security for America’s seniors- now and in the future.

IMPROVING MANAGEMENT AND PERFORMANCE OF HHS PROGRAMS

I am committed to being proactive in preparing the nation for potential threats
of bioterrorism and supporting research that will enable Americans to live healthier
and safer lives. And, I am excited about beginning the next phase of Welfare reform
and strengthening our Medicare and Medicaid programs. Ensuring that HHS re-
sources are managed properly and effectively is also a challenge I take very seri-
ously.

For any organization to succeed, it must never stop asking how it can do things
better, and I am committed to supporting the President’s vision for a government
that is citizen-centered, results oriented, and actively promotes innovation through
competition. HHS is committed to improving management within the Department
and has established its own vision of a unified HHS—One Department free of un-
necessary layers, collectively strong to serve the American people. The fiscal year
2003 budget supports the President’s Management Agenda.

The Department will improve program performance and service delivery to our
citizens by more strategically managing its human capital and ensuring that re-
sources are directed to national priorities. HHS will reduce duplication of effort by
consolidating administrative management functions and eliminating management
layers to speed decision-making. The Department plans to reduce the number of
personnel offices from 40 to 4 and consolidate construction funding, leasing, and
other facilities management activities. These management efficiencies will result in
an estimated savings of 700 full time equivalent positions, allowing the Department
to redeploy staff and other resources to advance primary missions.
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HHS continues working to improve budget and performance integration in sup-
port of the Government-wide effort. Although we work in a challenging environment
where health outcomes may not be apparent for several years, and the Federal dol-
lar may be just one input to complex programs, HHS is committed to demonstrating
to citizens the value they receive for the tax dollars they pay.

By expanding our information technology and by establishing a single corporate
Information Technology Enterprise system, HHS can build a strong foundation to
re-engineer the way we do business and can provide better government services at
reduced costs. By consolidating and modernizing existing financial management sys-
tems our Unified Financial Management System (UFMS) will provide a consistent,
standardized system for departmental accounting and financial management. This
“One Department” approach to financial management and information technology
emphasizes the use of resources on an enterprise basis with a common infrastruc-
ture, thereby reducing errors and enhancing accountability. The use of cost account-
ing will aid in the evaluation of HHS program effectiveness, and the impacts of
funding level changes on our programs.

HHS is also committed to providing the highest possible standard of services and
will use competitive sourcing as a management tool to study the efficiency and per-
formance of our programs, while minimizing costs overall. The program will be
linked to performance reviews to identify those programs and program components
where outsourcing can have the greatest impact. Further, the incorporation of per-
formance-based contracting will improve efficiency and performance at a savings to
the taxpayer.

GOVERNMENT PERFORMANCE AND RESULTS ACT

HHS is committed to continual improvement in the performance and management
of its programs and the Administration’s efforts to provide results-oriented, citizen-
centered government. The budget request for fiscal year 2003 is accompanied by an-
nual performance plans and reports required by the Government Performance and
Results Act (GPRA). The performance measures cover the wide range of program
activities essential to carrying out the HHS mission. Some notable fiscal year 2001
achievements include:

—Moving Families Toward Self-sufficiency: ACF reported that 42.9 percent of
adult recipients of TANF were employed by fiscal year 1999. This is a primary
indicator of success in moving families toward self-sufficiency. It improves on
the fiscal year 1998 baseline of 38.7 percent and exceeds the target of 42 per-
cent.

—Families Benefiting from Child Support Enforcement: The Child Support En-
forcement program broke new records nationwide in fiscal year 2001 by col-
lecting $18.9 billion, one billion over fiscal year 2000 levels. In one such initia-
tive in fiscal year 2000, the government collected a record $1.4 billion in over-
due child support from Federal income tax refunds, and more than 1.42 million
families benefited from these collections.

These are just a few of the dozens of impressive success stories found in the 13
performance plans and reports. Performance measurement has been, and will con-
tinue to be, an important part of our effort to improve the management and per-
formance of our programs.

WORKING TOGETHER TO ENSURE A SAFE AND HEALTHY AMERICA

Mr. Chairman, the budget I bring before you today contains many different ele-
ments of a single proposal; what binds these fundamental elements together is the
desire to improve the lives of the American people. All of our proposals, from build-
ing upon the successes of welfare reform, to protecting the nation against bioter-
rorism; from increasing access to healthcare, to strengthening Medicare, are put for-
ward with the simple goal of ensuring a safe and healthy America. I know this is
a goal we all share, and with your support, we are committed to achieving it.

NIH DIRECTOR

Senator HARKIN. Thank you very much, Mr. Secretary, for your
statement.

Mr. Secretary, picking up a little bit on what Senator Specter
talked about and what Senator Cochran mentioned also, there is
an article in the newspaper this morning, the Washington Post,
that basically, if it is true—I do not know if it is—I think is highly
disturbing, about the new pick to be the head of the NIH. Now, as
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I understand it no name has come forward. This is just sort of tout-
ed. This name of this person, Elias Zerhouni, has not been sub-
mitted yet; is that correct?

Secretary THOMPSON. That is correct, Senator.

Senator HARKIN. So again I do not know whether it is true, but
I am just saying if it is, it is very disturbing that a person would
have to pass some philosophical test before they could be appointed
the head of the NIH, that he had to agree to oppose all stem cell
research that could lead to cures for things like Alzheimer’s and
Parkinson’s and juvenile diabetes.

It is just disturbing to me that the NIH, the premier medical re-
search agency in the world, might be led by someone with a closed
mind about this promising avenue of research. As I said, I do not
know if this is true or not, but it is very disturbing if it is.

Secretary THOMPSON. If it was true, I would be very disturbed,
too. But it is not true, Senator.

Senator HARKIN. Oh, this story in the Post is not true?

Secretary THOMPSON. That story, the conclusions of that story
are not true.

Senator HARKIN. It quoted an unknown—you always have to ask
questions when it is an unknown. An unknown congressional Re-
publican who is working to enact the anti-cloning legislation said:
“He is one of us. He supports Brownback and we support him.”

I guess we will have to find out if his name comes up. But are
you saying that that is not true, either?

Secretary THOMPSON. I do not know his position on the
Brownback bill, but I would like to point out, Senator, if I might,
that there is no litmus test and I would be very disturbed if there
was. There is not.

Second, the President of the United States has not chosen, has
not advanced a name yet. But I know the President is reviewing
the names that are over in the White House and I am very hopeful
and quite confident that a name will be coming forth relatively
soon.

Senator HARKIN. Mr. Secretary, I do not know

Secretary THOMPSON. I have had a chance to interview all of the
candidates and I can assure you none of the candidates that are
in the White House have a closed mind about stem cells and about
research. I think once you get a chance to meet any of the three
candidates that are over there you will be very satisfied after you
get a chance to discuss it with them.

Senator HARKIN. Well, that is reassuring, and of course we will
meet with them. They will have to come up to our committee for
confirmation.

Secretary THOMPSON. That is correct.

Senator HARKIN. I just say publicly for the record that—again,
you say you assure me this is not true. I am just saying, if it is,
if there is substance to that and such a person were appointed to
be the head of the NIH, I think you would see a mass exodus of
scientists out of NIH. To think that somehow you are going to have
a director of NIH that had a closed mind on a legitimate and I
think promising source of research would be something that has
never happened at NIH.
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CANDIDATE QUALIFICATIONS

Here we have just doubled the funding for it. We put all that
money into it. We want to attract the best and the brightest minds
to NIH.

Secretary THOMPSON. You do and I do as well, Senator. I can as-
sure you that the person that will be nominated, when he is nomi-
nated by the President, will have an open mind about research and
that you will feel comfortable with him. I am fairly confident about
that.

Senator HARKIN. Well, I hope so. Again, there are rumors
around. I can only say they are rumors. I do not know if there is
any substance to them.

Secretary THOMPSON. I read the article myself this morning and
I would like to point out that Dr. Varmus, who was the NIH direc-
tor, spoke very highly of the individual in question.

Senator HARKIN. He said: “While Zerhouni is not widely known
among basic researchers, he is a talented scientist with the ability
to instill confidence in the agency.”

Well, I heard a disturbing report that one of the candidates for
the NIH director position was interviewed by a certain U.S. Sen-
ator, who turned thumbs down and that ended it. Now again, I do
not know if that is true or not, but it was on the basis of his opposi-
tion to—or that he would not be opposed to stem cell research. I
do not know if that is true.

Secretary THOMPSON. I know full well about that individual and
I have the utmost confidence, as you do, in that person. He is an
outstanding scientist. The question was would he give up his insti-
tute in order to take the NIH directorship and he said no. That was
the question.

Senator HARKIN. But that person did not meet with a U.S. Sen-
ator regarding his position on stem cell research?

Secretary THOMPSON. I am sure he met with Senators. I do not
know how many he met with, but I know he did because I re-
quested that he do that.

Senator HARKIN. That he meet with Senators?

Secretary THOMPSON. Yes.

Senator HARKIN. Well, he did not meet with me. I do not know
what Senators he met with.

Secretary THOMPSON. I do not know either, sir.

Senator HARKIN. Well, there is that story out there that he met
with a Senator who turned thumbs down on him because he would
not commit to being opposed to stem cell research. Now again, that
is just a rumor.

Secretary THOMPSON. All I know from inside information is that
it was not that decision that affected his appointment. It was
whether or not he would turn down—whether or not he could han-
dle his institute and the directorship of NIH, and he wanted to do
both. I thought he could and, after reviewing it, the decision was
made that—well, the decision has not been made yet, but that is
the question. It is not his philosophical or ideological positions. It
is whether or not he could handle both positions, Senator.

Senator HARKIN. That is reassuring.

Senator Specter.
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Senator SPECTER. Thank you, Mr. Chairman.

Mr. Secretary, these appointments raise very difficult consider-
ations for Senate confirmation. It is not unexpected that the Presi-
dent would seek appointees who share his views on stem cells and
so-called therapeutic cloning. There has even been some suggestion
that you do not agree totally with the President on some of those
issues, but you are following the administration policy. I am not
going to ask you to comment on that, but leave that as an option
for you if you want to comment on it.

Okay, the option is on the table.

lSecretary THOMPSON. Sometimes discretion is the better part of
valor.

INFORMATION FLOW FROM HHS TO COMMITTEE

Senator SPECTER. Especially after you are confirmed.

Well, that is a political fact of life and it is recognized and re-
spected. One assurance that I do want from you on the record is
that when this subcommittee seeks information on these controver-
sial subjects that we will get it in an unvarnished way. Now, you
and I had a difference of opinion last year when this subcommittee
wrote to the directors of all the institutes asking for their views on
stem cells and their responses were edited in HHS. So that you do
have directors of quite a number of the institutes who are there in-
stitutionally and they are not being appointed by the administra-
tion, which is going to ask for ideological agreement. They are
there in the long haul.

The new directors may well have to pass the same sort of a test
that the NIH director is, at least as reported in the media, and it
has the ring of authenticity. Will you assure this subcommittee,
Mr. Secretary, that when we ask for information from these direc-
tors and scientists at NIH that we will get their views without any
editing or any ideological review?

Secretary THOMPSON. I can assure you without any equivocation
whatsoever that will be the case, Senator.

Senator SPECTER. That is very important, so we can at least go
back to the directors who have been appointed in the past. And
they may have views similar to the President’s, and if they do that
is fine, or they may not.

Secretary THOMPSON. Everything scientifically based should be
given to you in an unvarnished fashion, any way that you want it.

Senator SPECTER. That is what we want to do.

Secretary THOMPSON. I can assure you that is the course of ac-
tion.

Senator SPECTER. That is very important in evaluating what to
do with the nominees which the President submits. Of course, he
is the President of my party as well as your party.

Secretary THOMPSON. Yes.

BUDGET FOR CDC BUILDINGS AND FACILITIES

Senator SPECTER. On to some of these items. Mr. Secretary, do
you endorse a cut of $186 million for the CDC buildings and facili-
ties?

Secretary THOMPSON. Senator, I was faced with a difficult situa-
tion, as you are, in this budget. The first priority is the war. The
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second priority is bioterrorism and we have got a 45 percent in-
crease in there. I was allocated so much money, as is the case in
the budget resolution and in your house and in the House of Rep-
resentatives, and I had to make the tough decisions. Those are the
decisions that are in here, and some of those have been changed
by OMB. But I think that the budget request of $184 million—I
would have much rather had $250 million, which is a figure that
you and I have discussed many times before at CDC.

Senator SPECTER. You are putting in $64 million.

Secretary THOMPSON. $184 million. It is in the budget request,
Senator.

Senator SPECTER. Let me ask staff to double-check it.

Well, I am told by Senator Taylor that the $100 million is for
Fort Collins. Of all the experts in the field, Mr. Secretary, she
knows more than anybody. In fact, she knows more than everybody
combined.

Secretary THOMPSON. Fort Collins is part of CDC and that is
part of the building program, and we put in $184 million.

Senator SPECTER. But that is not

Secretary THOMPSON. Fort Collins is one of the laboratories.

Senator SPECTER. Fort Collins, Colorado?

Secretary THOMPSON. That is correct.

Senator SPECTER. That is a long way from Atlanta, Georgia.

Secretary THOMPSON. But it is a part of the CDC building pro-
gram.

Senator SPECTER. I know. But those buildings in Atlanta are
crumbling, Mr. Secretary.

Secretary THOMPSON. I understand that. You have been there; I
have been there. There are three campuses of CDC in Atlanta and
we are renting 24 other buildings. My objective, as yours is, is to
consolidate them, get all those CDC employees in rented buildings
into one of those new buildings.

Senator SPECTER. Mr. Secretary, they had an award ceremony
down in one of the Senate buildings, Senator SC—6, last spring and
they gave you an award for the money for CDC. Now, frankly, I
had some doubts as to whether they should have given you that
award because all that money came from Senator Harkin. I
thought he should have gotten the award.

Secretary THOMPSON. He probably should have.

Senator SPECTER. Do you know that if-

Senator HARKIN. You started it.

Senator SPECTER. It is easier for me to say it should have gone
to you rather than to me. It would be self-serving if I said it other
than to Senator Harkin.

But the point that I am making here is that if you stand by this
$64 million instead of $250 million, you are not going to get an
award next spring. Do you realize that?

Secretary THOMPSON. I probably realize that full well. I also full
well realize that I had to make some tough decisions, as you will,
Senator, and we had to put the money in bioterrorism and the war
effort first. This is what we were able to come up with.

Senator SPECTER. But the war on bioterrorism requires a build-
ing to do the research.

Secretary THOMPSON. That is correct.
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Senator SPECTER. And if you do not have a building you are not
going to be able to fight the war. But as long as you factored in
the consideration that you would not get an award when you put
this figure on, I will let you go now, temporarily, because my time
is up.

Secretary THOMPSON. Thank you, Senator.

Senator HARKIN. Senator DeWine.

OPENING STATEMENT OF SENATOR MIKE DEWINE

Senator DEWINE. Thank you, Mr. Chairman.
Welcome, Mr. Secretary. Good to see you.
Secretary THOMPSON. Good morning, Senator. How are you.

FOSTER CARE AND ADOPTION ASSISTANCE

Senator DEWINE. Good morning. Let me turn your attention to
Title 4.E and I want to talk a little bit about a proposed change
that you have that is causing a great deal of concern in my home
State of Ohio and I imagine around the country. HHS has an-
nounced a policy change prohibiting Title 4.E reimbursement for
administrative and training costs associated with the placement of
children in unlicensed foster homes. It is my understanding that
this policy change was made due to what your Department deemed
were inconsistencies with the old policy and a law that I was very
much involved in writing, the Adoption and Safe Families Act, in
particular a provision that I wrote that requires that the health
and safety of the child always be paramount, be the paramount
concern when deciding whether to remove a child from the home
and in making placement decisions.

In my home State of Ohio, this change, Mr. Chairman, is going
to cost about $22 million in funding. It cannot be replaced anyplace
else. To put it in simpler terms, what we have is many times
grandparents, we have aunts and uncles. These are unlicensed fos-
ter care homes. What your rule would do is it would say we can
no longer count those in regard for reimbursement for administra-
tive and training.

We are not talking about direct reimbursement for putting them
in the home. We are talking about just the overall counting them
for training for the caseworkers, for the training and the adminis-
trative costs.

I just would ask you to look at that. I wrote the provision of the
bill that apparently has caused the problems in the bureaucracy
and it was not my intention to cause that problem. I will absolutely
guarantee you this was the farthest thing from my mind, that your
Department would interpret it that way. So I would ask you to
take a look at that. It is just not our intention.

Secretary THOMPSON. Senator, it is certainly not my intention to
in any way adversely impact your district by $22 million, and it is
not our intention to do that at all.

Senator DEWINE. Well, Mr. Secretary, it goes beyond—I under-
stand budget cuts, but this decision was not made on the point of
view of budget cuts. I think we also understand the philosophy that
we want licensed, we want licensed homes.

Secretary THOMPSON. That is right.
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Senator DEWINE. We want that. But the reality is, for any num-
ber of reasons in the real world, an aunt or an uncle or a grand-
parent does not go through the process to have that home licensed.
What we are simply saying is those kids still have to be monitored.

Secretary THOMPSON. Absolutely.

hSenator DEWINE. And the State has still got the cost of doing
that.

The direct result of this, it is not money. The direct result is we
are going to have fewer caseworkers out there, and that is the last
thing we want to do. So if you will look at it, if you could.

Secretary THOMPSON. Senator, I will look at it the beginning of
nexc% week and I will get back and have an answer to you within
10 days.

1S{enator DEWINE. I appreciate that. That is fine. That is all I can
ask.

FUNDING FOR POISON CONTROL CENTERS

Let me turn to another issue and that is the poison control cen-
ters. This is something that I have worked on for a number of
years. We made great progress. We now have a national 1-800
number. We have had for the last few years a small amount of
money that goes into the budget that is administered to help the
poison control centers around the country.

The President’s budget proposes $21.3 million, which I certainly
appreciate. The question I have is, though, that I notice that in the
fiscal year 2003 budget the poison control center budget line was
moved to your budget for purposes of supporting our Nation’s bio-
terrorism preparedness effort. I do not have any problem with that.
I think that one of the things that we need to understand is that
the poison control centers in the event of a horrible disaster would
be right there in the front line. We would be using them. We have
to have them and, frankly, I think we have to invest a little more.
I appreciate what your budget does provide.

My question, though, is will HRSA still administer the distribu-
tion of the grant dollars and will these dollars still be used for the
purposes established under our original legislation?

Secretary THOMPSON. Absolutely. It is in the bioterrorism line,
Senator, so that we are able to have a more comprehensive plan
for all the bioterrorism dollars and be able to bring all of our assets
together. In case of a tragedy, we will be able to bring all those as-
sets to bear.

Senator DEWINE. Which I applaud.

Secretary THOMPSON. But HRSA will still be responsible for the
$21.3 million for giving out the grants. I know this is something
that is of interest to you. You fought very hard for it. They do an
excellent job throughout America and I for one applaud you and
applaud the job that they are doing.

Senator DEWINE. I appreciate it. One last comment and ques-
tion. I was disappointed—I know you have tough budget decisions,
but I was disappointed to see the graduate medical education ac-
count, the children’s hospital graduate medical education, reduced
from $285 million, which is where we have been able to get it the
last couple years, down to $200 million. That is really going to im-
pact on our children’s hospitals, and so I just would bring that to
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your attention and I hope that we are going to be able to find the
money here on Capitol Hill to restore that.

Secretary THOMPSON. The reason for that decision, Senator, is
that in fiscal year 2000 this budget was started with $40 million.
Then it was raised to $200 million and last year it was raised to
$285 million. We thought that $200 million is still a huge increase
from the base year of fiscal 2000. It goes from, instead of a stipend
of $72,000 per pediatric doctor in children’s hospital, to $52,000.
We think a subsidy of $52,000 is quite adequate.

Senator DEWINE. I appreciate that. The reality is that the only
reason we are having this discussion is because of a quirk, what
I call at least a quirk, in the law many years ago that children’s
hospitals were not included under the formula to begin with. We
have to fight over this every year. It is not your fault, not my fault.
It is history. But we have to fight over this every year because this
has to come out of the discretionary funds and does not come into
some sort of entitlement that just goes through and we never have
to worry about or think about and it just automatically happens.

So I know my time is up and, Mr. Secretary, I appreciate your
comments.

Secretary THOMPSON. Thank you, Senator DeWine, and we will
look at that administrative function on the children.

Senator DEWINE. Thank you. I appreciate it.

Secretary THOMPSON. We will get back to you.

Senator HARKIN. Thank you, Senator.

Senator Kohl.

OPENING STATEMENT OF SENATOR HERB KOHL

Senator KOHL. I thank you very much, Mr. Chairman.

Secretary THOMPSON. Senator, my friend, how are you.

Senator KOHL. Good to see you.

Secretary THOMPSON. Good seeing you.

Senator KOHL. Governor, there is no doubt that today one of the
highest priorities is obviously winning the war on terrorism abroad
while keeping Americans safe at home. But we also have the con-
tinuing responsibility of meeting the health and human services
needs of our Nation, as you know. I am concerned that in some
areas the President’s HHS budget falls short in this regard and I
hope that we can work together to address those problems over the
coming months.

BACKGROUND CHECKS FOR NURSING HOME WORKERS

As you know, on Monday the Aging Committee held a hearing
on abuse in nursing homes. We heard, not for the first time, stories
of patients being beaten, raped, and even killed by employees who
are supposed to care for them. While the vast majority of nursing
home workers do a great job, it only takes a few to terrorize pa-
tients.

I have introduced legislation to create a national registry of abu-
sive workers and also to require the FBI to conduct a criminal
background check before hiring an employee. The bill is supported
by both patient advocates and the nursing home industry. The
HHS Inspector General’s Office, GAO, local prosecutors, and State
officials have all called for a national background check system.
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I would like to hope that you and the administration will be sup-
portive of this legislation. I know if you will we will have an out-
standing chance this year of getting it passed. I would like to solicit
most respectfully your support for this legislation.

Secretary THOMPSON. Senator, first let me point out unequivo-
cally that I personally support your legislation. I think it is needed
and I think it would be a good step forward.

Short of that, what we have done through CMS is put in place
the Nursing Home Compare web site where CMS will publicly re-
port nine quality measures in six States beginning April 15. We are
trying to increase the quality in nursing homes, and the consumer
tool allows beneficiaries to select homes for comparison by city,
State, county, or facility name. The six States participating in the
pilot are Rhode Island, Colorado, Washington State, Maryland,
Ohio, and Florida.

We also in January started posting and we will have this data
up so that individuals will be able to look at the web site at CMS,
to be able to determine nursing homes in their particular States on
the information that we received, the information that we get, the
kinds of quality care as well as some of the problems that you have
indicated, and we are hoping that people will look to this web site
when they choose the correct nursing home, because you know as
well as I do there are excellent nursing homes out there and some
that are not measuring up and we want to get those and, if pos-
sible, improve their quality, so that every person that goes to a
nursing home receives the kind of care that you and I would like
to receive.

Senator KOHL. Does that mean you would support my legisla-
tion?

Secretary THOMPSON. Yes, I said that at the beginning. But short
of that, in the meantime, we are proceeding through administrative
functions, while you are working on your legislation, to do other
things to improve the quality.

Senator KoHL. Well, I thank you. I thank you for what I believe
will be your support. I think that is great.

Secretary THOMPSON. Thank you.

FUNDING FOR STATE SURVEY AGENCIES AND OMBUDSMEN

Senator KOHL. Governor, at last year’s hearing we talked about
the importance of giving State survey agencies enough funding so
that they can inspect nursing homes, handle complaint investiga-
tions, and make sure residents get safe and quality care. It is also
important that the State long-term care ombudsmen have enough
resources to handle the increasing number of nursing home com-
plaints. Each year I have fought to increase funding for these pro-
grams and so I was disappointed to see that the President’s budget
actually cuts survey funding by $6 million and flat-lines the om-
budsman funding, despite the fact that complaints have jumped
quite a bit last year.

It is clear to me that we need to increase and not decrease our
efforts to make sure all nursing home residents are safe. I ask the
question, how can we expect States and ombudsmen to carry out
these critical duties, which I know you regard as important, while
at the same time decreasing their funding?
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Secretary THOMPSON. All I can tell you, Senator, is that, number
one, we had so much money. We had a 45 percent increase in bio-
terrorism to $4.3 billion. We increased NIH by $3.7 billion. Every-
thing else we had to make some tough decisions, and those tough
decisions are reflected in this budget bill.

We are also trying to do things other than the ombudsman pro-
gram and the survey program. We are putting information up on
the web site so people can find nursing homes and have an oppor-
tunity to compare nursing homes and the quality of care that pa-
tients are receiving in those nursing homes.

I know that is not the answer you would like, but it is as candid
as I possibly can be.

CHILD SUPPORT PROPOSALS

Senator KOHL. Okay, I appreciate that.

The last question, Governor. I would like to thank you for what
I am sure was your influence in making sure that the President’s
budget included child support distribution reform. You and I
worked together on this issue in Wisconsin for many years and
with great success.

Secretary THOMPSON. Yes, we did.

Senator KOHL. Our State of Wisconsin has had this policy due to
your efforts since 1997. As you know, Wisconsin has seen great re-
sults with the program. That is why I myself sponsored legislation
that would let all States follow the example that you set up in Wis-
consin.

I was pleased to see that the President’s budget included similar
child support proposals. But even though we are all in agreement
on this, we still face a tight budget this year. Can I hope that you
will ;be able to get this program enacted on a national level this
year?

Secretary THOMPSON. I am hopeful, because it is the right thing
to do for the Nation. But we have a lot of things that are on our
plate, Senator. All I can tell you is I will try.

Senator KOHL. I thank you so much. I thank you for being here
today. I cannot help but think as I look to you how important you
have always been to the State of Wisconsin, to the people of Wis-
consin. Any chance you will ever return, Governor?

Secretary THOMPSON. Absolutely, Senator, without a doubt.
Thank you so very much and good luck to the Bucks.

Senator KOHL. Thank you.

Secretary THOMPSON. Thank you, sir.

MEDICARE REIMBURSEMENT RATES

Senator HARKIN. Mr. Secretary, I just have a couple more ques-
tions I would like to propound to you. One, as I mentioned, one of
the biggest obstacles in affecting rural States’ ability to provide
services is the discrepancy in Medicare payment rates. Let me
draw?your attention—I gave you that chart at the desk, I think; did
I not?

Secretary THOMPSON. You did not give it to me. You showed it
to me, Senator. I do not have it in front of me, but that is all right.

Senator HARKIN. Well, here is a big one.

Secretary THOMPSON. I can see that, almost.
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Senator HARKIN. It is a big one. What this is is the variation
among the 50 States.

Secretary THOMPSON. I bet Iowa is down at the bottom.

Senator HARKIN. I bet you are right. That is a very good guess.
Here we are.

Fifty States, from $7,336 per beneficiary in Louisiana to $3,053
in Towa. Now, our people pay the same taxes exactly as the people
in Florida, Louisiana, New York, Texas, Connecticut, Pennsylvania,
Rhode Island, et cetera. We pay the same. Why are we penalized
so much?

Just look at Iowa, and here is Nebraska. Iowa gets $3,053 per
beneficiary. Nebraska gets $4,856 per beneficiary. What could pos-
sibly be the reason that Nebraska would get 63 percent more per
beneficiary than Iowa?

This variation is simply unjustifiable and unacceptable. Now, I
understand there might be some variances, there might be some
reasonable differences in cost someplace. But differences of this
magnitude are just unacceptable.

It has been estimated that Iowa every year, just if you took the
national average, what we lose if we were just at the national aver-
age is about $1 billion a year. We are being penalized in the State
of Towa. It is $1 billion a year, and people wonder why we are hav-
ing trouble getting doctors in our rural areas. They wonder why
our small hospitals are closing. They wonder why other health care
professionals like nurses and nurse practitioners and others are
leaving.

Yet in Iowa we have the second highest proportion of elderly over
85 of any State in the Nation. I think we are fourth, in proportion
of elderly over 65. And it is the small rural hospitals that are bur-
dened the most with Medicare patients, the disproportionate share.

I am told that in some of these States above the national average
line people get three or four times the doctor visits for the same
illness, compared to low payment States. How do I tell my people
in Iowa that this is somehow fair and this is equitable, and they
pay the same taxes?

Secretary THOMPSON. You cannot.

Senator HARKIN. I cannot say that.

Secretary THOMPSON. You cannot.

STATUTORY CHANGES TO REIMBURSEMENT FORMULA

Senator HARKIN. My question is what are we going to do about
it?

Secretary THOMPSON. Change the law. The law requires us—we
are implementing the law as it is. The biggest difference,
Senator——

Senator HARKIN. Has the administration proposed a change in
the law?

Secretary THOMPSON. No.

Senator HARKIN. Well, will the administration propose a change
in the law?

Secretary THOMPSON. I will help you.

Senator HARKIN. Well, I hope so.

Secretary THOMPSON. I will help you a lot.
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What the biggest difference is, 71 percent of the difference is in
the wage index. When the law was set up it was based upon the
wage index, 71 percent. Twenty-four percent on top of the 71 per-
cent is based upon utilization. So 95 percent of the rate that goes
into the Medicare reimbursement is based upon the wage index
and the utilization.

In Towa, when the law was passed Iowa’s wages were lower, as
is Wisconsin, as is Nebraska.

Senator HARKIN. Wisconsin is right here.

Secretary THOMPSON. Wisconsin is not doing much better.

Senator HARKIN. Not doing much better.

Secretary THOMPSON. Not much better, but better.

And the utilization. Your State is healthier, evidenced by the fact
that it has the second highest proportion of individuals over the
age of 85. The utilization—people in Iowa and Wisconsin do not go
in and use the hospital and the clinics as much as other people do
in the large urban areas. I guess it is one of the things that we
grow up with. You know, we suffered more.

Senator HARKIN. Maybe. I do not know.

Secretary THOMPSON. I do not know what the reason is, but the
utilization is down, and it has been documented that it is down.
When you add 24 percent, which is part of the factor for utilization,
71 percent for the wage index, it is 95 percent and that is the dif-
ference.

The law has got to be changed. We do not have the power to
change the law out there. I wish we did because I think there
needs to be a look at that. Hopefully, this year on a bipartisan
basis we could sit down and do something to strengthen Medicare,
change the reimbursement formula, put a prescription drug in
there, and come out of here with a bipartisan bill, and that is my
dream. But I do not know if that is entirely possible.

Senator HARKIN. Well, we will get into prescription drugs an-
other time. But this has gotten to the point now that we cannot
just say, well, maybe next year or the year after or the year after.
We have got to change this right away.

Now, as I said in my opening statement, Senator Craig and I
have a bill in that would basically say no State over 105, and State
under 95. So it would still leave a 10 percent variation.

Secretary THOMPSON. Yes, it would.

Senator HARKIN. For various things, but it still would not leave
100 percent variations.

Now, two things I would just respond to you. You are right on
the wage and the utilization. I am doing some research to find out
when these wage things were set and what was the rationale for
it. But there is this myth that somehow it is cheaper in a rural
area to provide the same

Secretary THOMPSON. It is not.

Senator HARKIN. Of course. You know that. You know that from
Wisconsin.

Secretary THOMPSON. I come from a big city compared to yours.
My city is 1,500. Yours is 150.

Senator HARKIN. Okay, right.

Secretary THOMPSON. But we both know the needs of small rural
hospitals.
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Senator HARKIN. As I said, they buy in small quantities, they pay
more money.

Secretary THOMPSON. Yes.

Senator HARKIN. In terms of wages, though, if they do not pay
their nurses and their doctors and their administrators equivalent
to what the city will pay, they lose them. So what happens is it
justhdegenerates down, and you are losing a lot. That is the wage
myth.

Now, the utilization myth is another thing. The utilization goes
down because what is happening is the hospitals and the doctors
are not taking any more Medicare patients. They are saying, we
cannot take any more because this is charity work, it goes on our
fee for pay people or managed care people or insurance people.
That is where it goes and they are picking up the burden, and they
cannot pick it all up.

So what happens is if the utilization rate was low at one time,
it just keeps getting lower and lower and lower and lower as more
and more hospitals say, we cannot take any more Medicare pa-
tients.

Secretary THOMPSON. And that impacts on the reimbursement
formula.

Senator HARKIN. That impacts the reimbursement. So it just
keeps spiraling down.

Secretary THOMPSON. We have to modernize it.

Senator HARKIN. I would hope that—again, I am looking forward
to some legislation. We have our bill in. If you do not like that,
come up with something else. I am not saying that what Larry
Craig and I put in is the absolute way we have got to go. Maybe
there is another way. If there is—I would like to work with you
and this administration to address this inequity that we have here.

Secretary THOMPSON. Senator, I want to work with you, because
when I was Governor I used to complain like you are complaining.
Maybe not as eloquently as you are, but I complained vociferously
the fact that Wisconsin was not getting reimbursed properly. I
think that hopefully we can work together and come up with a
change. But it is going to be difficult.

Senator HARKIN. Well, it may be difficult, but it is grossly unfair,
grossly unfair, to the people that live in these States down in here,
grossly unfair that they have this kind of discrepancies. Again, I
look forward to working with you on it, but I just wanted to make
that point.

Yes, you may go next, and my time is out.

Secretary THOMPSON. Thank you, Senator.

Senator HARKIN. Senator Specter.

Senator SPECTER. Mr. Secretary, just a few more questions be-
cause other of our colleagues have arrived. The budget, $2.982 bil-
lion, almost $3 billion, was added for homeland defense in the De-
partment of Defense supplemental.

Secretary THOMPSON. The supplemental last year.

Senator SPECTER. Now, I do not know quite how all the arith-
metic works out here, but it seems to me that in a context where
the increase for HHS is only $2.3 billion that homeland defense
really ought to be a part of the Department of Defense budget as
Congress legislated putting the $3 billion in the DOD, Department
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of Defense, supplemental appropriation bill last year. If that money
were charged to defense, which has an increase of about $28 billion
for a total budget—we had those hearings in this room last week—
around $390 billion, we would have more leeway in the HHS budg-
et.

That would enable us to accommodate some of these cuts, like
graduate medical education. There was a real struggle to get it up
to $285 million and it is just not adequate to cut it by $85 million.
Or the community service block grants or the chronic disease pre-
vention. I know your position is you had to make hard choices and
I understand that, but I would ask for your assistance in trying to
get OMB or the administration generally to acknowledge that this
money for homeland defense ought not to come out of the domestic
programs, which in effect it does.

Will you help us on that?

Secretary THOMPSON. Nobody has ever asked that question of me
before, Senator.

Senator SPECTER. That is the first time I ever asked a question
nobody else had asked.

Secretary THOMPSON. Are you talking about the $4.3 billion that
comes——

Senator SPECTER. Yes.

Secretary THOMPSON. The problem with it is that most of the
money actually goes into research. Nine hundred million dollars of
that goes into NIH for new research for vaccines for hemorrhagic
viruses, botulism, plague, and a new anthrax vaccine. So that
money definitely is—and $1.1 billion, $1 billion of that, goes back
to the States through CDC to develop a really strong local and
State public health system, something that we have disinvested in
in the past. We have a great opportunity, Senators, to build a real
vibrant, strong, local and State public health system.

Then there is $518 million of that that goes into hospital pre-
paredness and that is all really Health and Human Services, so I
cannot imagine the administration or the Department of Defense
being willing to take that as a responsibility.

Senator SPECTER. Well, I am all for that, Mr. Secretary, but not
if it involves cuts in children’s graduate medical education or com-
munity service block grants. Those funds are in response to 9-11
and they are an important response, but they are really a Depart-
ment of Defense response, just like the money we added in in the
Department of Defense supplemental last year. Well, take a look
at that.

My time is about to expire and I want to cover one other subject
with you.

Senator HARKIN. I just wanted to, if the Senator would just yield
so I could buttress what he is saying.

Senator SPECTER. You have to stop the clock.

Senator HARKIN. We will stop the clock.

Senator Specter is right on target on this. As I look at the bioter-
rorism overview, there are a number of items in there that right-
fully should be in defense. When you are talking about anthrax for
$18 million, they are already doing that. These all add up. You
may say, well, it is only $18 million.

Secretary THOMPSON. I did not hear that, Senator. I am sorry.
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Senator HARKIN. The anthrax vaccine. I am saying that the De-
partment of Defense is already doing a lot of that.

Secretary THOMPSON. It does.

Senator HARKIN. So I think that ought to be in their purview.
You have got down here command, control

Secretary THOMPSON. I just would like to add, I argued that the
$250 million on the purchase of anthrax should be under Depart-
ment of Defense. I lost that fight. I lost that battle.

Senator HARKIN. Well, let us consider that again here in our Ap-
propriations Committee perhaps. That is where we have got to
argue it again here, Mr. Secretary.

National security and early warning surveillance, $10 million.
Biological detection and assessment teams. We have got $3 million
in here for the Olympics. I really do not think that should come out
when your budget proposes cutting community service block grants
and child care.

Secretary THOMPSON. Well, the $3 million for Olympics actually
really rightfully was used because we had to inspect all of the food.
We had a lot of our doctors and health officers out there. We had
400 personnel working during the Olympics.

Senator HARKIN. I will give you that one. But there are a lot
more in here I think that we could pick out.

Secretary THOMPSON. I am more than happy to work with you,
Senator.

Senator HARKIN. Thank you very much.

Senator Specter.

NIH STEM CELL REGISTRY

Senator SPECTER. The last question I have for you, Mr. Sec-
retary, relates to the NIH stem cell registry, which now identifies
78 stem cell lines which were purportedly in existence at 9 o’clock
on August 9, the magic time line. What I would like you to provide
for the record is how many stem cell lines there were on August
9 at 9 o’clock, which is the bewitching hour set by the President,
and what level of development these stages are, in development
and characterization, and how many of these stem cell lines are im-
mediately available to U.S. researchers, because that issue has
been put on the back burner with a lot of concern immediately
after the President’s speech on August 9 that there were insuffi-
cient research lines available.

I would like to see an update on that, because when our focus
shifts from 9-11 we are going to come back to that question as to
whether it is adequate. We had 64 Senators sign letters that there
ought to be more NIH participation in research on stem cells and
another 12 were in agreement but would not put it in writing,
which was a factor in leading the President to make the changes
he did. There are many of us who feel that, while those changes
were helpful, that they are not enough.

So if you would update this so we have specific information on
what are the lines now available for research, we would appreciate
it.

Secretary THOMPSON. Senator, there are 78—there were 62 the
night that the President made his announcement. There are 78
today that meet the requirements. But of the 78, 70 are distinct.
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The additional 8 above the 70 are derivations and further charac-
terizations of the 70. So actually I think you should really look at
70.

Senator SPECTER. Are you saying that those 70 lines are imme-
diately available to U.S. researchers?

Secretary THOMPSON. They are all on the registry. I do not know
if they are all ready for research. I think they are. I can get that
information for you.

Senator SPECTER. If you get that information, I would appreciate
it.

Secretary THOMPSON. I would be more than happy to. Did you
want to know about the applications that we have in?

Senator SPECTER. Yes.

Secretary THOMPSON. We have right at the present time—the
registry was posted November 7.

Senator SPECTER. Mr. Secretary, would you provide that for the
record, because other colleagues are waiting to question.

Secretary THOMPSON. Sure, I would be more than happy to.

[The information follows:]

STEM CELL REGISTRY

The 78 lines that are listed on the Registry are in varying states of availability.
The WiCell agreement makes the lines from Wisconsin available, and one is being
shipped. Infrastructure grants have been made available to help all sources increase
their ability to fill requests for lines. We are making the first such awards shortly.
The availability of lines other than WiCell depends to some degree on resolution of
agreements between WiCell and the other sources. It appears that such negotiations
are proceeding and will soon result in other lines becoming available.

Senator SPECTER. Thank you.

Senator HARKIN. Thank you, Mr. Secretary.
Senator Murray.

Senator SPECTER. Thank you.

Senator HARKIN. Senator Murray.

OPENING STATEMENT OF SENATOR PATTY MURRAY

Senator MURRAY. Thank you very much, Mr. Chairman.

Mr. Secretary, good to have you here today.

Secretary THOMPSON. Thank you, Senator.

Senator MURRAY. I walked in as we were having the discussion
on the regional inequities in the Medicare reimbursement and
wholeheartedly support what Senator Harkin was showing us in
terms of the regional inequities. This is not just a rural health
problem or a rural reimbursement problem.

Washington State is 45th on the list and the reason we are 45th
is because we had a very efficient delivery system before this was
enacted and we are being penalized for that. So we are being kept
down at the bottom, and seniors in my State are furious about this.
They feel very strongly that their ability to have good care should
not depend on where they live in this country.

But it certainly is, when you look at this chart—and if you live
in one of the States on the bottom here and you are a senior cit-
izen, you are looking at doctors leaving your State, as we are in
ours, health care facilities closing. They do not think they should
move to, much as they love my friend Senator Landrieu, move to
Louisiana or Florida or New York in order to have better care.
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So we have to deal with this issue and I hope that you look at
Senator Harkin’s proposal and work with all of us on this very,
very critical problem.

Secretary THOMPSON. Senator Murray, if I could quickly respond.
I want to. I fought this fight when I was Governor. I have dis-
cussed this with you before. I have discussed it with Senator Har-
kin. The law is the law. We cannot change the law in the Depart-
ment of Health and Human Services. The law says that you base
the reimbursement on the wage index, which is 71 percent of it,
and utilization, which is 24 percent.

Now, it should be upgraded, but we cannot do that without the
change in the law, and I want to work with you. I think we need
to do that. The problem is that when you change, increase your re-
imbursement, does that mean that the reimbursements for Lou-
isiana are going to go down? I do not think Senator Landrieu is
going to be too excited about voting for that.

Senator MURRAY. Well, if there is additional money it should go
into the States at the bottom.

Well, let me move on and ask you about the upper payment
limit.

Secretary THOMPSON. Yes.

Senator MURRAY. In Washington State that is used to provide
health care services to the most vulnerable. It is not about sup-
planting dollars. It is not about redirecting funds. It really is about
providing health care. I am very concerned that the administration
is looking to roll back funding on that.

It is my understanding that the administration’s efforts on UPL
are intended to improve the integrity of Medicaid and to ensure
that these funds are not being misused. I would just tell you, if you
have any concerns about how Washington State is using this
money I would be more than happy to sit down with you and my
Governor and to walk through this. But what I want to remind you
today, that Washington State for years has been ahead of what
most of the States have in this country in expanding access for
children.

In 1994 my State provided coverage up to 200 percent of the
FPL. That is better than some States are providing now even with
CHIPS. So we have really gone out of our way to do that, and pull-
ing the rug out from Washington State right now when we are fac-
ing a billion dollar shortfall really is going to jeopardize the care
we can provide for low income families and particularly children in
the State of Washington.

So Mr. Secretary, if you could respond and just let me know how
you propose States like Washington will be able to meet their obli-
gation under this program.

Secretary THOMPSON. The upper payment limit has been some-
thing that has been a very controversial subject, that has been
abused in the past, and the administration feels that 100 percent
is 100 percent and you should not be reimbursing above that 100
percent. That is what the proposed rule is. Congress passed the law
I think last year, or 2 years ago—it was before I came out here,
2 years ago—that has allowed for a declining period for various
States. I do not know where the State of Washington is. I know the
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State of Illinois and California have a glide path of 8 years. I do
not know where Washington is.

Senator MURRAY. Ours is as well.

Secretary THOMPSON. What?

Senator MURRAY. We are as well.

Secretary THOMPSON. You have got a glide path of 8 years as
well?

Senator MURRAY. But cutting the rug out from underneath us
right now is going to create a critical impact on our ability to
provide

Secretary THOMPSON. The glide path is still in the law.

Senator MURRAY. But the reimbursement is going to be pulled
out from under us this year, it is my understanding.

Secretary THOMPSON. It is my understanding that the glide path
is still in place.

Senator MURRAY. Mr. Secretary, what I would like to suggest is
that perhaps you and my Governor and I can sit down and walk
through this.

Secretary THOMPSON. Absolutely.

Senator MURRAY. Because it is really a critical challenge.

Secretary THOMPSON. Your Governor has been in and I will be
more than happy to see him again. In fact, he was in I think last
week and talked to me on a waiver. I think he said that you sup-
ported it.

Senator MURRAY. No, he actually said that he was going to talk
to me about supporting that.

Let me ask one other quick question. I know that this is a con-
cern I share with Senator Landrieu. She may ask about it as well.
But I am concerned about the TANF proposal that seeks to expand
the number of hours a week that a beneficiary must work up to 40
hours, but the President’s budget does not provide any funding for
child care. The biggest and most costly hurdle for women in meet-
ing these work requirements is funding safe, affordable, depend-
able child care.

I am really concerned that the additional work requirements will
make it almost impossible for TANF beneficiaries to provide safe,
secure child care unless we increase those dollars. What is your ad-
ministration going to do about that?

Secretary THOMPSON. Basically, Senator, your question is right
on target because there is no question that child care has got to
be appropriate and it has got to be funded in order to allow for in-
dividuals to leave welfare. This was one of the things that I argued
for way back when.

But I also argued when I was the Chairman of the National Gov-
ernors Conference and we negotiated the first TANF proposal that
if Congress would level fund we would make do. This administra-
tion is continuing on with that promise even though there was a
lot of pressure to reduce the $16.5 billion, lowering that, because
the caseload has been reduced by one-half.

There was the argument made that we should only put in $8.5
to $10 billion rather than the $16.5 billion. I argued that we should
maintain the commitment of $16.5 billion so we can go to the next
step.
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We are also putting in the supplemental funding, which is very
helpful to a State like Louisiana, $314 million. We are putting in
$350 million for going from independence, dependence, and giving
them a 1-year coverage on health care, which is extremely impor-
tant, plus a contingency fund of $2 billion.

All of these things add up to well over $19 billion when the case-
load is in half. As far as child care, we maintain level funding, $2.7
billion in mandatory funding, $2.1 billion in discretionary funding,
for a total of $4.9 billion. We also allowed in the TANF proposal
the flexibility for States to use up to 30 percent of their TANF
money for child care and then also taking money out of the SSBG,
the Social Service Block Grant, for child care.

You have got an extreme lot of flexibility to develop a good pro-
gram. So even though it is level funded, we think the discretion is
there, and with the caseload one-half of what it was we felt that
it was adequate funding, considering the overall impact to the
budget where we had to put a 45 percent increase into bioterrorism
out of our budget.

Senator MURRAY. Well, thank you very much, Mr. Secretary. I
appreciate your response.

Mr. Chairman, my time is up, but I would just say if we are
going to expand the number of hours that we are requiring bene-
ficiaries to work we are going to have to increase the dollars for
child care or we are simply putting a tremendous burden on women
out there, and we are going to increase the number of kids who are
in unsafe conditions in this country.

Senator HARKIN. Senator, you are absolutely right, and that is
why—we have got to do something with this budget on child care.
It is totally inadequate. Hopefully we can work something out on
it.

Senator Landrieu.

OPENING STATEMENT OF SENATOR MARY L. LANDRIEU

Senator LANDRIEU. Well, thank you, Mr. Chairman.

Let me begin by just following up and welcome Mr. Secretary.

Secretary THOMPSON. Thank you, Senator.

Senator LANDRIEU. I apologize for being late. I have had four
meetings like this already this morning.

Secretary THOMPSON. It did not bother me that you did not
come——

Senator LANDRIEU. I am going to try to ask one easy question.
But let me start with the difficult and I think very appropriate one
of Senator Murray. Are you suggesting, then, that because the Fed-
eral Government has lived up to its commitment of level funding,
that the States will then have to find savings by their dropping
caseloads to increase their block grant for child care? Is that what
you are suggesting?

Secretary THOMPSON. No. We put a lot of flexibility in there for
governors and for State legislatures to do. One of those was, under
the previous TANF proposal it was only allocated on a year to year
basis, so the States had to spend all that money or had to obligate
that money 1 year at a time because they were fearful the Federal
Government would pull back. We are now allowing for the States
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to obligate their allotment over the 5-year period, so that they will
have much more flexibility.

We are also putting a waiver in here that is going to allow for
the States to have an extremely lot of flexibility for developing a
good program from education and so on.

The third thing is it is not 40 hours a week. It is 40 hours, 24
hours of work. Sixteen hours can go into education, can go into the
job training, job seek, or into alcohol or drug treatment and reha-
bilitation. We think there is flexibility there for the States to meet
their obligations.

Senator LANDRIEU. I appreciate that. I only suggest that flexi-
bility without money is no flexibility at all. So I am trying to un-
derstand if your argument is that we are going to fund the welfare
basically reform effort at the same level, therefore all States, as
your caseloads are reduced, you are going to have to be creative in
increasing your child care block grants, but you are going to have
to do that on your own by efficiencies? Because if that is the mes-
sage, we need to take that to the governors and to the locals and
see if they buy it.

They very well may be able to. You were a Governor and a very
effective leader in this area. Perhaps we can convince our States
that that is the way those child care block grants are going to be
funded in the future.

But I am not sure they would agree with that approach. I just
do not know. I will speak to my Governor and my legislature imme-
diately about it, because we have got to—if we want people to go
to work, particularly women, we also want them to be good at rais-
ing their children and be effective and be nurturing and loving—
then we need to meet them more than half way and help them
with these expensive child care arrangements, which I say before
this committee again, Mr. Chairman, it has been a while since you
have raised children. I am raising them now, one that is 10 and
5. I had quite a shock when I came to Washington to put Mary
Shannon in day care and it cost me $7,000 a year.

Luckily, I can afford that. But I can think of a lot of women that
work in this building that cannot afford that, let alone women who
do not have the kind of jobs, et cetera. So point made.

Let me just thank you for your help——

Secretary THOMPSON. If I could just quickly add. You are abso-
lutely correct if the caseload was growing. But the caseload is de-
clining, and so level funding should with the decline, should be suf-
ficient.

Senator LANDRIEU. Should be adequate. So we will hear from our
governors about their counter to that about why they are not able
to increase their child care block grants by 20 or 30 or 40 percent,
which would really help us.

Let me congratulate you for your focus on this new scholarship
program for foster care and the help that this administration has
been to the 25,000 children, a small number relative to the whole
population, but I think we have a special obligation to these kids,
because the system took their families, original families, away for
good reason—neglect and gross abuse, and danger—but we failed
to give them another family.
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So if we could not get them another family, we need to give them
at least a chance to create a family of their own. That best chance
is to give them a college education or training.

So I want to thank you and would only urge you——

Secretary THOMPSON. I want to thank you, because you have
been a leader in this and I applaud you. You and I spoke together
and I was amazed at your passion on this subject and your knowl-
edge. I want to thank you.

Senator LANDRIEU. Well, I appreciate that. But I want to work
with you closely to make sure that the States—and Mr. Chairman,
I want us to focus because this is a new program that is standing
up—to make sure that the States are not siphoning off this money
even for well-intentioned middlemen and middlewomen and keep-
ing the money, as opposed to getting it to these young people, the
same age as people, young people who put on the uniform and are
fighting for us in Afghanistan, 18, 19 year olds. They are respon-
sible enough to take that money, use it for college, etcetera.

My point is there is a great idea floating that is bipartisan called
IDA’s, and I think you are going to be leading that, Independent,
Individual Development Accounts. It is hooked to the new charity
initiative, something that Senator Lieberman and Senator
Santorum have championed and the President has endorsed it.

My point on this is, and for the chairman too, that there is
money in the budget to set up these IDA’s that is restricted to buy-
ing a home, retirement, and starting a business. I want to suggest
that we expand it to allowing families or individuals that qualify
to put a down payment or to purchase an automobile, the reason
being that it connects to our welfare to work. People need child
care and transportation to get to work, and if we link that, Mr.
Secretary, by just expanding the parameters of that, you could be
I think very successful in helping us to lead a more effective way,
because with our policies on transportation, as much as we talk
about, Mr. Chairman, mass transit, we do not have a whole lot of
it.

For poor people who are living in suburbs, if they do not have
access to an automobile they cannot access the jobs. There is a dis-
connect from where the jobs are and where they might live. We
keep saying we are going to provide buses and trains. We do not
do a good job of it. So since we decided automobiles is the way to
go, then let us help poor people to purchase an automobile—it
could be used, there could be restrictions—to get them the vehicle
to get to work.

So I am going to send this to you in a letter.

Secretary THOMPSON. I would appreciate that.

Senator LANDRIEU. I have already approached Senator
Lieberman on the idea and I am going to send something to the
President on it.

My final point is on faces of adoption. We have a very exciting
technology that was developed in the private sector, to use the
technology to try to put a face and a voice now on a computer that
can help a family that is looking for a child to find one that they
might be willing to raise. It is very cost effective. It is the only hope
that these children have that are lost in this foster care system to
really try to find a family.
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For 4 years, Mr. Chairman, we have funded in this committee
some money to help do this. Yet, while we have 100,000 children
who are available for adoption, we only have 6,000 of their pictures
up on the Internet. My question is why are we moving so slowly?
If you need extra funding, maybe we can come up with it.

Do you have any ideas or are familiar with this?

Secretary THOMPSON. No, I am not, but I will be by next week.

Senator LANDRIEU. Well, can I send this too, in writing, and be-
come familiar, because this is a great opportunity for us to do
something for foster care children in this country, but show a
model to the world about how using technology in appropriate
ways, not exploiting children or exploiting emotions, but to help
these kinds find a home.

I will end with, as Phil Gramm said, who is my advocate with
me on this: “Every child that we can place out of foster care into
a family willing to adopt them is not only the most wonderful thing
to do for the family and the child, but it saves the taxpayers a lot
of money when we do that.” I know you know it.

Secretary THOMPSON. But it is the right thing to do.

Senator LANDRIEU. It is the right thing to do. So let us make the
small investments that really make this work.

I thank you, Mr. Chairman.

Secretary THOMPSON. I want to work with you on both those sub-
jects.

Senator LANDRIEU. Thank you, Mr. Secretary.

Secretary THOMPSON. Just send me the letter and I will be more
than happy to respond.

Senator LANDRIEU. Thank you.

Secretary THOMPSON. Thank you.

Senator HARKIN. Thank you, Senator.

Before you leave, Mr. Secretary, I just want to respond a little
bit to what Senator Landrieu pointed out about the need for the
child care money and, as you pointed out, that because of the de-
clining caseload, we will have more money in TANF to be able to
do some of those things. We will have to take a close look at that
because the caseload now—what we have done is we have gotten
rid of the easy cases. The easy cases have gotten off welfare.

What is left are the hard ones, and these are the people that
maybe in a lot of cases are not going to get off welfare. So they
have got drug problems, they have got a lot of other problems.
They may have medical problems, disability problems, whatever.
They have got a lot of different problems.

So they are the hardest to serve. So I am not certain, just off the
top of my head, I am not certain you are going to be able to find
much savings there to be able to use for child care. As I said, the
easy ones are gone. Now we are down to the hard cases. I think
trying to look for savings there, just to make that connection, is not
necessarily valid. We have to look at that.

Secretary THOMPSON. Senator, I made the same argument when
I was Governor.

Senator HARKIN. Well, wait a minute. Then how come I am mak-
ing this argument to you?

Secretary THOMPSON. Just history revisited.

Senator HARKIN. I guess so.
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Well, I am glad you are where you are, Mr. Secretary. I think
you are doing a great job and I really appreciate the openness and
all of the work you have done with our committee, and your staff
has }lloeen great and very accessible and we appreciate that very
much.

Secretary THOMPSON. Thank you.

Senator HARKIN. Thank you, Mr. Secretary.

ADDITIONAL COMMITTEE QUESTIONS

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 ToM HARKIN
HIV/AIDS SERVICES THROUGH RYAN WHITE

Question. This is the second year the Administration has not requested an in-
crease of the Ryan White CARE Act Services programs. The Centers for Disease
Control and Prevention (CDC) has just reported that an estimated 900,000 Ameri-
cans are currently infected with HIV/AIDS. CDC further reports that about a third
of these individuals do not know they are infected, and another third know their
status, but are not receiving care. What is the rationale for maintaining these pro-
grams at the fiscal year 2002 level when CDC has just reported that the number
of patients who require these services is higher than we expected? What is the im-
pact of limiting these funds in light of medical inflation on each of the Ryan White
CARE Act Titles?

Answer. The fiscal year 2003 budget maintains funding of the Ryan White Care
Act at the historically high level of $1.9 billion. Ryan White activities have in-
creased by over 65 percent since fiscal year 1998. At this level, HRSA will continue
in providing services to an estimated 500,000 persons. To further the Administra-
tion’s comprehensive efforts to ensure services to individuals living with HIV/AIDS,
the fiscal year 2003 President’s Budget requests $15 billion (more than $950 million
above fiscal year 2002 Enacted) government-wide for domestic prevention, treat-
ment, care, and research activities.

HEALTH PROFESSIONS REDUCTIONS

Question. The Health Professions Education programs authorized by Title VII of
the Public Health Service Act have long served the Nation well in producing quality
health care providers in every discipline. For almost 40 years, these programs have
provided professional health training opportunities for poor and disadvantaged
Americans to enter the medical and allied health fields. Over the years, specific
Health Professions programs were established to meet the needs the market could
not fill. These programs have been particularly effective in ensuring training oppor-
tunities for minority individuals and individuals at minority institutions. Your data
has shown that these individuals have filled gaps in the supply chain in areas
where other individuals have chosen not to practice.

There are still great needs throughout the country, particularly in underserved
frontier and rural areas where Americans lack sufficient health providers. Why does
the Administration continue to propose drastic cuts in these Health Professions
Education programs? Does DHHS feel that there is no longer a need for increasing
the pool of qualified health providers through these programs? Is there no longer
a commitment to assuring minority access to Health Professions Education?

Answer. The goal of our Health Professions programs is to increase services to the
underserved. Over the past two decades, we have spent $6 billion on Title VII
health professions grants and our track record on performance is not good. Based
on data reported in the HRSA Government Performance and Results Act Annual
Performance Plan, only 30 percent of individuals who participate in the Title VII
programs go on to practice in medically underserved areas. However, with the
Health Center program and National Health Service Corps (NHSC), we know that
100 percent of these funds are going to provide services to the underserved. Of
NHSC clinicians who fulfilled their service commitment in CY 2000, 75 percent
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chose to remain in service to the underserved. In addition to serving underserved
minority populations, the NHSC provides scholarships and loans to providers from
disadvantaged and racial/ethnic minority groups. In fiscal year 2001, approximately
33 percent of NHSC Scholars and 29 percent of NHSC Loan Repayment participants
were from disadvantaged and racial/ethnic minority groups. The National Institutes
of Health also funds medical education for students from disadvantaged back-
grounds. We believe by expanding these effective programs we will increase the
number of health care providers serving underserved populations, including minori-
ties.

SECURITY

Question. Last year this Subcommittee held several hearing regarding bioter-
rorism preparedness and the public health infrastructure. We heard from many wit-
nesses who spoke about how unprepared this Nation was against a bioterrorist at-
tack. Subsequently this Subcommittee provided over $2 billion for bioterrorism pre-
paredness in a supplemental appropriations bill because we felt the additional
money was urgent and was needed sooner, rather than later. I'm glad to see that
your budget request continues this funding.

However, some of your request is for security improvements and construction of
biohazard labs at NIH and CDC. Shouldn’t some of these important needs be ad-
dressed now? This appropriations bill won’t be passed until later this year—could
some of these things be included in this year’s supplemental?

Answer. The most critical security and facilities construction needs were ad-
dressed in the fiscal year 2002 Emergency Relief Fund (ERF). The supplemental
funds provided through the fiscal year 2002 ERF will allow NIH to increase support
for counter-bioterrorism research, provide for the construction of a high containment
BSL—4 research facility, and support upgrading current BSL-3 laboratories to han-
dle select agents for the NIH. Additionally, the ERF will provide funding to enhance
NIH security measures that are necessary for the protection of its staff and facili-
ties. The remaining requirements are adequately addressed through the fiscal year
2003 President’s Budget.

CDC will $56 million provided in emergency supplemental funding to address the
most urgent security projects. This includes $10 million released September 21st by
the Administration and planned to be used to assure on-going operation of Medicare
reimbursement in the New York area. When it was determined that these funds
were not needed for this purpose, they were allocated to immediate security needs
at CDC, along with $46 million that was included in the emergency supplemental
appropriation. These funds will be used for the following projects:

[In millions of dollars]

Permanent transshipment building at the perimeter of the Roybal
CaAMPUS c.evveeiieiieeeeeieeee e et ee et —e et e ae et e e beetaeebeennaaenne
Armed Security Guards at all CDC locations .........cc.ccceeeevieeiieniienneennns
Campus hardening projects at all CDC locations (fencing, lighting) ....
Integrated emergency communication system for the Roybal Campus .
Design and Related Services for New Laboratory @ Fort Collins, CO ..
Security Upgrades @ Fort Collins, CO ........cccceviiiiniiiiiieniieieeieeeeeeeee e

The $20 million included in the fiscal year 2003 President’s budget request will
extend CDC’s security beyond the most immediate needs. With these funds, CDC
will:

DN OO U1y Lo N

[In millions of dollars]

Add biometric access technologies to select agent laboratories ............ccccoeene..
Increase CCTV capability for select agent laboratories
Increase security at outlying facilities ..........ccccccceeevieeeiiiieeniieeereeeeceeeeeiee s
Provide for maintenance of security technologies and the armed guard con-

BLACE oo

W Jutut

BIOTERRORISM

Question. In one of these bioterrorism hearings, Dr. Koplan spoke about how over-
whelmed the CDC was during the anthrax attacks. Many of their staff had to work
around the clock and their labs were strained to capacity. If the CDC was this over-
whelmed by one incident, the system could break down if multiple attacks occurred.
Mr. Secretary, is there a need for CDC to have regional labs around the country,
so that they have more laboratory capacity to respond to any contingency?
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Answer. CDC has established a network of laboratories throughout the country
to respond to bioterrorism events. This Laboratory Response Network (LRN) in-
cludes 103 laboratories located in all 50 states. These are public health and federal
laboratories. These laboratories have laboratory protocols and reagents for many of
the BT agents of greatest concern, including anthrax, and they have been trained
in laboratory diagnosis of these agents.

The anthrax attacks resulted in many hoaxes and unknown powders suspected of
being anthrax being reported to law enforcement. This resulted in 122,000 speci-
mens being tested for anthrax. About 85,000 specimens were tested in state public
health LRN laboratories and CDC laboratories tested about 7500. Besides CDC,
many of the LRN laboratories were also overwhelmed with testing specimens. New
monies for bioterrorism preparedness and response will be used to expand the ca-
pacities of the LRN laboratories to respond to future events. CDC is also making
contingency plans for responding to such events in the future.

DOSE RECONSTRUCTION

Question. Can you tell me when you expect to finalize the regulations on dose re-
construction and on probability of causation?

Answer. We expect both rules to be within the next couple of months.

Question. When do you expect to start finalizing dose reconstructions?

Answer. We have begun the process of conducting dose reconstructions, and ex-
pect that we will be able to begin reporting draft results to a limited number of
claimants for their review and approval in April 2002. The pace of finalized dose
reconstructions will pick up substantially in the coming months, with the addition
of substantial personnel through a dose reconstruction contract.

Question. Can you tell me when you expect to publish procedures for naming addi-
tional special exposure cohorts?

Answer. We expect to publish a HHS statement of policy for public comment on
the procedures for designating classes of employees as members of the special expo-
sure cohort in April 2002.

Question. When do you expect to be able to name additional cohorts if warranted?

Answer. We expect to be able to publish the policy statement in April 2002 for
public comment. Approximately 60 days will be required to review public comments
and finalize the policy. At that time we will be in a position to consider petitions
by classes of employees. The time required to render a decision on a petition de-
pends on the extent of effort required for full development of the factual basis for
making a well-grounded decision, as well as the amount of time required for review
of petitions by the Advisory Board on Radiation and Worker Health. HHS decisions
on petitions become effective after a 180-day period during which Congress may re-
view and act upon the HHS decision, as required by EEOICPA.

Question. How many cases have you received from DOL for dose reconstruction?

Answer. As of March 20, 2002, we have received 2,605 cases from DOL which will
require dose reconstruction.

Question. How many of those cases are from the Iowa Army Ammunition Plant
and from Ames Laboratory?

Answer. Two of the cases we have received from DOL include employment at the
Iowa Army Ammunition Plant; none of the cases received from DOL to date involve
employment at the Ames Laboratory.

Question. 1 have heard that HHS has requested DOL (or some DOL centers) to
limit the number of applications it passes on for dose reconstruction. Is this true,
and if so, what are the requested limits?

Answer. HHS has not requested that DOL or any DOL District Office limit the
number of cases it refers to HHS for dose reconstruction. We have requested that
each DOL District Office forward any claims which are ready for dose reconstruction
to us on a specified day each week.

Question. I understand that you have been proceeding with the work of dose re-
constructions (without finalizing them) under the draft regulations. Can you tell me
for how many cases you have attempted dose reconstructions?

Answer. We have identified approximately 70 cases where the personal radiation
exposure information received from DOE appears to be adequate to initiate a dose
reconstruction. We expect to complete about 20 of these in the coming month. As
mentioned above, we expect the pace of finalized dose reconstructions to pick up
substantially in the next few months with the addition of substantial personnel
through a dose reconstruction contract.

Question. For how many of these cases have you been unable to do accurate dose
reconstructions due to lack of available exposure data?
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Answer. We have not yet reached the point in our dose reconstructions where we
have identified specific cases where lack of data will not permit us to develop a rea-
sonable estimate of an employee’s radiation dose.

Question. Can you tell me the status of contracting out dose reconstructions, and
how many HHS staff or contractor staff are currently working on this?

Answer. We are currently in the process of evaluating proposals submitted in re-
sponse to a Request for Proposal entitled “Radiation Dose Estimation, Dose Recon-
struction and Evaluation of SEC Petitions under EEOICPA.” We expect to have a
contract awarded and in place by June 2002. The NIOSH Office of Compensation
Analysis and Support currently has a staff of 15, with 3 more positions soon ex-
pected to be filled, along with 6 contractor staff. These staff all play critical roles
in managing the claims, collecting the necessary data from DOE and claimants, and
performing the dose reconstructions. We expect that the contract, when awarded,
will bring substantial resources to bear on dose reconstructions and evaluations of
special exposure cohort petitions.

Question. What are your plans for dealing with cases for which there is inad-
equate personal exposure data (e.g. personnel who were not issued badges or who
routing}ly did not wear them), particularly where area monitoring was also inad-
equate?

Answer. NIOSH will attempt to obtain a variety of types of information to esti-
mate radiation doses in cases where personal exposure and area monitoring infor-
mation are inadequate. Such information may include general process descriptions
for the employee’s work areas, characterization of the source term (i.e., the radio-
nuclide and its quantity), extent of encapsulation, methods of containment, and
other information to assess the potential for airborne dispersion. Interviews with
employees, survivors and co-workers are also expected to be a valuable source of in-
formation in all cases, and particularly where other data are inadequate.

DISABILITY GRANTS

Question. Your budget once again zeroes out funding for two disability initiatives
within the Centers for Medicare & Medicaid Services: $40 million for Real Choice
Systems Charge Grants to States and $15 million to continue the Nursing Home
Transition Initiative. What objection does the Administration have to these initia-
tives which are aimed at helping disabled persons live independently and avoid cost-
ly nursing home care?

Answer. We appreciate the interest and initiative of Congress to remove barriers
to community living on the part of people with a disability or long-term illness.
These are the very same goals articulated by the President in his New Freedom Ini-
tiative. We share a common and vital agenda.

With the recent $55 million appropriated by Congress for the grant programs in

2002, in addition to the $70 million we awarded in 2001, we will soon have a
funding relationship with all 48 States that applied. These grants are important and
they are making a difference in the ability of States to improve their systems. The
Federal-State partnership that these grants exemplify is a feature that has drawn
considerable praise from Governors and State legislators.

We have not included further funding in the President’s budget for 2003 for two
reasons. First, we have permitted States up to three years to invest and spend these
funds in projects that improve community services. We think it will be prudent,
with 48 States already participating, to give States time to implement the projects
underway and for us to assess the results. Second, we are interested in focusing fu-
ture grant initiatives in ways that promote specific system improvement strategies
that are coordinated with demonstration designs that go beyond just grant funds.
For example, under the President’s New Freedom Initiative there are specific dem-
onstrations proposed for respite services for caregivers of either adults or children,
as well as a demonstration of community services for children with a disability who
may otherwise be placed in a residential treatment facility. These are high-priority
issues identified by States that are included in the President’s 2003 budget. I hope
you can support these important initiatives.

MEDICARE OVERPAYMENTS FOR EQUIPMENT & SUPPLIES

Question. The General Accounting Office (GAO) found that Medicare, which pays
more than $6 billion annually for medical equipment and supplies, continues to pay
more than market prices for certain items. What is the status of your efforts to re-
duce excessive Medicare payments for medical equipment and supplies? (Back-
ground: For example, GAO found Medicare pays up to $62 for eyeglass frames that
getai)l for $40 and which the Department of Veterans’ Affairs purchases for less than

33.
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Answer. The only authority that the Department has for adjusting Medicare’s
payment allowances for medical equipment, such as eyeglass frames, is a statutory
provision referred to as “inherent reasonableness.” This authority allows the Sec-
retary or his designee to adjust Medicare Part B payment allowances, other than
payments made under the physician’s payment methodology, when the Secretary de-
termines that the existing payment allowance is either grossly excessive or deficient.

The BBRA of 1999, however, prohibits use of the inherent reasonableness author-
ity until after the Department publishes a final regulation that responds to a 2000
GAO report and to comments received regarding the interim final rule published in
1998. At the current time, the final regulation is in the clearance process.

CMS is currently involved in DME competitive bidding demonstrations that cover
five product categories: oxygen supplies and equipment, hospital beds and acces-
sories, enteral nutrition, urological supplies, and surgical dressings. An independent
evaluation of the Polk County, Florida demonstration found that the demonstration
resulted in a reduction of charges of 17 percent. The Administration is proposing
legislation to institute competitive bidding for all durable medical equipment and
supplies to take advantage of these savings and bring down the costs of these ex-
penditures.

CHIEF DENTAL OFFICER AT CMS

Question. The Committee stated in its report last year that it was important to
retain the position of Chief Dental Officer at CMS.

What steps has your department taken to fill that position?

Answer. The Deputy Administrator and other senior CMS officials have met with
representatives from the American Dental Association and assured them that we
would give full consideration to their recommendation that we fill the position of
Chief Dental Officer.

Question. When do you expect to have the position filled?

Answer. While we are looking into filling this position, at this point we have no
timeline for doing so.

Question. It was the Committee’s intent that the Chief Dental Officer at CMS be
a full-time position at the same level as it was held through December 2001. Please
tell the Committee how you intend to address those concerns.

Answer. We are aware of the language in both the House and Senate Appropria-
tions bill urging CMS to continue the position of Chief Dental Officer, and we are
exploring the possibilities for doing so.

KDA REDUCTIONS IN SAMHSA

Question. The fiscal year 2003 budget request proposes significant reductions in
services research and knowledge development and application activities at SAMHSA
Centers. For example, proposed funding for Best Practices activities at the Center
for Substance Abuse Prevention is more than 50 percent less than last year and the
reduction proposed for the Center for Substance Abuse Treatment is almost 45 per-
cent. SAMHSA’s fiscal year 2003 GPRA Annual Performance Plan identifies the
Agency’s Mission as follows: “SAMHSA is the Federal agency charged with improv-
ing the quality and availability of prevention, treatment and rehabilitative services
in order to reduce illness, death, disability and cost to society resulting from sub-
stance abuse and mental illness.”

Mr. Secretary, how will SAMHSA make progress in its mission related to improv-
ing the quality of prevention, treatment and rehabilitative services with these pro-
posed reductions?

Answer. Reductions in funding have been proposed for the Best Practices or re-
searched focused programs in 2003. SAMHSA will instead collaborate with NIH to
ensure that services research efforts responsive to the needs of the field are contin-
ued. Most of the funding for services research was directed to the Targeted Capacity
Expansion programs, which help improve the availability and quality of prevention,
treatment and rehabilitative services.

SAMHSA’S ROLE IN RESEARCH COORDINATION COUNCIL

Question. While not specifically mentioned in the SAMHSA congressional jus-
tification, it is my understanding that the Department has proposed creating a Re-
search Coordination Council. Has your Department proposed created such a Coun-
cil? If so, can you provide me with more information about the mission—of the pro-
posed Council, how its members will be selected and the outcomes’ expected to be
achieved? Will SAMHSA have a role in the Council? If so, what will it be, and how
goe:is it?relate to the significant reductions proposed in SAMHSA’s services research

udget?



44

Answer. SAMHSA and the other OPDIVs participate in the HHS Research Co-
ordination Council (RCC) which is chaired by the Assistant Secretary for Planning
and Evaluation (ASPE). The RCC will evaluate Department-wide research priorities
to ensure that efficiencies are realized and research finding priorities are consistent
with Administration priorities. SAMHSA has presented to the RCC its plans to
work with the National Institutes of Health (National Institute of Mental Health,
National Institute on Alcohol Abuse and Alcoholism, and the National Institute on
Drug Abuse) to bring evidence-based, effective products of research to community
programs nationwide. SAMHSA has already taken steps to expand our partnership
vs?t}ﬁ I\?I%dto produce a “Science to Services” agenda that is responsive to the needs
of the field.

IMPLEMENTING INSTITUTE OF MEDICINE RECOMMENDATIONS

Question. Mr. Secretary, according to a recent Institute of Medicine report, the lag
between discovery of more efficacious forms of treatment and their incorporation
into routine patient care is unnecessarily long, in the range of about 15 to 20 years.
The IOM also recommended that HHS develop a comprehensive program for aimed
at making scientific evidence more useful and accessible to clinicians and patients
and suggested that the Secretary should collaborate with professional and health
care associations in this endeavor. What steps is SAMHSA undertaking to reduce
this lag between research and translation? How is SAMHSA involving service pro-
vider professionals in implementing the IOM recommendation? In particular, how
are they involved to ensure that scientific evidence is useful to them?

Answer. The President’s proposed fiscal year 2003 budget reinforces the SAMHSA
mission in services and in bringing evidence-based, effective products of research to
community programs nationwide. It also reinforces language in our authorizing leg-
islation that SAMHSA and the National Institutes of Health (NIH) should collabo-
rate to promote the study, dissemination, and implementation of research findings
that improve the delivery and effectiveness of substance abuse and mental health
services. SAMHSA has already taken steps to expand the partnership with NIH to
produce a “Science to Services” agenda that is responsive to the needs of the field.
A dialogue with the Directors of the National Institute on Alcohol Abuse and Alco-
holism, the National Institute on Drug Abuse, and the National Institute of Mental
Health has been initiated and a common commitment to this agenda was found.
Dialogue will continue with service provider professionals to ensure that their needs
for useful scientific evidence guide our plans. Over the next year, SAMHSA will de-
fine and develop a “Science to Services” cycle that reduces the time between dis-
covery of an effective treatment or intervention and its adoption as part of commu-
nity-based care.

While NIH will provide appropriate focus on the development of new services-re-
lated knowledge, SAMHSA will continue its strong efforts to translate best practice
information to providers nationwide. Each of SAMHSA’s three Centers continues to
have mechanisms in place to work with the field to implement efficacious ap-
proaches. These include programs such as the National Repository of Effective Pre-
vention Programs; Community Action Grants; dissemination of best practice infor-
mation through clearinghouses and knowledge application programs; a Decision
Support System; and others. Importantly, best practice approaches will continue to
be required in programs which SAMHSA supports directly. SAMHSA’s continued
commitment to service quality and effectiveness is expected to help reduce the lag
time IOM noted in knowledge translation.

COMMUNITY BASED SERVICES

Question. Given the President’s Executive Order on Community-Based alter-
natives (Olmstead) to enable individuals with a disability, including those with a
mental illness, to live and participate in their communities, how does SAMHSA re-
alize that promise without additional funding for CMHS? In particular, I am con-
cerned that the budget request does not include any funding to make new awards
for the community action grant program. This program has been very successful in
helping communities put evidence-based practices into use for people with mental
illness and children with serious emotional disorders. Given the Administration’s
New Freedom Initiative and interest in fostering community-based services, why
does this budget fall to request funding for this important program?

Answer. In fiscal year 2003, funds are reinvested in new programs that address
the principles of the Olmstead/New Freedom Initiative. These include co-occurring
disorders, substance abuse treatment, prevention and early intervention, children’s
services, homelessness, aging, HIV/AIDS, and criminal justice. Priority investments
in Best Practices that relate to some components of the Community Action Grant
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program include: the development of evidence-based practice toolkits, the develop-
ment of Centers of Excellence on evidence-based practices, and the Knowledge Ap-
plication Initiative to disseminate findings from five multi-site studies through tech-
nical assistance and publications.

MENTAL HEALTH

Question. Flat funding under the fiscal year 2003 spending plan for the Center
for Mental Health Services (CMHS) is of heightened concern given an underfunded,
overburdened, severely strained public mental health system, the events of Sep-
tember 11 and double-digit medical inflation. With no additional resources, how will
the Administration address the overburdened and underfunded public mental health
system? As we increase efforts to protect our nation, what efforts are being proposed
in yl()&})r budget to address the mental health of our citizens in a post-September 11th
world?

Answer. Public mental health systems will be carefully examined by the National
Commission on Mental Health which will soon be established. Commission rec-
ommendations will also consider issues such as disaster relief. It should be noted
that the public mental health system is primarily funded by sources such as Medi-
care/Medicaid, and State revenues. SAMHSA funding is a very small portion of the
total effort.

Under the Public Health Service Act Section 501(m), SAMHSA is authorized to
use up to 2.5 percent of all amounts appropriated under Title V of the PHS Act,
other than those appropriated under Part C, in each fiscal year to respond in emer-
gency situations when behavioral health needs overwhelm State, Tribal or local re-
sources, and other resources are unavailable. Applications for grants under this au-
thority require that the mental health or substance abuse emergency be certified by
the State’s chief executive officer, rather than from a local government, based on
the governor’s experience and expertise in disaster declarations gleaned from the
FEMA grants.

At the same time, SAMHSA’s mental health service programs provide a key impe-
tus for improving service quality and availability. They expand the nation’s capacity
to deliver mental health services and apply the knowledge gained from the out-
standing services research being accomplished by NIH and others, and our legacy
of developing knowledge about systems change. The Mental Health Block Grant is
undergoing a transition to a performance partnership with States to increase State’s
flexibility in the use of funds while establishing an accountability system based on
performance. This additional flexibility further supports States in increasing and
improving their community-based delivery systems to better meet the treatment
needs of persons who do not receive any care; receive inappropriate care; and those
persons receiving care that does not lead to an effective outcome.

With respect to disaster relief, SAMHSA has initiated several programs to ad-
dress the mental health of our citizens in a post September 11th world. In fiscal
year 2001, the National Child Traumatic Stress Initiative established 18 treatment
development and community service centers to treat children who have experienced
trauma, collected clinical data to further understanding of the developmental impact
of trauma on children and the success of interventions, and developed a comprehen-
sive resource center that provides education-oriented materials for health profes-
sionals, children, and the public. In fiscal year 2002, this program increases by $20
million from $10 million to $30 million.

In fiscal year 2002, SAMHSA established a National Suicide Resource Center to
provide training and field support and serve as a clearinghouse for all pertinent best
practice information regarding suicide prevention. The Center promotes evaluation
of suicide prevention programs to ensure that effective techniques, strategies, and
recommended best practices are made available to users. In fiscal year 2003,
SAMHSA will continue this program as well as the Suicide Hotline Program, begun
in fiscal year 2001.

In fiscal year 2003, the President’s budget includes $10 million for Terrorism/Bio-
terrorism preparedness and planning program to be funded entirely from the Public
Health and Social Services Emergency Fund. This program will support Federal
preparation in the area of fear-induced behaviors and psychosocial consequences of
bioterrorism. The focus on the program would be:

—Technical assistance to States to assist them in incorporating bioterrorism read-

iness and response into their State emergency preparedness planning

—Behavioral health triage in health care settings, bioterror crisis intervention

—Disseminating knowledge to public officials to prepare them in averting wide-

spread public fear and panic, fear-induced overutilization of health care facili-
ties and loss of confidence in public institutions
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—Mental health needs for first responders

—Programs that target an increase the State’s emergency response capacity to
provide mental health treatment and services to public safety workers affected
by disasters of national significance

Question. Secretary, as you know, Surgeon General Satcher’s 1999 mental health
report called for public education efforts to combat the social stigma associated with
mental illness that prevents many Americans from accessing the services they need.
Last year, Congress inserted language into both the House and Senate Labor/HHS
Committee report urging your department to fund a program in this area. I under-
stand that you have responded by directing the Substance Abuse & Mental Health
Services Administration (SAMHSA) to obligate $2 million for a “barriers to treat-
ment” public education initiative. What’s the timetable for implementing this impor-
tant anti-stigma initiative? Please inform the subcommittee about the focus and
structure of this new program?

Answer. SAMHSA plans to implement the Elimination of Barriers to Treatment/
Initiative (EBI) in September 2002. This activity promotes the President’s New
Freedom Initiative by developing public education approaches to overcome barriers
to treatment and community participation for persons with psychiatric disabilities.

This program will provide targeted intensive support to eight State Mental Health
Authorities and their corresponding State Mental Health Planning Councils as well
as State Consumer Networks. The primary goals are to (1) enhance State and grant-
ee social marketing/communications capacity; (2) increase awareness of and support
for community support systems through partnerships with State, local and commu-
nity organizations; (3) reduce stigma and discrimination in targeted communities,
and; (4) increase awareness and understanding of mental health needs as well as
the principle of recovery.

To support the goals of this program, a National Steering Committee will be
formed of representatives of State and local officials, State Planning Councils, State
consumer network grantees, providers, advocates, media, consumer and family lead-
e1f°fs, and others. They will recommend how best to provide services to State and local
efforts.

SAMHSA DATA COLLECTION ACTIVITIES

Question. Mr. Secretary, last year the Administration proposed a $17 million in-
crease in budget authority for data collections activities. This investment, in com-
bination with funding available through the block grant set aside, was intended to
enable SAMHSA to make improvements in the Household Survey, Drug Abuse
Warning System (DAWN) and the Drug and Alcohol Services—information System
(DASIS). Congress appropriated an increase of $9 million for data collection activi-
ties which is being used for improvements to the DAWN and DASIS. Why has the
Administration eliminated the $9 million required to sustain these data collection
Improvements? Given the funding pressures on the block grant set aside for tech-
nical assistance to States to implement performance partnerships, how will this re-
duction affect SAMHSA’s data collections activities?

Answer. The fiscal year 2003 request places priority on services delivery rather
than data collection programs. Data collection activities are being reduced by $9
million in fiscal year 2003. With this reduction, SAMHSA will not continue two one-
time expansions within the Drug Abuse Warning Network (DAWN) and the Drug
and Alcohol Services Information System (DASIS).

RESPONSE TO CHRONIC HOMELESSNESS

Question. The President’s budget indicates that the Administration has developed
an initiative which is designed to refocus federal homeless spending and end chronic
homelessness within the next decade. This initiative includes activities at several
departments including HHS, HUD, VA and Labor.

Can you update the Subcommittee on SAMHSA’s discussions with HUD to reform
the federal government’s response to chronic homelessness among individuals with
severe mental illness and co-occurring substance abuse disorders? What information
can you provide this subcommittee about the nature of discussions between
SAMHSA and HUD regarding more effective targeting of federal mental health and
stllbstalg)ce abuse treatment and support services dollars to the chronic homeless pop-
ulation?

Answer. SAMHSA has been working with HUD to address chronic homelessness
in a variety of ways. First, for over a year, SAMHSA has been working with HUD
through an informal HHS-HUD staff workgroup to address various definitional and
operational issues related to the integration of services and housing. For example,
SAMHSA and other HHS agencies have explored developing a joint definition of
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chronic homelessness with HUD that would coordinate eligibility in both HHS and
HUD programs. We also provided suggested definitions for the services covered by
HUD’s Continuum of Care programs that ensure a better fit with services supported
by HHS. We have also offered to assist HUD in reviewing grant applications for this
program. Second, we have also, along with other HHS agencies and HUD, devoted
resources and considerable staff time to plan and hold State Policy Academies on
Homelessness. These academies provide technical assistance to State teams address-
ing key aspects of homelessness. Particular emphasis is given to encouraging the
States to extend flexibilities inherent in HHS-supported programs (e.g., block grants
and Medicaid) to ensure coverage of family homelessness and chronic homelessness.
The State 1Policy Academy on Chronic Homelessness will be held April 9-11 in Bos-
ton. Finally, SAMHSA is contributing at the Department level to the development
of an HHS-wide plan to address this issue. An HHS-wide plan would engage re-
sources beyond those of SAMHSA and create opportunities for a formal or targeted
collaboration with HUD.

INTEGRATED TREATMENT

Question. The Administration’s fiscal year 2003 budget request highlights
SAMHSA'’s efforts to assist states in increasing their capacity to meet the needs of
individuals with co-occurring mental illness and substance abuse. As you know, in
2000 Congress directed SAMHSA develop a new knowledge bass effective clinical
interventions for this difficult to serve population (Public Law 106-310). Over the
past decade, NIH research has built up increasing evidence base that “integrated
treatment” is the most effective approach to treating persons with co-occurring men-
tal and addictive disorders. This research appears to demonstrate that “parallel”
and “sequential” treatment generally fails this population. Further, the 1999 Sur-
geon General’s Report on Mental Health noted the effectiveness of “combined” treat-
ment for this population.

What steps are underway at SAMHSA to help states foster “combined” programs
that follow an integrated treatment model with blended funding streams and an
interdisciplinary treatment approach? Can you update the Subcommittee on
SAMHSA’s efforts to meet the mandate set forth by Congress on co-occurring dis-
orders as part of Public Law 106-310?

Answer. Addressing the needs of individuals with co-occurring mental and sub-
stance abuse disorders is a SAMHSA priority. SAMHSA assists States in using inte-
grated treatment approaches to meet the needs of individuals with co-occurring
mental illness and substance abuse disorders. In fiscal year 2003, SAMHSA has re-
quested $6.0 million for a new Co-Occurring State Incentive Grant (SIG) program
to support State integration of mental health and substance abuse services/treat-
ment and the development of systems of care to provide more timely and efficacious
treatment services.

The Youth Drug and Mental Health Services Act of 2000 (Public Law 106-310)
requires SAMHSA to submit a Report to Congress (RTC) on Individuals with Co-
Occurring Substance Abuse and Mental Illness by October 17, 2002. This Report is
being developed with guidance and input from: (1) the Subcommittee on Co-Occur-
ring Disorders of SAMHSA’s Advisory Council, with ad hoc representatives added
to ensure comprehensive input from mental health and substance abuse research-
ers, States, family members, consumers, advocates, and provider, all recognized as
experts on co-occurring mental and substance abuse disorders; (2) constituent orga-
nizations, including States, mental health and substance abuse researchers, treat-
ment providers, prevention specialists, individuals receiving treatment services,
family members of such individuals and representatives from criminal justice,
healthcare, public health, education, housing, shelters, homeless programs, Med-
icaid, foundations, and academia; (3) responses to a Federal Register request for
comments on present strengths/promising developments, barriers and recommenda-
tions; and (4) a meeting with SAMHSA’s HHS and non-HHS Federal partners,
scheduled for mid-April, including CMS, HRSA, AoA, OCR, ACF, NIH, FDA, VA,
SSA, Labor, HUD, Transportation, Agriculture, Education, and Justice.

In June, 1999 SAMHSA published a policy statement that confirms that the Sub-
stance Abuse and Mental Health Block Grant funds may be utilized for the purposes
of providing co-occurring services, as long as the monies can be tracked for the pur-
pose that Congress intended them to be expended. This policy removes any per-
ceived funding barriers to the use of Block Grant funds to support services for this
population. States retain the flexibility and responsibility for making the decisions
on how such funds may be utilized. Starting with fiscal year 2002, States are now
describing their systems of care and inclusion of services disorders for persons with
co-occurring in their Mental Health Block Grant plans.
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COMMISSION TO IMPROVE MENTAL ILLNESS TREATMENT

Question. As part of his “New Freedom Initiative” President Bush has committed
to form a commission to examine ways to improve public sector mental illness treat-
ment services to promote recovery and greater independence for consumers. Can you
please update the Subcommittee on progress the Administration has made in form-
ing this commission and getting it off the ground?

Answer. The President expects to announce the New Freedom Commission on
Mental Health within a few months. White House staff have been progressing with
the Commission by working to identify and interview individuals who may be se-
lected to serve on the Commission.

FEDERAL JAIL DIVERSION PROGRAM

Question. A report issued by the United States Department of Justice in 1999 re-
vealed that 16 percent of all inmates in state and federal jails and prisons suffer
schizophrenia, manic depressive illness (bipolar disorder), major depression, or an-
other severe mental illness. This means that on any given day, there are roughly
283,000 persons with severe mental illnesses incarcerated in federal and state jails
and prisons. In contrast, there are approximately 70,000 persons with severe mental
illnesses in public psychiatric hospitals, and 30 percent of them are forensic pa-
tients. Additionally, police are increasingly becoming front-line respondents to peo-
ple with severe mental illnesses experiencing crises in the community.

n response to these trends in our criminal justice system, Congress authorized a
federal jail diversion. program at CMHS. For fiscal year 2002, this Subcommittee
appropriated $4 million for this effort. Can you update the Subcommittee on efforts
to make these funds available to local communities?

Answer. In April 2002, SAMHSA’s Center for Mental Health Services (CMHS)
will announce the availability of fiscal year 2002 funds for programs to divert indi-
viduals with mental illness from the criminal justice system to mental health treat-
ment and appropriate support services. These grants will be made as part of the
SAMHSA/CMHS’ “Targeted Capacity Expansion” (TCE) program. The shortened
title of this TCE program will be Jail Diversion Programs. It is estimated that a
total of $4 million will be available to support the program under this Guidance For
Applicants (GFA). Requested funding in fiscal year 2003 will help continue support
and expand this TCE program. Diversion programs will be asked to address the fol-
lowing objectives:

(1) Expansion of local services through implementation of required interventions
for persons with a mental illness who have been diverted from the criminal justice
system.

(2) Service linking between mental health, substance abuse, and criminal justice
systems to coordinate assessment and treatment of persons with a mental illness
who are diverted from the criminal justice system.

(3) Community outreach to ensure that services are accessible to the target popu-
lation and that the community accepts use of the services as beneficial.

EARLY CHILDHOOD DEVELOPMENT

Question. Mr. Secretary, I am concerned that the budget request does not include
any additional resources for early childhood development programs. In his State of
the Union Address, the President stated: “We need to prepare our children to read
and succeed in school with improved Head Start and early childhood development
programs.” I agree with him, but I am not certain how that can be accomplished
with a budget that does not enroll one additional child in Head Start-when we are
serving roughly half of those eligible and less than one in 20 infants and toddlers
eligible—where no additional funding is provided for high quality child care—when
less than 15 percent are served and when the Early Learning Fund is eliminated.

How will the Presidents goal be achieved with millions of children not served in
programs for which they are eligible? What new investments are proposed in this
budget that will help prepare our children to succeed in school?

Answer. The President’s proposed fiscal year 2003 Head Start budget will permit
a 2 percent across-the-board cost-of-living increase. The request needs to be put in
the context of the recent growth in the funding of Head Start. In fiscal year 1999,
Head Start’s appropriation was $4.658 billion. In fiscal year 2002, it has increased
to $6.538 billion, an increase in just three years of nearly $2 billion, or 40 percent.
Approximately $1.1 billion of that increase was used to maintain and improve pro-
gram quality through cost-of-living and quality improvement increases awarded to
local grantees.
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One of the largest quality investments was made in 1999 and 2000 in which $40
million was made available, each year on an on-going basis, to grantees to increase
their number of teachers with qualifying degrees. That is, $80 million is included
in the annual funding level each year to continue efforts to increase the number of
Head Start teachers with degrees in Early Childhood Education. These funds, plus
other discretionary funds available to grantees for training and salary enhancement,
will assure that we will be able to continue the trends of the last few years which
saw the percentage of degreed teachers increase from 37 percent in 1999 to 46 per-
cent in 2001 and also assure that Head Start will meet the statutory requirement
that 50 percent of its teachers have qualifying college degrees by September 2003.

The President’s fiscal year 2003 budget maintains a high level of commitment for
the Child Care and Development Fund (CCDF), at $4.8 billion including $2.1 billion
in discretionary funds and $2.7 billion in mandatory funds. At this level, approxi-
mately 2.2 million children will receive child care subsidies. Funding for child care
over the last several years has grown dramatically. In fact, funding under the CCDF
has more than tripled in the last 10 years.

Regarding child care eligibility, currently we are looking at better ways to reflect
the child care services actually being provided by States and to more accurately esti-
mate the need for child care assistance. The 12 percent figure previously used in-
cludes children served through the Child Care and Development Fund, but not those
served with funds being spent directly on child care through TANF and through pro-
grams such as the Social Services Block Grant, Head Start, and State pre-kinder-
garten programs. It also overstates eligibility for child care by assuming all States
set eligibility thresholds at the maximum level when in fact, most States set thresh-
olds that are lower.

To maximize services to children and families, ACF promotes collaboration be-
tween child care and other early childhood programs. Child Care and Head Start
have been working in partnership for a number of years to ensure that children re-
ceive the comprehensive benefits of the Head Start program and the full-day, full-
year services that parents need in order to work. We provide guidance and technical
assistance to State and local grantees on ways to combine funding streams and de-
velop innovative collaborative program models. Through partnerships, we are work-
ing to ensure that no child is left behind in critical domains of child development
or in family self-sufficiency.

In addition, the President’s budget includes support for a new investment geared
toward helping children become ready for school: The Early Childhood Education
and School Readiness Planning Initiative. Jointly funded by HHS and the Depart-
ment of Education, this new initiative is designed to identify effective models for
providing early childhood education and care from birth through age five.

HEAD START

Question. Mr. Secretary, the budget proposal states that the ground work is being
developed to transfer Head Start from your Department to the Department of Edu-
cation, and also indicates that a joint task force is being developed to assess ways
to improve Head Start.

What evidence is available that indicates that the Head Start program would bet-
ter achieve its goals under the stewardship of the Department of Education and
therefore support this proposed transfer? What specific actions are being taken by
either Department related to the laying of the ground work? What activities will the
joint task undertake to assess ways to improve Head Start?

Answer. Head Start has, in most regards, been an excellent program that has
helped America’s disadvantaged children and families for over 35 years. However,
the one area in which the President feels the program has not been fully successful
is in helping get Head Start children ready for school by getting them “ready to
read.” To support this effort, the President has proposed to reform Head Start and
return it to its original focus—getting children ready to learn. The budget provides
an increase of $130 million in fiscal year 2003 to maintain participation and pro-
gram quality. HHS and the Department of Education have formed an interagency
task force to assess ways to improve Head Start and lay the groundwork for the
proposed transfer to the Department of Education. The task force will focus on
issues including, surveying what is known about how best to encourage early lit-
eracy and developing a research plan for filling in the gaps.

WELFARE REFORM

Question. Mr. Secretary, in your statement on March 6, 2002, you indicated that
the ultimate goal of Welfare Reform is to help families climb the career ladder and
achieve self-sufficiency, I agree with you; I have said a hand up, not a hand out.
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However, when I look at the HHS budget request, I see flat funding for the TANF
block grant, not one additional dollar for child care, not one child added to Head
Start, flat funding for SSBG and a reduction in funding for the community services
block grant program. These resources are critical to State efforts to support work
and to reduce and eliminate poverty in communities throughout our nation.

Mr. Secretary, how can we ask States to put more families to work and ask fami-
lies to work more without the community supports they need to succeed in their ef-
forts to work, particularly given the current fiscal climate where States throughout
the country are slashing their budgets and TANF expenditures last year, exceeded
the amount of the annual TANF block grant? Isn’t it true that States spent almost
$2 billion more than their annual TANF allotment in fiscal year 2001, thus proving
that individuals still on the welfare roles will be more expensive to serve and help
transition to work?

Answer. The President’s Budget provides States with adequate and flexible re-
sources to help families climb the career ladder. While States, indeed, had a record
outlay of $18.6 billion in TANF funds in fiscal year 2001, the upswing in fiscal year
2001 expenditures should not be construed as evidence that the dramatically re-
duced caseload is more expensive to serve. We know that many TANF recipients
have obstacles to employment, but it does not appear that the current recipients are
harder-to-employ than those who have left TANF rolls for jobs. In fact, according
to research that was conducted by the Urban Institute, which compared recipients
at the beginning of TANF with more recent recipients, the distribution of new en-
trants, cyclers (those that received TANF intermittently from 1997 to 1999), and
long-term recipients has remained remarkably the same. We also know that some
States needed time to determine how they could use the flexible funding available
to them during the initial years of TANF implementation.

Further, we know some States may have been motivated to expend unobligated
funds resting in the Federal Treasury because they believed they would be in dan-
ger of losing them. The President’s TANF reauthorization proposal would allow
States to count “rainy day” funds as obligated. Funds will stay in the Federal Treas-
ury, but will be earmarked for a designated purpose and States will be assured they
will not be rescinded. The $16.5 billion in continued basic TANF grant funding is
continued even though caseloads are less than half what they were five years ago
and we are proposing to reauthorize a $2 billion Contingency 1Fund as a safety net
in the event of a recession, making it more accessible to the States.

Although the President’s proposal for TANF contains new work requirements, our
commitment to State flexibility continues, along with adequate funding for sup-
portive services such as child care. States will have the flexibility to provide nec-
essary services for families that need help addressing serious barriers such as sub-
stance abuse and to combine education with work to help make people employable
at a higher level. States also will have time to adapt to the new work requirements,
since they will receive the benefit of the full caseload reduction credit in the first
fiscal year and 50 percent of the credit the following year. Further, while the Child
Care and Development Fund (CCDF) itself is level-funded, the combined resources
available to States to provide care includes TANF transfers to the CCDF, direct
TANF spending on child care, SSBG funds some $9 billion annually. And when you
add in State TANF Maintenance of Effort Spending, this amounts to almost $11 bil-
lion. The SSBG provides an additional flexible resource to help continue the effort
to support work. All considered, we are confident that the resources are available
to allow States to continue and improve their services to help all families know the
dignity of work.

CHILD CARE

Question. Mr. Secretary, the fiscal year 2003 budget includes no additional re-
sources for child care, either on the mandatory or the discretionary side of the budg-
et. Next year, this could result in a reduction in child care subsidies for 30,000 kids.
Over the next five years, the number of families that could lose their child care
might number more than 100,000.

Given the well documented challenges two-parent and single-parent working fami-
lies face in finding and securing affordable, high quality child care, why has the Ad-
ministration proposed such a reduction in child care subsidies? What options will
that leave for low and middle income families trying to balance work and care of
their children?

Answer. The President’s fiscal year 2003 budget maintains a high level of commit-
ment to child care. Funding for child care over the last several years has grown dra-
matically. In fact funding under the Child Care and Development Fund has more
than tripled in the last 10 years. In addition, States continue to have significant
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flexibility under the TANF program and the Social Services Block Grant program
to address the needs of their low income working families.

The combined resources available to States to provide child care, including TANF
transfers to CCDF, direct TANF spending on child care, and SSBG funds, amounts
to some $9 billion annually. And when you add in State TANF MOE Spending and
State CCDF spending, this amounts to almost $11 billion.

In addition, I would add that States have a tremendous amount of flexibility to
target their funds strategically (e.g., by adjusting eligibility, co-payments, and/or
provider reimbursement), develop innovative ways to serve families, and increase
their collaboration with other programs.

BARRIERS TO FAITH AND COMMUNITY BASED ORGANIZATIONS

Question. The White House Faith Based report identified Limited Accessibility of
Federal Grants Information as one of the barriers that faith and community based
organizations face. In fact, the report stated: “Federal discretionary grant programs
typically announce the availability of funds in the Federal Register and on the pro-
gram’s or the respective Department’s Website. These sources are not everyday
reading for small faith-based and community groups; these places are regular infor-
mation sources only for organizations that have already decided that they might
have a chance to win Federal funds and that can dedicate staff attention to moni-
toring funding announcements.” Yet the Department’s response to this barrier was
to create links on the HHS Center for Faith-Based and Community Initiatives
website to the Catalog of Federal Discretionary Assistance, Federal Register and
funding opportunities listed by agency within the Department.

How will this action reduce the barrier of limited accessibility to information?
What other steps has the Department taken—within current law—to reduce bar-
riers identified in the White House report?

Answer. The first step to expanding access was to create a more user friendly and
centralized website which has helped introduce small novice and potential appli-
cants to the Department, the overall initiative, and available grant opportunities.
The news about this website and initiative has begun to expand beyond the Belt-
way, not only through our individual staff speeches and contact with community
and faith leaders, but through the various organizations and leaders promoting it
in their newsletters and existing networks. Further, we are working within each
Agency to look at new ways to reach out, for example, by expanding existing mailing
lists and e-mail list serves, conducting pre-application workshops with enough ad-
vance notification, and by sponsoring conferences and workshops geared for training
smaller faith and community-based organizations. This is an on-going process, and
the Department will continue to seek new and creative ways to increase communica-
tion and opportunities for new faith and community partners.

COMPASSION CAPITAL FUND

Question. Congress provided $30 million for fiscal year 2002 for the Compassion
Capital Fund for grants to public/private partnerships that help small faith-based
and community-based organizations replicate or expand model social services pro-
grams. Funds also were intended to support and promote rigorous evaluations on
the “best practices” among charitable organizations so that successful models can
be emulated and expanded by other entities. Please provide an update on your plans
for developing a competition for these funds, as well as your plans for awarding
these funds.

Answer. Since the inception of the faith and community based offices throughout
the federal government, we have seen a tremendous need for technical assistance,
capacity building and research for the non-traditional provider community. On Feb.
26th, a request for comment went out to the public to gain insight from the provider
community on how to design the Fund. Comments are due back to the Department
March 29th. We plan to award the first round of grants in the Fall of 2002.

Question. The President’s message accompanying the fiscal year 2003 budget
states: “Where government programs are succeeding, their efforts should be rein-
forced—and the 2003 Budget provides resources to do that. And when objective
measures reveal that government programs are not succeeding, those programs
should be reinvented, redirected, or retired.” Mr. Secretary, the fiscal year 2003 re-
quest for the Compassion Capital Fund includes an increase of 233 percent, when
non-defense and homeland security programs on average received an increase of 2
percent. What justifies such a dramatic increase in this program? When will infor-
mation be available about how funds are used, and whether they are being spent
effectively to meet the goals and objectives of this program?
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Answer. Successful support for those in need comes from many sources and we
must broaden our efforts to work with faith-based and community-based organiza-
tion. These organizations are closest to the people in need; they have a stake in the
community and have a history of providing services to those in need. The Adminis-
tration is committed to ensuring that the Federal government plays a larger role
in providing support to charitable organizations because as indicated in response to
the previous question, there is a tremendous need for technical assistance, capacity
building and research for faith and community based providers. The Compassion
Capital Fund is intended to support this partnership. With respect to when informa-
tion will be available, the first grant awards will be issued this fall. At that time
we will be better able to estimate when measurable results will be available.

LIHEAP

Question. Given the significant growth in LIHEAP caseloads (a 38 percent in-
crease since fiscal year 2000) and the unknown of next winter’s energy prices, how
will States continue to serve the more than 5 million current LIHEAP recipients
with a $300 million reduction in regular funding if prices are higher next winter
than currently assumed in the budget request? In the current condition of state
budget deficits, won’t they be forced to choose between reducing eligibility and/or
cutting benefits?

Answer. Each year, States make decisions in setting eligibility and benefit levels
for energy programs that target those households that are most vulnerable and have
the most need, and determining how to make efficient use of the resources available
to them.

The Low Income Home Energy Assistance Program (LIHEAP) provides assistance
to the States and is targeted to those low-income households that have the highest
energy costs or needs, taking into account family size, and responds to emergency
situations such as extreme weather conditions, supply disruptions, or price spikes.

A number of States have been successful in negotiating reduced utility rates for
households that receive LIHEAP assistance. For instance, Massachusetts and Con-
necticut have very sophisticated pricing mechanisms that allow them to realize sub-
stantial savings for their clients. Minnesota negotiates specific discount rates with
each of its fuel vendors. Many States take advantage of the opportunity to use as
much as 15 percent of their LIHEAP funds for weatherization and other low-cost
energy repairs. Under certain circumstances, a State can ask for a waiver to use
up to 25 percent for weatherization. The flexibility to use a small portion of LIHEAP
gunds 1)111 this way allows States to help households make their energy bills more af-
ordable.

Additionally, the Personal Responsibility and Work Opportunity Reconciliation
Act (Public Law 104-193) provides that States may use both Federal Temporary As-
sistance for Needy Families (TANF) dollars and State funds used for the TANF
“maintenance of effort” (MOE) requirement to provide energy assistance and serv-
ices to financially eligible or needy families. In using these funds for energy assist-
ance, States establish their own financial eligibility criteria—i.e., the income and re-
source standard to determine whether the family is eligible for the particular energy
benefit the State might offer.

For fiscal year 2003, the President’s budget includes $1.4 billion in regular block
grant appropriations and an additional $300 million in emergency contingency funds
for the unanticipated home energy needs. This request is consistent with the level
Congress appropriated in fiscal year 2001, prior to the temporary and unprece-
dented increases in fuel prices. With the $300 million in fiscal year 2001 carry-over
contingency funds, there should be sufficient funding available to address severe
and unanticipated needs. The Department of Energy forecasts fuel prices to remain
constant through the remainder of the year.

Question. Mr. Secretary, payroll employment fell by 1.2 million from August 2001
to February 2002, as 12 states exhausted all of their LIHEAP funding for the cur-
rent year. Another four states expect to be out of money by the end of March. Do
you believe these conditions warrant release some or all of $600 million currently
available to the Administration in the LIHEAP contingency fund? If not, why not?

Answer. As you know, LIHEAP contingency funds are generally released in the
event of an energy emergency, such as unusually severe weather or high home en-
ergy prices. This year, relatively mild winter weather across the nation has pro-
duced lower fuel costs. In addition, we must also be prepared in the event that there
is a need for contingency funds resulting from a heat wave or some other unex-
pected cooling emergency this summer.

The full $1.7 billion in fiscal year 2002 LIHEAP formula block grant funds are
available to the States. States are usually limited to 90 percent of their funds
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through the second quarter. However, the Administration granted waivers to states
that requested to receive 100 percent of their funds to meet their needs this winter.

To date, the Administration has retained the Supplemental Contingency Funds.
We are continuously monitoring conditions to determine how to best allocate the
Contingency Funds, and the President is prepared to respond by releasing the funds
should the determination of a qualified emergency be made.

NUTRITION SERVICES INCENTIVE PROGRAM

Question. Please clarify how the funds for the Nutrition Services Incentive Pro-
gram (NSIP) that the Administration proposed to transfer from the United States
Department of Agriculture to AocA will be distributed to the States. How will this
proposal better serve seniors?

Answer. Instead of funding nutrition programs through two separate agency ap-
propriations, The President’s Budget requests that the funding previously provided
for the USDA Nutrition Services Incentive Program (NSIP) be combined with AoA
nutrition program funding. To ensure that each State continues to receive the same
level of funding, the current formula used to distribute USDA funds, contained in
section 311 of the Older Americans Act, would continue to be applied to $150 million
of the combined funding appropriated to AoA for nutrition programs.

No older person will be adversely effected by this transfer. States and localities
will benefit from the increase in management efficiency, streamlining and reduction
in duplilcation especially in reporting that will result from implementation of this
proposal.

INTERAGENCY TASK FORCE ON AGING PROGRAMS

Question. Last year, the Senate Committee report included language directing the
Department to form an Interagency Task Force on Aging Programs. The purpose of
this task force was to maximize the positive impact of existing programs, reduce and
eliminate duplication in service provision and minimize regulatory burdens and
costs at the local level. What is the current status of complying with this directive?
What role will AocA assume in the HHS Interagency Task Force on Aging? How is
the development and the work of the task force progressing within HHS?

Answer. HHS is already involved in a number of efforts related to building an
Interagency Task Force on Aging. We operate HHS as “one Department” just as the
President operates this Administration as “one government.” We are working first
within HHS and secondly across other Cabinet level agencies in the areas of regu-
latory reform, removal of barriers to accessing services, enhancing consumer focus,
and developing an integrated system for linking health care systems and commu-
nity-based services that serve older individuals and their families and caregivers.

Within HHS we have sought greater partnerships and coordination of activities
across HHS agencies such as CMS, the CDC, the FDA, HRSA, the Indian Health
Service (IHS) and a number of other agencies. These activities include:

—CMS—working together to help States and local providers coordinate Older

Americans Act funded programs with Medicare and Medicaid

—CDC—working to develop an integrated system of health promotion and disease

prevention services for older adults through the “Aging States Project”

—FDA—partnering in the current diabetes awareness campaign by enlisting the

assistance of the aging network as a vital and effective partner in this effort

—HRSA—working together on issues related to the current shortage of profes-

sional and paraprofessional health care workers.

—IHS—working together on home and community-based long-term care issues in

Indian communities.

These partnerships are also being expanded to other Departments. For instance,
under the New Freedom Initiative, we are working to remove barriers to services
across government. HHS is also working with the Department of Transportation on
issues of better coordination of transportation, especially in rural areas. AoA has
also received a number of comments through its community listening sessions across
the country as part of its development of regulations. AoA has met with staff from
other Departments, including Labor, the Department of Veterans Affairs, the De-
partment of Housing and Urban Development, the Social Security Administration,
and a number of other cabinet agencies, and will continue these efforts in the fu-
ture.

The Administration on Aging has provided leadership in these efforts and will
continue to do so. As an example, AoA has had a leading role in the “New Freedom
Initiative” that focuses on health, social services, transportation, housing and labor
issues for the disabled. AoA has led efforts to receive and analyze comments and
input from consumers and advocates reflecting aging concerns.
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NUTRITION PROGRAM FUNDING

Question. Last year, this subcommittee provided historic investments in the Aging
Network, including additional investments in elderly nutrition programs, family
caregiving activities, senior centers and critical support services like transportation
and adult day care. In a press statement on March 1, 2002 celebrating the 30th An-
niversary of the Older Americans Act Nutrition Program, Mr. Secretary, you re-
ferred to the Nutrition Program as one of the most successful community-based pro-
grams for seniors in America. Yet this budget request essentially level funds fund-
ing for Older American Act programs, including an increase of less than 1 percent
for the Nutrition Program. In a budget request that provides an average increase
of 2 percent for non-defense and non-homeland security programs, why has one of
the most successful programs for the elderly received what amounts to a reduction
in funding?

Answer. AoA has a solid budget request that maintains and builds on the historic
investments in the network that the Congress provided in fiscal year 2002. Notwith-
standing the hard choices that the President had to make this year, including deci-
sions on funding for the war on terrorism, bioterrorism and homeland security, the
AoA request provides increases for home-delivered meals and preventive health ac-
‘(cliviicies, two areas especially important for the growing population of older, frail el-

erly.

Federal funds constitute a portion (30 percent) of the total spending by the Net-
work on Older Americans Act programs. Older Americans Act nutrition programs
leverage additional State, local, and private funds which reflect the efficiency of
these programs. These programs will continue to target those most in need. Of the
clients served by the aging network (1999 data) 32 percent were poor, 19 percent
were of minority origins, and 34 percent lived in rural areas.

Working with our partners in the aging network, we expect to maintain the fiscal
year 2002 level of meals served, 300 million meals to 2.6 million older adults. His-
torically, when appropriated funds have not increased over the previous year, the
aging network has been able to maintain services and meals provided to seniors.

QUESTIONS SUBMITTED BY SENATOR ARLEN SPECTER
NATIONWIDE HEALTH TRACKING NETWORK

Question. We have heard some concerns that CDC is not giving the Nationwide
Health Tracking Network program a high enough profile. Building upon earlier re-
ports that there is duplication and inefficiency within CDC, how can you assure us
that a nationwide health tracking network will take full advantage of existing pro-
grams and build a coordinated system? (Specifically, the National Center for Envi-
ronmental Health has established a new branch, its Division of Environmental Haz-
ards and Health Effects. We are concerned that burying the tracking network this
deep in an individual center will continue the silo mentality and lead to duplication
rather than coordination as the tracking network is developed.)

Answer. Building the nationwide health tracking network efficiently and cost-ef-
fectively will require supplementing, not supplanting or duplicating existing pro-
grams associated with this tracking effort. CDC’s National Center for Environ-
mental Health (NCEH) has worked closely with the various programs throughout
the Agency to gather input and lay the groundwork for continued collaboration. In
fact, NCEH has made it a priority to assure that collaboration extends beyond CDC
to include other relevant federal and state government agencies, and non-govern-
mental organizations. The NCEH staff is in the process of establishing “linkages”
across Centers and programs such as the National Electronic Disease Surveillance
System (NEDSS), the Data web, the National Program of Cancer Registries, the Be-
havioral Risk Factor Surveillance System, and the State Birth Defects and Surveil-
lance Activities Program. To ensure continued collaborations, the center is devel-
oping a CDC-wide/ATSDR internal workgroup to guide its efforts and to improve
communications between various existing activities. CDC’s environmental health
tracking program will build upon the lessons learned from existing systems and
work cll({)sely with those programs that will be essential in building a strong national
network.

Within CDC’s organizational structure, many major public health programs have
been designed, implemented, and have flourished under the division and branch
structure. Programs such as the National Breast and Cervical Cancer Early Detec-
tion Program, the National Childhood Lead Poisoning Program, the National Asth-
ma Control Program, and the National Cancer Registries Programs, just to name
a few, are successfully managed out of branches.
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Question. The CDC received $1 billion to develop a public health infrastructure
that is responsive to the shortcomings that were highlighted by September 11 and
the anthrax attacks. As you are developing the tracking network, how is it con-
nected to all the activities of rebuilding surveillance and infrastructure for bio-ter-
rorism? Is it part of the planning and implementation? To what degree?

Answer. Using the supplemental funds provided under the “Public Health Pre-
paredness and Response for Bioterrorism” cooperative agreement, grantees will be
required to develop and/or enhance existing surveillance systems to monitor key bio-
terrorism and infectious disease indicators. Information Technology guidelines have
been provided to assist the grantees in creating electronic systems that can be easily
integrated into databases of not only possible bioterrorism agents, but infectious dis-
eases.

In addition, Congress has provided funds in the fiscal year 2002 budget to begin
the development of a nationwide, environmental health tracking network that will
integrate data on environmental exposure with data on the occurrences of diseases
that have possible links to the environment. These funds will be used to assure de-
velopment of environmental and chronic disease surveillance systems and linkage
to EPA and state environmental department data and information systems. This 1s
unique to the development of this network and will complement the development
of bioterrorism surveillance systems for environmental hazards.

This system will allow on-going monitoring and dissemination of information on
levels of environmental contaminants, trends in disease occurrences, facilitate re-
search on possible linkages, and measure the impact of regulatory and prevention
strategies. Funding will be made available for pilot projects to develop strategies
and mechanisms for building statewide or regional systems that will provide the
foundation and architecture for linking, integrating and displaying health and envi-
ronmental data.

Real time assessment of environmental hazard data will provide states with capa-
bility for early detection of emerging hazards, threats or intentional releases of dan-
gerous chemicals. This can initiate a response on the part of state and local environ-
ment management teams to mitigate the potential for exposure to the public. Addi-
tional public health action may be needed to prevent or respond to associated dis-
ease occurrences.

Question. How are you using the $17.5 million appropriated for Nationwide
Health Tracking in fiscal year 2002 budget?

Answer. The goal of environmental health tracking is to develop a surveillance
network, which can integrate data on environmental exposure with data on the oc-
currences of diseases that have possible links to the environment. This system will
allow on-going monitoring and dissemination of information on levels of environ-
mental contaminants, trends in disease occurrences, facilitate research on possible
linkages, and measure the impact of regulatory and prevention strategies. With this
information, federal, state and local agencies will be better prepared to develop and
evaluate effective public health action to prevent or control diseases across our na-
tion.

Funding will be made available for up to 15 state and/or local pilot projects to
develop strategies and mechanisms for building statewide or regional systems that
will provide the foundation and architecture for linking, integrating and displaying
health and environmental data. Funding will also be provided to several Schools of
Public Health/Centers of Excellence to coordinate and translate research needs/ac-
tivities between academia and the pilot projects/state grantees. The Centers of Ex-
cellence will assist with the development and understanding of public health sur-
veillance practices and methodologies.

Question. More and more, it appears that CDC is trying to become more of a re-
search organization than a community-based public health organization. It appears
that very valuable data is sitting on desks until it can be released in a peer-re-
viewed journal, which might look good on the CV of your staff but doesn’t help bring
the information to the communities where it is most needed. How are you insuring
the community right-to-know provisions of the tracking network? Are you engaging
communities in the process of developing the network? How will you assure that
citizens will be able to access information about exposures and health outcomes in
their community? We know about the work groups and I assure you that these
workgroups do not reflect the community nor do they adequately represent commu-
nity concerns.

Answer. The CDC has always played a major role in assisting state and local pub-
lic health officials in developing and implementing programs that will improve the
health of communities. CDC is committed to disseminating information learned
from disease surveillance to drive public health action and to conduct essential re-
search that translates into improved public health practices.
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The CDC is looking very carefully at how right-to-know issues relating to environ-
mental health surveillance can be balanced with right-to-privacy and confidentiality
issues. Guidelines and procedures for making aggregated data available to the pub-
lic at a community level, in an easily accessible and readily available format will
be developed as part of the standard operations for the Environmental Health
Tracking Program. It is too early in program development to outline exactly what
that data will look like.

Each state grantee will be asked to develop community-based coalitions to ensure
local community input in identifying environmental public health priorities and
needs. Additionally, CDC will identify Network stakeholders, assess their needs,
and determine effective communication in order to fully understand how national
and statewide systems can best serve communities.

Plans being developed for statewide and national networks will address access
and dissemination issues. A public access web site which provides both the environ-
mental and health outcome data in an easy to understand format and which assures
the protection of individual privacy is a logical model to consider. However, because
many members of the public do not have access to the web or are not comfortable
with electronic systems, written reports and fact sheets will be developed and
slllareél. Other methods for providing communities access to information will be ex-
plored.

OFFICE OF THE SECRETARY CONSOLIDATIONS

Question. You are proposing to consolidate the management of construction funds
under your office. You are also planning a major consolidation of the Department’s
communications, legislative and public affairs offices and placing them directly
under your control. How will this sudden centralization of decision-making and in-
formation dissemination affect the ability of Congressional staff to receive fast and
accurate information? Could you explain your reasons for these plans?

Answer. Our intention is to improve the flow of information to both Congress and
the public by avoiding the confusion and delays that are sometimes caused by the
present separation of information offices within the Department. This change does
not represent any alteration in our policy regarding the ready availability and active
dissemination of information; instead, it represents an administrative change in-
tended to overcome bureaucratic gaps that can negatively impact the flow of infor-
mation. Furthermore, by consolidating efforts throughout the Department, we ex-
pect to achieve more effective and less duplicative dissemination of information than
at present. Members of Congress and their staffs will still be able to contact indi-
vidual Operating Divisions directly; however, it might be more efficient and effective
for them to contact the consolidated legislative or public affairs office in Washington
instead, as those offices will be able to pull the pertinent pieces together from all
of the Operating Divisions, and deliver a comprehensive and clear answer to a Mem-
ber.

I have decided to implement these changes in administrative structure because
consolidation offers HHS the opportunity to achieve economies of scale, and to rede-
ploy resources from administrative support to mission-critical areas. Following are
additional details regarding these consolidations.

Health Facilities Construction and Management Fund.—HHS will provide the
oversight of all construction projects from a centralized office in the Office of the
Secretary. The intent is to inject more accountability into the construction process,
by centralizing the financial management of construction projects and continuously
monitoring the progress being made in relationship to the dollars being spent. In
summary, the concept is centralized oversight with decentralized execution.

Personnel Offices.—In September 2001, HHS had 40 personnel offices providing
human resource services to HHS employees. This represents tremendous duplication
of effort—e.g., more than 20 separate personnel offices on the NIH campus, six per-
sonnel offices at FDA, multiple personnel offices in one building (the Parklawn
Building in Rockville)—as well as wide variation in the quality and timeliness of
the services provided. By the end of fiscal year 2003, we plan to move from these
40 separate offices to four consolidated service sites. These consolidated sites will
be co-located with large employee concentrations in Atlanta, Baltimore, Bethesda,
and Rockville.

The first phase of our current consolidation effort has begun. The personnel offices
for SAMHSA and AHRQ were consolidated with the PSC personnel office in October
2001. By the end of this fiscal year, NIH will consolidate its current 27 personnel
offices into one, and FDA will consolidate its 6 personnel offices into one. Planning
is well underway for both of these consolidations, and we expect the NIH and FDA
consolidated sites to operate with fewer FTE than are now dedicated to personnel
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services in those Operating Divisions. As with SAMHSA and AHRQ, this will pro-
vide the opportunity to shift resources to front-line operations.

To achieve our goal of further consolidating to four sites by the end of fiscal year
2003, the Department will soon convene a workgroup of Operating Division rep-
resentatives to design the new structure, recommend service and resource levels,
and address staffing issues. While our objectives include more efficient service deliv-
ery and more effective use of resources, my commitment is that no employee will
lose a job as a result of consolidation, although they will not necessarily stay in the
same job they now have. Nor do we expect our consolidation efforts to result in
wholesale employee geographic relocation.

Public Affairs and Legislative Affairs.—HHS is currently in the process of devel-
oping a detailed plan for executing these consolidation. This effort entails working
closely with each Operating Division to determine the positions involved, the job du-
ties involved, and how best to restructure the operations within each agency into
a coordinated effort. The goal is to create a cohesive structure that supports the de-
velopment and execution of clear, timely and fact-based communication with both
Congress and the public.

Specific individuals to be transferred to the consolidated Public Affairs and Legis-
lative Affairs offices have not yet been identified. Below is a table outlining the
number of FTE to be transferred from each HHS Operating Division, and the cost
associated with those FTE.

Total Public Affairs Legislation
HHS Operating Division
FTE Dollars FTE Dollars FTE Dollars
FDA 80 $7,317 46 $4,623 34 $2,694
HRSA 31 3,354 18 1,947 13 1,407
IHS 8 838 5 599 3 239
CDC 60 1,870 44 5,415 16 2,455
SAMHSA 12 1,610 11 1,476 1 134
CMS 63 5,714 17 1,551 46 4,163
ACF 10 1,090 7 753 3 337
NIH 381 51,106 372 49,899 9 1,207
AHRQ 12 1,610 10 1,342 2 268
Total 657 80,509 530 67,605 127 12,904
LIHEAP

Question. The Administration has not released $600 million in emergency
LIHEAP funds, despite high energy prices and cold temperatures. Why haven’t
these funds been released and why is there a request to cut $300 million from
LIHEAP in fiscal year 2003?

Answer. The fiscal year 2003 President’s budget includes $1.4 billion in regular
block grant appropriations and an additional $300 million emergency contingency
funds for the unanticipated home energy needs. Given the reduction in fuel prices
from last year, we believe these funds will be sufficient. The Department of Energy
forecasts fuel prices to remain constant through the remainder of the year into next
winter absent any unforeseen energy emergencies.

Additionally, the $300 million in funds appropriated under LIHEAP’s emergency
contingency provision in the July 2001 Supplemental Appropriations Act remains
available. Since this amount is considered to be “no-year” funding, it can be carried
over into subsequent fiscal years. Therefore, if part or all of these monies are not
released this year, these funds would be available for LIHEAP in fiscal year 2003
to meet any unexpected demands.

HEALTHY COMMUNITIES INNOVATION INITIATIVE

Question. Could you explain more about your Healthy Communities Innovation
Initiative? Given the focus on reducing diabetes, obesity, and asthma, can you ex-
plain how this new program does not duplicate similar programs that have been
funded for years through CDC?

Answer. HHS has been working hard to treat and prevent asthma, diabetes, and
obesity. However, I believe their rapidly increasing prevalence calls for an initiative
to target resources on a new interdisciplinary services demonstration to focus our
efforts at the community level. The Healthy Communities Innovation Initiative will
be modeled on the successful Healthy Start community-based demonstration project
to enhance access to services and change health outcomes.
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HRSA’s expertise is in working with communities to develop and implement tai-
lored services programs through a variety of activities and programs. HRSA cur-
rently partners with other agencies, including CMS and CDC, and will use its ex-
pertise to enhance the effectiveness of other existing programs to reduce the preva-
lence of diabetes, asthma, and obesity. HRSA will forge a tightly coordinated public/
private partnership between prevention, medical, social, educational, business, civic,
and religious organizations to enhance access to services and change health out-
comes, while avoiding duplication of existing efforts.

Another critical element of this initiative will be based upon HRSA experiences
gained in the successful Maternal and Child Health Block Grant performance meas-
urement agreements worked out in collaboration with all 59 States and territories,
and in place and working well for three years now. This HRSA experience will be
used to effectively develop and utilize requirements for each grantee to define
achievable health outcome goals and measures for which it will be held accountable.

COMMUNITY HEALTH CENTERS

Question. The budget request includes a $114 million increase to expand commu-
nity health centers to serve poor, migrant, and homeless individuals. Will this in-
crease result in additional health centers, or the expansion of existing health cen-
ters? With this increase, how many more people will be served? What additional
areas of the country will be served?

Answer. The President’s Budget for fiscal year 2003 proposes a $114 million in-
crease to fund the second year of the Presidential Initiative to increase and expand
health center access points by 1,200 and increase the number of people served by
6 million in five years. These funds will support the establishment of approximately
90 new access points and the expansion of service capacity at 80 existing sites. Thir-
ty of the 90 new access points are projected to be new sites of new grantee organiza-
tions, with the remaining 60 new access points projected to be new satellite sites
of existing grantee organizations.

These new and expanded sites will increase services to an additional 1 million in-
dividuals, for a total of 12.8 million persons. This will include an additional 60,000
migrant farm workers and their family members, and 64,000 special population cli-
ents including homeless persons and residents of public housing facilities. Due to
the competitive nature of the grant application and review process, the Health Cen-
ter program is unable to predict the geographic distribution of grant awards. How-
ever, the Program is expected to continue to maintain an appropriate balance be-
tween rural and urban grant awards, and to continue to give special consideration
to sparsely populated areas of the country.

CHILDREN’S GRADUATE MEDICAL EDUCATION

Question. The Children’s Hospitals Graduate Medical Education (GME) has been
essential to supporting medical education in free-standing children’s hospitals be-
cause these hospitals serve few, if any, Medicare patients and, therefore, do not re-
ceive medical education funding from Medicare as do other teaching hospitals. The
President’s budget cuts Children’s GME $85 million. Could you explain the reasons
for this cut and how you believe this will affect children’s hospitals?

Answer. Since fiscal year 2000 when this program was initiated, it has expanded
seven fold, going from $40 million to $285 million in only three years. Our proposal
for fiscal year 2003 is a modest effort to restrain spending, holding funding at $200
million. We have made a few priority determinations in developing the overall Presi-
dent’s Budget and this is one place where we suggest that the funding level could
be pared back. Even with the $85 million reduction in GME payments, the approxi-
mately 60 Children’s Hospitals in the country would receive an estimated per resi-
dent payment of $51,200.

HEALTH PROFESSIONS

Question. The Administration has zeroed out funding for Public Health Workforce
Development in the Health Resources and Services Administration. Could you ex-
plain the cut in that area, as well as cuts in funding for other health professions?

Answer. The goal of our Health Professions programs is to increase services to the
underserved. Over the past two decades, we have spent $6 billion on Title VII
health professions grants and our track record on performance is not good. Based
on data reported in the HRSA Government Performance and Results Act Annual
Performance Plan, only 30 percent of individuals who participate in the Title VII
programs go on to practice in medically underserved areas. However, with the
Health Center program and National Health Service Corps, we know that 100 per-
cent of these funds are going to provide services to the underserved. Title VII pro-
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grams were enacted to correct an overall shortage of physicians. Today, there is no
shortage of physicians. In fact, the number of physicians have increased by 21 per-
cent in the last 10 years and 64 percent over the last 20 years.

We have provided increases in two areas where we do have shortages nursing and
ensuring our health professionals are adequately trained to diagnose and treat bio-
terrorism illnesses. It is also important to note that we make substantial invest-
ments in training health care workers, particularly doctors, through Medicare reim-
bursements $8 billion estimated in fiscal year 2003 through Graduate Medical Edu-
cation.

NURSING SHORTAGE

Question. We continue to face an ever-increasing shortage of nurses in this coun-
try. Unless we focus our attention on this problem, the nursing shortage will only
worsen as our population ages. What short-term, mid-term, and long-range strate-
gies are you instituting to deal with this crisis?

Answer. HRSA administers programs authorized under Title VIII of the Public
Health Service Act, often referred to as the Nurse Education Act. Specific activities
helping to mitigate the shortage of nurses include support for (1) basic and ad-
vanced nursing education programs, (2) diversity programs targeting minority and
disadvantaged students, (3) scholarship, traineeships and loans, and (4) nursing
workforce analysis.

—The Advanced Education Nursing Program supports projects educating nurses
for faculty positions in nursing schools, public health nurses, nurse administra-
tors and advanced practice nurses which include nurse practitioners, clinical
nurse specialists, nurse anesthetists, and nurse midwives. Funds from this pro-
gram support advanced education projects enrolling approximately 4,550 stu-
dents and provide traineeship support for 5,800 graduate level students.

—The Nursing Workforce Diversity Program provides support to projects targeting
1,800 minority and disadvantaged students in elementary and secondary
schools, pre-nursing programs, and nursing schools. This program provides re-
medial and support services necessary to assure successful completion of those
students enrolled in nursing programs.

—The Basic Nurse Education and Practice Program supports academic and con-
tinuing education projects designed to recruit and retain a strong nursing work-
force. Funds are used to support basic entry-level career ladder programs for
licensed practical nurses, innovative academic distance learning projects for
rural RNs, and projects to expand enrollments in baccalaureate nursing pro-
grams. Support is provided for retention strategies through continuing edu-
cation projects to enhance the skills of the existing nursing workforce for prac-
tice in existing and emerging health care systems. In addition, support for fac-
ulty-run nurse managed centers provides educational settings for nursing stu-
i‘lents and clinical practice sites for faculty providing care to underserved popu-
ations.

—The Nursing Education Loan Repayment Program assist registered nurses by
repaying up to 85 percent of their qualified educational loans over 3 years in
return for their commitment to provided services at health facilities in shortage
areas.

—Other student scholarship and loan support available under the following HRSA
programs for fiscal year 2001 provided the following:

—The Scholarships for Disadvantaged Students Program Assistance

—The revolving Nursing Student Loan Program

—The National Health Service Corp Scholarship and Loan Repayment Pro-
grams

BIOTERRORISM

Question. What is the status of the applications from the States for the remaining
80 percent of funds appropriated for bioterrorism preparedness? Has the Depart-
ment received much feedback from the States? Does it appear that the timeline the
Department has set for review of applications is realistic?

Answer. Recently awarded cooperative agreements from the Centers for Disease
Control and Prevention and the Health Resources and Services Administration, re-
spectively, allocated over $1 billion by formula to health departments of states and
other eligible entities to enhance public health preparedness. Twenty percent (20
percent) of the allocated funds are available for immediate expenditure. The remain-
ing eighty percent (80 percent) will become available as soon as the Secretary has
approved the awardees’ work plans for expenditure of the funds. These work plans
are due on or before April 15, 2002.
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To help the awardees prepare their work plans, the Department offered detailed
guidance and conducted four regional workshops (Atlanta, Denver, San Francisco,
and Boston). Based on this first hand contact, we find the awardees enthusiastic at
the prospect of this major infusion of funds to enhance bioterrorism preparedness
in general and the public health infrastructure in particular.

We believe that the timeline is realistic. A few states may request a short exten-
sion of the deadline for submitting the work plans. However, the Department re-
mains committed to reviewing and approving the workplans within 30 business days
following determination that the plans are complete. Both the Department and the
awardees share a sense of urgency about enhancing public health preparedness.

Question. How are bioterrorism funds, which are spread out among several agen-
cies within the department, being coordinated?

Answer. I have commissioned Dr. D.A. Henderson and the new Office of Public
Health Preparedness (OPHP) he heads to direct and coordinate our efforts across
HHS. He is overseeing all parts of our preparedness planning efforts. We created
this office precisely because our bioterrorism functions are diverse. We engage a
wide array of experts throughout the Department and strive to ensure that their
efforts are effectively channeled to meet growing demands for preparedness.

Most of our bioterrorism funding was appropriated to a single unified account—
the Public Health and Social Services Emergency Fund in the Office of the Sec-
retary. We are making these monies available to the operating organizations—the
Centers for Disease Control and Prevention (CDC), the Health Resources and Serv-
ices Administration (HRSA), and the Office of Emergency Preparedness (OEP)—as
soon as plans for their use have been approved by Dr. Henderson and the Assistant
Secretary for Budget, Technology, and Finance.

In particular, we have moved aggressively to allocate more than $1 billion for im-
proving State and local preparedness for bioterrorism and other public health emer-
gencies. This involved close collaboration among CDC, HRSA, OEP, and the Office
of the Secretary.

CDC issued cooperative agreements totaling $918 million using a formula-based
allocation. The awardees (primarily states) can use up to 20 percent of their awards
immediately and will be able to access the remaining 80 percent once the Secretary
has approved their work plans for use of the funds. Among the objectives are en-
hancements of infectious disease surveillance and epidemic response and planning
for receipt and distribution of material from the National Pharmaceutical Stockpile.

HRSA allocated $125 million to States and other eligible entities for hospital pre-
paredness using a formula based approach similar to that used by CDC. Further,
the HRSA awardees also can use 20 percent of their allocated funds immediately
and will have access to the rest once the Secretary has approved their work plans.

Although NTH and FDA received direct appropriations, both are coordinating their
plans closely with OPHP. FDA’s funding was highly targeted- much of it directed
to adding new inspectors/compliance officers that FDA is actively recruiting and hir-
ing.

STEM CELL RESEARCH

Question. The NIH Stem Cell Registry now identifies 78 stem cell lines. It is my
understanding that these lines are at various stages of development and character-
ization. How many of these stem cell lines are immediately available to U.S. re-
searchers?

Answer. The 78 lines that are listed on the Registry are in varying states of avail-
ability. The WiCell agreement makes the lines from Wisconsin available, and one
is being shipped. Infrastructure grants have been made available to help all sources
increase their ability to fill requests for lines. The notices have been issued for the
first 3 of these awards. The availability of lines other than WiCell depends to some
degree on resolution of agreements between WiCell and the other sources. It ap-
pears that such negotiations are proceeding and will soon result in other lines be-
coming available.

QUESTION SUBMITTED BY SENATOR KAY BAILEY HUTCHINSON
RESPONSE TO TROPICAL STORM ALLISON

Question. Secretary Thompson, I want to commend you and your Department for
your concern and responsiveness to my state after the disastrous flooding we en-
countered from Tropical Storm Allison last summer. The total losses in Houston
alone were over $5 billion, and the medical institutions at the Texas Medical Center
alone suffered $2 billion worth of this damage. More importantly, as I'm sure you
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are aware, the losses to our entire country, in fact to the world, of critical research
in areas such as breast cancer, a flu vaccine and AIDS research will likely take
years to replace. I understand that many of these losses will never be reimbursed
because FEMA reimburses property loss and even NIH takes a pretty narrow view
of what it is actually able to reimburse.

A significant portion of the Texas Medical Center’s losses were incurred because
of business loss. I understand that following September 11, the New York City hos-
pitals also suffered enormous business losses. Mr. Secretary, you now have the au-
thority in recent disaster relief legislation to reimburse the New York City hospitals
from your Public Health and Emergency Assistance Fund for their business losses
and the Congress has earmarked $140 million specifically for this purpose.

May I have your commitment that you will review the situation with the Houston
hospital and research facility business losses and do your best to find a way to pro-
vide similar relief for these losses in my state?

Answer. I personally visited the Texas Medical Center last year to observe first-
hand the devastation caused by the floods. NIH officials have also made numerous
visits to offer technical assistance in applying for supplemental research grants from
NIH and in working through FEMA’s rules for compensation. NIH has assigned a
case-manager to work with the affected research institutions. NIH has awarded over
$12 million in supplemental grants for research and research equipment at Baylor
College of Medicine and more than $1 million to the University of Texas-Houston.
NIH also has about 8-10 more such administrative supplements in the review
queue. Each of these institutions have also received about £3 million in extramural
construction funds from NIH to help rebuild the research labs that were lost. As
an example of the close and effective collaboration we have had with FEMA on the
research side, FEMA has agreed to support the costs of technicians needed to regen-
erate knock-out mouse strains. It is my understanding that the research institutions
have been pleased with NIH’s efforts on their behalf and have sent NIH letters of
thanks. The fiscal year 2002 Emergency Supplemental provided $140 million to re-
imburse only those entities with health care-related expenses or lost revenues di-
rectly attributable to the September 11, 2001, terrorist attacks. Further Congres-
sional guidance states that funds are to be allocated based on the applicants’ prox-
imity to the attack zone, the number of patients served, or the provision of special-
ized services such as trauma care which participated most directly in disaster re-
sponse efforts. These funds are not available for costs that have otherwise been re-
imbursed or are eligible for reimbursement from other sources.

QUESTIONS SUBMITTED BY SENATOR TED STEVENS
COMMUNITY HEALTH CENTERS

Question. The budget request includes a $114 million increase to expand commu-
nity health centers to serve poor, migrant, and homeless individuals. Will this in-
crease result in additional health centers, or the expansion of existing health cen-
ters? With this increase, how many more people will be served? What additional
areas of the country will be served?

Answer. The President’s Budget for fiscal year 2003 proposes a $114 million in-
crease to fund the second year of the Presidential Initiative to increase and expand
health center access points by 1,200 and increase the number of people served by
6 million in five years. These funds will support the establishment of approximately
90 new access points and the expansion of service capacity at 80 existing sites. Thir-
ty of the 90 new access points are projected to be new sites of new grantee organiza-
tions, with the remaining 60 new access points projected to be new satellite sites
of existing grantee organizations.

These new and expanded sites will increase services to an additional 1 million in-
dividuals, for a total of 12.8 million persons. This will include an additional 60,000
migrant farm workers and their family members, and 64,000 special population cli-
ents including homeless persons and residents of public housing facilities. Due to
the competitive nature of the grant application and review process, the Health Cen-
ter program is unable to predict the geographic distribution of grant awards. How-
ever, the Program is expected to continue to maintain an appropriate balance be-
tween rural and urban grant awards, and to continue to give special consideration
to sparsely populated areas of the country.

COMMUNITY SERVICES BLOCK GRANT

Question. The budget documents mention a focus on strengthening families and
supporting communities through faith- and community-based initiatives. However,
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ven this focus, why does the request cut the community services block grant by
%%30 million? These funds help provide housing and employment assistance, edu-
cation and training services, and nutrition and substance abuse treatment. Could
you explain the reasons for this cut?

Answer. The fiscal year 2003 budget includes $570 million for the Community
Services Block Grant. While a reduction from the fiscal year 2002 level, the Presi-
dent’s budget makes significant investments in similar programs which focus serv-
ices at the community based level.

SUBSTANCE ABUSE TREATMENT

Question. Unfortunately, my State has one of the highest rates of substance
abuse. I support the President’s request for an increase in funding for drug treat-
ment; however, I am concerned and disappointed that the request includes a $45
million cut in drug prevention programs. These programs focus on children and
teens to attempt to prevent what can be life-long addictions. Could you explain the
rationale for this drastic cut in these important programs?

Answer. The President’s budget focuses on increasing the availability of drug
treatment. The budget totals $2.1 billion, an increase of $127 million to fund the
second year of the President’s multi-year Drug Treatment Initiative. SAMHSA will
be able to provide treatment services to an additional 52,000 individuals, for a total
of 546,000 people receiving treatment services. Within the increased amount, $67
million will fund activities which provide direct treatment services to individuals
and community-based organizations and $60 million is for the Substance Abuse Pre-
vention and Treatment Block Grant. It should be noted that 20 percent of the block
grant funds are used for prevention activities.

Prevention activities are an important element in reducing drug abuse problems
in this country. SAMHSA will continue its efforts in providing substance abuse pre-
vention services that focus on children and teens, however they will be de-empha-
sizing the Best Practices applied research activity—relying instead on NIH to ac-
complish this work. The Budget requests continued level funding for prevention
services such as through the State Incentive Grants. In addition, I have tasked the
Office of the Assistant Secretary for Planning and Evaluation with coordinating all
non-biomedical research across the Department. Specifically, the Department’s
strategy will be to streamline research through its Research Coordinating Council
(RCC). The RCC will evaluate Department-wide research priorities to ensure that
efficiencies are realized and research funding priorities are consistent with the Ad-
ministration’s priorities.

NURSING SHORTAGE

Question. We continue to face an ever-increasing shortage of nurses in this coun-
try. Unless we focus our attention on this problem, the nursing shortage will only
worsen as our population ages. What short-term, mid-term, and long-range strate-
gies are you instituting to deal with this crisis?

Answer. HRSA administers programs authorized under Title VIII of the Public
Health Service Act, often referred to as the Nurse Education Act. Specific activities
helping to mitigate the shortage of nurses include support for (1) basic and ad-
vanced nursing education programs, (2) diversity programs targeting minority and
disadvantaged students, (3) scholarship, traineeships and loans, and (4) nursing
workforce analysis.

—The Advanced Education Nursing Program supports projects educating nurses
for faculty positions in nursing schools, public health nurses, nurse administra-
tors and advanced practice nurses which include nurse practitioners, clinical
nurse specialists, nurse anesthetists, and nurse midwives. Funds from this pro-
gram support advanced education projects enrolling approximately 4,550 stu-
dents and provide traineeship support for 5,800 graduate level students.

—The Nursing Workforce Diversity Program provides support to projects targeting
1,800 minority and disadvantaged students in elementary and secondary
schools, pre-nursing programs, and nursing schools. This program provides re-
medial and support services necessary to assure successful completion of those
students enrolled in nursing programs.

—The Basic Nurse Education and Practice Program supports academic and con-
tinuing education projects designed to recruit and retain a strong nursing work-
force. Funds are used to support basic entry-level career ladder programs for
licensed practical nurses, innovative academic distance learning projects for
rural RNs, and projects to expand enrollments in baccalaureate nursing pro-
grams. Support is provided for retention strategies through continuing edu-
cation projects to enhance the skills of the existing nursing workforce for prac-
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tice in existing and emerging health care systems. In addition, support for fac-
ulty-run nurse managed centers provides educational settings for nursing stu-
iients and clinical practice sites for faculty providing care to underserved popu-
ations.

—The Nursing Education Loan Repayment Program assist registered nurses by
repaying up to 85 percent of their qualified educational loans over 3 years in
return for their commitment to provided services at health facilities in shortage
areas.

—Other student scholarship and loan support available under the following HRSA
programs for fiscal year 2001 provided the following:

—The Scholarships for Disadvantaged Students Program Assistance

—The revolving Nursing Student Loan Program

—The National Health Service Corp Scholarship and Loan Repayment Pro-
grams

SUBCOMMITTEE RECESS

Senator HARKIN. Thank you all very much. The subcommittee
will stand in recess to reconvene at 2:30 p.m., Thursday, March 14,
in room SD-138. At that time we will hear testimony from the
Honorable Roderick Paige, Secretary, Department of Education.

[Whereupon, at 12:41 a.m., Thursday, March 7, the subcom-
mittee was recessed, to reconvene at 2:30 p.m., Thursday, March
14.]
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OPENING STATEMENT OF SENATOR TOM HARKIN

Senator HARKIN. Good morning. The Labor, Health and Human
Services and Education Subcommittee will now come to order.

Mr. Secretary, I apologize for being a little late, and I thank you
for joining us today to talk about the fiscal year 2003 budget for
the Department of Education. This is our first education hearing
since the passage of the No Child Left Behind Act of last year.

EDUCATION FUNDING INCREASES OF PREVIOUS YEARS

Over the past 6 years, Congress has increased the Federal in-
vestment in education by an average of 13.5 percent per year. In-
stead of building on that progress, the President has proposed an
increase for education of just 2.8 percent next year, and that barely
keeps up with inflation.

The budget would cut teacher-quality programs. It would freeze
funding for after-school programs, bilingual education, and State
assessments. It will eliminate all funding for over 40 other pro-
grams, including rural education, school counseling, dropout pre-
vention, teacher training and technology, and civic education.

(65)
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NO CHILD LEFT BEHIND ACT OF 2001

I guess the reason I am so disappointed in this budget is it came
right after we signed the No Child Left Behind Act, which we sup-
ported, and which I supported. The administration actually cuts
funding for the programs in that act by $90 million.

If we fail to invest in education reform, then Leave No Child Be-
hind becomes another unfunded mandate for States that are al-
ready strapped for cash. According to the National Governor’s Asso-
ciation, at least 40 States are now experiencing budget shortfalls
totaling more than $40 billion.

In Towa, the last year, a budget shortfall forced schools to cut
spending by 4.3 percent in the middle of the school year. If we real-
ly want reform, we have to provide schools with the resources to
get the job done right, and it will be a test to whether we keep our
promise of opportunity to all.

TEACHER QUALITY MANDATES IN NO CHILD LEFT BEHIND

Now, where are my charts?

This is a list of all of the new teacher quality mandates that are
in the bill that we signed. They are mandates. Those are mandates.

Let us look at the budget. Last year, we appropriated $3.232 bil-
lion before all those mandates, and now with all the mandates,
your budget has us at $3.077 billion. So we have the mandates, and
we have the funding.

PELL GRANTS AND AFFORDABLE COLLEGE TUITION

Now, the President’s proposal for higher education is also a con-
cern. More than ever before, what workers earn is tied to what
they learn. For example, the average salary of someone whose edu-
cation ends after high school is almost 55 percent less than some-
one with a bachelor’s degree. If we are going to invest in America’s
economic future, we have to invest in the workforce of the future,
and that means making a college education more affordable and ac-
cessible for every American. Unfortunately, students and families
throughout the country are finding it harder to make ends meet
when it comes to a college education.

Last week, I had a meeting in Des Moines with a number of stu-
dents, teachers, and others about their college education expenses.
Rae Taylor, whom I met last Friday, is a junior at my alma mater,
Iowa State. She comes from a background much like my own, a
working-class family. Rae and her parents work hard, but like a lot
of Americans they cannot afford the high cost of higher education,
but Rae has not let that stand in her way. She works three jobs,
40 hours a week, and carries a courseload of 17 credits. Even
though she receives the maximum Pell Grant award, she has al-
ready accumulated $20,000 in loans before she graduates.

Mr. Secretary, I simply could not explain to Rae that this admin-
istration cannot give her a hand by increasing the maximum Pell
Grant. She is willing to work hard, she has proven that. She has
taken on debt, she wants to go to school, but your budget will not
increase her Pell Grant by even one penny.

So where does that leave Rae? Well, her tuition is going to in-
crease by 19 percent next year. She has a choice. She can either



67

work more hours than 40 hours a week, or she can delay her grad-
uation. I do not think that is a fair choice for her to make. She has
done her part. It is time for us here in the Congress, and for the
President, to do ours, and I hope that we will work together to
make college more affordable for Rae and students like her.

LOAN FORGIVENESS FOR TEACHERS AND NURSES

One positive step in that direction is the President’s proposal to
increase the limit on loan forgiveness for highly qualified math,
science, and special education educators serving in high-needs
schools. That is a good step, but we should go further, and that is
why I announced this morning that I will introduce legislation pro-
viding additional loan forgiveness for all teachers serving in high-
needs schools, and for all nurses providing direct medical care.
There are thousands of young people in America who want to go
into teaching or nursing, but when they look at the debts that they
will pile up, and what that job pays them, they opt into other fields
of endeavor. I hope that we can work together to make it better
and easier, more affordable, for these kids to go to college and be-
come teachers and nurses.

A great deal, I know, has changed since the Secretary first came
before us last year. The tragedy of September 11th has forced us
to adjust our priorities, as well it should, but we cannot allow ter-
ror from abroad to paralyze us here at home. We need to take a
hard look at this education budget. I believe it comes up well short
of where we need to be, but I do want to work with you, Mr. Sec-
retary, and with the President, first, to make education reform
work. I supported the No Child Left Behind bill, and I believe those
reforms are good, but if we do not have the money to back it, then
I think we are setting up schools for failure. So I think we have
to increase our investment there and in higher education.

PREPARED STATEMENT

Again, Mr. Secretary, I look forward to hearing your testimony
and working with you to insure a better opportunity for all of our
kids in school. I will leave the record open for an opening state-
ment by my ranking member, Senator Specter, and I would yield
and recognize the distinguished ranking member of the entire com-
mittee, Senator Stevens.

PREPARED STATEMENT OF SENATOR TOM HARKIN

This hearing of the Labor, Health and Human Services, and Education Appropria-
tions Subcommittee will now come to order.

Mr. Secretary, thank you for joining us today to talk about the fiscal year 2003
budget for the Department of Education. This is our first education hearing since
the passage of the No Child Left Behind Act last year, and I'd like to congratulate
you for your work on that important piece of legislation.

The passage of that bill was a victory for public education, and I was proud to
support it. But my belief in education reform is why I am so deeply disappointed
by the president’s education budget for the coming year.

Over the past 6 years, Congress has increased the federal investment in education
by an average of 13.5 percent a year. Instead of building on that progress, the presi-
dent has proposed an increase for education of just 2.8 percent. That barely keeps
up with inflation.

This budget would cut teacher quality programs. It would freeze funding for after
school programs, bilingual education and state assessments. And it would eliminate
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ALL funding for over 40 other programs, including rural education, school coun-
selors, dropout prevention, teacher training in technology, and civic education.

I guess the reason I'm so disappointed in this budget is that it came right after
President Bush signed the No Child Left Behind Act. The Administration actually
cuts funding for the programs in that bill by $90 million.

If we fail to invest in education reform, ‘Leave No Child Behind’ becomes another
unfunded mandate for states that are already strapped for cash. According to the
National Governors Association, at least 40 states are now experiencing budget
shortfalls totaling more than $40 billion. In Iowa last year, a budget shortfall forced
schools to cut spending by 4.3 percent in the middle of the school year.

If we really want reform, we’ve got to provide schools with the resources to get
the job done right. It will be the test of whether we keep our promise of opportunity
to all of America’s children.

The president’s proposal for higher education is also cause for concern. More than
ever before, what workers earn is tied to what they learn. For example, the average
salary of someone whose education ends after high school is almost 55 percent less
than someone with a Bachelor’s Degree. If we’re going to invest in America’s eco-
nomic future we have to invest in the workforce of the future. That means making
a college education more affordable and accessible for every American.

Unfortunately, students and families throughout the country are finding it harder
to make ends meet when it comes to a college education. Raye Taylor, who I met
last Friday in Des Moines, is, a junior at my alma mater, Iowa State. She comes
from a background much like my own. Raye and her parents work hard, but like
a lot of Americans they simply can’t afford the high cost of higher education.

But Raye hasn’t let that stand in her way. She works three jobs for a total of 40
hours a week while carrying a course load of 17 credits. Even though she receives
a maximum Pell Grant award, she’s already accumulated $20,000 in loans.

Mr. Secretary, I simply couldn’t explain to Raye that this Administration, for all
of its talk about education, can’t give her a hand by increasing the maximum Pell
grant. She’s willing to work hard, she’s taken on debt, she wants to go to school
and become a veterinarian. Yet your budget won’t increase her Pell Grant by even
one penny.

So where does that leave Raye? Well, her tuition is going to increase by 19 per-
cent next year. She’s got a choice—she can either work more hours, or she can delay
her graduation. I don’t think that’s a choice Raye or any other hard working kid
should be forced to make. She’s done her part, Mr. Secretary. It’s time for you and
the president to do yours. I hope you’ll work with us to make college affordable for
Raye and students like her.

One positive step in that direction is the president’s proposal to increase the limit
on loan forgiveness for highly qualified math, science and special education edu-
cators serving in high need schools. It’s a good step, but we should go further.

That’s why I announced this morning that I will introduce legislation providing
additional loan forgiveness for ALL teachers serving in high-need schools and for
all nurses providing direct medical care. There are thousands of young people in
America who want to go into teaching or nursing, but they’ve got so much student
loan debt they just can’t afford it. I hope I can work with you and the president
to help them serve America in these important professions.

A great deal has changed in America since the Secretary first came before us last
year. The tragedy of September 11 has forced us to adjust our priorities, as well
it should. But we cannot allow terror from abroad to paralyze us here at home. We
need to take a hard look at this education budget. It comes up well short of where
we need to be. But I want to work with you, Mr. Secretary, and with the president,
to make education reform work and to increase our investment in higher education.

I look forward to hearing your testimony, Mr. Secretary, but first I'll yield to my
friend, Senator Arlen Specter, for an opening statement.

OPENING STATEMENT OF SENATOR TED STEVENS

Senator STEVENS. Thank you for your courtesy. I do have to go
to another meeting. I am pleased to see you here, Secretary Paige,
and welcome you to the committee.

Secretary PAIGE. Thank you.
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NO CHILD LEFT BEHIND ACT OF 2001

Senator STEVENS. You have a great challenge before you, I think,
wide-ranging concepts of secondary and elementary education, and
in the No Child Left Behind Act, which the President signed in
January, which we all support very strongly. But, I wonder if you
know that in many places, as a matter of fact, I think outside of
the major school districts, in what we call the unorganized borough
of our State, I am informed that not one child could pass the tests
that are now required by Federal law.

ALASKAN NATIVE EDUCATION EQUITY ACT

We are in a situation where we funded last year an Alaskan Na-
tive Education Equity Act at $24 million. Your budget proposes to
reduce that program to $14.2 million below what we provided for
2001 and for 2002.

We hope you will come up and see our State and go out to those
native areas. I think maybe you can come up with Secretary
Thompson sometime, because you have joint responsibilities in
many things. Sixty percent of those children do not graduate from
high school. In some of the schools, as I said, not a single child has
passed the exams.

Last year, out of 227 villages, there were 80 teacher spots in
rural Alaska that were vacant that we could not fill. Now, the Alas-
kan Education Equity Act provided the extra funds to help bridge
those gaps and try to get some increased quality of education in
rural Alaska. I would hope that you would help us and proceed.
There is some indication that the Department wants to wait 3
years to get the results from the national tests before you proceed,
1s that correct?

Secretary PAIGE. I do not believe that is correct, Senator.

Senator STEVENS. I hope it is not. I am just going with the hope
that you would not do that. Our State is one-fifth the size of the
whole United States, and the population is just slightly higher than
that of North Dakota. We have areas that I want to take you to
that have no roads, they are accessible only by plane, and as a
matter of fact, you have to go in the daylight, because those run-
ways do not even have lights on them. We are dealing with an area
that is rampant with high rates of abuse of substances, that have
basically no running water or sewer, and they have increasing pop-
ulation rates that is astounding, about eight children per family.

We need to find somebody to follow through on the act that we
passed, that the President requested, and we passed, in an area
that really it will help. It does not really fit, but it will help, if we
recognize the need to bring those children up to where they, too,
can have a quality education.

CAROLYN WHITE PHYSICAL EDUCATION FOR PROGRESS ACT

I am also concerned about the funding for a program we call the
Carolyn M. White Physical Education for Progress, the PEP Act,
which is part of that No Child Left Behind Act. Mr. Secretary, that
is named after my chief of staff, who is on her way to Duke right
now for about her tenth session in radiation and other treatment,
because of a brain tumor. She conceived that act, and on a bipar-
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tisan basis, the committee decided to name it after her. She has a
;er;}rl fine edge in terms of whether she survives or not. We all pray
or her.

This budget eliminates that funding, and we authorized it, and
we had hoped that it would be funded as part of the process. I hope
that you will take a look at that. I have long been an advocate of
physical exercise for the focus of health. In our State—well, as a
matter of fact, the Surgeon General issued a report that we have
an epidemic of obesity, he said, the other day.

In Alaska, I checked this morning, since 1991, obesity in our
State has risen 50 percent. Obesity-related diseases, like diabetes
and heart disease, outstrip, for instance, smoking-related illnesses
now, and I think physical activity ought to be a major portion of
the educational system. Of course, I am old enough to remember
that we had to do it 1 hour a day whether we liked it or not, and
it was tough, and the toughest part of the whole education program
was the coaches, and you played whether you were good or not, and
you exercised. As a matter of fact, we got most of our hygiene edu-
cation, and even the differences between the birds and the bees
from the coaches. I do not want to elaborate on that.

Secretary PAIGE. I do not know if that is good or bad, Senator.

Senator STEVENS. As a father of six, I have had to follow through
and take their places a few times.

I do ask that you take a look at the PEP Act. It was designed
to have some examples throughout the country that school districts
would take on the duty of restoring daily physical education in
grades one through twelve, and if they did, they got assistance in
modernization of their facilities to provide that physical education
opportunity.

JUVENILE DIABETES CONNECTED TO LOW EXERCISE LEVELS

I have one other comment to you, Mr. Secretary. I will not ask
questions at this time. I am taking too much time already. The dia-
betes problem in this whole equation, it bothers me, because the
diabetes people tell me that with just a little bit of exercise every
day, and we could hold back juvenile diabetes. Did you know that?
It really retards growth. Yet, the education program neglects phys-
ical education totally.

What is your feeling about that? Can I ask one question? What
is your feeling about physical education, as far as the education
curriculum?

Secretary PAIGE. I think it is a very important part of the cur-
riculum, Senator. In fact, I have a background in physical
education——

Senator STEVENS. Good.

Secretary PAIGE [continuing]. And I would think that physical
education is imperative, in fact, along the lines of which you have
just spoken about.

Senator STEVENS. I want you to meet my chief of staff when she
recovers, God willing, and she will give you a few lessons about
physical education.

Secretary PAIGE. Please indicate our blessings to her.

Senator STEVENS. Thank you very much. Thank you for your
courtesy.
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Senator HARKIN. Thank you, Senator Stevens.
Senator Murray.

OPENING STATEMENT OF SENATOR PATTY MURRAY

Senator MURRAY. Thank you very much, Mr. Chairman.

I will submit my opening statement and my questions for an-
swers, since I will not be able to stay for that part, but let me just
echo what the chairman said about my deep disappointment about
the President’s budget that has been sent to us. We worked very
hard last year to come to a consensus on an education reform bill
that was called No Child Left Behind.

NO CHILD LEFT BEHIND ACT OF 2001

There were two parts of that bill. It called for higher standards
and accountability, but it also promised more investments so
schools could make progress. So I was very deeply disappointed
just a few months after that bill was signed, and everybody went
around the country touting it, that the budget does not reflect the
reality of the need in the numbers that came to us. Freezing pro-
grams like after school, and safe and drug-free schools, and Pell
Grants, and not fully funding our share of special education costs,
that was a huge part of the debate over ESEA reauthorization, cut-
ting all funds for dropout prevention and smaller schools, training
teachers to use technology, rural student achievement, mentoring
disadvantaged students. It just is a real disappointment to see the
numbers after we heard such rhetoric out there, and I echo the
chairman’s comments about that.

I am especially surprised to see in the budget a proposal for a
massive expenditure on a backdoor voucher scheme through tax
cuts, when the Committee, and Congress rejected vouchers in the
No Child Left Behind Act. So it seems to me that we have made
a decision against vouchers. Yet the President has made a decision
to go ahead and fund that at the expense of a lot of things we all
worked together on and agreed on with the President in terms of
leaving no child behind.

I also just want to mention rural education. Senator Stevens
talked about the tremendous challenges rural education faces, from
severe teacher shortages, to transportation costs, lack of resources,
or lack of access to advanced classes, I was really surprised to see
the President’s budget zero out funding for the Rural Education
Advancement Progam, and I want to know how we plan to over-
come these barriers, if we do not provide additional funds.

PELL GRANT FUNDING

Finally, Mr. Chairman, let me just mention that I was really dis-
appointed to see $1.3 billion in cuts to other education investments
to pay for last year’s Pell Grant increase. That is unnecessary. The
program has frequently run a deficit in the past. It has always
been corrected. What the President did was really cut all of the in-
vestments that we identified as needs in our local communities. I
know that you as a former superintendent know, that we know the
needs out in our local districts far better than somebody here in
Washington, DC.
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Those programs were ones that we identified and then as a Con-
gress, agreed on in the appropriations bill. I think the needs of
Washington State to fund investments that we know are needed,
like early childhood education programs, after-school programs,
and Internet connections for our rural districts, should not be
played off against very needed Pell Grant increases.

Mr. Chairman, I just came to express my real frustration with
the budget request that we have been given, and I want to work
with you and Secretary Paige as well, because I think we are doing
our kids a disservice if we fund education in this manner. Thank
you very much.

Senator HARKIN. Thank you, Senator Murray.

I know Senator Specter has obligations on another committee,
and I would turn to our ranking member, Senator Specter at this
time.

OPENING STATEMENT OF SENATOR ARLEN SPECTER

Senator SPECTER. Well, thank you, Mr. Chairman.

Mr. Secretary, I join my colleagues in welcoming you here

Secretary PAIGE. Thank you.

Senator SPECTER [continuing]. And thanking you for your service
in the administration, and for coming from Houston. I think you
are doing an outstanding job.

Secretary PAIGE. Thank you.

NO CHILD LEFT BEHING ACT OF 2001

Senator SPECTER. There is no higher priority than education. I
think last year was a very good year for education in America, with
the increase in funding, and with the enactment of the No Child
Left Behind Act, an important education bill. The bill provides ac-
countability and testing on a bipartisan basis, I think it was a very,
very significant piece of legislation.

The budget which has been submitted candidly looks a little
spare to me, considering as much as we really ought to be doing
in education, but I know that the administration faces difficult pri-
orities, and OMB has a very important, if not decisive, hand in the
budgets which are proposed. But, Senator Harkin and I will be
working through it, and trying to find a way to expand it to the
extent that we can.

I am presently involved in the Judiciary Committee hearing on
Judge Pickering, and statements are being made at this time. I
was able to leave, because Senator Hatch was speaking. It is very
important to have the proper inflexion on that, not to have any
suggestion at all, but I do have to return. I will be submitting some
questions in writing.

CAMPUS CRIME

One item I would comment on, Mr. Secretary, is the campus
crime issue, something that I have been working on for a long time.
The constituents, the Clary’s, are the parents of a young girl who
was brutally murdered, and they have been an inspirational force.
We passed legislation, and we need to have a look by you Mr. Sec-
retary, personally, at the way that the laws are being enforced.
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There is a great deal more that I would like to say, but I do have
to return to the Pickering hearing.

Thank you, Mr. Chairman.

Secretary PAIGE. Thank you for coming, Senator.

Senator HARKIN. Thank you, Senator Specter.

Senator Gregg.

OPENING STATEMENT OF SENATOR JUDD GREGG

Senator GREGG. Thank you, Mr. Chairman. Mr. Secretary, it is
a pleasure to be here with you today, and to have a chance to have
you present testimony to this committee relative to the President’s
proposal on education.

Let me just say, I have to disagree with the characterization of
the chairman and the Senator from Washington as to the Presi-
dent’s initiatives here on education. Let us put it in some perspec-
tive.

EDUCATION FUNDING INCREASES OF PREVIOUS YEARS

First off, I congratulate the chairman of this committee and the
other members of this committee for the extraordinary commitment
they have had to education over the last few years, and the signifi-
cant increase in funding, as the chairman mentioned, a 13.7 per-
cent increase I think is what he said.

NO CHILD LEFT BEHIND ACT OF 2001

We have to remember that when we did the No Child Left Be-
hind bill, basically, we looked at all the programmatic activity that
was out there. In the context of those increases, we made some
very significant decisions as to how we should reorganize the deliv-
ery of education dollars from the Federal level.

INCREASES IN CLASS SIZE AND SCHOOL CONSTRUCTION

One of the decisions we made was that in those 13 percent in-
creases, the majority of those increases came in two categorical pro-
grams, class size and building construction, along with a variety of
smaller categorical programs.

We decided as an authorizing committee, of which everyone on
this committee seems to be a member, that we will change the
focus of those programs. We reduced the number of categorical pro-
grams out there, and we took specifically the class-size money and
the school construction money and changed the way it was to be
allocated.

TEACHER QUALITY PROGRAMS—FUNDING INCREASES

Education quality funding, as noted in the charts by the chair-
man, is a reflection of a huge increase in spending for teachers.
Last year, under this committee’s leadership, the teacher dollars
went up, I think, something like $780 million, something like that.
Essentially, what we did with those new dollars, which were then
class-size dollars mostly, was we joined them together with the Ei-
senhower fund, and we turned them back to the local communities,
and said, “Here, these dollars are now going to be given to you with
great flexibility. You can hire more teachers, if you need them, for
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class size, you can educate your teachers better, you can give them
more support, or you can pay your teachers better.” We did this in
an attempt to get more for those dollars, and to leave it to the local
communities to get more for those dollars, and to recognize the fact
that we had put a huge amount of money into this account, and
that we weren’t getting more for those dollars, because we weren’t
seeing an increase in educational efforts.

So I think that account and its new structure, under the funding
mechanism that has been proposed, is properly funded, because ac-
tually these communities are going to end up with more bang for
the buck, a lot more bang for the buck, and because of this commit-
tee’s commitment earlier in the prior years to significantly increase
those dollars, there are a lot of dollars in the pipeline.

TITLE I AND IDEA FUNDING INCREASES

Where the President did significantly increase education funding,
and it was regrettably not mentioned here earlier, is on the ac-
counts that have not been adequately funded over the last 8 years.
Over the last 8 years, the prior administration simply did not pay
attention to Title I. Title I, or IDEA, for that matter, this com-
mittee paid attention to IDEA, but the President did not, the prior
President.

So what this President has said is, “I want to focus the new dol-
lars on the programmatic activity that is directly the responsibility
of the Federal Government, which is helping low-income kids and
helping kids who are disabled. So he has increased, the most sig-
nificant increase in history, Title I, by $1 billion, more than $1 bil-
lion, and he has, for the second year in a row—in fact, he increased
that last year, too, for the second year in a row—sent up $1 billion
increase in IDEA, which makes the 2 most significant years of in-
crease in IDEA ever proposed by the administration. However, I
will note, under the leadership of Senator Harkin, this committee
has managed to beat the administration in the last 2 years, and
I congratulate them for that.

NO CHILD LEFT BEHIND ACT

The point here is this. The No Child Left Behind bill set up a
new structure to approaching education, which was essentially that
we were going to focus on getting money into the Title I system,
and we were going to decide to get the Title I system to be more
responsive to benefitting the low-income child, and the President
recognizes that with his funding punch, significant funding punch,
and he has also recognized the need for IDEA funding.

So I think if you put the dollar increases in that context, you can
recognize that the President has fulfilled his commitments, he has
lived up to what he said he would do under the No Child Left Be-
hind bill. A lot of miscellaneous programs, which have not nec-
essarily been proven to work that well, have been reduced, and
most of them are small programs, and some of the budget has been
level funded, because it had received such large increases in the
prior years.
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PELL GRANT FUNDING DEFICIT

Pell Grants is another issue. Pell Grants has been running a def-
icit for 2 or 3 years now, a $900 million deficit 2 years ago, an $800
million deficit this year. Trying to correct that is something that
we as a Congress are going to have to figure out how to do, and
the President has set up a supplemental to try to do that, and he
has committed to try to get the backlog of people at the $4,000 Pell
Grant award level, but we haven’t even covered the $4,000. I don’t
know how we can even go higher.

TITLE I AND IDEA FUNDING INCREASES

So I do believe this President has made the type of commitment
that is appropriate to living up to the understanding under No
Child Left Behind. There is a strong commitment, and it is espe-
cially strong in the context of the fact that when we started this
exercise, there was a huge surplus, and we were not at war. Today,
we are at war, and we are in deficit, and the President has still
stood by his commitment to dramatically increase funding, the
largest increase in history in Title I, and to maintain the continued
strong funding stream of increases in IDEA.

So that is the way I perceive this. I recognize that it is a little
different than the way the chairman perceives it, but that is why
we have two parties. Thank you, Mr. Chairman.

Senator HARKIN. Thank you, Senator Gregg.

Senator Cochran.

OPENING STATEMENT OF SENATOR THAD COCHRAN

Senator COCHRAN. Mr. Chairman, thank you. I join you in wel-
coming the distinguished Secretary of Education to our committee.
It is good to see you, Mr. Secretary.

Secretary PAIGE. Thank you, Senator.

TEACHER RECRUITMENT AND TRAINING

Senator COCHRAN. I congratulate you on the work you are doing
as the Secretary. We appreciate you coming to our State, and vis-
iting schools, and colleges. I was just with the president of Jackson
State University over at my office, and they were pretty excited
about some support that they were receiving under a discretionary
program for teacher recruitment and training, trying to do some-
thing about the teacher shortage, and the like. I want to congratu-
late you on the effort you are making to help deal with that prob-
lem at the national level.

DIGITAL EDUCATIONAL PROGRAMMING GRANTS

One other area that I want to specifically mention is that last
year the education authorization bill included a competitive grant
program for local public television stations who were faced with in-
ordinate expenses in converting to digital programming for edu-
cation programs. Twelve million dollars were actually appropriated
to fund the program, and there is no information, though, on the
Department’s web site about the grant process, or how to apply and
compete, and it makes us wonder what point we are at in getting
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this program functioning, and getting people up to speed as to
what they ought to do to compete for these funds.

I bring that to your attention just by way of expressing the hope
that the local public television stations will know soon how they
can compete for these funds.

Secretary PAIGE. Thank you.

Senator COCHRAN. There is a very important program that you
are requesting funds for. There were some categorical programs
that we argued over, here in the Congress, about whether to au-
thorize them in the reauthorization bill, but things like character
education, Reading is Fundamental, you’ve requested funds for
these programs, and I want to congratulate you there, and many
others, such as tech prep, which is important. It shows that the ad-
ministration is willing to work with the Congress, and I think that
is a very important step to identify these areas of special interest,
and to provide the funds for them.

READY TO LEARN TELEVISION

The Ready to Learn Television program, for example, has a re-
quest in your budget for $22 million for that program. I have seen
for myself at some demonstrations back in my State how students
are reacting, parents and preschool children are reacting to these
programs. I really think we are on to something here, and I think
you realize that, and I congratulate you and the people in your de-
partment for working to make these programs a success. Thank
you, Mr. Chairman.

Senator HARKIN. Thank you, Senator Cochran.

Secretary Paige, you have been very kind and generous to hear
us all out on our thoughts on the budget, and now, it is your turn.

So, Mr. Secretary, again, we welcome you here, and your entire
statement will be made a part of the record, and please proceed as
you so desire.

SUMMARY STATEMENT OF HON. RODERICK PAIGE

Secretary PAIGE. Well, thank you. Thank you, Mr. Chairman.

Members of the committee, thank you for this opportunity to tes-
tify on behalf of President Bush’s 2003 budget for the Department
of Education. I want to begin by once again thanking the members
of this committee, along with your colleagues in the full Senate, for
your hard work and many contributions to securing the passage of
the No Child Left Behind Act of 2001, which President Bush signed
into law in January.

NO CHILD LEFT BEHIND ACT OF 2001

I take it as a vote of confidence—in the new law and in the De-
partment of Education’s ability to carry out the law—that the Con-
gress followed up its approval of the No Child Left Behind Act by
providing the $6.7 billion increase for the Department in fiscal year
2002. This was the largest in a series of increases that have more
than doubled the Department’s discretionary budget since fiscal
year 1996.
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These new resources, which will be available for the school year
beginning this fall, will help States, school districts, and schools
implement the No Child Left Behind Act as quickly as possible.

For fiscal year 2003, the President’s budget was driven by the
overriding concern of defending our Nation and people from the
threat of terrorism following the terrible events of September 11.
Most of the new resources in the President’s proposal for 2003 are
dedicated to the Defense Department, which continues to wage war
against terrorism outside our borders, and to Homeland Security,
for eflgorts to keep our States and communities safe, and to prevent
attacks.

NO CHILD LEFT BEHIND FUNDING

Nevertheless, our 2003 budget for education builds on the major
increases provided in recent years. It gives States and school dis-
tricts the resources they need to implement the changes called for
in the No Child Left Behind Act. The request would provide $50.3
billion in discretionary appropriations, an increase of $1.4 billion,
or 2.8 percent, over the 2002 enacted level.

With this increase, the Federal investment in education will have
climbed nearly $15 billion, or 41 percent, over the past 3 years. I
emphasize the very significant increase provided by this committee
for the Department in recent years to make the larger point about
President Bush’s strategy for investing in education.

With this administration, No Child Left Behind was not just
about how we spend Federal funds on education, but rather about
how we increase the return on that investment. We have very little
to show, for example, for the nearly $190 billion we have invested
in the Elementary and Secondary Education Act since 1965.

Dramatic growth in State and local funding for elementary and
secondary education of the past decade also has failed to signifi-
cantly close the achievement gap for poor and minority students,
or even raise the overall student achievement in any meaningful
way. Increased funding may be one answer, but it is clearly not the
only answer for our education problems.

In addition, while we all agree on the importance and the prom-
ise of programs like Title I Grants to Local Education Agencies,
that is simply not the case for every program reauthorized by the
No Child Left Behind Act. Many of the smaller ESEA programs are
redundant, serving the same purposes and populations as larger,
more flexible programs, while others do not appear to actually
work, and still others have already achieved their original purpose,
or are just too small to have a national impact on our schools.
These realities gave us some clear guidelines for responding to the
dramatically different budget perspectives resulting from the com-
bination of September 11 and declines in economic performance.

PRINCIPLES UNDERLYING NO CHILD LEFT BEHIND

First, we believe that the No Child Left Behind Act provides a
real opportunity to leverage existing Federal education resources
already in the pipeline following the large increases of recent years.
Funding decisions will be based on the principles that drove the No
Child Left Behind Act, including increased accountability, greater
choice for parents and students, particularly those from low-income
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backgrounds who attend low-performing schools, more flexibility for
States and school districts, and stronger emphasis on teaching
methods grounded in scientifically based research, especially in
teaching our children to read.

TARGETING FEDERAL EDUCATION DOLLARS

Second, we remain committed to targeting Federal education dol-
lars to poor and minority students, and others who are more likely
to be left behind by our education system. One way to do this
would be to redirect resources from narrow categorical programs to
more flexible formula grant programs that better focus on the stu-
dents in schools with the greatest need for assistance.

The results of these guidelines is a fair and straightforward 2003
budget request that we believe provides effective support for turn-
ing the vision reflected in the No Child Left Behind Act into a re-
ality of better schools and improved student achievement.

PROPOSED FUNDING INCREASE

We are proposing significant increases for Title I Grants to Local
Education Agencies, Special Education Grants to States, and Pell
Grants. Other priorities include major increases for the research-
based Reading First program, and for further research, develop-
ment, and dissemination of proven educational practices.

TEACHER QUALITY STATE GRANTS

We would maintain funding for large, flexible State grant pro-
grams, most of which, like Improving Teacher Quality State
Grants, have received big increases in recent years. The request
would consolidate and eliminate some smaller and less flexible cat-
egorical programs, which in nearly every case could be continued
at the discretion of State and local authorities under other authori-
ties.

PREPARED STATEMENT

These are rough times for those charged with preparing a re-
sponsible Federal budget, and they demand rough choices. I believe
the President’s 2003 budget makes these rough choices in a way
that is fully consistent with the No Child Left Behind Act. I hope
you will seriously consider our proposals, and I would be happy to
answer any questions that you might have. Thank you for this op-
portunity.

[The statement follows:]

PREPARED STATEMENT OF HON. RODERICK PAIGE

Mr. Chairman and Members of the Committee: Thank you for this opportunity to
testify on behalf of President Bush’s 2003 budget for the Department of Education.
I want to begin by once again thanking the Members of this Committee, along with
your colleagues in the full Senate, for your hard work and many contributions to
securing passage of the No Child Left Behind Act of 2001, which the President
signed into law in early January.

NO CHILD LEFT BEHIND ACT

This new law, which reauthorized the Elementary and Secondary Education Act,
promises to greatly improve Federal support for the changes we need to raise stu-
dent achievement and ensure that no child is left behind by our education system.
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In particular, the stronger accountability found throughout the No Child Left Be-
hind Act (NCLB) will help ensure that the investments this Committee makes in
education bring real improvement to our schools.

I take it as a vote of confidence—in the new law and in the Department of Edu-
cation’s ability to carry out that law—that the Congress followed up its approval of
the No Child Left Behind Act by providing a $6.7 billion increase for education for
fiscal year 2002. This was the largest of a series of increases that have more than
doubled the Department’s discretionary budget since fiscal year 1996. We are work-
ing hard to help States, school districts, and schools to use these new resources ef-
fectively, through rapid implementation of the reforms in the new law, to help all
students meet high standards.

FISCAL YEAR 2003 BUDGET REQUEST

For fiscal year 2003, I think all of you know that the President’s budget was driv-
en by the overriding concern of defending our Nation and people from the threat
of terrorism following the terrible events of September 11. Most of the new re-
sources in the President’s proposal for 2003 are dedicated to the Defense Depart-
ment, which continues to wage the war against terrorism outside our borders, and
to Homeland Security for efforts to help our States and community prevent and pre-
pare for new attacks on our freedom.

Nevertheless, I believe we are proposing a strong budget for education in 2003.
It builds on the major increases provided in recent years, and gives States and
school districts the resources they need to implement the changes called for in the
No Child Left Behind Act.

The request would provide $50.3 billion in discretionary appropriations for the De-
partment of Education in fiscal year 2003, an increase of $1.4 billion, or 2.8 percent,
over the 2002 enacted level. With this increase, the Federal investment in education
will have climbed nearly $15 billion, or 41 percent, over the past three years.

I want to emphasize two points about our investment in education. First, as most
of you know, Federal education dollars are closely targeted to poor and minority stu-
dents, those students who are most likely to be left behind by our education system.
Our 2003 budget would do an even better job of targeting, by redirecting resources
from narrow, categorical programs to more flexible formula grant programs that bet-
ter focus on students and schools with the greatest need for assistance.

Second, we want to make sure this new investment in education produces results,
in terms of improved student achievement. Unfortunately, this has not been the
case in recent years, which have witnessed growing Federal budgets for education
but flat or even declining student achievement. For this reason, our budget targets
the same principles that drove the No Child Left Behind Act, which reauthorized
the Elementary and Secondary Education Act.

These principles include increased accountability for States, school districts, and
schools; greater choice for parents and students, particularly those from low-income
backgrounds who attend low-performing schools; more flexibility for States and
school districts in the use of Federal education dollars; and a stronger emphasis on
teaching methods grounded in scientifically based research, especially in teaching
our children to read.

IMPLEMENTING NO CHILD LEFT BEHIND

For example, our request includes $11.4 billion for Title I Grants to Local Edu-
cational Agencies, an increase of $1 billion, or 9.7 percent, to give States and school
districts additional resources to turn around low-performing schools, improve teach-
er quality, and ensure that no child is trapped in a failing school. The $1 billion
increase would be allocated through the Targeted Grants formula, which directs a
greatelr share of funds to the highest-poverty schools than the other Grants to LEAs
ormulas.

We also are asking for a $100 million increase for Reading First State Grants,
for a total of $1 billion to support comprehensive reading instruction, grounded in
scientifically based research, for children in grades K-3. The budget would continue
to provide %’75 million for Early Reading First, the new competitive grant program
that helps to develop the school readiness of preschool-aged children in high-poverty
communities.

To help increase the availability of evidence-based research and knowledge of
proven educational practices, the request includes $175 million for Research and
Dissemination, an increase of $53.2 million, or almost 44 percent. And to support
State efforts in measuring the progress of all students toward proficiency in reading
and mathematics, we would provide $387 million for State Assessments and En-
hanced Assessment Instruments. These funds would pay the Federal share of devel-
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oping and implementing—by the 2005-2006 school year—the expanded annual as-
sessments in grades 3 through 8 that are integral to the strong State accountability
systems required by the NCLB Act.

EXPANDING OPTIONS FOR PARENTS

A key principle of the No Child Left Behind Act is that when parents have the
information and options they need to make the right choices for their children’s edu-
cation, our schools and our children will succeed. The NCLB Act requires States and
school districts to report annually on how their schools and students are performing,
and the new assessments will provide diagnostic information that will help parents
and teachers to identify the strengths and weaknesses of individual students. Par-
ents of students in failing schools will have the option of transferring them to a bet-
ter public school or obtaining supplemental educational services from the provider
of their choice. Our 2003 budget would help to ensure that parents have meaningful
options for providing their children a high-quality education.

For example, the President is proposing a new refundable tax credit for parents
transferring a child from a failing public school. If a student’s regular public school
fails to make adequate yearly progress, parents would be able to transfer the stu-
dent to another public or private school and receive a credit of 50 percent of the
first $5,000 in tuition, fees, and transportation costs.

The request also includes $50 million for a new Choice Demonstration Fund,
which would support research projects that develop, implement, and evaluate inno-
vative approaches to providing parents with expanded school choice options, includ-
ing both private- and public-school choice. We also would continue to support Vol-
untary Public School Choice through $25 million in grants to establish or expand
public school choice programs across States or districts. Grants would support plan-
ning, transportation, tuition transfer payments, and efforts to increase the capacity
of schools to accept students exercising a choice option.

Another key part of the Administration’s efforts to increase choice for students
and parents is continuing support for Charter Schools, which would receive $200
million in 2003. In addition, we are proposing a new, $100 million Credit Enhance-
ment for Charter School Facilities program. A major obstacle to the creation of char-
ter schools is their limited ability to obtain suitable academic facilities. Our proposal
would support competitive grants to public and nonprofit entities to help charter
schools finance their facilities through such means as providing loan guarantees, in-
suring debt, and other activities to encourage private lending.

INCREASING FLEXIBILITY FOR STATES AND SCHOOL DISTRICTS

The NCLB Act provides unprecedented flexibility for States and school districts
to combine resources from selected State formula grant programs to pursue their
own strategies for raising student achievement and ensuring that no child is left be-
hind. For example, States and LEAs may transfer up to 50 percent of the funding
they receive under four major formula grant programs to any one of the programs,
or to Title I. The covered programs are Improving Teacher Quality State Grants,
Educational Technology, Innovative Programs, and Safe and Drug-Free Schools and
Communities.

The President’s budget includes substantial funding for these flexible programs,
including $2.85 billion for Improving Teacher Quality State Grants, $700.5 million
for Educational Technology State Grants, $385 million for State Grants for Innova-
tive Programs, and $472 million for Safe and Drug-Free Schools and Communities
State Grants.

In addition, the request provides $665 million for English Language Acquisition
State Grants, which replace a complex series of categorical grants with a flexible
program that will enable States to design and implement statewide strategies,
grounded in scientifically based research, for meeting the educational needs of lim-
ited English proficient and immigrant students. The request also provides $1 billion
for 21st Century Community Learning Centers to provide before- and after-school
academic enrichment opportunities, particularly for children who attend high-pov-
erty or low-performing schools.

SPECIAL EDUCATION AND VOCATIONAL REHABILITATION

Special education is another area that we will be focusing on over the next year.
President Bush’s commitment to leave no child behind specifically includes children
with disabilities. This is why he believes it is important for the Federal Government
to continue providing additional support, through the Individuals with Disabilities
Education Act (IDEA), for State and local efforts to help children with disabilities
meet the same challenging State standards as other children. For 2003, the Presi-
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dent is proposing a $1 billion, or 13.3 percent, increase for Special Education Grants
to States. In addition, the President has established a Commission on Excellence in
Special Education which, as part of the reauthorization process, will assist the Ad-
ministration in a comprehensive, evidence-based review of the IDEA.

The 2003 request also supports the President’s New Freedom Initiative, which is
aimed in part at promoting the integration of individuals with disabilities into the
workforce. Although many people with disabilities are obtaining and retaining jobs,
the unemployment rate for people with disabilities remains unacceptably high. To
help individuals with disabilities prepare for, obtain, or retain employment, the
budget provides $2.6 billion for the Vocational Rehabilitation (VR) State Grants pro-
gram, an increase of $134.9 million, or 5.4 percent. The request for VR State Grants
reflects the mandatory inflation increase, an additional $20 million to improve em-
ployment outcomes, and a consolidation of funding from smaller, overlapping cat-
egorical programs under a multi-year Administration effort to reform the Federal
Government’s training and employment programs.

POSTSECONDARY EDUCATION

The President emphasized reform of elementary and secondary education during
his first year in office, but he fully recognizes the critical role of postsecondary edu-
cation in securing the American Dream of success and prosperity. This is why, for
example, our budget includes $10.9 billion for the Pell Grant program, an increase
of $549 million, or 5.3 percent, to help ensure access to postsecondary education for
low-income students and families and to maintain the maximum Pell award level
at $4,000. This increase does not include the $1.3 billion supplemental for Pell
Grants that the President is proposing for fiscal year 2002 in order to address the
shortfall created by the 2002 appropriations act.

—Overall student financial aid available would expand to $54.9 billion under the
President’s budget for 2003, an increase of $2.8 billion, or 5 percent, over 2002,
with the number of recipients of grant, loan, and work-study assistance growing
by 339,000 to 8.4 million students and parents.

In addition to traditional student aid, our request would encourage highly
qualified math, science, and special education teachers to teach in low-income
communities by expanding loan forgiveness for such teachers from $5,000 to a
maximum of $17,500. Too often, schools in such communities are forced to hire
uncertified teachers or assign teachers who are teaching “out-of-field.”

—The budget also increases support for institutions that enroll a large proportion
of minority and disadvantaged students, including Historically Black Colleges
and Universities, Historically Black Graduate Institutions, Hispanic-Serving In-
stitutions, and other colleges serving underrepresented populations. The request
includes a total increase of $15.8 million for these institutions to help close
achievement and attainment gaps between minority students and other stu-
dents. The budget also includes $802.5 million for the Federal TRIO Programs,
and $285 million for Gaining Early Awareness and Readiness for Under-
graduate Programs (GEAR UP), to provide educational outreach and support
services to help more than 2 million disadvantaged students to enter and com-
plete college.

DEPARTMENT MANAGEMENT

Finally, I want to mention part of our budget that is very important to me person-
ally, and that is our effort to improve Department Management. As most of you
know, I am determined to carry out the President’s Management Agenda and make
the Department a model Federal agency. To help reach this goal, our 2003 request
supports my Blueprint for Management Excellence, a long-term action plan for im-
proving Department management. This plan includes efforts to ensure financial in-
tegrity, strengthen management of the student financial aid programs, improve the
Department’s use of its human capital, use technology to better meet customer
needs, and create an accountability-for-results culture within the Department.

CONCLUSION

The President’s 2003 budget for education supports the vision reflected in the No
Child Left Behind Act for closing the achievement gap and improving the quality
of education for all Americans. I urge you to give these proposals careful consider-
ation, and I stand ready to answer any questions you may have.
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RURAL EDUCATION PROGRAM

Senator HARKIN. Mr. Secretary, thank you very much, and I can
assure you that we will. This committee will seriously look at the
budget requests and proposals, but as you have heard from some
of the people on the committee before they left, there may be some
adjustments made in some of the programs.

One that I just wanted to pick up on, Mr. Secretary, is sort of
closely tied to what Senator Stevens was talking about, and that
has to do with rural education. Rural school districts have many
unique needs. I know. I came from one. I went to a two-room school
in a small rural district in Iowa. Small schools in these rural areas,
when they try to attract good teachers, they have a problem. They
have a problem in offering any kind of advanced classes. They have
a problem in providing up-to-date technology.

Now, when you are talking about formula grants, they are so
small sometimes that the money they get from a formula grant is
not really much—they cannot do much of anything with it. So last
year, Congress created a new rural education program, and funded
it at $162 million. As a result—I can only talk about my State—
more than 80 small districts in my State of Iowa will each receive
an additional $20,000 to $60,000, as well as greater flexibility to
pull together the funds they get from a variety of programs.

I have heard from some of them. They are very excited about
using this money to make some significant changes in their schools,
but now they learn that the President’s budget completely elimi-
nates the program.

I will tell you about one that I heard from. This is a 340-student
Preston School District in Iowa. The superintendent, Paul Tobin,
says that under the President’s budget his district would get about
$1,200 for technology, $2,000 for Safe and Drug-Free Schools,
$2,000 for an innovative program grant, $1,500 for professional de-
velopment.

Now, even if you pool all that money together, as you suggest,
Mr. Tobin says it is not that much to work with, but if you add
another $30,000, which is what he would get under the Rural Edu-
cation Program, then he would have enough to do something sig-
nificant, like add some up-to-date technology, hire another teacher.
So that is the difference that he is looking at. So how would you
explain this to Mr. Tobin, and what he should do, Mr. Secretary?

Secretary PAIGE. I would begin by saying the administration pro-
posed no funding for rural education in fiscal year 2003, and this
is because the administration believes that changes made in the re-
authorization of the Elementary and Secondary Education Act of
1965 eliminates the needs for categorical programs like the two
rural education programs. The reauthorized ESEA programs, tar-
get dollars in broader categories that can be used to cover those
needs, so the dollars are not taken away, they are just in different
places in the budget. Title I would be a specific reference that I
would make.

Senator HARKIN. Well, by the elimination of this program, Super-
intendent Paul Tobin loses $30,000. Now, you say there is another
$30,000 someplace for him. He loses $30,000. Tell me where he is
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going to—you say he is going to get some more money someplace.
Tell me where he is going to get it.

RURAL EDUCATION FUNDING

Secretary PAIGE. Mr. Chairman, it may be different from district
to district, but in the aggregate, the total money is increased, so
when we look at the increases in the technology monies, and the
Title I monies, the teacher quality monies, those are the activities
that we believe would be better vehicles to drive those funds to
rural districts.

We know that the numbers may be different from district to dis-
trict, but in the aggregate, the numbers we have would actually
hopefully drive more money to rural education activities.

Senator HARKIN. Did you mention technology?

Secretary PAIGE. Yes.

Senator HARKIN. I guess there is no increase in technology
money.

Secretary PAIGE. I am talking about the increases from 2001 to
2003, total.

Senator HARKIN. Well, he says his district is going to get about
$1,200 for technology. I mean he admits that. I told you what he’s
going to get. He had had the $30,000. Now he is not going to get
it

Secretary PAIGE. Did he indicate what he was getting in 2001,
by any chance?

Senator HARKIN. Well, I do not know. The figures I read to you
were for 2002.

Secretary PAIGE. Okay.

Senator HARKIN. I guess you are saying that there are not going
to be any cuts out there, but Mr. Tobin tells me that he is losing
$30,000. I understand aggregates. That is wonderful. Mr. Tobin, he
does not care about aggregates. He cares about his school district.

There are about 80 districts in my State that are going to be cut,
and these are rural districts, and they have no other place to go.
I just want some help here. What am I supposed to tell him?

Mr. HANSEN. Again, as the Secretary said in his opening state-
ment, the priority programs in our budget were for Title I and
IDEA, and that is where $3.5 billion of increases were proposed in
our budget.

Secretary PAIGE. What is happening here is that the core pro-
grams of the ESEA are experiencing significant increases in terms
of the President’s request. Title I would be such a program. We
consider this a core program. There are other small programs in-
side the ESEA that have been reduced, reasoning that the larger
increase in Title I will offset that, and they can draw funds from
Title I, with the flexibility that is provided there, to cover the costs
of the $30,000 that you are speaking of.

The difference is we are not categorically specifying where these
dollars go, because we are providing the kind of flexibility to the
States and local districts to make those decisions. So where he has
found a loss there, he will find an increase in Title I.

Senator HARKIN. Well, I will check into that. Now, he did not list
Title I, but I am told that any increases in Title I will not replace
the money lost to the Preston School District by eliminating the
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rural education money. I will look at it further, I do not know, but
that is what I am told.

Secretary PAIGE. We will do so as well, Senator, but I can assure
you of one thing, and that is, we have no interest in making mat-
ters worse for our rural educators, or our urban educators. We
want all education to experience an increase in productivity. We
will have some discussions with you about that.

Senator HARKIN. I just think that a number of us on this com-
mittee recognizes that some of these small rural districts, when it
all falls out, and you get all these programs, and grants, and all
that kind of stuff, they just do not get much, and so we wanted to
get a targeted program out to help them, and that is what this was
for, but we will work with you on it, and see if we can——

Secretary PAIGE. Thank you.

Senator HARKIN [continuing]. Figure something out.

Secretary PAIGE. As we will as well.

Senator HARKIN. Thank you. Thank you, Mr. Secretary.

Senator COCHRAN. Mr. Chairman?

Senator HARKIN. Senator Cochran.

FLEXIBILITY IN EDUCATION FUNDING

Senator COCHRAN. Thank you very much. I can remember when
I was running for Congress in 1972, and I talked to my parents
first about it, and my wife, and her parents. And after having de-
cided to run, when I was in the process of figuring out things that
I wanted to accomplish, I asked my father, who was a county su-
perintendent of education, what I ought to say to the teachers and
the school principals that I would run into in the congressional dis-
trict. He said, “We need more flexibility in how we use the Federal
funds that come to us, and we need to know earlier in the year,
rather than later in the year, how much we are going to get.”
Those were the two things that have stuck with me over the years
that I remember from that initial campaign.

TITLE I INCREASE

I think this budget, like you pointed out, carries that into the
language of the budget request, because Title I is increased by $1
billion over the last year’s level of funding, and we are providing
that information to school districts earlier rather than later, as to
what the budget request is, so they can make plans more coherent
and consistent with the availability of the funds that they will need
to administer the programs. So I want to congratulate you for that,
and for using as a centerpiece of education reform the flexibility
that you have given to local school administrators and teachers.

I had a hearing back in my State last year with the State board
of education, and some of the administrators of these Title I funds
in Mississippi to gauge how important they were, were they useful,
how we could change the program to improve the effectiveness of
it, and many of those suggestions that we got were included in the
legislation that we passed last year, and that the President sup-
ported and recommended, to some extent.

So I think we are headed in the right direction. I know there are
some programs that we asked to be included in the reauthorization
bill that are not a part of the budget request, but that is part of



85

the give and take, and as we go through our process of the hear-
ings, and analyzing the budget in more detail, we will have to com-
promise on some of those things, and I think that is what the
chairman is suggesting here, too, that we are going to probably
have some differences of opinion, but in my view, they are not
going to be very serious.

I think we really are on the same wavelength now, and a lot of
that has to do with the President’s attitude and your attitude as
well.

Secretary PAIGE. Thank you.

Senator COCHRAN. I am very pleased overall, and I think you are
going to find that kind of response throughout the country as well.

Secretary PAIGE. Thank you.

Senator HARKIN. Thank you, Senator Cochran.

TEACHER QUALITY MANDATES

I just have a couple more things that I would like to go over with
you, Mr. Secretary. Would you put that chart back up there, that
one with all the mandates on it. I wanted to go over this with you
again, because I think it—not only for my own benefit, but for ev-
eryone else’s.

Here are the new teacher quality mandates. “Beginning in 2002
and 2003, all teachers newly hired in a program supported by Title
I funds must be highly qualified. They must be fully licensed or
certified, have a bachelor’s degree, and demonstrate they are com-
petent to teach the subject or subjects they are teaching.”

Number two, “All current teachers, not just those in Title I
schools, must meet this new standard by the end of the 20052006
school year.”

The third, “States must monitor annual progress of the LEAs,”—
local education agencies—“in reaching the requirement of having
all teachers highly qualified.”

Fourth, “At the beginning of each school year, school districts
must make available to parents, upon request, the following infor-
mation about their child’s classroom teacher, whether the teacher
has met State qualifications and licensing criteria for the grade lev-
els and subject areas taught, whether the teacher is teaching under
emergency or provisional status, the baccalaureate degree of the
teacher, and any other graduate certification or degree held by the
teacher, and the subject area of the certification or degree, or if the
child is provided a service by paraprofessionals, and if so, the para-
professional’s qualifications.”

[The information follows:]

NEW TEACHER QUALITY MANDATES

Beginning in 2002-03, all teachers newly hired in a program supported with Title
I funds must be “highly qualified.” They must be fully licensed or certified, have a
bachelor’s degree and demonstrate they are competent to teach the subject or sub-
jects they are teaching.

All current teachers (not just in Title I schools) must meet this new standard by
the end of the 2005-06 school year.

States must monitor annual progress of LEAs in reaching the requirement of hav-
ing all teachers highly qualified.

At the beginning of each school year, school districts must make available to par-
ents, upon request, the following information about their child’s classroom teacher:
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—Whether the teacher has met state qualification and licensing criteria for the
grade levels and subject areas taught.

—Whether the teacher is teaching under emergency or other provisional status.

—The baccalaureate degree of the teacher and any other graduate certification or
degree held by the teacher, and the subject area of the cereification or degree.

—Whether the child is provided service by paraprofessionals and, if so, the para-
professional’s qualifications.

TEACHER QUALITY FUNDING—FISCAL YEAR 2002 AND FISCAL YEAR 2003

Senator HARKIN. Well, that is quite a bit that they have to do,
and I guess that was all part of the thought process in the Leave
No Child Behind Act, of putting some standards out, and getting
standards out there. Well, then we look at what we did on the
teacher quality funding for the same group of teachers. This is all
the teacher quality State grants. These are basically catch-all
grants. School leadership, National Board for Professional Teaching
Standards, which, by the way, was zeroed out in your budget.

Early childhood education, professional development, left the
same, math and science partnerships, left the same, which is a cut,
if you include inflation. Math and science consortia, from $15 mil-
lion to zero. Transition to teaching, that went up by $4 million. Na-
tional writing project, from $14 million to zero.

The teaching of American history, from $100 million to $50 mil-
lion. I think you are going to find a lot of people here on this com-
mittee concerned about that, dropping the teaching of American
history. But how about this, technology training, $62.5 million to
zero for technology training. Teacher quality enhancement left at
$90 million.

These are all of the items that we have before us on our plate
as an appropriations committee to deal with. This deals with teach-
er quality funding. The previous chart I had showed all of the man-
dates for teacher quality, and yet we now see this as about $155
million less for teacher quality training, so, again, you can see our
concern on where we are going to find this money, Mr. Secretary.
May I have your response, please?

[The information follows:]

TEACHER QUALITY FUNDING

Fiscal year
2002 2003 (Bush)

Teacher Quality State Grants $2.85 billion | $2.85 billion
School Leadership 10 million ...
National Board for Professional Teaching Standards 10 million ...
Early Childhood Educator Professional Development 15 million ... | 15 million
Math/Science Partnerships 12.5 million | 12.5 million
Math/Science Consortia 15 million ...
Troops to Teachers 18 million ... | 20 million
Transition to Teaching 35 million ... | 39.4 million
National Writing Project 14 million ...
Teaching American History 100 million 50 million
Technology Training 62.5 million
Teacher Quality Enhancement 90 million ... | 90 million

Total 3.232 billion | 3.077 billion

Secretary PAIGE. Yes. Thank you for the opportunity, Senator, to
respond. This budget is based on prioritizing the expenditures of
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the dollars that we have available to us. I would like to use the
teacher quality one, with the $2.85 billion, as an example.

A few years back, this was at $300 million. Now, it is at $2.85
billion, with a lot of flexibility added to it. We are saying these are
dollars you can use to increase teacher quality. We relied on you
to know if you need teacher quality increased in technology, where
you see the reduction, that you might target those dollars for teach-
er in technology training.

So the flexibility added to the increased dollars in the teacher
quality provides opportunities for the local people on the scene to
make the kinds of decisions that they need in order to improve stu-
dent achievement at that particular location.

So this represents for us an enhancement in teacher quality op-
portunities, not a reduction. We realize full well that the teacher
quality is the highest leverage point in the student achievement.
We just did not assume that we could, from Washington, identify
the specific needs for every place in the Nation. That is why it is
presented like that, Senator. It is not that we disagree at all that
teacher quality is important.

Senator HARKIN. Well, it just seems to me that what you are say-
ing is that the $3.232 billion that we funded last year was just too
much money.

Secretary PAIGE. No. That is absolutely not what I am saying.

Senator HARKIN. Well, if it is not, then you have $3.07 billion
this time. It had to be too much money.

TITLE I TEACHER QUALITY FUNDING REQUIREMENT

Secretary PAIGE. We are looking at it not just as 2003. We look
at it also including the money in from 2002, where the increase oc-
curred, and so we are looking at that broader span. In addition to
that, what is not included there is 5 percent of the Title I dollars
that must be used for teachers. That is not included on that chart.

Senator HARKIN. 5 percent of the Title I money has to be used
for teacher quality standards?

Mr. SKELLY. That is right. A minimum of 5 percent, and up to
10 percent, is for teacher quality programs under the No Child Left
Behind Act.

Mr. HANSEN. It would be another $50 million to $100 million.

Mr. SKELLY. There is $1 billion increase in the President’s budget
for Title I, so if you were to spend 5 to 10 percent of that, you
would add another $50 million to $100 million for teacher quality
to the budget.

Senator HARKIN. So what you are saying is that you have gotten
a $1 billion increase for Title I grants. Out of that increase in Title
I, that billion dollars, 5 percent——

Mr. HANSEN. 5 to 10 percent.

Secretary PAIGE. A minimum of 5 percent.

Senator HARKIN. A minimum of 5 percent has to be used for the
list of things we have right here.

Secretary PAIGE. Not necessarily the things that are on that list,
but for teaching and teacher quality. There may be other needs
that are not on that list, but for the broad category of teaching,
these dollars must be used for that purpose.
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Senator HARKIN. Okay. Well, we will take a look at that. Five
percent, and it is mandated that it has to be used for teacher qual-
ity. of these.

Mr. HANSEN. For general teacher quality——

Secretary PAIGE. That is right.

Mr. HANSEN [continuing]. For Title I teachers, right.

Senator HARKIN. All right. I will take a look at that. Okay. That
may work. We will take a look at that.

Mr. SKELLY. The law also provides flexibility, as the Secretary
was saying, to use some of the teacher quality money, the tech-
nology money, the Safe and Drug-Free Schools money, the innova-
tive program grant money for Title I.

Senator HARKIN. 5 percent of $1 billion is how much?

Mr. HANSEN. $50 million.

Senator HARKIN. $50 million. What they are telling me is that
you have $155 million cut here, even if you take the $50

Mr. HANSEN. It could be $50 million to $100 million, because it
is capped at 10 percent. It is 5 to 10 percent, so it could be $50
million to $100 million.

Senator HARKIN. So it could be $50 million to $100 million.

Mr. HANSEN. Right.

Senator HARKIN. So we are still short, even if we used all of it,
all 10 percent, we are still short for money.

Mr. HANSEN. You may want to consider the Loan Forgiveness
Program as well to be added to the list, because that is for teacher
enhancement.

Senator HARKIN. We are getting closer. We are narrowing the
gap all the time here. Okay. Well, we may have to narrow it even
further, but the problem is that with the budget we have a hard
time closing that gap, because we are just taking it from other
areas.

LOAN FORGIVENESS FOR TEACHERS PROGRAM

I just have two other little areas that I wanted to go over with
you on the loan forgiveness proposal. I congratulate you. I appre-
ciate what you have done. I think this is a step forward in the right
direction, I have said so publically, for math, science, and special
ed teachers.

I guess what I would say is, as I look ahead, and we see all of
the estimates for teacher shortages in the future, I am not certain
that we are really stepping up to the plate here.

I am told, and, again, this is the data that we are given, if you
have different statistics, please let me know, but we were told that
we are going to need to fill 2.2 million teaching jobs over the next
10 years. More than 700,000 will be needed in rural and high pov-
erty districts. Again, these are the ones that have difficulty attract-
ing teachers in all subject areas, not just math, science, and special
education.

In my State of Iowa, we face a real crisis. Forty percent of the
current teaching force will be eligible to retire in the next 10 years.
Forty percent. Seventeen percent, or one in six new teachers, will
leave ranks after their first year of teaching.

We have a problem in nursing, also. The American Hospital As-
sociation says there is 126,000 registered nurse positions in the Na-
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tion right now. So what is happening, and I had met with some
students at Iowa just last week, what is happening is that there
are some young kids that might want to go into teaching, they
come from middle class, maybe lower middle class backgrounds.
You heard me talk about Rae in my opening statement, and she
is working 40 hours a week, 40 hours, and taking 17 credits, get-
ting the maximum Pell Grant, and she already has $20,000 in
loans just to go to school.

I can tell you, she is not living high on the hog. She is not driv-
ing a new car. She is not taking fancy vacations. She is simply pay-
ing her tuition, her room and board, and that type of thing, and
working. Then they find out what a beginning teacher makes, and
they say, “Well, gee, if I borrow this money, how can I go and be
a teacher. I will do something else.”

So we are finding that the pipeline is not being filled, because
of the huge debt load that college students are facing when they
get out. They want to go into something that pays a little bit more,
business, or computers, or whatever, but not teaching, and not
nursing. The same thing is happening right now with teachers we
have out there. They get out, they have the debt, they go in, they
teach for 1 year, and they are up against it, and they cannot make
it, so they go off into the private sector. Well, that is what we are
losing, and the private sector is after them.

They are teachers, they are smart. They probably know about
computers, things like that, and I will tell you, they can get a lot
more, even in Iowa, in jobs that are not teaching, and that is what
is happening to them. So while I applaud you for your loan forgive-
ness for math, science, and special ed, I, quite frankly, Mr. Sec-
retary, think that ought to cover all teachers.

LOAN FORGIVENESS—NEEDED FOR ALL TEACHERS, NURSES

We ought to have a bold new program to provide for repaying
debts, things like that, for all teachers. I would add nurses to that,
too, because we are going to have this huge nursing shortage also
in the country. Look at what they did for me when I got my GI bill.
I got this money. I did not have to pay anything back. That was
sort of like a Pell Grant, I guess, but I think we ought to realize
that this is investment in our future.

Like I said, I like what you have done, but I just think it ought
to be broader than just that. So I just ask for any comments, or
observations, or suggestions, Mr. Secretary, just on that one item,
on loan forgiveness.

Secretary PAIGE. Senator, the more I hear you express your in-
terests and your concern about the teaching workforce and teach-
ers, the more I find that we are in agreement with that. Our con-
cerns are the same, and I share that interest completely.

The difference, I think, stems from the fact that my experience
in leading one of the largest school districts in America right in an
urban blight section leads me to believe that increased funding is
necessary and part of the solution, but only part of the solution,
and it blurs our vision to see the other problems. That is also
backed up by the research. We find that part of our problem with
the teacher shortage has to do with the systems that we use to
bring people into the teaching workforce.



90

Mrs. Johnson, at Harvard, did a study some years ago of the
$20,000 bonus that they had put on the table for people to come
into teaching. They would get a $20,000 bonus paid over 4 years.
When she went back and examined it, she found out that the peo-
ple who they had attracted into the teaching workforce did not
come for the $20,000, they came because they wanted to teach, and
this system allowed them a shortcut through the bureaucracy that
is required to get into the teaching workforce, to get into the class-
room.

So I agree that we need to look for financial incentives, and I cer-
tainly agree that teachers must be paid more, but the system that
we have the teachers in, has to also be improved, because good peo-
ple will not work in bad circumstances. So we have to look a little
broader than just the funding, so I think together that we could
find ways to enhance this situation.

Senator HARKIN. Well, we are making those changes. With the
bill, with the No Child Left Behind Act, we are making some of
those changes. That is why I say, for the most part, I supported
that bill. I am just concerned about the backing up. We will not get
into that. But anyway, you said, and the administration said, we
want a loan forgiveness program for math, science, and special ed.
They did not say we are going to do this, but only after we change
the system. They want to do it right now. So I say if that argument
works for that group, it would work for all teachers, art teachers,
and science teachers, and phys ed teachers, and others.

SUPPLY AND DEMAND ASPECT OF LOAN FORGIVENESS

Secretary PAIGE. I find no way to argue with that, except to say
that the logic that we used in order to include those three cat-
egories of teachers is that that is a supply-and-demand issue. We
see right now that the supply of math teachers and special ed
teachers are not in our favor.

In fact, in Houston, where I worked, right across the street from
our school district headquarters was Compaq Computers, and not
far away was Dell Computers, and not far away was Texas Instru-
ments, and then there was the whole petroleum industry right
there that took all of our math and science teachers. So there were
just fewer of them than there were of physical education teachers
and other teachers. One of the ways to support that is to look at
a differential salary structure, based on supply and demand, which
in a lot of our educational system we conduct ourselves as if that
law has been repealed, as far as education is concerned.

Senator HARKIN. I am not certain I know of what you speak
there. I do not know what you are talking about.

Secretary PAIGE. I mean these people who represent the short-
ages are paid the same as teachers who are teaching in fields
where we have high surpluses. We would not do that in any other
enterprise in civilized captivity.

Senator HARKIN. Well, I just think if you start down a system of
differential pay depending upon the subject you teach, you are
going to get wild swings. You are going to get a lot of people mov-
ing one way, and you are going to say, “Oh. Now we have to cut
them, we are getting too many, and we do not have enough over
here, in the arts and sciences, so we will increase it there, and then
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there will be there, and then, oh, we have too much there, then we
have to move”—we will always be changing this thing.

Secretary PAIGE. That is exactly how the system works. I mean
the same practices have made all of our major organizations in the
United States, in the country, work; they all operate by that same
system.

DIFFERENTIATED TEACHER PAY, BASED ON PERFORMANCE

Senator HARKIN. But the private sector is different, I think, than
the public sector and teaching. I think in teaching, what you have
to do is provide the incentives for teachers on a broad basis to
enter into education, to find those that are really good teachers,
and to reward them, not just because they teach math or special
ed, but how good they are as teachers.

Secretary PAIGE. I would agree with that completely. What I
hear you saying is, that there should be differentiated pay for per-
formance.

Senator HARKIN. Yes, but not just based on a subject.

Secretary PAIGE. Not based on supply and demand, but perform-
ance. We are in complete agreement about the performance. We are
in complete agreement about that. I would just add supply and de-
nilland as well, and we could have some more discussion on it, but
that is

Senator HARKIN. That is why we should have, I think, loan for-
giveness for teachers, period, not just for math, science, but for all
of them.

Secretary PAIGE. That is a good argument.

PELL GRANTS

Senator HARKIN. Okay. We are having a hard time getting in an
argument here. I did want to just say that we are concerned about
the Pell Grant situation, and the fact that we do not have any in-
creases in your budget for Pell Grant increases. I think the advi-
sory committee on student financial assistance last year called for
increases in the Pell Grant program.

Now, again, Senator Murray said earlier, we did have a shortfall
in Pell Grant. We had that in the past. We had that all the time.
If you have high unemployment, if you have people being put out
of work, you get more of a demand on the Pell Grants. We know
that. Every time we have had that, the Congress comes in and
makes up for the shortfall, and we will do that again, but this advi-
sory committee called for an increase in the Pell Grant program to
improve access to college education.

So, again, what is happening, it is kind of a vicious circle. Most
States, because they have requirements for balanced budgets, that
they have to constitutionally do that, because of the down turn of
the economy, they are forcing cuts, and in almost every State I
have looked at, what they have done is increase tuition at public
colleges.

In my State, tuition will increase 19 percent, from the lowest rev-
enue growth in 50 years. Well, we have a 20 percent decline in net
farm income this year. That gives you some idea what we are fac-
ing in Iowa. So a 19 percent increase in tuition, and if the Pell
Grants stay the same, we have a real problem there.
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PELL GRANT MAXIMUM AWARD

So I just think we need to increase the reward. We are at $4,000
right now, and I think we need to increase it. I mean I just wonder
what your views are on why we do not have something in the budg-
et to increase the Pell Grant award.

Secretary PAIGE. Well, I guess the best response I could have,
Senator, is that we are operating in an environment where there
are a lot of priorities. We thought that if the $4,000 target is
reached, we would wish we could do more, but there are some other
priorities that are calling us right now, and these have to be cou-
pled with the environment, the economic environment that we are
operating within.

So these are just priority decisions that we have made. I under-
stand that we will have some more discussion with you. We respect
your views on this, and wish to have your input, but we have sub-
mitted this as our best thinking.

Senator HARKIN. The problem is, obviously, Mr. Secretary, with
the Pell Grants, a small increase is a big budget impact. So with
the budget we have to work with, it is going to be pretty hard to
make any significant increases in the Pell Grant, unless the admin-
istration would support that, then that helps a lot——

Secretary PAIGE. Yes.

Senator HARKIN [continuing]. But without that, it is going to be
x(z}ery tough for us to make any significant increases in the Pell

rant.

PELL GRANT PROGRAM INCREASES

Mr. HANSEN. Mr. Chairman, if I could—we do have a $550 mil-
lion increase in the Pell Grant program, and that does help us get
to an all-time high in terms of number of students served in the
program. So there are different ways you can look at the program.
It is not just the maximum award. The total dollars in the program
have gone up from about $5 billion in 1996 to over about $10.8 bil-
lion in our budgets just in the last 5 years. The number of recipi-
ents have gone up from 3.6 million to about 4.5 million, and the
maximum award has gone up from $2,400 up to $4,000. So there
has been some significant movement, and our budget does build
upon this.

Our budget does allow for half-a-billion dollars of new money,
which will compensate for the additional students that are going to
now be coming into the program. I think as the Secretary indicated
in his opening statement, our top three priorities in our budget are
special education, Title I, and the Pell Grant program.

Senator HARKIN. Well, I agree with you that you have to have
some money to allow for some new entrants, but it does not raise
the $4,000 cap. I understand that.

I think we are going to have to continue our dialog on that one,
too, as we move ahead on this budget.

Secretary PAIGE. We look forward to that.

CHAIRMAN’S CLOSING REMARKS—COMMITMENT TO EDUCATION

Senator HARKIN. Mr. Secretary, again, I want to thank you for
being so forthright, and for your willingness to work with us on
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this. I know we have a tough budget situation, but, again, and I
will let you have the last word, but I am just going to say that I
know we have gotten new priorities, as I said, after September 11,
but we just cannot let what happened on September 11, in our
commitment as a Nation, to go after the terrorists, and to secure
our Nation and our people, sort of paralyze us from doing the other
things that are necessary to meet the needs of this country.

That is what this appropriations committee is about. We are
going to try to do our best, and we will work with you as much as
we can to try to do that.

SECRETARY’S CLOSING REMARKS—BIPARTISANSHIP

Secretary PAIGE. Senator, I would just like to end by saying that
since my short stay in Washington I have learned to have just
enormous respect for the men and women who make these really
difficult decisions. I have watched you, as you have argued the
points that you feel are important, some of which we have different
points of views, but I have always known the sincere effort that
you have put forward in the House and the Senate, and I have al-
ways had great respect for that. So I would welcome the oppor-
tunity for us to continue to discuss some of these issues.

I think the greatest thing that has happened in this last year
was the way the Congress came together behind the No Child Left
Behind Act in such a powerful bipartisan way. The men and
women who had strongly different points of view found ways to dis-
cuss these differences and reach agreements. So I would suggest
that as a model, as we go forward with these kinds of discussions,
and we appreciate the opportunity to be a participant.

Senator HARKIN. Thank you very much, Mr. Secretary.

Secretary PAIGE. Thank you.

ADDITIONAL COMMITTEE QUESTIONS

Senator HARKIN. Thank you very much. There will be some addi-
tional 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 TOM HARKIN
FEDERAL STUDENT AID PROGRAMS

Question. Mr. Secretary, the Administration is working around the clock to make
sure that “no child is left behind.” However, the budget proposed by the Administra-
tion for student aid programs does not seem committed to this goal. Your budget
level funds almost all of the major student aid programs, including Federal Work-
study, the Perkins loan, the Supplemental Education Opportunity Grant and TRIO
programs. In addition, the budget proposes maintaining the maximum Pell Grant
award at only $4,000. Our neediest students are the ones supported by these pro-
grams and the very students that will be left behind if a budget like the one pro-
posed by the Administration passes. How can the Administration justify the level
funding of these programs at a time when State budgets are squeezing out higher
education and there is a rapidly growing population of needy students that want
and should go to college?

Answer. Ensuring access to quality postsecondary education continues to be the
major role as well as the Department’s priority in higher education. I believe that
our budget request for postsecondary education is consistent with this priority. The
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President’s fiscal year 2003 budget would expand new student financial aid to near-
ly $55 billion, an increase of 5 percent over 2002. The number of student aid recipi-
ents would increase by 339,000 to 8.4 million.

PELL GRANT PROGRAM

Question. In your strategic plan for education you make virtually no mention of
the student aid programs, even in the section on postsecondary education. Yet, when
President Bush ran for office, he made his support for Pell Grants a centerpiece of
his higher education agenda. Is there a shift in the thinking about the Department’s
suppog)t for student aid? Are you looking at a new and different role in higher edu-
cation?

Answer. The Pell Grant program is the foundation of the Federal student assist-
ance effort and has been the most effective and well-targeted program in helping
low- and middle-income students attend college. President Bush recognizes the im-
portance of the Pell Grant program and has requested a substantial increase for Pell
each year. Despite our war on terrorism and the additional funding needed to sup-
port our military and homeland security operations, the President has asked Con-
géress for an increase of $549 million, or 5.3 percent, over fiscal year 2002 for Pell

rants.

LEVERAGING EDUCATIONAL ASSISTANCE PARTNERSHIP PROGRAM

Question. Mr. Secretary, your budget eliminates the Leveraging Educational As-
sistance Partnership (LEAP) program. Since nearly all States are facing deficits, tui-
tion rates are being forced up, and research by the Advisory Committee on Student
Financial Assistance and others has documented the need for more State/Federal
partnership program funding to close the growing college access gap between low-
and high-income students, can you tell me why you think eliminating this program
is a good idea?

Answer. The Leveraging Educational Assistance Partnership (LEAP) program was
authorized in 1972 to encourage States to invest in need-based grant and work-
study assistance to postsecondary students; at that time, only 28 States had under-
graduate need-based grant programs. Federal funds serve as an incentive to estab-
Iish or expand need-based grant programs; States are required, at a minimum, to
match LEAP grants dollar-for-dollar with State funds provided through direct State
appropriations for this purpose.

All States now have need-based student grant programs, and State grant aid has
increased by close to 150 percent in the last 10 years. Most States significantly ex-
ceed the dollar-for-dollar matching requirements. For example, in academic year
1999-2000, matching funds totaled roughly $1 billion, $950 million over the dollar-
for-dollar match. This program has established the principle that State need-based
grant aid is a necessary complement to Federal student aid in helping students pay
for higher education, and we believe States will continue to honor this principle.

STUDENT LOAN ADMINISTRATION—SECTION 458 PROPOSED TRANSFER

Question. The President’s 2003 budget request proposes the development of a new,
discretionary Student Aid Administration (SAA) account that would consolidate all
student aid management costs previously funded through the discretionary Program
Administration and Federal Family Education Loans Program (FFELP) accounts
and the mandatory Federal Direct Student Loan Programs (HEA Section 458) ac-
count. Secretary Paige, could you please explain why the President and the Depart-
ment are seeking to move the mandatory funds obligated under Section 458 of the
Highe?r Education Act of 1965, as amended, from a mandatory to discretionary ac-
count?

Answer. This Administration, and I personally, am dedicated to creating a culture
of accountability in the Department, including a strong focus on performance meas-
urement. The current student aid administration budget structure—split among
multiple mandatory, discretionary, and subsidy accounts—hinders this increased ac-
countability, which is also the foundation of the performance-based organization es-
tablished to administer Federal student aid. Under a single discretionary account,
student aid administrative activities will be subject to the same level of congres-
sional scrutiny as other Department activities.

Question. What will be the hierarchy for disbursement of these funds under the
new discretionary Student Aid Administration (SAA) account? What plans are in
place to ensure that the funds are evenly and appropriately distributed under this
new Student Aid Administration (SAA) account?

Answer. We are committed to effectively administering all the Federal student aid
programs, including the direct and guaranteed loan programs. As is currently the
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case, specific decisions on the allocation of funds supporting student aid administra-
tion will be made by the Secretary and Deputy Secretary in consultation with the
Assistant Secretary for Postsecondary Education, the Chief Operating Officer of the
performance-based organization, and other Department senior staff.

Question. Budget documents have stated that the reason for this proposed change
is that it would increase accountability for reducing costs. Please explain why it is
easier to reform a program funded by annual appropriations as opposed to manda-
tory funding.

Answer. The annual appropriations process, in which activities compete for re-
sources from a finite funding pool, imposes much-needed fiscal discipline and com-
pels agencies to develop solid, well-documented justifications for their requests. To
support its request, the Department is in the process of developing a true activity-
based budget formulation process for the unified Student Aid Administration ac-
count. Such a process would allocate the Department’s student aid management ex-
penses by program and specific business process to more accurately determine the
cost of individual activities or programs, budget administrative funds to each busi-
ness process, set cost reduction targets, and easily compare actual performance to
budget targets.

Question. Isn’t it true that Congress established seven purposes in section 141 of
the HEA for the creation of the Performance Based Organization (PBO)? How would
this proposal better achieve all seven purposes?

Answer. By simplifying cost analysis and subjecting student aid administrative
funding to the discipline and flexibility of the annual appropriations process, the
proposal would primarily advance purposes (B), “to reduce the costs of admin-
istering these programs,” and (C), “to increase the accountability of the officials re-
sponsible for administering the operational aspects of these programs.” That said,
the prudent and efficient allocation of administrative funds implicitly supports all
the goals of the PBO and the Administration in general.

STUDENT AID ADMINISTRATION FUNDS—CHANGING FROM MANDATORY TO ANNUAL
DISCRETIONARY APPROPRIATIONS

Question. One of the purposes identified by the Congress for establishing the Per-
formance Based Organization was to improve service to students and other partici-
pants in the student financial assistance programs authorized under title IV of the
Higher Education Act. Given that administrative expenses for the PBO are closely
associated with the number of loans issued in a given year—a level which could be
difficult to predict—how will the proposal to make administrative expenses subject
to annual appropriations better achieve that purpose behind the creation of the
PBO? What would happen if funds appropriated fell short of the amount required
to meet the operations of the PBO; how would services to students and other partici-
pants be affected?

Answer. Moving to annual discretionary appropriations will actually decrease the
likelihood that funding will fall short of the level needed to support operations, since
the funding level will be determined only a year in advance, rather than up to 5
years in advance as is currently the case. In addition, the fact that funding is man-
datory does not safeguard it from reduction. As you know, mandatory funding cur-
rently supporting student aid administration has been repeatedly reduced through
appropriations and reconciliation action over the years, and is capped at the 2001
level through 2003. That said, whether discretionary or mandatory, there is never
a guarantee that administrative funding levels will be sufficient to cover operations
costs. The Department is committed to effectively managing all of its programs;
managers will make responsible choices in allocating available funds to minimize
adverse impacts on students and other program participants.

Question. If the funding allocation for this new discretionary account failed to
meet the President’s budget request, which programs will suffer?

Answer. As noted above, the Department is committed to effectively managing all
of its programs; managers will make responsible choices in allocating available
funds to minimize adverse impacts on students and other program participants.

Question. Secretary Paige, I commend your focus on strengthening the manage-
ment of the Department of Education and I appreciate your efforts to remove the
student financial aid programs from the U.S. General Accounting Office (GAO) list
of high risk programs. I understand that a Management Improvement Team you
convened identified 661 recommendations associated with audits and reviews of fi-
nancial, management and information system weaknesses. This Team has developed
corrective action plans to address most of the recommendations. Did any of the ac-
tion plans include a proposal to move Federal funding available for administrative
expenses from the mandatory to the discretionary side of the budget?
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Answer. Yes; action item number 37 in the Department’s Blueprint for Manage-
ment Excellence directly supported this proposal.

LOAN FORGIVENESS FOR CHILD CARE PROVIDERS

Question. If all eligible applicants received the full amount of forgiveness for
which they are eligible, how much funding would have been required in fiscal year
2001? The average loan obligation forgiven is listed at $13,333 for fiscal year 2001.
If borrowers may have 20 percent forgiven in the first year of service—with a max-
imum of 100 percent for 5 years of service, how can the average loan obligation be
$13,333? How much will be required in fiscal year 2002 and fiscal year 2003?

Answer. The $13,333 figure included in the Congressional Justification was based
on preliminary data. Updated data indicate that fiscal year 2001 funding supported
an average award of $4,708 to 212 borrowers. Available funding in fiscal year 2001
was sufficient to support the full amount of forgiveness—that is, 100 percent of the
outstanding loan balance—for all but 10 eligible applicants. The $4,708 average loan
obligation reflects 100 percent of the outstanding balance of the eligible applicants,
20 percent—or an average of $942—of which was forgiven in fiscal year 2001. The
remaining fiscal year 2001 funds have been set aside to support forgiveness costs
for these borrowers over the next 4 years. The annual appropriation is obligated to
assure that the full loan forgiveness amount will be available if borrowers complete
the required 5 years of service; the guaranty of the full forgiveness provides the re-
tention incentive the program is designed to provide.

Question. How has the Department promoted this demonstration program?

Answer. The Department took a number of steps to increase awareness of the pro-
gram, including publishing a notice in the Federal Register, posting information on
Department websites, sending letters and accompanying fact sheets to five major
national child care associations, and creating a special toll-free phone number for
borrowers to call to obtain program information. These efforts resulted in over 3,000
phone calls for information and 642 applications for forgiveness.

Question. When will sufficient data be available to evaluate the effectiveness of
this program?

Answer. By structuring the program to assure the availability of the full forgive-
ness amount, we will be able to track a cohort of borrowers across time to better
study the effectiveness of loan forgiveness in encouraging individuals to remain in
the child care field. Thus, the completion of the second year will provide data on
what percentage of the initial recipients qualify for their second year of forgiveness,
as well as a much better sense of both whether awareness of the program has
grown.

HIGHER EDUCATION—ASSESSING AND IMPROVING THE EFFECTIVENESS OF FEDERAL
TRIO AND GEAR UP PROGRAMS

Question. The budget justification indicates that the Administration will assess
the effectiveness of the TRIO programs and GEAR UP and develop strategies for
fiscal year 2004 to improve the performance of both and direct resources to the most
effective strategies. Please explain what specific actions the Administration will take
to assess the effectiveness of TRIO programs and GEAR UP.

Answer. The Administration’s performance assessment of the TRIO and GEAR
UP programs is taking place on several different levels and will be an ongoing proc-
ess. In the short-term, we are reviewing a wide-range of data that are currently
available, particularly TRIO’s Upward Bound and Student Support Services evalua-
tions. We also are reviewing the performance reports that are submitted by grantees
on an annual basis, and plan to modify those reports in ways that will provide more
timely data related to project outcomes. As part of our long-term strategy, we have
ongoing program evaluations that will provide a wealth of data on program impacts
in the next couple of years, particularly for Talent Search and GEAR UP. Our goal
is to create an environment of accountability where discussions about program per-
formance are integrated with everyday programmatic decisions, and are informed by
a combination of individual project reports and large-scale program assessments.

Question. What is the timetable for the assessment process?

Answer. As mentioned, we are currently reviewing findings from the Upward
Bound and Student Support Services evaluations. We expect these reports to be re-
leased to the public this summer. Although the Congressional Justification antici-
pated a spring release of these reports, additional data analysis was necessary and
the internal review process has lasted longer than expected. We also expect findings
from the Upward Bound Math/Science evaluation to be available this summer. In
2003, we expect to release findings from the evaluations of the Talent Search and
GEAR UP programs. In addition to each of these comprehensive evaluations, we are
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continually reviewing the effectiveness of individual projects and aggregating data
from their annual performance reports.

STRATEGIES FOR IMPROVING PROGRAM EFFECTIVENESS

Question. What process or mechanism will be established for developing strategies
for 2004 to improve the performance of both programs and direct resources to the
most effective strategies?

Answer. Since last fall, the Administration has been engaged in discussions about
effective strategies to improve the performance of TRIO and GEAR UP. These ongo-
ing discussions generally fall into three areas: strategies that can be implemented
immediately, strategies that require legislative or regulatory changes, and strategies
that require additional funding. With regard to the first category, as noted in our
recently released Annual Plan for 2002-2003, we are currently discussing changes
to be implemented for this fall’s competition in TRIO’s Upward Bound program.
Based on findings from the program’s evaluation, we are looking at several different
options that will allow us to improve program effectiveness by encouraging projects
to target higher risk students and to provide additional work-study opportunities.
Based on further discussions and new data that become available, the President’s
fiscal year 2004 budget and reauthorization proposals will encompass additional
strategies that fall under the other two categories. For example, final decisions
about funding for Upward Bound will not be made until we can assess the number
and quality of applications that are received and the anticipated impact that each
will have.

Question. Will these recommendations be part of the Administration’s fiscal year
2004 budget proposal?

Answer. Yes, we anticipate that these recommendations will be included in the
President’s budget request.

ALLOCATION OF UNDISTRIBUTED FISCAL YEAR 2002 FUNDS

Question. How will the undistributed fiscal year 2002 funds be allocated?

Answer. The funds listed as “undistributed” in the Congressional Justification will
be used to provide additional work-study opportunities to an estimated 3,000 Up-
ward Bound students.

Question. What specific options is the Department considering for allocating pro-
posed ?ﬁscal year 2003 funding that is identified as undistributed in budget docu-
ments?

Answer. The Department is considering several options for these funds, including:
providing additional work-study opportunities for Upward Bound students, sup-
porting additional grant aid for Student Support Services students, targeting funds
to improve program effectiveness in other ways, funding a larger number of new
awards, and increasing awards for existing projects to serve more students.

DEMONSTRATION PROJECTS TO ENSURE QUALITY HIGHER EDUCATION FOR STUDENTS
WITH DISABILITIES

Question. The Department is proposing to eliminate funding for the Demonstra-
tion Projects to Ensure Quality Higher Education for Students with Disabilities pro-
gram. The rationale for this proposed action is that new projects can compete for
and receive funding under FIPSE and Special Education Research and Innovation.
When the demonstration projects program did not exist in fiscal year 1998, only 4
grants that focused on higher education were awarded under the special education
authority. In fiscal year 2002, almost 30 awards will be made under the demonstra-
tion projects program. What new funding is proposed in the fiscal year 2003 budget
to support this level of commitment to quality higher education opportunities for
students with disabilities?

Answer. The President’s budget proposes an increase of $7.9 million for FIPSE,
including $6.9 million to support all continuing projects from the Demonstration
Projects to Ensure Quality Higher Education for Students with Disabilities program.
In addition, we anticipate that a number of new and continuing projects will be
funded under FIPSE’s Comprehensive Program to serve disabled students. In fiscal
year 2001, more than a dozen such projects were funded under FIPSE.

Our budget also includes approximately $10 million for new field initiated re-
search, demonstration, and outreach projects under the Special Education—Re-
search and Innovation program. As in the past, competitions for these awards will
be open to projects proposing to address the postsecondary needs of students with
disabilities. Currently funded projects include those that, for example, focus on pro-
viding information to institutions of higher education on model practices for edu-
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cating students with hearing impairments, and demonstrate a personal accommoda-
tion model to provide students with disabilities access to postsecondary education.

Applications will also be solicited for a competition for projects of national signifi-
cance under the Special Education—Personnel Preparation program. Awards under
this competition may also address postsecondary needs. For example, one currently
funded project is providing a Web-based professional development course that pre-
pares college staff to develop and implement summer college preparation programs
for individuals with disabilities.

Other areas also provide support for postsecondary education. For example, under
the Special Education—Technical Assistance and Dissemination program we cur-
rently support a national clearinghouse on postsecondary education, and the Na-
tional Institute on Disability and Rehabilitation Research, funded under the Reha-
bilitation Services and Disability Research account, supports the National Center
for the Study of Postsecondary Education, which, among other activities, provides
technical assistance to institutions of higher education on serving students with dis-
abilities.

JAVITS FELLOWSHIP AND GAANN PROGRAMS

Question. Mr. Secretary, the Graduate Assistance in Areas of National Need
(GAANN) and Jacob Javits programs attract exceptionally promising students into
graduate study to pursue degrees in areas if national need-such as chemistry, infor-
mation sciences, and engineering, as well as in the arts, humanities, and social
sciences. The Administration proposes level funding these programs at a time when
supporting advanced study in these areas is of great importance to the Nation. Since
the stipend level paid to students increases each year, level funding essentially de-
creases the size and capacity of the program. The National Science Foundation
(NSF) and the National Institutes of Health (NIH) have proposed increasing their
graduate education budgets for fellowships and traineeships. Why have you not
done the same, given the important niche these programs serve in the Federal Gov-
ernment’s graduate education portfolio?

Answer. Due to the nature of award cycles, level funding in fiscal year 2003 will
support an unusually large number of new fellows in both programs: an estimated
537 fellows in GAANN and 140 fellows in the Javits Fellowship program. These
numbers are significantly higher than they have been the last couple of years.

CHILD CARE ACCESS MEANS PARENTS IN SCHOOL (CCAMPIS)

Question. Based on applications received in the latest award cycle, how much
unmet need exists in terms of: amount of funds requested, child care capacity on
or near campus and waiting lists for existing child care?

Answer. The Department is in the process of preparing the notice inviting applica-
tions for new CCAMPIS awards for fiscal year 2002. The closing date for receipt of
applications for this competition is scheduled for June 2002.

With regard to the fiscal year 2001 competition, the Department received 232 ap-
plications and awarded grants to 222 out of 229 eligible applicants. Because the
available funds exceeded the amount needed to cover continuations and make these
new awards, the Department invited grantees from the fiscal year 1999 competition
to increase their third year (2001) of CCAMPIS funding based on their 1999-2000
Federal Pell Grant disbursement figures. This invitation was also extended to fiscal
year 2001 applicants because some applicants failed to request the maximum allow-
able. A good number of applicants responded favorably to this invitation by increas-
ing their request for funding. Applicants requested approximately $16.6 million and
the Department awarded (up to the statutory limitation) approximately $16.1 mil-
lion in grant funding. The maximum grant awarded to an institution is limited to
one percent of Pell Grant dollars at the institution.

Based on a review of about 50 applications, it appears that many of the applicants
have waiting lists for child care. However, in some cases, schools may lack the phys-
ical space to accommodate significantly more children. Current law prohibits eligible
institutions from using grant funds for construction, other than minor renovation
and repairs to meet State or local health or safety requirements.

Question. What steps is the Department taking or planning to take to ensure that
child care is not a barrier for students/families interested in pursuing postsecondary
education?

Answer. The Department proposes to continue funding the CCAMPIS program in
fiscal year 2003. The Department has requested $15 million to cover the costs of
continuing grants initiated in fiscal years 2001 and 2002.
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INCREASING AWARENESS AND UTILIZATION OF THE CCAMPIS PROGRAM

Question. Last year the Department lapsed more than $8 million in funds avail-
able for this program. What steps has the Department taken or planned to make
sure these needed funds are fully utilized?

Answer. The Department is undertaking a number of activities to heighten aware-
ness and increase utilization of the financial assistance available through the
CCAMPIS program.

—In late February, Department staff presented at the National Coalition for
Campus Children’s Centers (NCCCC) conference in San Antonio, Texas. The
conference, devoted to campus early childhood programs, gave Department staff
an opportunity to share information and respond to questions from potential fu-
ture applicants and current grantees on issues relating to the application proc-
ess and available funding for the CCAMPIS program.

—The Department plans to conduct four Child Care pre-application technical as-
sistance workshops across the country (St. Louis, MO; Miami, FL; Los Angeles,
CA; and Washington, DC) to encourage potential applicants to apply and to as-
sist them in submitting high quality applications. These workshops will also
serve as a major outreach activity to increase the numbers of HBCUs, HSIs,
and TCCUs that propose to provide quality and affordable child care services
to their low-income students who are parents.

—The Department has posted information regarding the CCAMPIS program on
its website at http://ed.gov/offices/fOPE/HEP/campisp/. In addition, interested in-
dividuals have access to information on CAMPUSCARE-L, an electronic discus-
sion list devoted to topics related to the concerns of staff, faculty, and adminis-
trators in laboratory schools or children’s centers on university or college cam-
puses. The list is co-owned by the NCCCC and the ERIC Clearinghouse on Ele-
mentary and Early Childhood Education (ERIC/EECE).

—The Department is looking into the possibility of posting the closing date notice
and additional CCAMPIS program-related information in the Chronicle of High-
er Education.

TEACHER QUALITY ENHANCEMENT STATE GRANT PROGRAM

Question. The Administration has proposed overriding the authorizing statute for
the Teacher Quality Enhancement Grant program. Under the State grants program,
all but 26 States have received awards through fiscal year 2001 and budget docu-
ments indicate that 23 new awards would be made in fiscal year 2002. What is the
latest information about the number of new State awards made in fiscal year 20027

Answer. To date, no awards have been made in fiscal year 2002. The Department
plans to complete the competition for new State awards this summer.

Question. Why can’t awards be made to the remaining eligible States?

Answer. There is no reason that awards cannot be made to the remaining 26 eligi-
ble States. In fact, the Department’s Budget Justifications assume that many of
these States will apply and be awarded grants in fiscal year 2002. In order to en-
courage eligible States to apply, the Department intends to work closely with them,
offering technical assistance and support in the application process.

The Department is not planning to conduct another competition for new awards
in 2003. The 31 States receiving their final year of continuation funding in 2001 and
2002 may not compete for new funding because the statute prohibits States from
receiving more than one State grant. Once the Department has conducted the 2002
competition it is unlikely that there will be any remaining entities seeking funding.
The Department believes that the program’s 50 percent matching requirement may
discourage some States from applying. Furthermore, as there have already been a
number of competitions for this program, it is likely that those States most inter-
ested in the program have already received a grant. The Department proposes that
fiscal year 2003 funding for State grants be limited to the amount needed to cover
continuation costs.

Question. How many of these unfunded States meet any of the priority criteria
under section 205 (b)(2)(A)(1)—(ii1)?

Answer. In theory, all of the unfunded States may meet these priority criteria.
However, until specific grant applications have been received, it will not be possible
to ascertain the precise number of the unfunded States that meet the priority cri-
teria. Section 205 (b)(2)(A)(i)—(iii) of the HEA instructs that in awarding Teacher
Quality Enhancement State Grants the Department give priority to applications
that include reforms in three areas: reforms of certification requirements to ensure
content knowledge, reforms designed to hold institutions of higher education ac-
countable for the quality of teachers they prepare, and recruitment efforts aimed at
reducing teacher shortages in high poverty urban and rural areas.
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VOCATIONAL REHABILITATION INCENTIVE GRANTS

Question. The Administration has proposed creating a new program designed to
provide financial incentives to State vocational rehabilitation (VR) agencies for help-
ing individuals with disabilities obtain competitive jobs. Please describe how this
proposed program would operate. What criteria would be utilized for determining
which States receive awards, what factors would determine the size of the State
awards and what guidelines would be provided to States on appropriate uses of
these funds?

Answer. We are still in the process of developing the specific plans for the pro-
posed Vocational Rehabilitation Incentive Grants program. However, I am happy to
share with you how we envision this program operating. We plan to link the incen-
tive grants to key measures under the current Evaluation Standards for the VR
State Grants Program. We will initially focus on State vocational rehabilitation
agencies that are the top performers under Performance Indicators 1.3 (percentage
of individuals obtaining competitive employment) and 1.5 (VR consumers’ earnings
in comparison to the State’s average wage). We also plan to include additional meas-
ures on the number and percentage of Social Security beneficiaries under the Sup-
plemental Security Income (SSI) and the Social Security Disability Insurance (SSDI)
programs who are served by the State VR agency and the percentage of individuals
who are SSI recipients or SSDI beneficiaries who obtain competitive employment.
These measures are intended to reward States who make a significant effort to as-
sist these individuals to obtain employment. Beneficiaries under these programs
have significant disabilities and historically have been among the most challenging
to serve. We are analyzing data on prior year performance to determine what the
performance criterion should be in identifying top performers. Additionally, we are
considering a future category of “most improved” (agencies who have shown the
greatest improvement over two or more years) when we have sufficient experience
with the Standards and Indicators to allow us to establish those criteria.

At this time, we cannot tell you what the actual size of the awards will be. The
size of the award will depend on the results of our analysis of the performance data
and the resultant pool of top performers. However, we anticipate that the size of
the awards will be generally proportional to the size of the State VR agencies’ grant
allotment. At this point, we believe that the State VR agencies should have flexi-
bility in spending award funds under the program as long as those expenditures are
consistent with allowable costs under the VR State Grants Program.

VOCATIONAL REHABILITATION PERFORMANCE STANDARDS

Question. Under current law, doesn’t the RSA require States that do not meet per-
formance levels to develop program improvement plans that outline proposed efforts
to achieve acceptable performance? What issues do States raise as barriers to
achieving acceptable performance, and how would this new program support current
RSA efforts to help States improve performance?

Answer. Section 106 of the Rehabilitation Act requires State agencies that fail to
meet the standards to develop a program improvement plan (PIP) outlining specific
actions to be taken to improve program performance. We are currently in the proc-
ess of publishing our first Evaluation Standards Performance Report. This report,
as well as other program performance information, will be made available on the
Department’s website. Subsequent to this report, we will be working with States
who do not meet the Standards to develop PIPs. At that point, we will have better
information about what barriers States are experiencing in their efforts to achieve
acceptable performance.

The current Evaluation Standards and Performance Indicators are designed to en-
sure a minimal level of acceptable performance and raise the performance of low
performing States. The incentive grants would award high performance. These
grants would encourage State VR agencies at the top of the performance ladder to
continue to improve or maintain high performance. In addition, we want to encour-
age States with satisfactory performance to strive for high performance.

RECREATIONAL PROGRAMS

Question. With a success/sustainability rate of nearly 75 percent, recreational pro-
grams have proven to be an effective approach to leveraging local funding to support
the integration of individuals with disabilities into the community. What specific
sources of funding are available to replace this modest Federal investment? Budget
documents indicate that this program has limited national impact and that funding
is more appropriately derived from States, local agencies and the private sector.
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Why should the community integration needs of individuals with disabilities be left
to the whims of State and local budget battles?

Answer. The major purpose of the Recreational Program is to provide seed money
for the establishment and operation of community-based recreational programs as
well as to create opportunities for increased access to locally based recreational pro-
grams. RSA has found that after Federal funding ceases for recreational projects,
the integration of individuals with disabilities into community-based recreational
programs has continued with local public and private funding sources. In addition,
the increased availability of existing accessible community-based recreational facili-
ties demonstrates local support for the integration of individuals with disabilities
into the community. While the Recreational Program is designed to promote inclu-
sive recreational programs to integrate individuals with disabilities into community-
based recreational programs, States have the responsibility to assist individuals
with disabilities to achieve community integration by ensuring that public facilities
such as parks and recreational programs are accessible. The Recreational Program
has demonstrated the potential for supporting community integration through local
and private funding sources.

Question. Doesn’t the Federal Government have a role in stimulating and
leveraging local and private funding for programs that support the community inte-
gration needs of individuals with disabilities?

Answer. The Federal Government does play a large role in stimulating and
leveraging State, local, and private funding for programs that support the commu-
nity integration needs of individuals with disabilities. That role is clearly dem-
onstrated through many programs supported by the Rehabilitation Services Admin-
istration (RSA). The largest program, the $2.6 billion Vocational Rehabilitation
State grants program, provides over 78 percent in Federal matching funds to assist
States with their obligations in providing services for individuals with disabilities.
In addition, the Centers for Independent Living program provides training in indi-
vidual and systems advocacy that enables persons with disabilities to gain greater
access to community resources.

PROJECTS WITH INDUSTRY

Question. The Administration has proposed eliminating direct Federal funding for
Projects With Industry (PWI) projects and has requested legislative language to au-
thorize States to use their Vocational Rehabilitation State Grants appropriation to
cover continuation costs in fiscal year 2003. Does this mean that funding for some
of the 75 PWI projects that just received funding in fiscal year 2002 could be elimi-
nated next fiscal year?

Answer. Under the Administration’s proposal, fiscal year 2002 would be the final
year of direct Federal support for grants under the Projects With Industry (PWI)
program. The purpose of the appropriation language proposed by the Administration
is to assist the projects in their transition from Federal to State and local support.
The language would provide State VR agencies with the authority and discretion to
utilize their fiscal year 2003 funds to continue support for effective projects in their
States. We expect that State VR agencies will continue to refer individuals to effec-
tive PWI programs for placement and other services. In the future, we anticipate
that PWI projects, like other VR service providers, would be paid directly or by con-
tract for their services by the State VR agency. The project period for PWI projects
receiving fiscal year 2002 funds is from October 1, 2002 to September 30, 2003.
Thus, State VR agencies and PWI projects will have ample time to plan for the tran-
sition and ensure that any disruption in the delivery of services is minimized.

SUPPORTED EMPLOYMENT STATE GRANTS

Question. The Administration has proposed folding this program into the VR State
Grant program, because it has achieved its statutory goal. The Supported Employ-
ment (SE) program does not require a State match, while the VR program does. Ac-
cording to the Fiscal Survey of the States, 2001, States are experiencing significant
reductions in revenues, which will result in State budget shortfalls of almost $40
billion. Further, under this proposal, some States will actually receive less Federal
support than they received last year. Given those realities, how will States continue
to meet their commitment to serve those with the most severe disabilities with high
quality supports and services?

Answer. We know that supported employment is often an effective strategy in as-
sisting individuals with the most significant disabilities to obtain competitive em-
ployment in integrated settings. However, the Administration believes that a sepa-
rate supplemental source of funding to encourage States to develop collaborative
programs with appropriate public and private nonprofit organizations for the provi-
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sion of supported employment (SE) services is no longer needed. The State Voca-
tional Rehabilitation (VR) agencies recognize supported employment as an integral
part of the VR State Grants program and a viable employment option for individ-
uals with the most significant disabilities. The number of individuals receiving SE
services has continued to increase even though the annual appropriation for the SE
State Grants program has remained constant since 1996. State VR agencies con-
tinue to spend an increasing amount of VR State Grant funds (including State
matching funds) to provide supported employment services for those individuals who
require such services to participate in the integrated labor market. We believe that
States will continue to meet their commitment to serve those with the most severe
disabilities with high quality supports and services under our proposal.

Impact of proposal to merge supported employment program with vocational rehabili-
tation state grants

In considering this proposal, we examined the impact of merging the funds both
in terms of the effect on required State matching funds and the total allocation of
funds to States. Our 2000 and 2001 data indicate that for most States the financial
impact will be minimal. Under the Rehabilitation Act, the Commissioner is required
to reallot any available VR State Grant funds to States who request additional
funds and can match those funds. Currently, about 80 percent of the 50 States,
D.C., and Puerto Rico request additional funds in the reallotment process. In fiscal
years 2000 and 2001, only a handful of States did not request additional funds and
only 2 States were unable to meet their State match requirement and had to return
part of their original allotment. Second, on average the relative increase in the total
matching funds as a result of combining the VR and SE funds is minimal, about
1.5 percent. Third, fiscal year 2001 State expenditures for nearly one-third of the
States exceeded the amount of funds they would be required to provide as match
under the President’s fiscal year 2003 budget request. Further, State VR agencies
have been seeking increased appropriations for the VR State Grants program, which
suggests that they will be able to match these funds. Given this information, it ap-
pears that the vast majority of States should not have a problem in providing suffi-
cient funds to meet their State match requirement.

Because of the differences in the programs’ funding formulas, we also examined
the total amount of funds that States would receive under the proposed consolida-
tion in the fiscal year 2003 President’s request. Our analyses indicate that under
the proposed consolidation, all States will receive an increase in Federal funds in
fiscal year 2003 as compared to the total Federal funds they received under the VR
and SE programs in fiscal year 2002.

Consolidating the separate SE funding source into the larger VR State Grants
program will send the message that supported employment is an accepted and val-
ued outcome of the VR program. The consolidation would also streamline and elimi-
nate burdensome and duplicative accounting and reporting requirements. Further,
we intend to monitor State data to ensure that they do not reduce their efforts to
provide supported employment services.

ASSISTIVE TECHNOLOGY PROGRAMS

Question. State Grant funding provided under title I of the Assistive Technology
(AT) Act has been critical to building an infrastructure specifically designed to en-
sure that people with disabilities—regardless of age or disabling condition—have ac-
cess to the technology devices and services they need to be independent and produc-
tive members of society. Without this national infrastructure, there will be
unbridgeable gaps in access to AT devices and services throughout the country. Why
does the Department’s budget request propose eliminating Federal financial support
for 23 States?

Answer. The Assistive Technology Act (AT Act) of 1998, which authorizes funding
for the Assistive Technology (AT) State grants program, provides for a declining
Federal share and limits funding for individual States to no more than 13 years.
The Department’s request would support the States that are authorized to receive
funding in fiscal year 2003.

Question. Policy changes such as the Olmstead decision, Section 508 final guide-
lines, and the Telecommunications Act Sect. 255 were not anticipated when the sun-
set provisions related to Federal support of Tech Act Projects were originally con-
ceived. Does the Department believe that State Tech Act projects have a role to play
in building an infrastructure that ensures that people with disabilities can be inde-
pendent and productive members of society? If so, how will their mission be
achieved given that a recent National State Budget Officers Association survey re-
vealed that almost all States are facing revenues that have fallen far below original



103

estimates, resulting in net budget shortfalls estimated to be as high as almost $40
billion?

Answer. The Department agrees that there have been significant changes since
the passage of the Technology-Related Assistance for Individuals with Disabilities
Act (Tech Act) in 1988. In addition to those mentioned in the above question, we
note such developments as the passage of the Americans with Disabilities Act
(ADA); the proliferation of electronic information technologies and their applica-
tions; changes in workforce practices, such as telecommuting; the emergence of new
devices and new technological knowledge; alterations in the governing statutes, reg-
ulations, and policies of other Federal and State agencies; the characteristics and
awareness of consumers; and the activities of the projects funded under the Tech
Act and the AT Act, among other factors.

Promoting access to and assessing current state-of-the-field assistive technology for
individuals with diabilities

Promoting access to AT/IT is an important element of the President’s New Free-
dom Initiative, and the Department is considering the best mechanisms to achieve
this goal.

In order to reach an informed conclusion about the current state-of-the-field,
NIDRR is undertaking several information-gathering efforts, based on our knowl-
edge of the entire continuum of getting AT/accessible IT to consumers. Included are
a needs study, with a population-based survey of individuals with disabilities con-
cerning their uses, needs, and resources relative to AT/IT. A second area of inquiry
is a survey of consumer organizations and public agencies at the State level—pro-
viders of assessments, prescriptions, training, and financing for AT. A third area
will be an examination of those segments of the AT/IT continuum that could in-
crease the flow of innovative and affordable technologies from the laboratory and
the manufacturer into the consumer marketplace, and provide supports such as
training, maintenance, replacement, and consumer safeguards.

AMERICAN PRINTING HOUSE FOR THE BLIND

Question. Last year, the Administration requested level funding for APHB, even
though the Printing House asked for an increase justified by an expected increase
in the number of students served. Budget documents indicate that the number of
students served will increase this year by 1.2 percent. Once again, the Administra-
tion has requested level funding for APHB. How does the request provide sufficient
funding to maintain operations, given the expected increase in the number of indi-
viduals served?

Answer. Funding for the Printing House has more than doubled in the past five
years, going from $6.68 million to $14 million, an increase of 110 percent. At the
same time, the number of students served through APH has increased by only 4.8
percent. The rate of increase also has slowed down, going from 2.8 percent in 1998
to .47 percent in 2000. In fiscal year 2001, the number of students served actually
declined by 1.5 percent. The Department believes that its request of $14 million for
the American Printing House for the Blind (APH) for fiscal year 2003 provides more
than sufficient funds to maintain operations at appropriate levels.

States are required to provide a free appropriate public education to all students
with disabilities under the Individuals with Disabilities Education Act (IDEA),
which includes the provision of all necessary educational materials. These programs
have the primary responsibility for ensuring that all children with visual impair-
ments receive a free appropriate public education, including all necessary special-
ized educational materials. Federal support for special education under the IDEA
Grants to States, Preschool Grants, and Grants for Infants and Families programs
has grown by over $5.3 billion since 1996, or 178 percent. In addition, the fiscal year
2003 request would provide an additional $1.02 billion for these programs. The
funds provided under the appropriation for APH merely supplement the resources
already available to the States to achieve this goal.

At the fiscal year 2003 request level, States will receive an additional $186.72 per
student with a visual impairment for specialized materials through APH based on
its estimate of the number of students to be served in fiscal year 2003. APH funding
for educational materials simply provides additional support to States to provide a
free appropriate public education. We believe that additional funds are not nec-
essary for educational materials and that the request provides sufficient funding to
support a full spectrum of advisory services and research activities.
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QUESTIONS SUBMITTED BY SENATOR ERNEST F. HOLLINGS
BLUE RIBBON SCHOOLS

Question. Mr. Secretary, thank you for appearing before the Subcommittee today.
I wanted to spend a few minutes discussing the future of the Blue Ribbon Schools
program with you.

As you know, the Blue Ribbon process involves a school conducting a thorough
self-examination, submitting an application to your department that outlines the
leadership, professional development, curriculum, and student support services used
by the school, and disclosing the implications of such policies on key academic indi-
cators like student performance on norm-referenced assessments, student attend-
ance rates and teacher attendance rates. On the basis of site visits and the quality
of the application, your department bestows the Blue Ribbon designation on a select
number of schools each year.

I am concerned by rumors that your department, Mr. Secretary, will eliminate the
Blue Ribbon Schools program in favor of another awards program focused solely on
student performance on standardized tests. While I believe that we should recognize
schools that improve test scores, I feel that it is just as important that we recognize
the practices and activities that lead to the improved test scores. That is exactly the
information that we gain from the Blue Ribbon Schools.

A few years ago, I was shocked to learn that the Department kept these award-
winning Blue Ribbon applications that contain a great deal of information on suc-
cessful research-based programs sitting in a filing cabinet, doing little more than
gathering dust. In South Carolina, we have taken advantage of these Blue Ribbon
best practices to generate measurable school reform and academic achievement.
Hand Middle School in Columbia, SC used the same process and last year was des-
ignated the National Middle School of the Year by Time Magazine. In 1994-95,
their test scores ranked at the 50th percentile among State schools. Within five
years by using Blue Ribbon best practices, the school had progressed to the 90th
percentile and had become one of the largest winners of State incentive funds given
for measurable gains in achievement test scores. From 1995-99, every subpopula-
tion’s test scores increased with the highest gains in race, African-American, with
an 85 percent gain. In the 1994-95 school year, Beaufort Elementary School was
listed as one of South Carolina’s 200 worst schools. Thanks to reforms modeled after
the practices of Blue Ribbon Schools, Beaufort Elementary School turned itself
around 180 degrees and won a Blue Ribbon designation of its own in 1999. Within
a 5-year period in grades 2-5, standardized test scores increased by 15 Mean
NCEs—from 40 to 56 NCE. I can think of no better example in South Carolina pro-
moting school-wide reforms that left no child behind.

I strongly believe that room exists at the Department of Education to honor both
schools that improve test scores and schools that undergo reforms that produce posi-
tive academic results. Mr. Secretary, what are your plans for the Blue Ribbon
Schools program?

Answer.

Focus on achievement for awards recognizing school performance

The Department is committed to recognizing schools that make significant
progress in closing achievement gaps and in ensuring that all children learn to high
standards. One main focus of our new program, which will build on the Blue Ribbon
Schools tradition, will be recognizing schools with disproportionately high numbers
of students from disadvantaged backgrounds that perform at the highest levels. We
will, as before, recognize high performing private schools as well as public schools.
And, we will recognize schools that implemented reforms that led to improvements
in student achievement.

However, our focus is on achievement. Our commitment to leaving no child behind
means that we must ensure that all students are learning, and we want our highest
performing schools to be recognized. While we applaud schools that are working to
reform their programs, we believe that national recognition should be reserved for
those schools in which the reforms have led to actual improvement in student
achievement. And, we want to know that the recognized schools are the schools in
the community with the highest performance. It is difficult to explain why one
school gets a Blue Ribbon award and yet, right down the road, another school with
similar students can show much more in terms of student achievement but does not
get the award. We want to ensure that the Blue Ribbon schools really are the high-
est performing schools—and, yes, test scores do give us objective data about that.

I am pleased to announce that we will be simplifying the application process. Dur-
ing our review of the program we discovered that many schools found applying for
Blue Ribbon status to be burdensome. Some high performing schools did not apply
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for Blue Ribbon status because the application package required an inordinate
amount of time—and the schools were too busy making certain their children were
learning to take time to complete the application.

We will continue to make information on the recognized schools available so that
others may learn from their accomplishments. In the past, the Department has sup-
ported workshops where Blue Ribbon Schools and aspiring schools could come to-
gether to discuss best practices, and we made the Blue Ribbon Schools applications
available on our Department website. In the future, we will work with schools and
teachers to improve our outreach efforts and make sure that they have timely and
useful information about the program and about recognized schools.

New “what works” clearinghouse

The Department also is planning to award a contract for a national clearinghouse
that will provide information on programs and strategies that have been proven to
be effective in improving education. The “What Works” Clearinghouse will allow
educators to select programs and practices that have strong evidence of effectiveness
based on solid, reliable, scientifically based research and evaluation.

QUESTIONS SUBMITTED BY SENATOR ARLEN SPECTER
CAMPUS CRIME

Question. The United States Department of Education is charged with enforcing
the Jeanne Clery Act, which requires institutions of higher education in the United
States to disclose campus security information including crime statistics for the
campus and surrounding area. The Department of Education may level civil pen-
alties against institutions of higher education in amounts up to $25,000 per viola-
tion or suspend them from participating in Federal student financial aid programs.
The Clery’s contend that guidance concerning reporting standards has often been
hard to obtain, and when violations are alleged it is difficult to secure investigation
and corrective action. To help remedy these problems, they have proposed that an
office be established within the Department of Education that would be a central
point of action.

It is my understanding that there is currently not a central office within the U.S.
Department of Education responsible for enforcing the Jeanne Clery Act. Does the
Department plan to establish a campus security policy compliance office to provide
3lc31;tral point for schools to obtain guidance and for enforcement actions to be han-

ed?

Answer. We are committed to helping schools provide students with a safe envi-
ronment in which to learn, and to keeping students, parents and employees well in-
formed about campus security. The Department is working to ensure that families
are made aware of safety concerns as well as preventive measures that colleges and
universities are taking. The Department supports the Clery Act and is committed
to ensuring that all postsecondary institutions are in full compliance.

The Department’s Office of Postsecondary Education (OPE) and Federal Student
Aid (FSA) office have responsibility for campus crime policy and compliance, respec-
tively. Under this arrangement, OPE is responsible for policy governing the Clery
Act, developing regulations and non-regulatory guidance and responding to policy
questions from institutions and the public. FSA is responsible for ensuring institu-
tional compliance, conducting on-site reviews and targeted reviews of campus crime
statistics when complaints are received. FSA also provides information to institu-
tions about their responsibilities under the Clery Act as part of on-going training
and technical assistance activities. Substantial guidance and information on the
Clery Act is provided in the Student Financial Aid Handbook; the Department has
also established a website to provide guidance and information on Clery Act report-
ing requirements at: http:/www.ed.gov/offices/fOPE/PPI/security.html.

This year, the Department plans the following enhancements to its implementa-
tion of the Clery Act:

1. Issue a regulation codifying the recently added provisions related to the reg-
istration of sex offenders;

2. Produce a separate document for campus law enforcement to use in imple-
menting the Clery Act requirements;

3. Establish a single point of contact for making complaints; and

4. Conduct a number of program reviews targeted at Clery Act implementation
issues on the campuses of selected institutions.

Given these efforts, we do not believe that there is a need for a dedicated campus
crime office.



106

PENNSYLVANIA’S EDUCATION EMPOWERMENT ACT

Question. Under the Education Empowerment Act, the Pennsylvania Secretary of
Education would use the Pennsylvania System of School Assessment to identify
those districts with a history of low performance (scoring in the bottom-measured
group of students statewide in math and reading for the previous two years). How
do the accountability provisions in last year’s ESEA reauthorization bill compare to
those under Pennsylvania’s Education Empowerment Act, under which 12 low-per-
forming local educational agencies have been identified for technical assistance and
corrective actions, and alternative governance structures have been established for
the Philadelphia, Harrisburg, and Chester-Upland school districts?

Answer. Without knowing all the details of the Education Empowerment Act, it
appears that the Pennsylvania accountability system includes some, but not all, of
the provisions of the No Child Left Behind Act (NCLBA), which reauthorized the
Elementary and Secondary Education Act. For example, Pennsylvania’s use of
school-level reading and math assessments to measure school district performance
is consistent with the NCLBA, as is identifying districts for improvement following
two years of poor performance. Strong accountability for school districts, with alter-
native governance arrangements for the worst performers, is another characteristic
shared by the Pennsylvania system and the NCLBA.

However, it appears that Pennsylvania’s system is focused on district-level ac-
countability, rather than the school-level accountability that is at the heart of the
NCLBA. Also, the NCLBA requires States to set annual measurable goals that will
result in all students reaching proficiency in 12 years and to identify for improve-
ment all districts and schools that are failing to meet those goals, not just the bot-
tom performers.

Question. Is the Pennsylvania school district accountability program a model for
the Nation as it begins to implement the new requirements under the ESEA Act?

Answer. Pennsylvania’s system provides a good working model for the kind of
strong accountability measures and corrective actions that we expect to see at the
district level as a result of the NCLBA. However, it is not clear how this district-
level approach plays out at the school level, which is the core of accountability under
the new ESEA. Also, the new ESEA requires tough accountability for all districts
and schools that fail to meet challenging State standards, not just the bottom per-
formers that are the focus of Pennsylvania’s system.

PELL GRANT PROGRAM

Question. In fiscal year 2001 we appropriated $8.8 billion to provide for a max-
imum Pell Grant of $3,750. The appropriation was based on a 2.5 percent increase
in the students applying for funds. However, because of the economic situation,
there was a 7.7 percent increase in student participation which created a shortfall
of $860 million. In fiscal year 2002, we provided $10.3 billion and a maximum grant
of $4,000, which created a shortfall of $416 million. The total shortfall is $1.276 bil-
lion. The fiscal year 2003 budget is an increase of $549 million and a maximum
grant of $4,000.

Given the unexpected growth in the program over the past 2 years, do you expect
that your estimates for fiscal year 2003 will create a further shortfall?

Answer. Under current estimates, which reflect recent applicant trends, our re-
quest for fiscal year 2003 will fully support the cost of a $4,000 maximum award
in the 2003-2004 academic year. This assumes that the $1.3 billion shortfall will
be funded through a supplemental appropriation in fiscal year 2002.

PELL GRANT SHORTFALLS SINCE ACADEMIC YEAR 1989—90

Question. Over the life of the Pell Grant program, how often have there been an-
gual fl&})lding shortfalls? Please outline how each of these shortfalls has been ad-
ressed?

Answer. There have been 5 years since academic year 1989-90 in which available

funding was insufficient to support program costs:

—1989-90. The fiscal year 1990 appropriation designated $131 million to support
the prior year shortfall.

—1990-91. This shortfall was addressed through a linear reduction imposed on
Pell Grant awards.

—1991-92, 1992-93. In fiscal year 1992, $90 million was transferred to Pell
Grants from the Educational Excellence account, and an additional $40 million
was appropriated to support Pell Grants as part of disaster relief funds associ-
ated with Hurricane Andrew. The 1993 appropriation designated $240 million
for use in the 1992-93award year. An fiscal year 1993 supplemental appropria-
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tion included an additional $341 million for 1992-93 Pell Grant costs. An addi-
tional $30 million in funds appropriated for disaster relief related to Midwest
flooding supported Pell Grant awards.

—1993-94. The 1994 appropriation designated $250 million to support the prior

year shortfall.

Question. Does your proposal to keep the maximum Pell Grant at $4,000 for fiscal
year 2003 mean that students served by the program will lose ground relative to
the price of college?

Answer. Under our request for 2003, the average Pell Grant will have increased
by 26 percent—from $1,917 to $2,410—from 1999-2000 to 2003—-2004. This increase
outstrips growth over the same period in cost of attendance at 2-year public (16 per-
cent) and 4-year private (22 percent) institutions and is only slightly less than cost
increases at 4-year public schools (29 percent).

INCARCERATED YOUTH OFFENDERS PROGRAM (PRISON POSTSECONDARY)

Question. Approximately two-thirds of Federal and State inmates released on pa-
role are arrested within 3 years of leaving prison, and almost half are reincarcer-
ated. The Department of Education found that participation in the State correc-
tional programs lowered the likelihood of reincarceration by 29 percent. A Federal
Bureau of Prison study showed a 33 percent drop in recidivism among Federal in-
mates who were enrolled in vocational education programs.

Mr. Secretary, your budget eliminates the youth offender program. Given the evi-
dence that programs like this reduce recidivism rates, why are you proposing to
eliminate the program?

Answer. The Incarcerated Youth Offenders program provides grants to State cor-
rectional agencies to assist incarcerated youths, aged 25 or younger, in acquiring
functional literacy and life and job skills. Formula grants go to States that choose
to participate. The program includes spending caps of $1,500 per student, per year,
for instructional costs, and $300 per student, per year, for related services, such as
occupational assessment or post-release job placement assistance.

The budget request is consistent with the Administration’s effort to redirect re-
sources to high-priority areas and to eliminate small programs whose activities can
be funded from other sources. The population served by this program can already
receive support under Adult Education State Grants. That program provides up to
8.25 percent for education of prisoners and other institutionalized individuals.
Funds can be used for basic education, special education programs, and English lit-
eracy programs. The appropriation for the Adult Education State Grants has in-
creased in recent years and, as a result, more funding is available for the education
of this population.

In addition, the Vocational Education State Grants program allows States to use
up to 1 percent (an estimated $11.5 million in fiscal year 2003) to serve individuals
in State institutions such as State correctional institutions.

The Three State Recidivism Study, currently being conducted by the Correctional
Education Association, focuses only on Maryland, Minnesota, and Ohio. The study
is not designed to provide findings that can be generalized across States. Also, study
data are limited with regard to length of participants’ involvement in a corrections
education program. In addition, the mean age of the participants in the study is
about 31 years of age for the group that participated in correction programs and
about 33 years of age for the group that did not participate, so data will not nec-
essarily be valid for the population served by the Youth Offenders program, which
serves students 25 years of age and younger.

PENNSYLVANIA’S CLASSROOM PLUS PROGRAM

Question. The Classroom Plus program provides a tutorial services program under
which parents of certain pupils in grades 3—6 with low achievement test scores may
apply for grants of up to $500 to pay the cost of tutoring from State-approved pro-
viders. This program was started one year ago by Governor Ridge with funding from
the State of $23.6 million. How do the new Title I requirements for supplemental
services compare to this program?

Answer. Classroom Plus appears to offer services very similar to those required
under the new Title I supplemental services requirements. Both programs permit
parents to select from a broad range of State-approved providers and both offer a
similar level of financial support to pay for tutoring services. Under Title I, however,
such services are part of the strong school-level accountability required by the No
Child Left Behind Act (NCLBA). School districts must provide supplemental edu-
cational services to students attending schools that have failed to make adequate
progress toward State standards for at least three years. All poor students attending
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such schools—not just low-achieving kids in grades 3—6—are eligible to receive serv-
ices, although districts must give priority to low-achieving poor children if funding
is insufficient to serve all eligible students.

Question. How might the State and Federal support for supplemental services be
coordinated?

Answer. Pennsylvania clearly has a head start in developing an effective, state-
wide system of supplemental educational services that will meet the requirements
of the new Title I law. In particular, it has already identified potential providers
of such services—a key first step in making services widely available to parents and
their children. While the State will need to adjust its eligibility criteria to comply
with the NCLBA, it will now be able to use Federal education funds, including Title
I funds, to expand the Classroom Plus program. The Department is currently pre-
paring regulations and guidance on supplemental educational services, and will pro-
vide maximum flexibility within the law for adapting existing programs like Class-
room Plus to meet the requirements of the new law.

ADULT EDUCATION AND LITERACY

Question. Nationally, fewer than 10 percent of adults who could benefit from lit-
eracy programs are currently being served. The National Adult Literacy Survey
found that over 40 million Americans age 16 and older have significant literacy
needs, and that more than 20 percent of adults read at or below a fifth-grade level—
far below the level needed to earn a living wage. It also noted that 43 percent of
people with the lowest literacy skills live in poverty, 17 percent receive food stamps,
and 70 percent have no job or only a part-time job.

Mr. Secretary, your budget cuts the Even Start Family Literacy program and
level funds the adult education State grant program. How will we make progress
in this important area without additional investments?

Answer. The President’s 2003 budget for education builds on major increases pro-
vided in recent years. For example, since fiscal year 2000, funding for Even Start
has increased 67 percent, and Adult Education State Grants increased 28 percent.
However, additional funding is clearly not the only answer to improvements in edu-
cation, which is why the President’s strategy is not only about investing in edu-
cation but also about how to increase the return on that investment.

The 2003 request for Even Start would provide $200 million, a decrease of $50
million from 2002. The request is supported by the mixed evidence on Even Start’s
impact on literacy outcomes for children and adults. The two previous evaluations
of the Even Start program focused on evaluating the components and outcomes of
the Even Start model, which integrates early childhood education, adult education,
and parenting education. On measures of literacy used in both of these evaluations,
participating families consistently made gains each year. However, results from an
experimental study during the first evaluation showed no difference in achievement
between those who participated in Even Start and those who did not.

In terms of adult literacy, Even Start adults in the first Even Start evaluation
achieved statistically significant gains on the Comprehensive Adult Student Assess-
ment System (CASAS) and Test of Adult Basic Education reading and mathematics
tests. However, in the experimental study, adults who received no assistance from
Even Start achieved similar gains on the CASAS.

The President strongly supports efforts to ensure that all adults have the skills
they need to be productive members of society. Toward that end, the Federal Gov-
ernment contributes about 25 percent of the total spent on adult education. The De-
partment’s Adult Education State Grants program supports State efforts to improve
adult education, and the 1998 reauthorization put greater emphasis on account-
ability for results. States are just beginning to report data that can be used to con-
sider the program’s impact.

To provide additional information about how well the program is working, the De-
partment is collecting and analyzing statistical data to understand better the scope
and implications of literacy skills within the U.S. adult population, investing in re-
search to better understand effective instructional strategies and interventions that
benefit adult learners, and examining options to increase the impact of adult edu-
cation programs on the national effort to improve adult education and English ac-
quisition. Insights from these efforts will help inform the upcoming Adult Education
reauthorization.
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QUESTIONS SUBMITTED BY SENATOR TED STEVENS
PHYSICAL EDUCATION FOR PROGRESS

Question. Last week, Secretary Thompson testified before this Subcommittee and
stated that 16 million Americans currently suffer from Type II diabetes—a prevent-
able form of the disease. This type of diabetes is increasingly prevalent in children
due to the lack of physical activity. Yesterday, it was reported that researchers
found that one in four extremely obese children and one in five obese adolescents
under the age of 18 have a condition known as impaired glucose tolerance—a pre-
cursor to type II diabetes. The good news is that changes in diet and increased exer-
cise often can reverse impaired glucose tolerance, which, in turn, can prevent or
delay the development of type II diabetes. In the U.S. today there are approximately
4.7 million children aged 6-17 who are overweight or obese. Since 1980, the preva-
lence of overweight children has nearly doubled and the prevalence of overweight
adolescents has nearly tripled.

Given these statistics, Mr. Secretary, and the increased health risks of obesity,
why did you zero out the $50 million Physical Education for Progress program? Let
me point out that this program helps to improve and expand physical education pro-
grams, including after-school programs for kindergarten through 12th grade.

Answer. I strongly share your views on the benefits to children of increased phys-
ical activity. I have a background in physical education, and I think physical edu-
cation is important to children’s well being.

The President’s 2003 budget request builds on the major increases provided in re-
cent years and gives States and school districts the resources they need to imple-
ment major changes called for in the No Child Left Behind Act. Our budget would
maintain funding for large, flexible State grant programs, but would consolidate and
eliminate many smaller and less flexible categorical programs, such as Physical
Education, in order to reallocate scarce resources to other, higher-priority programs
such as Title I, Reading First, and Special Education State Grants.

ALASKA NATIVE EDUCATION EQUITY PROGRAM

Question. Since 1998, we have slowly increased this program to give Alaska kids
a little extra help. Given the fact that Alaska students’ test scores are 40 percent
lower than other students, why are you cutting this program by $9.8 million?

Answer. Coming up with a budget that would fit within our ceilings was difficult,
and it required many tough choices. The 2003 budget shifts funding for small cat-
egorical programs, like the Alaska Native Education Equity program, in order to re-
allocate scarce resources to other, higher-priority programs. The request is con-
sistent with the Administration’s intent to reduce or eliminate small programs that
have a narrow or limited effect, or that duplicate the efforts of other programs.

We are proposing significant increases for programs such as Title I Grants to
Local Education Agencies and Reading First, in order to help many students achieve
at higher academic levels, including many Alaska native students. The requested
level of funds for the Alaska Native Equity program would be sufficient to cover the
costs for all continuation grants.

SUBCOMMITTEE RECESS

Senator HARKIN. Thank you all very much. The subcommittee
will stand in recess to reconvene at 11 a.m., Thursday, March 21,
in room SD-192. At that time we will hear testimony from the
Honorable Ruth L. Kirschstein, Acting Director, National Institutes
of Health.

[Whereupon, at 4 p.m., Thursday, March 14, the subcommittee
was recessed, to reconvene at 11 a.m., Thursday, March 21.]
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OPENING STATEMENT OF SENATOR TOM HARKIN

Senator HARKIN. This hearing of the Labor, Health and Human
Resources, and Education Appropriations Subcommittee will now
come to order.

I apologize to all of you for being a little late. I had a backup
of different committee meetings this morning on the authorizing
end of this appropriations committee, and I had to be there just for
a few moments for that.

Ever since the early 1990’s, some of us have had the goal of dou-
bling the NIH budget. This year I am proud to say that that goal
will be achieved, and I say publicly for the record it could not have
happened without the strong support of my good partner, Senator
Arlen Specter from Pennsylvania. During the time that he chaired
this committee, we began that process, and now we are going to
end it this year. I am very pleased that the President has included
the necessary increase in his budget so that we can finish that goal
of doubling the NIH budget in 5 years. It is, I think, a remarkable
achievement.

I thank all of you for all of the support that you have given and
for the information, the advice, and consultation necessary so that
people would see the wisdom of doing this.

We are opening more doors all the time in basic research in
every institute and every center at NIH. I am sure that every di-
rector here can tell of advances not only in basic research, but in
the applications of that research to better treatments and better
prevention, new blood tests that can detect ovarian cancer, the first
vaccine against staph, new research on the importance of exercise
in preventing type 2 diabetes. So, I look forward to the hearing to
hear more about these advances over the rest of this morning.
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Funding is not the whole story, however. I believe we are going
to have to address the issue of how much and to what extent those
in the public policy area, those of us who are in the elected areas
of Congress are going to interfere and try to set parameters on bio-
medical research.

As I said the other evening to a group assembled, to hear a lot
of people talk out there, it is almost as if medical researchers some-
how checked their morals and their ethics at the lab door. And I
said, nothing could be further from the truth. It is those medical
researchers in all the areas represented at this table today who
spend their days, their months, their lives many times doing the
research necessary to alleviate human suffering and disabilities
and age-old illnesses that still plague mankind. So, to me there is
really no higher calling than to do that. So, I can say without any
hesitation that every biomedical researcher I have met in my life—
and I have met a lot of them—were individuals, men and women,
of the highest moral and ethical standards who have only one goal
in mind and that is to help people and to help people live better
ives.

But I guess we are going to have to have that debate. It is unfor-
tunate, but I guess we are going to have to.

On a more fortunate note, we are fortunate to have all of you
here today, and we are fortunate to have Dr. Ruth Kirschstein, the
Acting Director of NIH. Dr. Kirschstein, you and I have had a great
relationship going back now, well, 18 years, now that I think about
it. Well, that is how long I have been here.

Dr. Kirschstein has worked at NIH since 1956, and I guess that
counts 46 years, and I trust that you will continue to bring honor,
as you have in the past, on NIH for many more years to come. You
have on more than one occasion stepped up to the plate to fill in
and to lead the NIH. You have done a remarkable job of doing that,
and you have my highest admiration and compliments for what you
have done both in your own personal and your professional life in
terms of your own discipline but also for what you have done to
lead NIH. So, Dr. Kirschstein, thank you for that. We look forward
to your remarks.

I will at this point leave the record open for any opening state-
ment made by Senator Specter.

SUMMMARY STATEMENT OF DR. RUTH L. KIRSCHSTEIN

I now would recognize Dr. Kirschstein who has been Acting Di-
rector of NIH since January of 2000. Your statement will be made
a part of the record in its entirety, and if you would like to summa-
rize, please proceed, as you so desire.

Dr. KIRSCHSTEIN. Mr. Chairman, Senator Harkin, thank you very
much. It has been a great pleasure to interact with you over many
of these years. I have enjoyed it. I have enjoyed everything I have
done in this regard, and I appreciate all of the things you said.

I am appearing before this subcommittee today representing my
colleagues who are basically at the table with me. They are the di-
rectors of the 27 institutes and centers and each of whom, in addi-
tion to me, has presented a written statement related to the Presi-
dent’s budget proposal for the fiscal year 2003. I shall present the
overview of the total administration budget for NIH.
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The Congress in general, this committee in particular, and espe-
cially, Senator Harkin, you and Senator Specter, as well as the
American public, have been committed to doubling the funding of
the NIH by the end of this fiscal year, 2003. Although scientific ac-
complishments often take years to produce new treatments or diag-
nostic tools, the confluence of the generous budget that you have
provided to NIH and the extraordinary scientific opportunities have
already begun to yield amazing results.

The current budget proposal, as you know, is $27.3 billion, an in-
crease of 15.7 percent over fiscal year 2002, and it does, as you
said, complete the original commitment. It enables NIH to continue
to take advantage of the broader and deeper opportunities now at
hand to understand diseases and to improve health, and it opens
the way for future progress in medical research.

Opportunities truly are at hand. Some are general. They benefit
research in many areas, and others are specific dealing with par-
ticular diseases and disorders. Among the general opportunities,
the complete draft of the DNA sequence of the human genome is
the best known of the new tools, helping scientists in many dis-
ciplines to understand how the human body works and what causes
disease.

But there are several other areas of investigation that are chang-
ing the way biomedical research is done. These include
proteonomics, the computer-aided analysis of the patterns present
in the large sets of proteins, which are the products of our genes,
with the goal of understanding their function; combinatorial chem-
istry, a new way to generate new, large libraries of molecules that
can be screened for the use as drugs; and new, advanced imaging
techniques that enable scientists to see within the human body and
within its cells as various functions are carried out. There are, as
well, new and expanded opportunities in therapeutics and preven-
tion that we will be undertaking.

These efforts, however, do not eclipse research into specific dis-
eases and disorders, but rather enable us to acquire new knowledge
to more fully understand and ultimately control or defeat cancer,
Parkinson’s disease, diabetes, Alzheimer’s disease, asthma, heart
disease, and many others, as well as to prepare for what we hope
will not happen, incidents of bioterrorism. The President’s budget
for fiscal year 2003 provides the NIH and its institutes and centers
with funding to deliver results on these promises.

Mr. Chairman, my written statement has a number of important
examples of NIH accomplishments and there are many others that
I could mention. However, in the interest of time, I would like to
summarize some of the activities based on our proposal, and they
are related to the very practical things that talk about the number
of research grants that we will be funding and how we go about
doing that.

We will fund the largest number of new and competing research
grants that we have been ever able to fund and the largest total
number as well. So, the research will progress. Areas will progress
also in certain things we are studying, such as bioterrorism. We
will use the contract mechanism. In addition, there will be expan-
sion of the centers and some of our other activities.
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PREPARED STATEMENT

One important component that I think we should discuss is the
fact that we have started the loan repayment program in fiscal
year 2002, and we will double the number of contracts that we will
provide to young physicians who want to do research and whose
tuition, therefore, can be forgiven by these loan repayments. This,
we think, is going to be a very, very important facet of what is
going on.

So, Mr. Chairman, I will conclude by saying my colleagues are
also available to answer any questions.

[The statements follow:]

PREPARED STATEMENT OF DR. RUTH KIRSCHSTEIN

Mr. Chairman and Members of the Committee: I am Ruth Kirschstein, the Acting
Director of the National Institutes of Health. I am honored to appear before the
Subcommittee, representing my colleagues, the Directors of the 27 Institutes and
Centers, each of whom has presented a written statement related to the President’s
budget proposal for fiscal year 2003. I shall present an overview of the total Admin-
istration budget for the NIH for fiscal year 2003.

The Congress, the Administration, and the American public have been committed
to doubling the funding of the NIH by fiscal year 2003. Although scientific accom-
plishments often take years to produce new treatments or diagnostic tools, the con-
fluence of generous Budgets and extraordinary scientific opportunity has already
begun to yield amazing results. The current budget proposal of $27.3 billion, an in-
crease of 15.7 percent over fiscal year 2002, completes the original commitment, en-
ables the NIH to continue to take advantage of the broader and deeper opportuni-
ties now at hand to understand diseases and improve health, and opens the way
for future progress in medical research.

Opportunities truly are at hand. Some are general, benefitting research in many
areas, and others are specific, dealing with particular diseases and disorders.
Among the general opportunities, the complete draft of the DNA sequence of the
human genome is the best known of the new tools, helping scientists in many dis-
ciplines to understand how the human body works and what causes disease. But
there are several other areas of investigation that are changing the way biomedical
research is done. These include proteomics—the computer-aided analysis of the pat-
terns present in large sets of proteins (the products of our genes) with the goal of
understanding their function; combinatorial chemistry—a new way to generate large
libraries of molecules that can be screened for use as drugs; and new, advanced im-
aging techniques that enable scientists to see within the human body and within
its cells as various functions are carried out. There are, as well, new and expanded
opportunities in therapeutics and prevention that we will be undertaking. These ef-
forts do not eclipse research into specific diseases and disorders, but enable us to
acquire new knowledge to more fully understand—and ultimately to control or de-
feat—cancer, Parkinson’s disease, diabetes, Alzheimer’s disease, asthma, and many
other diseases, and prepare for incidents of bioterrorism. The President’s budget for
fiscal year 2003 provides the NIH and its Institutes and Centers with funding to
deliver results on these promises, some of which I will now describe.

CANCER RESEARCH

The fiscal year 2003 budget request provides an estimated $5.5 billion in cancer-
related research. By building upon past successes, we will accelerate the pace of
cancer research and improve our ability to find better ways to help those whose
lives are touched by cancer.

Last month, for example, scientists from the National Cancer Institute (NCI) and
the

Food and Drug Administration (FDA) reported using proteins found in blood
serum to detect cancer of the ovary, even at early stages. This new diagnostic meth-
od, built on the concept of proteomics, has great promise. Usually patients with
ovarian cancer are diagnosed at a late stage and have only a 20 percent chance,
or even less, of survival after five years. Preliminary studies of this new test are
able to identify correctly, in a small number of patients, all of those with ovarian
cancer who were at stage I of the disease. Not only is this test simple and accurate,
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requiring only a blood sample, but the approach has exciting potential for diag-
nosing many other cancers, as well as other diseases.

Last May, as discussed at last year’s hearings, another new concept—the design
of drugs based on understanding the molecular anatomy of tumor cells—produced
Gleevec, which is taken as a pill to treat a chronic type of leukemia that usually
strikes middle-aged or older people. While studies continue with Gleevec in patients
with this type of leukemia, it is also being tested for those with other cancers, in-
cluding those that attack the brain and nervous system, the soft-tissues such as
muscle, and the gastrointestinal tract. An intensive effort is now underway to iden-
tify other cancer-causing proteins in other tumors so that drugs can be specifically
designed to block their action.

With the increases requested for fiscal year 2003, the NIH will provide support
to answer critical questions about controlling, preventing and screening for cancer.
For example, the NIH will conduct the largest prevention study ever to determine
if vitamin E and selenium can protect against prostate cancer. The study will in-
clude 32,400 men recruited through more than 400 sites in the United States, Puer-
to Rico, and Canada and is expected to take 12 years to complete. The NIH will
also launch the first multicenter study to compare digital mammography to stand-
ard mammography for the detection of breast cancer. Digital mammographic tech-
nology provides images at higher resolution than standard mammography, and in-
vestigators want to determine if it can detect breast cancer more accurately.

These are just a few examples of compelling new avenues for cancer research.
While increases for the National Cancer Institute constitute over 80 percent of the
proposed increase for cancer research, many other NIH Institutes and Centers will
also contribute to the emphasis placed on cancer. For example, the National Center
for Complementary and Alternative Medicine will study the integration of com-
plementary and alternative therapies into more conventional treatments for cancer,
the National Institute of Neurological Disorders and Stroke will emphasize sophisti-
cated ways to improve the treatment of brain tumors, and the National Institute
on Deafness and Other Communication Disorders will continue its research on new
therapies to treat patients with head and neck cancers, while preserving their abil-
ity to speak.

BIOTERRORISM RESEARCH

The threat of bioterrorism became a reality for the United States with the inten-
tional delivery of anthrax spores through the mail, demonstrating our vulnerability
and giving impetus to research to protect the public health. A number of govern-
ment agencies have specific roles to play in protecting the public from bioterrorism;
the role of the NIH is to conduct research to learn more about the viruses and bac-
teria that can be used in bioterrorism and about how the body responds to such as-
saults, and to develop counter-measures, such as diagnostic tests, vaccines, and
treatments.

The fiscal year 2003 budget request for bioterrorism-related research is $1.75 bil-
lion, an increase of $1.47 billion over fiscal year 2002. Most of these funds will go
to the National Institute of Allergy and Infectious Diseases (NIAID), which already
has a remarkable track record for success in this area of science. For example, in
November 2001, scientists funded by the NIAID reported a new understanding
about the toxins released by the anthrax bacterium, providing leads for potential
new therapies. The NIAID is now completing a study aimed at learning whether use
of the current smallpox vaccine, if diluted to stretch the existing supply, could still
convey protection; results are scheduled to be reported soon. Meanwhile, the NIAID
continues to work on a new, safer smallpox vaccine as well as a new vaccine to pro-
tect against anthrax. In addition, members of the NIAID intramural research pro-
gram have demonstrated the efficacy of an Ebola vaccine in a monkey model. This
vaccine will soon enter early safety trials in humans. And as we all remember, Mr.
Chairman, when HIV/AIDS was first recognized as an epidemic some 20 years ago,
the NIAID took the lead at the NIH in swiftly mobilizing key stakeholders, planning
research, providing resources, and translating basic findings into clinical practice.

The NIAID has already convened a Blue Ribbon Panel of experts to review a stra-
tegic plan prepared by NIAID to guide the effort against bioterrorism. Some ele-
ments of the plan include establishing Extramural Centers of Excellence for Bioter-
rorism and Emerging Infections around the country so that scientists can have the
tools and the secure facilities they need to conduct their work; continuing the study
of the genetics of microbes that might be used in bioterrorism; launching challenge
grants to industry and academic centers to attract their long-term interest; and sup-
porting clinical trials of next-generation vaccines and therapeutic agents. The Na-
tion’s research enterprise is alert to this urgent need and eager to expand its efforts.
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TRANSLATING RESEARCH INTO PRACTICE

Clinical research, or studies involving patients and healthy volunteers, is the cru-
cial step for translating basic science into better health for everyone. Our new age
of medical research—capitalizing on the Human Genome Project, the new field of
proteomics, and advanced imaging technology—is providing unprecedented opportu-
nities to design new ways to prevent, diagnose, and treat many diseases and condi-
tions. But we will not realize the promise of new knowledge and new techniques
without clinical research—and well-trained clinical researchers—to bring findings
from the laboratory to the patient. Our clinical trials have become wider-ranging,
more representative of the population, and larger and they must become even more
so in the future. In fiscal year 2003, the NIH will place additional emphasis on clin-
ical research.

For example, the National Institute on Aging (NIA) is accelerating research to
slow the progress of Alzheimer’s disease, to delay its onset, and to prevent the dis-
ease entirely. Already scientists have identified new targets to block directly the ef-
fects of the disease in the brain and are developing imaging and other tests to diag-
nose people in the early stages of the disease. Major prevention trials are under way
using vitamin E and the drug Aricept, as well as folate, anti-inflammatory drugs,
and estrogen. The NIA is also funding a five-year initiative to speed the develop-
ment of immune-based approaches and other novel strategies for preventing Alz-
heimer’s disease.

Another example: The National Institute of Neurological Disorders and Stroke
(NINDS) will support a network of acute stroke centers across the United States,
each capable of treating patients rapidly and serving as a clinical laboratory for sci-
entific studies related to acute stroke, including tests of new drugs. The first effec-
tive treatment for acute ischemic stroke, the drug TPA, is only partly effective and
cannot be used for all types of strokes. The NINDS has demonstrated the potential
of others drugs for stroke in laboratory studies, and translating those findings into
practical treatments would be enhanced by state-of-the-art centers for stroke.

The potential of such clinical studies to improve the Nation’s health has made
even more urgent our need to recruit and retain highly qualified health profes-
sionals as clinical investigators. The NIH plans to expand its current Extramural
Loan Repayment Program for Clinical Researchers, which provides for repaying the
educational loans of qualified health professionals who agree to conduct clinical re-
search. The fiscal year 2003 President’s budget request doubles this program by pro-
viding $28 million over the fiscal year 2002 estimate.

RESEARCH ON DISEASE PREVENTION

Research to prevent disease has been a major aspect of the NIH’s mission, and
we plan to launch a number of prevention initiatives in fiscal year 2003, while con-
tinuing others started earlier. Although considered a traditional approach, vaccines
are effective forms of prevention, and today’s vaccine research takes advantage of
the most up-to-date knowledge and technology. NIH scientists and NIH-supported
scientists are producing and testing vaccines aimed at preventing otitis media
(which causes ear infection and sometimes hearing loss in children), Ebola (an often
fatal disease caused by a virus found in parts of Africa), dengue fever (a viral dis-
ease spread by mosquitoes), HIV/AIDS, Leishmania (a devastating disease spread
by sandflies in the subtropics), and malaria. Just last month, scientists at the Na-
tional Institute of Child Health and Human Development announced the develop-
ment of the first vaccine against Staphylococcus aureus (often called “staph”), a
major cause of infection and death in hospital patients.

Also last month, scientists supported by the National Institute of Diabetes and
Digestive and Kidney Diseases (NIDDK) reported the results of the Diabetes Pre-
vention Program. The research conveys a powerful message of hope to individuals
at risk for type 2 diabetes, a life-threatening disease that has been increasing in
this country parallel to the increase in obesity. The study showed that millions of
overweight Americans at high risk for type 2 diabetes can delay and possibly pre-
vent the disease with improved diet and moderate exercise. The same study found
that the oral diabetes drug metformin also reduces the risk of type 2 diabetes, but
not as effectively as lifestyle changes.

We know that lifestyle patterns contribute greatly to the risk of developing type
2 diabetes. Thus, the great challenge now is to identify those at risk for type 2 dia-
betes and encourage them to act on the findings of the study. We are prepared to
do that since our legislative authority and the traditional mission at the NIH has
always included both disseminating the results of research and communicating gen-
eral health information directly to health care professionals, patients, and the pub-
lic. In cooperation with the Centers for Disease Control and Prevention (CDC), the
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NIH has already launched the National Diabetes Education Program to increase
public awareness of diabetes, its risk factors, and strategies for preventing diabetes
and its complications.

OTHER FEATURES OF THE BUDGET REQUEST

Mr. Chairman, this is only a brief summary of our emphasis areas now and in
fiscal year 2003. Our research portfolio is so broad, deep, and complex that, even
in many more pages, I would still not be able to give a complete picture. Yet I am
confident that the fiscal year 2003 budget request enables the NIH to sustain mo-
mentum of research already in progress, to open the way to new research opportuni-
ties in the coming fiscal year and in years to come, and to augment both our re-
search infrastructure and our human capital. In fiscal year 2003 the President’s
budget request would fund a total of 9,854 new, competing research grants, or a
total of 38,038 awards, the highest annual total ever. Intramural research increases
by 15 percent over the fiscal year 2002 estimate, with most Institutes and Centers
increasing by 9 percent, while the NIAID and the NCI increase by 52 percent and
11 percent respectively, as a result of the large increases in bioterrorism and cancer
research. The Research Management and Support (RMS) funds are vital, if the NIH
is to manage its programs and resources efficiently and effectively. The RMS funds
are used by the NIH to sustain, guide, and monitor extramural and intramural re-
search activities. This funding increases by 17 percent in total in fiscal year 2003.
All Institutes and Centers except the NIAID and the NCI increase by 9 percent over
the fiscal year 2002 estimate. The NCI and, in particular, the NIAID are requesting
increased resources in RMS funding to effectively manage their large program in-
creases.

Mr. Chairman, this concludes my opening statement. I would be glad to respond
to any questions.

PREPARED STATEMENT OF DR. ANDREW C. VON ESCHENBACH

Mr. Chairman and Members of the Subcommittee: I am Dr. Andrew von
Eschenbach, the Director of the National Cancer Institute (NCI). I am pleased to
appear before you to discuss some of the activities supported by the NCI and to
present the President’s budget proposal for fiscal year 2003. The significant budget
increases over the past several years have allowed the NCI to continue on an ag-
gressive path of discovery in cancer research. This path is aimed at the development
of interventions that will continue to reduce the suffering and death caused by can-
cer.

Over the past 30 years, our nation has invested a great deal of its resources in
cancer research. It is an investment that has enabled the NCI to conduct research
and to support thousands of scientists throughout this country. It is an investment
that has sustained promising research and more recently, data-sharing infrastruc-
tures and multidisciplinary collaborations. And it is an investment that is now pay-
ing significant scientific dividends. Where major breakthroughs were once measured
in years or even decades, we are now moving forward at record pace. Every day,
we uncover yet another footprint in the genetic and molecular process by which a
1c{ell% becomes malignant, grows uncontrolled, invades, metastasizes, and ultimately

ills.

While our knowledge of this complex process is still rudimentary, the path ahead
is now clear and greater dividends are within reach. Even with our just emerging
picture of cancer, we are exploiting this knowledge to devise better imaging and di-
agnostic tools and design new interventions to treat and prevent this devastating
disease.

We stand on the threshold of a biomedical revolution, where multidisciplinary col-
laboration will translate the breakthroughs of basic research swiftly from the lab
to the bedside. One recent example of success emerged in the fight against ovarian
cancer, one of the deadliest cancers for women, in part due to lack of effective
screening methods. A sophisticated computer-based screening tool has shown the
ability to recognize protein profiles in the blood from women with diagnosed ovarian
cancer and uses the information to detect new cancer cases in women at an early
stage of disease. Current discovery of such molecular signatures of cancer may also
make possible powerful, new tools for detecting cancer and its recurrence.

The elucidation of the biology of cancer is a scientific pursuit. But the eradication
of cancer is a human experience. The ultimate goal of the people of the National
Cancer Institute is saving lives and improving the quality of life among cancer pa-
tients.
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CANCER TRENDS

Five years ago, NCI initiated an annual report to the Nation on the burden of
cancer. This report is developed in collaboration with the American Cancer Society
(ACS), the North American Association of Central Cancer Registries, the Centers for
Disease Control and Prevention and its National Center for Health Statistics. Based
on statistics from these sources, we are continuing to see encouraging overall trends,
including continued decline in the rate of new cancer cases and cancer deaths.

Today, we can successfully treat or increase life expectancy for more than half of
all cancer patients. We now have more options for prevention, including
chemoprevention such as tamoxifen for breast cancer, and are developing more evi-
dence-based interventions for cancer control. Adult smoking is down dramatically
from the 1960s for men and the increase in smoking among women has finally
reached a plateau. The latest statistics from the Report to the Nation that we will
release this spring also show that while breast cancer incidence continues to rise
(due to increase in early stage disease), overall breast cancer deaths continue to de-
cline. And for the first time ever, we are seeing a small, but significant decline in
breast cancer mortality among African-American women.

Yet even as these trends give rise to hope, they must also steel our resolve to use
the fruits of discovery to the further benefit of patients. That’s because we know
that this year, based on ACS estimates, over 1.2 million Americans will be diag-
nosed with cancer this year, and about 550,000 Americans are expected to this dis-
ease, more than 1,500 people a day. The number of new cancer cases is still rising
for some cancers such as esophageal, liver, melanoma, and non-Hodgkin’s
lymphoma. And there remains a disparate burden of cancer experienced by Amer-
ica’s undeserved population. Another trend indicates that youth smoking continues
to rise except in states with vigorous tobacco control programs. NIH estimated the
overall costs for cancer to be $156.7 billion in the year 2001.

Of course, behind these numbers lies the real and human face of cancer. It is the
face of a child with retinoblastoma whose only hope is radical surgery that will
leave him cured but permanently blind. It is the face of a young woman living with
the fear that her breast cancer will recur. And it is the face of a grandfather whose
hi’llnl% cancer has shattered his dream of spending his golden years with his grand-
children.

These faces demand urgency. It is an urgency that will be at the forefront of NCI’s
continued efforts to translate research quickly and safely to the cancer patient. I
have highlighted several activities that illustrate NCI’s accelerated approach to sci-
entific discovery.

HIGHLIGHTS IN CANCER RESEARCH

We understand that improved technology for early detection and diagnosis is criti-
cally needed for cancer to become a rare disease. For this reason, imaging research
supported by NCI is advancing on several fronts. Now, with the recent reawakening
of debate on mammography guidelines, it is more important than ever to redouble
our efforts in this area. In addition to assuring women that the weight of the evi-
dence still shows that mammography saves lives, NCI is accelerating research into
better screening tools. Besides efforts to improve conventional and digital X-ray
mammography, NCI supports research for several other technologies such as mag-
netic resonance imaging (MRI), ultrasonography, positron emission tomography
(PET), and single photon emission computed tomography (SPECT). Already, with
these technologies, scientists can “see” biological processes taking place in living tis-
sues such as blood flow, oxygen consumption, and glucose metabolism.

A major research effort is also under way to create molecular imaging tech-
nologies that can noninvasively detect and display the actual molecular events tak-
ing place in the body. Imaging technology to detect cancer recurrence using
flurodeoxyglucose (FDG) PET scans and dynamic MRI for functional therapy moni-
toring are among the sophisticated imaging techniques currently being investigated.

In addition, several PET studies are in progress for the evaluation, staging and
monitoring of therapy using PET for woman with breast cancer. In a large clinical
trial from the University of Pennsylvania, doctors are incorporating dedicated breast
PET into the standard diagnostic regimen for women with breast cancer.

On the therapeutic front, researchers are making headway against certain forms
of leukemia, where an abnormal protein complex called ber-abl forms inside the cell
and stimulates uncontrolled growth. A search for agents that would interfere with
ber-abl led to the identification of STI-571, later renamed imatinib mesylate
(GleevecO). In clinical trials with this drug, more than 50 percent of patients with
myeloid blast crisis responded well as measured by a decrease in the abnormal leu-
kemic blood cells. Gleevecl has moved swiftly from clinical trials to the cancer cen-
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ters and is now available as treatment for patients with chronic myelogenous leu-
kemia (CML). This drug is now being evaluated in the treatment of ovarian, certain
types of brain cancer, as well as a very rare form of stomach cancer and prostate
cancer.

In the area of prevention, research is pointing to certain agents that are capable
to changing a person’s risk for cancer. When basic research establishes a biological
basis for an intervention, trials serve to test the hypothesis. For example, the Sele-
nium and Vitamin E Cancer Prevention Trial (SELECT) will determine if seven or
more years of daily supplements of selenium and/or vitamin E reduces the number
of new prostate cancers diagnosed in healthy men. In addition, a Study of
Tamoxifen and Raloxifene (STAR) will determine whether the osteoporosis drug
raloxifene has equivalent breast cancer risk reduction benefits with reduced risk of
side effects as compared to tamoxifen.

While the fast pace of discovery from these and other areas is welcome, the vol-
ume of data generated can often be overwelming to the research community. To ad-
dress this, NCI supports a fully integrated cancer biology approach to discovery
through a discipline called bioinformatics. NCI programs such as the Cancer Ge-
nome Anatomy Project (CGAP), the Proteomics Initiative, Mouse Models Program,
the Drug Discovery Program produce information and enable the research commu-
nity nationwide to access these Web-based data sets that serve as tools for collabo-
ration and scholarly discovery. This ensures that the analyses and interpretation of
data across disciplines proceed in parallel and synergistically so that discovery in
one system informs research in the other.

Bioinformatics enables researchers in CGAP to build, analyze, and interpret data-
bases of genes expressed in cancer cells and of single nucleotide polymorphisms
(SNPs), important markers for cancer risk-related genes. In proteomics, the ovarian
detection tool that I mentioned earlier has demonstrated the power of bioinformatics
to detect invisible patterns of disease. And in drug discovery, bioinformatics ensures
that the most promising targets identified in the extramural research community
can be exploited using the modern tools of cell-based drug analysis and gene-based
high-throughput screening.

MAINTAINING MOMENTUM

Much of the research I've highlighted is being conceived and conducted by sci-
entists in laboratories and clinics across the country and at NCI—building on the
wellspring of scientific discovery. Our goal for fiscal year 2003 is to speed the rate
of discovery and translation of those discoveries to cancer patients by expanding and
facilitating researchers’ access to resources and new technologies. To understand the
basic processes of cancer and translate this research into clinical practice, we must
link researchers with the resources and technologies they need while encouraging
multi-disciplinary collaboration.

NCI will continue to create and sustain research infrastructures for collaboration,
technology support and development, and access to resources that enable multiple
scientific disciplines to address the complex questions before us. We will achieve this
by expanding our nationwide infrastructure of cancer centers, centers of research
excellence, networks, and consortia in ways that promote and facilitate complex sci-
entific interactions and the sharing of information and resources.

Two important programs deserving of special mention are Rapid Access to Inter-
vention Development (RAID) and Rapid Access to Preventive Intervention Develop-
ment (RAPID). These programs expedite new agent development on the part of inde-
pendent investigators in universities or biotechnology companies by making NCI’s
preclinical drug development resources and expertise available for moving novel
molecules toward clinical trials.

Also key to our multidisciplinary approach are Specialized Programs of Research
Excellence (SPOREs). Several major academic centers of excellence are now working
on a wide range of scientific approaches to translational research—that is, focusing
on the biology of cancer specifically as it may inform development of new treat-
ments. NCI will expand the use of SPORESs in the coming year.

We will continue our efforts to ensure that the clinical trials program addresses
the most important medical and scientific questions in cancer treatment and preven-
tion quickly and effectively through state-of-the-art clinical trials that are broadly
accessible to cancer patients, populations at risk for cancer, and the physicians who
care for them. Despite major advances in our understanding of tumor biology and
potential molecular targets for cancer prevention and treatment, our capacity to
apply and test these findings in clinical settings has not kept pace. The NCI will
invest more resources in developing and testing new therapies and increasing access
to and participation in clinical trials.
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We will also expand surveillance data systems, methods, communications, and
training to improve capacity for monitoring progress in cancer control and for ex-
ploring potential causes of cancer nationally and among diverse, underserved popu-
lations.

NCI is also launching research to improve the quality of cancer care by strength-
ening the information base for cancer care decision making. Researchers must better
understand what constitutes quality cancer care, with an emphasis on the patient’s
perspective; identify geographic, racial/ethnic, and other disparities in who receives
quality care; and strengthen the scientific basis for selecting appropriate interven-
tions.

Finally, to sustain new ideas, we will continue to nurture and develop new sci-
entists. To deliver new biology-based interventions, we must educate and train capa-
ble physicians. That’s why NCI will continue to expand its efforts to design and im-
plement opportunities for scientists at all career levels to meet the challenge of
building a stable, diverse cadre of basic, clinical, behavioral, and population sci-
entists trained to work together effectively and use the most advanced technologies.

CLOSING

NCTI’s mission is broad and our approach is necessarily ambitious, because, while
our primary role and our expertise is research, our focus and sense of urgency is
in serving the American people, the country’s cancer patients and their families,
friends and neighbors.

As director of NCI, a doctor, an investigator, and a cancer survivor, I share the
urgency of America’s cancer patients and I am confident that the efforts I've high-
lighted and many additional activities will bring us closer to the ending the death
and suffering caused by this disease.

BUDGET STATEMENT/GPRA

I am pleased to present the President’s budget request for the National Cancer
Institute for fiscal year 2003, a sum of $4,724,505,000, which reflects an increase
of $514,784,000 over the comparable fiscal year 2002 appropriation.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s second annual performance report which compares to our
fiscal year 2001 results to the goals in our fiscal year 2001 performance plan.

PREPARED STATEMENT OF DR. CLAUDE LENFANT

Mr. Chairman and Members of the Committee: I am pleased to address this Com-
mittee once again on behalf of the National Heart, Lung, and Blood Institute
(NHLBI) and, in particular, to thank the Committee for its longstanding and gen-
erous support of the Institute’s research programs. Let me begin by commenting on
where we stand with regard to diseases of importance to the NHLBI, and then move
on to describe several promising new research directions.

BURDEN OF DISEASE

The first chart below, which summarizes mortality during the most recent 10
years for which data are available, provides welcome reassurance that the decline
in the death rate for cardiovascular diseases is continuing the trend that began sev-
eral decades ago. I believe it is fair to say that medical science has made more
progress in this area than in any of the other major disease categories. This reflects
the wisdom of our great investment in research, which has yielded unprecedented
advances in treatment, both medical and surgical, and widespread attention by the
public and the medical establishment to addressing risk factors such as hyper-
tension and blood cholesterol.
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Age-Adjusted Death Rates by Major Diagnosis

(Source: Vital Statistics of the United States)
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Nonetheless, it is equally and starkly apparent that we in this country are far
more likely to die of cardiovascular diseases than of any other cause.

Of equal or perhaps mor significance is the societal burden of living with disease.
One measure of this burden is time spent in the hospital. As the chart on the next
page indicates, cardiovascular disease patients spend more than 30 million days per
year in acute-care hospitals, and respiratory ailments are the second most common
reason for hospitalization. Beyond the pain and suffering, the cost associated with
these hospitalizations demands our attention.

The enormous cost of treating diseases of concern to the NHLBI was also made
apparent in a study published in the January 16, 2002, issue of the Journal of the
American Medical Association. Reporting the results of a nationwide survey, the re-
searchers identified medications that are most commonly taken. Fourteen of the top
21 prescription drugs address cardiovascular, lung, or blood problems. And, these
data most assuredly understate the cost of treatment, given that many such drugs
(e.g., beta blockers, statins) are underprescribed, and patients with limited financial
resources are generally inclined to spend their money on medications that make
them feel better (e.g., for menopausal symptoms, hay fever, arthritis pain, or depres-
sion) before they spend money on drugs to treat conditions such as hypertension and
high cholesterol that, however threatening, produce no symptoms.
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Days of Care for Hospital Inpatients by Major Diagnosis
(Source: National Hospital Discharge Survey)
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BASIC RESEARCH

As always, basic research is one cornerstone of our effort to alleviate the burden
of disease. In this arena, we have been able to capitalize on our budget increases
by putting into place a number of activities that would have been impossible under
other circumstances. An example is our Programs in Genomic Applications, which
seek to maximize the fruits of the new information about the human genome in
order to identify the causes of disease, determine who is susceptible to it, and tailor
treatments and, possibly, cures to the individual.

We are moving forward on other basic science fronts, based on recent scientific
findings. For instance, we are stimulating research on cell-based therapy in the
wake of astonishing discoveries that, contrary to everything we thought we knew
before, cells of the heart and other organs are capable of regeneration. Examining
hearts of people who had suffered fatal heart attacks, researchers found dividing
cells in the area of the damaged heart muscle. Furthermore, doctors studying male
patients who received heart transplants from female donors found evidence that
male cells had somehow arisen and incorporated themselves into the donated heart
tissue. If we could find a way to harness and direct the body’s ability to regenerate
cells, we would have an entirely new approach to therapy for diseases that are cur-
rently irreversible, such as heart failure.

Accumulating evidence suggests that inflammation—the body’s normal, protective
response to injury or infection—may be at the core of many chronic degenerative
diseases. Its role in asthma has been well established, and reports that blood levels
of a substance called C-reactive protein, a marker of inflammatory activity, are cor-
related with risk of heart attack and stroke suggest a role in atherosclerosis as well.
Understanding the delicate balancing act of the immune system could pave the way
for new preventive and therapeutic strategies. Related work from a number of lab-
oratories has found that exposure to a variety of infectious agents, both viral and
bacterial, is associated with development of vascular disease and of chronic obstruc-
tive pulmonary disease. We are vigorously pursuing basic research to elucidate the
mechanisms underlying these phenomena in the expectation that it may ultimately
lead to new approaches, perhaps even vaccines, to prevent disease.

The quest to develop gene therapies made a significant step forward this year. Re-
searchers used—HIV the AIDS-causing virus that is notorious for its ability to find
its way into the nuclei of cells—to deliver a therapeutic gene to the bone marrow
of mice with sickle cell disease. A cure resulted. Before such a therapy can be at-
tempted in human patients, more basic research is needed to establish its safety
and develop a non-toxic way to rid the body of sickled cells—goals that we are sup-
porting strongly.
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CLINICAL RESEARCH

As we pursue these and other basic research avenues, we are working to strength-
en clinical research to ensure that findings from the laboratory have a swift and
effective impact on patient care. Our research centers program is being reconfigured
as Specialized Centers of Clinically Oriented Research (SCCORs) to sharpen its
focus on the patient. We have made competitive funds available for investigators in-
volved in SCCORs, clinical networks, and multicenter clinical trials to develop
skills—development programs to enhance the training and career development of
clinical investigators. We have made known to the community our strong interest
in supporting Mentored Patient-Oriented Research Career Development Awards and
Midcareer Investigator Awards in Patient-Oriented Research. And, we have worked
with other NIH components to craft loan repayment programs that will encourage
clinically trained individuals to funnel their talents into research.

EDUCATION AND OUTREACH

To maximize the impact of research findings on the people whom we serve, the
NHLBI is strongly committed to educating patients, health professionals, and the
public about disease awareness, diagnosis, treatment, and prevention. The National
Asthma Education and Prevention Program (NAEPP), for example, has developed
and disseminated guidelines for asthma diagnosis and management; produced prac-
tical guides for patients, emergency department personnel, pharmacists, nurses, and
schools; conducted media campaigns to promote asthma awareness among the gen-
eral public and to encourage undiagnosed patients to seek care; and worked with
communities to develop coalitions to address local asthma issues. The NAEPP
serves as a focal point for coordination of all federal activities related to asthma,
and has developed a plan to enhance collaboration among relevant agencies. And,
finally, the impact of the NAEPP is being felt worldwide through the Global Initia-
tive on Asthma, conducted in partnership with the World Health Organization.

AMOUNT OF PRESIDENT’S REQUEST

I am pleased to present the President’s budget request for the NHLBI for fiscal
year 2003, a sum of $2,798,178,000, which reflects an increase of $216,618,000 over
the comparable fiscal year 2002 current estimate.

GOVERNMENT PERFORMANCE AND RESULTS ACT

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s third annual performance report which compared our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan.

I would be pleased to respond to any questions that the Committee may have.

PREPARED STATEMENT OF DR. LAWRENCE A. TABAK

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Dental and Craniofacial Research
(NIDCR) for fiscal year 2003, a sum of $374,319,000, which reflects an increase of
$29,016,000 million over the comparable fiscal year 2002 appropriation. The NIH
budget request includes the performance information required by the Government
Performance and Results Act (GPRA) of 1993. Prominent in the performance data
is NIH’s second annual performance report, which compared our fiscal year 2001 re-
sults to the goals in our fiscal year 2001 performance plan.

IMPROVING THE NATION’S ORAL HEALTH

Over the past 50 years, our nation’s investment in dental, oral, and craniofacial
research has yielded tremendous advances in American public health. At this time
when our nation is engaged in a war, it is interesting to reflect back to the World
War II era when many patriotic, able-bodied young men were rejected from military
service because they lacked the mandatory six opposing teeth to enlist in the mili-
tary. In hopes of countering this public health problem, Congress established in
1948 the then National Institute of Dental Research to help eradicate dental decay
and tooth loss in America. Today, NIDCR and its partners in public health reflect
with pride upon the fact that few young men and women lose teeth. In addition,
70 percent of older Americans have not lost their teeth, compared to 54 percent just
20 years ago.
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COMMITMENT TO REDUCING HEALTH DISPARITIES

The NIDCR’s mission to improve the nation’s oral health remains far from fin-
ished, however. One reason is the sobering fact that many of the nation’s oral health
advances have yet to adequately benefit our underserved populations. Specifically,
there is a clear and compelling need to push forward and reduce the higher inci-
dence of oral cancer, gum disease, and tooth decay among the underprivileged in
our society. The NIDCR remains firmly committed to forwarding this effort and pur-
suing it to its rightful conclusion. As a first step, NIDCR, in collaboration with the
National Center for Minority Health and Health Disparities, has funded five Cen-
ters for Research to Reduce Oral Health Disparities in Boston, New York, San Fran-
cisco, Seattle, and Detroit. Another large study has been funded to examine the un-
derlying causes of oral health disparities in rural West Virginia. This multi-year in-
vestigation will focus on the unusually high incidence of children born in this region
with cleft lip and palate. The hope is that, with inexpensive dietary interventions
during pregnancy, more mothers will give birth to babies free of this socially stigma-
tizing, expensive-to-treat problem.

UNPRECEDENTED OPPORTUNITY FOR SCIENTIFIC DISCOVERY

The NIDCR leadership also recognizes that scientists today truly stand on the
threshold of an unprecedented “Golden Age” in biology. The recent completion of the
Human Genome Project, in tandem with the emergence of more powerful research
technologies in the laboratory, are allowing scientists to catalogue with encyclopedic
comprehensiveness the actual genes, proteins, and protein networks that power our
cells. Such studies, an impossibility just a few years ago, have opened a valuable
window into the genetic programs of some of the most complex developmental and
disease processes involving oral and craniofacial tissues.

TMJ DISORDERS: BUILDING THE SCIENTIFIC INFRASTRUCTURE

Given the tremendous opportunity that now exists for fundamental discovery in
biomedicine, NIDCR has targeted as one of its high-priority research areas for fiscal
year 2003 a group of conditions collectively known as temporomandibular joint
(TMJ) disorders. These disorders affect the joint that connects the lower jaw (man-
dible) to the skull and the surrounding muscles that are used to chew and open the
mouth. An estimated 5 to 12 percent of Americans report having pain associated
with the temporomandibular joint. Studies suggest that TMJ disorders may be as
much as two times more common in women than men.

By investing in this new initiative, the Institute plans to create the needed re-
search infrastructure to allow multi-disciplinary teams of scientists to more rapidly
and systematically tease out the molecular and physiological basis of these condi-
tions. Only then can rational and targeted treatment approaches be devised to help
control or alleviate the chronic pain and dysfunction that people with these condi-
tions confront on a daily basis.

To begin building the needed research infrastructure, NIDCR plans to establish
the first registry for people with TMJ disorders. The registry will help track the in-
cidence and natural history of these conditions, a longstanding need in the field. The
NIDCR also will make a concerted effort to identify biomarkers—genes, proteins, or
even protein networks—that are adversely affected by TMdJ disorders. Through this
research, the Institute hopes to lay the intellectual foundation for the development
of tests that generate meaningful, telltale diagnostic or prognostic information for
doctors and patients. The Institute also will invest in the development of animal
models that closely mimic TMdJ conditions, providing an important scientific tool to
test emerging hypotheses as the research progresses.

RELIEVING ACUTE AND CHRONIC PAIN

One of the great challenges today in medicine is the management of pain. Yet,
because most people experience pain differently, its study can be a lot like trying
to analyze multiple moving targets at once. Among the variables involved in the
pain process are: age, immune function, endocrine and neural activity, genetics,
stress, psychological state, gender, and even cultural background.

Despite the inherent complexity of their work, NIDCR scientists and grantees con-
tinue to make progress in understanding the dynamics of pain and how to effec-
tively control it in dental care and for pain sufferers in general. Recently, for exam-
ple, NIDCR researchers used positron emission tomography (PET) to image the
brain’s chemical activity while human volunteers received a stimulus mimicking the
chronic pain of temporomandibular joint disorders. This marked the first time ever
that scientists had non-invasively analyzed sustained pain, while also (1) simulta-
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neously monitoring brain scans of a key neurochemical system and (2) recording the
self-reported pain ratings of human participants.

The NIDCR scientists found that after experiencing pain in the jaw muscles for
20 minutes, the volunteers had a surge in the release of natural opioids, part of the
brain’s painkilling system, and a concomitant drop in pain and pain-related emo-
tions. But, most significantly, the researchers discovered a major variation among
volunteers in the baseline and pain-induced levels of naturally occurring opioids. In-
terestingly, when comparing placebo and pain-inducing conditions, the activation of
the anti-pain response was dramatic in some volunteers, while in others it was
much less pronounced. Those who had the greatest change tended to report the low-
est experience of pain, both in its sensory and emotional aspects.

This study provides new insights into the importance of the body’s natural pain-
killer system and the reasons why each of us experiences pain differently. The re-
sults also show how brain chemistry regulates sensory and emotional experiences.
The findings may help researchers better understand prolonged pain and find more
effective ways to relieve it.

LEARNING TO REGENERATE ORAL AND CRANIOFACIAL TISSUES

The physical complexity of the human head and face has captured the imagina-
tion of artists since the beginning of time. However, this exquisite complexity some-
times can be problematic for clinicians who must treat injuries, diseases, and ge-
netic defects of the craniofacial region. A noted example is the relatively rare genetic
disorder, ectodermal dysplasia (ED). Children born with ED often have malformed
and missing teeth, meaning they must cope with the rigors of wearing dentures for
a lifetime. Yet, if scientists could learn to trick the body into regrowing a full set
of healthy teeth, the quality of life for these children would be greatly enhanced.

The NIDCR leadership believes that the opportunity now exists to discover in a
more rational, systematic manner how to effectively manipulate the body’s develop-
mental signals to regenerate oral and craniofacial tissues. To help forward this po-
tentially high-yield research, the NIDCR plans to launch an initiative to develop
biomimetic, tissue engineering, and stem cell approaches to restore craniofacial tis-
sues. Specifically, the initiative will focus on learning how to repair and regenerate
teeth, gums, and the bones that support these tissues; learning how to restore sali-
vary gland function to help people with Sjogren’s syndrome; and learning to develop
diagnostic and treatment strategies for temporomandibular joint repair and restora-
tion.

REDUCING THE BURDEN OF ORAL CANCER

Most Americans have heard that early detection is often critical to beat cancer.
Though this principle has been difficult to apply to some hard-to-access areas of the
body, such as the pancreas and the ovaries, that is not the case for many oral can-
f)ers. Precancerous oral lesions are often visible to the eye and readily accessible for

iopsy.

Yet, according to American Cancer Society estimates, 7,400 Americans will die
this year—in most cases needlessly—from oral and pharyngeal cancer. That totals
an estimated 74,000 Americans who will succumb to oral cancer during the decade.
Thousands more will undergo multiple surgeries to remove advanced tumors and re-
construct their faces and oral cavities.

What can be done to improve this needless public health problem? The NIDCR
has invested in several approaches, starting with efforts to heighten public and pro-
fessional awareness of oral cancers. NIDCR has funded an initiative to assess the
rate of oral cancer in five states—New York, North Carolina, Florida, Michigan, and
Illinois. At the same time, this initiative will assess public and professional knowl-
edge of oral cancer risk factors, while also documenting and evaluating the practices
used to diagnose oral cancers among various health professions. Included in this re-
search is an assessment of the important public health question: How likely is it
that an American will receive an annual oral cancer examination from a healthcare
provider? The data generated from this research will allow individual states to tailor
intervention strategies to their specific demographic and professional needs. Al-
ready, based on the results of an earlier pilot project, Maryland has developed a tar-
geted training program for its health professionals on how to examine patients for
oral cancer and identify early, developing lesions.

Second, NIDCR has invested in research to develop powerful new tests for the
rapid diagnosis of oral cancer. The latter is an important point because, as with all
cancer sites, abnormal lesions in the oral tissues can be difficult to characterize by
simply staining and looking at them under a microscope. In fact, using current diag-
nostic tests, it is impossible to know whether a suspicious oral lesion indeed will
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turn cancerous. Neither is it possible to determine whether a cancer will grow rap-
idly or slowly. Since current diagnostic tests cannot read the so-called “molecular
signatures” of biopsied tissue—information that would greatly increase diagnostic
specificity.

With the arrival of more powerful laboratory tools over the past decade, NIDCR
scientists and grantees have helped to identify many molecular glitches that trigger
oral cancer. In fact, the step-by-step progression model for oral cancer is among the
most well developed in all of oncology. Given the tremendous potential for progress
in the study of these deadly cancers, NIDCR has invested in powerful new molec-
ular technologies that could yield improved diagnostic tests for oral cancers. Al-
ready, work is under way to develop a small computer chip—about the size of a
quarter—that contains hundreds of genes associated with oral tumors and their me-
tastasis. This chip, if validated, could offer a genetic sensor as an early warning sys-
tem for a developing oral cancer.

Work also is under way to design a related diagnostic chip that doctors one day
could use to detect, in a matter of minutes, the abnormal activity of the very pro-
teins that trigger oral cancers. Such a level of molecular and diagnostic specificity
has been a longstanding goal of science, and the great promise of molecular medi-
cine is now closer at hand than ever.

With its longstanding commitment to scientific excellence, NIDCR will continue
in coming years to support basic and clinical advances to improve the nation’s oral
health. This investment in the power of research represents not only hope for mil-
lions of Americans today, but improved health and quality of life for generations to
come.

PREPARED STATEMENT OF DR. ALLEN M. SPIEGEL

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Diabetes and Digestive and Kid-
ney Diseases (NIDDK) for fiscal year 2003, a sum of $1,609,292,000, which reflects
an increase of $138,477,000 over the comparable fiscal year 2002 appropriation. The
NIH budget request includes the performance information required by the Govern-
ment Performance and Results Act (GPRA) of 1993. Prominent in the performance
data is NIH’s second annual performance report, which compared our fiscal year
2001 results to the goals in our fiscal year 2001 performance plan. I appreciate the
opportunity to testify on behalf of the NIDDK, which supports research on a wide
range of chronic, debilitating diseases. My testimony will highlight some examples
of research progress, opportunities and plans.

DIABETES

In type 1 diabetes, immune system destruction of insulin-producing beta cells
leads to lifelong dependence on insulin injections for survival. Last year, I told you
that a team of researchers from Edmonton, Canada, had restored natural insulin
production in a small number of patients by transplanting clusters of insulin-pro-
ducing beta cells, called islets, taken from donor cadaver pancreases. This year, I
am very pleased to report that scientists in a recently-established NIDDK intra-
mural Transplantation and Autoimmunity Branch have achieved similar positive re-
sults in several patients. While we must closely monitor these patients to weigh the
long-term effects of therapy, these early results are very encouraging. They provide
an important “proof of principle” that islet transplantation can develop into a viable
treatment for type 1 diabetes. The current shortage of cadaver pancreases, however,
poses a beta-cell supply problem that must be solved if islet transplantation is to
become a widely available treatment option. To address this problem, we have
launched a multifaceted initiative to learn all we can about insulin-producing cells
through a revolutionary “Comprehensive Beta Cell Project.” This project will reveal
the intricacies of beta cell biology, and define the patterns of gene expression at
every stage of beta cell development within the pancreas. These studies will help
researchers find ways to generate an unlimited supply of new beta cells for trans-
plantation therapy in type 1 diabetes. Moreover, they should help clarify the basis
for the failure of beta cells to secrete adequate amounts of insulin in type 2 diabetes.
As we strive to develop a cure for type 1 diabetes, we are also working diligently
to prevent new cases in those at risk. Building on expanded knowledge of the im-
mune system, we have launched a nimble clinical TrialNet to ensure rapid pilot
testing of innovative ways to prevent disease onset. In this way, the most promising
approaches can be readily propelled into larger multi-center clinical trials.

In parallel with our beta cell efforts, we are pursuing stem cell biology—not only
as a source of islets for cell-based therapy of type 1 diabetes, but also for its applica-



128

tion to a host of other diseases, such as end stage liver disease, in which transplan-
tation is curative, but inadequate organ supply limits the number of patients who
can receive transplants. Our initiatives are consonant with extensive previous work
on bone-marrow-derived and other adult stem cells, and with the President’s deci-
sion to permit NIH funding of research using certain existing human embryonic
stem-cell lines. With advice from an external strategic planning group, we have de-
veloped a linked series of initiatives and planned genomics projects to capitalize on
the enormous promise that stem cells hold for restoring tissues and organs ravaged
by disease. These initiatives will explore the versatility of progenitor stem cells to
differentiate into virtually any specific cell type in the body.

In type 2 diabetes, we are tackling a public health problem of epidemic propor-
tions, fueled by the rising tide of obesity in the United States. The prevalence of
diabetes in adults is eight percent, equating to about 16 million people.! The num-
ber of Americans who have diabetes has increased 49 percent from 1990 to 2000
and is expected to burgeon further in the decade ahead.2 Compounding today’s grim
statistics are particularly troublesome reports that both type 2 diabetes and obesity
are on the rise in children and teens. This trend is especially strong among minority
groups, such as Native Americans, Mexican Americans and African Americans, in
whom adults are already disproportionately affected by both conditions. Thus, to-
day’s epidemic may well be the tip of an iceberg that will surface—with great men-
f\lce dfor our health care system—as these newly affected youngsters grow into adult-

ood.

Prevention is a critical means of halting the dual burden of diabetes and obesity.
While treatments exist for those already affected, no strategy can be better than
preventing, from the very outset, the interlinked health problems of type 2 diabetes
and obesity. Impressive proof that prevention really works comes from our major
clinical trial in type 2 diabetes, the Diabetes Prevention Program or DPP. Last year,
I testified that we were nearing this trial’s completion—hopeful of positive results.
Today, I can report that the final results have far surpassed our hopes. So strikingly
positive are the findings that we ended the trial one year ahead of schedule. The
results were announced by Secretary Thompson at a press conference held at NIH
on August 8, 2001, and reported in detail in The New England Journal of Medicine
on February 7, 2002. With a lifestyle intervention consisting of only modest changes
in diet and exercise, the development of type 2 diabetes was reduced by 58 percent
in individuals at high risk for developing the disease. The beneficial effect of the
lifestyle intervention applied across all racial, ethnic and age groups. Minority
groups comprised 45 percent of the study population, and 20 percent were 60 years
of age or older—thus demonstrating that this prevention strategy can be realisti-
cally applied to the diverse U.S. population. In another arm of the study, the diabe-
tes medication metformin was also effective, reducing the development of diabetes
by 31 percent, but the drug was effective only in younger and heavier individuals.
Now, armed with the impressive results of the DPP, we must translate these suc-
cessful prevention approaches to the 20 million Americans with impaired glucose
tolerance who are at high risk for the disease—with emphasis on the 10 million at
greatest risk. To this end, we are launching an initiative to develop cost-effective
methods to identify those at high risk and to implement the lifestyle intervention
on a wider scale. We are also supporting a network of centers to develop effective
prevention strategies specifically targeting children at high risk for type 2 diabetes.
At the same time, vigorous fundamental research provides a framework for com-
bating obesity by providing insights into the processes regulating appetite and me-
tabolism. Research on fat-cell hormones, such as the appetite-inhibiting hormone
leptin, is proving that fat tissue is not a passive depot of energy, but an active par-
ticipant in regulating metabolic processes. These findings may pave the way to the
development of effective drugs to aid weight loss and prevent or reduce obesity. In
addition, we will continue to support behavioral research and outcomes research
with implications for public health policy—for example, the recent finding that
breast feeding may help a mother prevent her child from becoming obese.

For diabetes patients, the major killer is heart disease. Our National Diabetes
Education Program has therefore launched a new campaign urging Americans to
know their “ABCs.” The “A” stands for the hemoglobin “A” 1c test—an integrated
measure of blood glucose levels. The “B” for blood pressure and the “C” for choles-
terol levels emphasize important prevention strategies that are built on extensive

1Harris MI: Diabetes in America: epidemiology and scope of the problem. Diabetes Care
1998;21 suppl 3: C11-C14.

2Mokdad AH, Bowman BA, Ford ES, Vinicor F, Marks JS, Koplan JP. The continuing
epidemics of obesity and diabetes in the United States. Journal of the American Medical Asso-
ciation 286:1195, 2001.
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research by the National Heart, Lung and Blood Institute. This “ABCs” program is
designed to help reduce mortality from heart disease and stroke in patients with
diabetes.

DIGESTIVE DISEASES

In digestive diseases research, I am pleased to announce the identification of the
first gene that increases susceptibility to Crohn’s disease, a debilitating form of in-
flammatory bowel disease or IBD. A new IBD Genetics Consortium will take full
advantage of this discovery, and also speed the search for other culprit genes in this
complex disease. Identification of novel susceptibility genes for Crohn’s disease and
ulcerative colitis should lead to improved diagnosis and treatments. We are con-
vening a meeting on therapeutic endpoints for clinical trials in IBD to facilitate effi-
cient testing of innovative therapies. We are also augmenting our clinical research
efforts in liver disease with a planned consensus conference for hepatitis C treat-
ment, a cohort study of adult-to-adult liver transplantation, and two clinical trial
networks one for nonalcoholic steatohepatitis, a liver disease associated with insulin
resistance and diabetes, and a second for biliary atresia, a serious pediatric dis-
order. We are developing plans for a hepatotoxicity network to apply advanced
genomic methods to the serious problem of drug-induced liver injury.

KIDNEY, UROLOGIC AND BLOOD DISEASES

The incidence of end stage renal disease (ESRD) is increasing at an alarming rate
with 300,000 patients currently on chronic dialysis and projections of 600,000 pa-
tients on dialysis by 2010.3 Only 31 percent of dialysis patients survive five years.4
We are taking multiple steps to address this problem. In addition to emphasizing
primary prevention and effective treatment of diabetes—the cause of ESRD in 45
percent of patients—we are establishing a new National Kidney Disease Education
Program (NKDEP), which will initially target high risk groups. The NKDEP will
promote early recognition of chronic kidney disease, and implementation of treat-
ment measures proven to slow progression to ESRD. For example, our major clinical
trial, the African American Study of Kidney Disease (AASK), showed conclusively
that treatment with angiotensin converting enzyme (ACE) inhibitors is more effec-
tive than calcium channel blockers in preventing hypertensive kidney disease from
progressing to ESRD in high- risk African Americans. We are also launching treat-
ment trials for other important causes of ESRD such as polycystic kidney disease
and focal segmental glomerulosclerosis. Mortality of patients with chronic renal in-
sufficiency, primarily from heart disease, is extremely high. A new cohort study of
patients with chronic renal insufficiency will help shed light on the causes of the
cardiovascular mortality that affects these patients, and a trial that lowers homo-
cysteine levels in the blood of kidney transplant patients will test whether this
amino acid is responsible for increased heart disease in ESRD patients.

Our portfolio of urology research continues to flourish. This research is uncovering
important knowledge about how bacteria attach to the bladder surface, and how we
can use these insights to combat antibiotic resistance in the treatment of urinary
tract infections. Major clinical initiatives in bladder disorders include clinical re-
search networks to speed the testing of therapies for urinary incontinence and inter-
stitial cystitis. Scientific recommendations of an expert panel, the Bladder Research
Progress Review Group, will help guide our program development. Results of our
major multi-center trial on Medical Therapy of Prostatic Symptoms (MTOPS) are
to be announced later this year. We intend to bolster prostate research by making
available biopsy tissue obtained in MTOPS for study by a network of investigators.
We will also be launching a trial of saw palmetto and other phytotherapies widely
used for symptoms of prostate enlargement.

In blood diseases, our strong portfolio in areas such as hematopoietic stem cell
research and globin gene regulation is the basis for clinical advances. We are sup-
porting studies on drugs to eliminate the toxic iron overload that is a byproduct of
current treatment for Cooley’s anemia. We are also supporting development of new
non-invasive methods for accurate measurement of iron burdens in patients.

Mr. Chairman and Members of the Committee, these are just a few examples of
our many research advances and initiatives. I would be pleased to answer any ques-
tions you may have.

3U.S. Renal Data System.
4U.S. Renal Data System.
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PREPARED STATEMENT OF DR. AUDREY S. PENN

Mr. Chairman and Members of the Committee: I am Audrey Penn, Acting Direc-
tor of the National Institute of Neurological Disorders and Stroke. I am pleased to

resent the President’s budget request for NINDS for fiscal year 2003, a sum of
51,443,392,000, which reflects an increase of $111,744,000 over the comparable fis-
cal year 2002 appropriation. The NIH budget request includes the performance in-
formation required by the Government Performance and Results Act (GPRA) of
1993. Prominent in the performance data is NIH’s second annual performance re-
port which compared our fiscal year 2001 results to the goals in our fiscal year 2001
performance plan.

The mission of NINDS is to reduce the burden of neurological disease a burden
borne by every age group, by every segment of society, by people all over the world.
The Institute carries out this mission through research on the healthy and diseased
brain, spinal cord, and nerves of the body, which together make up our nervous sys-
tem. The intricacy of the brain is awesome, its workings are elusive, and an extraor-
dinary variety of disorders affect the nervous system. Furthermore, the brain and
spinal cord are difficult to access, sensitive to intervention, and reluctant to regen-
erate following damage. For these reasons, neurological disorders often defy the best
efforts of medicine, even in the modern era.

The last decade has brought the first treatments for acute stroke and spinal cord
injury, new immune therapies that slow the progression of multiple sclerosis, and
increased drug and surgical options for treating Parkinson’s disease, epilepsy, and
chronic pain. Continuing advances in preventing stroke and birth defects, such as
spina bifida, are also improving the public health. Still, treatments for most neuro-
logical disorders are far from adequate, often failing to stop or even slow the disease
process. What is encouraging, however, is the variety of new treatment and preven-
tion strategies under development: drugs that home in on the molecules that cause
disease, stem cell therapies that replace lost nerve cells, neural prostheses that read
control signals directly from the brain, vaccines that target neurodegeneration,
implantable electronic stimulators that compensate for brain circuits unbalanced by
disease, and behavioral interventions that encourage the brain’s latent capacity to
repair itself.

THE BURDEN OF NEUROLOGICAL DISORDERS

Our strategies are shaped not only by scientific insights but also by the sheer va-
riety of neurological disorders. The causes of neurological disorders include trauma,
infections, toxic exposure, developmental defects, degenerative diseases, tumors,
gene mutations, systemic illness, vascular events, nutritional deficiencies, immune
reactions, and adverse effects of essential treatments, such as cancer chemotherapy.
Stroke, chronic pain conditions, dementia, and traumatic brain injury are among the
leading causes of death and disability in the nation. Epilepsy, spinal cord injuries,
multiple sclerosis, Parkinson’s disease, the muscular dystrophies, autism, cerebral
palsy, and peripheral nerve disorders, are common enough to be familiar to most
Americans. But there are many other neurological disorders unfamiliar to most peo-
ple until a family member is affected, and Congress has been active in bringing at-
tention to less familiar diseases, including amyotrophic lateral sclerosis (Lou
Gehrig’s disease), Batten disease, the dystonias, facioscapulohumeral and congenital
muscular dystrophies, Friedreich’s ataxia, mitochondrial disorders, mucolipidosis
type 4, neurofibromatosis, reflex sympathetic dystrophy, spinal muscular atrophy,
spina bifida, and tuberous sclerosis. A complete list of neurological disorders would
include hundreds more.

DIFFERENT DISEASES, COMMON THEMES

As scientists unravel the complex processes that underlie neurological disorders,
ranging from acute stroke to the inexorable chronicity of Parkinson’s disease, com-
mon themes are emerging, leading to the hope that similar therapeutic and preven-
tive strategies will also apply. To put it another way, progress against a single dis-
ease is likely to have a bearing on many others. A few examples of cross-cutting
research areas illustrate the broader trend.

Scientists have implicated “free radicals” as culprits in brain damage from stroke
and trauma, as well as neurodegenerative diseases like ALS, Parkinson’s and Alz-
heimer’s, and even infections that affect the brain. Free radicals are highly reactive
chemicals that are normal byproducts of energy metabolism, but can damage cells
if produced in excess or improperly controlled. This year scientists discovered that
patients with a type of inherited ataxia, a movement disorder, had abnormal levels
of a vitamin-like substance called coenzyme Q10, which helps protects cells from
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free radicals. When researchers provided coenzyme Q10 supplements, the patients
responded with improved coordination, increased strength and less frequent sei-
zures. Another research team demonstrated in a clinical trial that the drug
allopurinol, chosen to help scavenge free radicals, helps protect the brains of high-
risk infants undergoing heart surgery. Several other disease mechanisms repeatedly
come into play in many disorders, including excitotoxicity from excessive release of
normal brain signaling chemicals, abnormal calcium handling within cells, aggrega-
tion of proteins, and activation of “cell suicide” programs. Each of these provides tar-
gets for developing preventive and therapeutic strategies that may be widely appli-
cable.

Just as common disease mechanisms help us confront the staggering variety of
neurological disorders, there are therapeutic strategies that may apply to many dis-
eases. Gene therapy is deceptively simple in concept, but difficult in practice. The
complexities of working with nerve and muscle cells compound the problems. How-
ever, scientists have shown promising results in fixing or replacing defective genes
in animal models of inherited disorders such as Duchenne muscular dystrophy, and
research is demonstrating the potential of gene therapy even in non-inherited dis-
orders, for example, by coaxing cells to make the nerve cell survival factor GDNF
or the neurotransmitter dopamine in animals with Parkinson’s-like disorders. Stem
cells likewise present broad promise. For many years NINDS has supported pio-
neering research on animal and adult human stem cells, including therapeutic stud-
ies in animal models of stroke, spinal cord injury, Parkinson’s disease, muscular
dystrophy, and inherited metabolic disorders. In the past year, we have seen blood-
derived cells convert into nerve-like cells, neural progenitor cells harvested from
human brain tissue after death, and stem cells persuaded to become dopamine-se-
creting nerve cells needed in Parkinson’s disease or insulin-secreting cells lacking
in diabetes. We are intensifying research on all types of stem cells, as we initiate
the study of human embryonic stem cells in accordance with the President’s policy
announced last August.

Stem cells and gene therapy may have captured the public’s attention, but other
therapeutic approaches are also promising. Deep brain stimulation (DBS) with im-
planted electrodes has helped some people with essential tremor and Parkinson’s
disease and may be more widely applicable to epilepsy, dystonia, pain, and depres-
sion. NINDS is building on the expertise of its neural prosthesis program, which
helped develop the technology necessary for DBS over the last 30 years, to improve
DBS. The Institute is also expanding its drug development efforts to capitalize on
the growing understanding of disease at the molecular level. These efforts include
high- throughput screening and testing of drugs approved by the FDA for other pur-
poses.

The remarkable progress in understanding the fundamental biology of the brain,
of course, is the foundation supporting studies of the common mechanisms of disease
and the development of new preventive and therapeutic strategies. Genetics pro-
vides one unifying theme, often revealing the first clues to disease processes and
yielding animal models for studying disease and testing treatments. The burgeoning
research on brain plasticity how the brain adapts to experience and the environment
may teach us how to encourage adaptive plasticity to foster recovery from stroke
gnd trauma, and also how maladaptive plasticity contributes to chronic pain and

ystonia.

PLANNING AND ENABLING RESEARCH

Motivated by scientific opportunity, enabled by budget increases, and guided by
strategic and disease specific planning efforts, NINDS is taking a more active role
in directing research. The NINDS strategic planning process began in 1998 and
drew upon the nations’ leading scientists and physicians, the public and Institute
staff. The effort coalesced around cross-cutting themes of neuroscience and resulted
in the NINDS Strategic Plan: Neuroscience at the New Millenium which has pro-
vided a framework for the Institute’s activities. These include intensified efforts,
through workshops, grant and contract solicitations, and other means as appro-
priate, that target gene discovery, gene therapy, microarray technology, drug screen-
ing, stem cells, deep brain stimulation, pediatric neurology, and common mecha-
nisms of disease, such as mitochondrial dysfunction and protein aggregation.

As NINDS testified last year, the strategic planning process also engendered an
increased emphasis on clinical trials, prompted by the opportunities arising from
neuroscience research and building on extensive NINDS experience in clinical trials
for stroke and other diseases. Ongoing trials range from pilot studies to large phase
IIT efforts, focus on prevention and on treatment, and test interventions that run
the gamut, including drugs, surgery, gene therapy, deep brain stimulation, hormone
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therapy, tissue transplantation, hypothermia, transcranial magnetic stimulation,
radiosurgery, behavior modification, and diet, as well as rehabilitation methods. A
partial list of disorders being addressed in trials includes: AIDS, ALS, brain tumors,
cerebral palsy, attention deficit hyperactivity disorder, brain trauma, epilepsy, Turn-
er syndrome, Parkinson’s disease, Lyme disease, migraine, sleep disorders,
dystonia,, hereditary ataxias, multiple sclerosis, pain, and stroke. Clinical trial re-
sults published during the past year report effective immunotherapy for the symp-
toms of stiff person syndrome—a rare movement disorder; successful field delivery
of emergency care for seizures; clinical benefit of enzyme therapy for Fabry disease;
improved management of chronic tension headache with added behavior modifica-
tion; information regarding estrogen hormone- replacement therapy for women for
secondary stroke prevention; and improvements in preventing stroke. To com-
plement the clinical trials program, NINDS is developing a comprehensive program
to expedite translational research. Translational research bridges from fundamental
discoveries about the brain and disease, and rapidly accumulating results in animal
models of diseases such as muscular dystrophy, ataxias, ALS, Alzheimer’s, Parkin-
son’s, Huntington’s, and many others, to the identification of specific agents to be
examined in clinical trials of safety and effectiveness.

NINDS health disparities and disease-specific planning efforts build on the foun-
dation of the strategic planning process. The NINDS is implementing research pri-
orities in stroke, neuroAIDS, epilepsy, pain, and cognitive and emotional health in
minorities, and in infrastructure and partnership development in minority institu-
tions. NIH has reported separately to Congress, as directed, about progress in im-
plementing the Parkinson’s Disease Research Agenda and the January 2002 Consor-
tium meeting. The Agenda represents the most concerted attack NINDS has under-
taken against any disease, from basic studies of brain mechanisms through large
clinical trials, including efforts to refine existing therapies and to develop new strat-
egies on the frontiers of medicine, such as stem cells, deep brain stimulation, and
gene therapy. Among the many facets of this program, the Institute is embarking
on a large clinical trial to test drugs that actually slow the course of the disease,
rather than merely lessening symptoms.

Other disease-specific planning and implementation efforts are, or will soon be,
underway. In March 2000, a landmark conference, “Curing Epilepsy: Focus on the
Future,” began a process through which epilepsy researchers, patient advocates, and
NINDS staff formulated “benchmarks” for epilepsy research, and developed a proc-
ess to engage the entire epilepsy research community in attaining those goals.
NINDS has also reported separately to Congress on this effort, as requested. Major
NINDS planning efforts in brain tumor and stroke are following the Progress Review
Group (or PRG) model developed by the National Cancer Institute; the brain tumor
effort in direct collaboration with NCI. In each PRG, more than 100 scientists and
representatives of voluntary groups assess the current state of the science and iden-
tify future needs and opportunities. The Institute is also undertaking planning ef-
forts in muscular dystrophy and tuberous sclerosis research in the coming year.
NINDS is coordinating NIH efforts to implement the DHHS Bovine Spongiform
Encephalopathy (BSE)/Transmissible Spongiform Encephalopathy (TSE) Action
Plan. BSE, known ass “mad cow” disease, is one of the TSEs that pose a potential
threat to the public health and economy, and the HHS plan includes surveillance,
protection, research and oversight activities. It is important to emphasize that
NINDS is also continuing to hold workshops focused on a wide range of specific dis-
orders, such as dystonia, congenital muscular dystrophy, familial dysautonomia, pe-
diatric neurotransmitter diseases, and Joubert syndrome. These meetings, and the
ongoing informal interaction among NINDS professional staff, the research commu-
nity, and disease advocates, catalyze research, while informing the Institute where
specific solicitations or other actions may be warranted. Finally, unsolicited grants
continue to be the backbone of NINDS research efforts. The collective wisdom of sci-
entists and physicians throughout the nation is especially suited to confronting the
broad spectrum of neurological disorders and the scope of science that is essential
to progress.

In conclusion, it would be a disservice to patients and families to promise when
cures will become available, because medical progress is notoriously difficult to pre-
dict. Yet researchers are cautiously optimistic that, by recognizing cross-cutting
areas of scientific opportunity, while maintaining a continuing focus on the unique
aspects of each disease, we are moving toward an era when curing or preventing
neurological disorders will become commonplace. Thank you.
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PREPARED STATEMENT OF DR. ANTHONY S. FAUCI

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Allergy and Infectious Diseases
(NIAID) for fiscal year (fiscal year) 2003, a sum of $3,999,379,000, which reflects
an increase of $1,456,933,000 over the comparable fiscal year 2002 appropriation.
The NIAID budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIAID’s second annual performance report, which compared our
fiscal year 2001 results to the goals in our fiscal year 2001 performance plan.

OVERVIEW OF NIAID

NIAID supports and conducts basic and applied research to better understand,
treat and prevent infectious, immunologic, and allergic diseases. For more than fifty
years, NIAID research has led to new therapies, vaccines, diagnostic tests, and
other technologies that have improved the health of millions of people in the United
States and around the world. The scope of the NIAID research portfolio has ex-
panded considerably in recent years in response to new challenges such as bioter-
rorism; the emergence or re-emergence of diseases such as the acquired immuno-
deficiency syndrome (AIDS), West Nile fever, dengue, malaria and tuberculosis; and
the increase in asthma among children in this country. The growth of NIAID pro-
grams also has been driven by unprecedented scientific opportunities in the core
NIAID scientific disciplines of microbiology, immunology, and infectious diseases.
Advances in these key fields have led to a better understanding of the human im-
mune system and the mechanisms of infectious and immune-mediated diseases.

RESPONDING TO THE THREAT OF BIOTERRORISM

The final four months of 2001 were among the most extraordinary—and tragic—
in American history. The September 11 attacks on the World Trade Center and Pen-
tagon have transformed society in ways that we are only now beginning to discern.
Superimposed on that tragedy were the first recorded cases of anthrax in the United
States to result from an intentional human act. Of 18 confirmed anthrax cases asso-
ciated with bioterrorism in the eastern United States in 2001, 11 individuals suf-
fered the inhalational form of the disease; 5 of these people died.

Homeland defense is a multifaceted endeavor. Defense against and response to
bioterrorism is a critical component of homeland defense, and our ability to detect
and counter bioterrorism depends to a large degree on the state of biomedical
science. As the lead agency at NIH for infectious diseases and immunology research,
NIAID has developed a Strategic Plan for Counter-Bioterrorism Research, as well as
a detailed NIAID Counter-Bioterrorism Research Agenda, with short-, intermedi-
ate-, and long-term goals. The Strategic Plan and Research Agenda stress two over-
arching and complementary components: basic research into agents with bioter-
rorism potential and the specific and non-specific host defense mechanisms against
those agents, and applied research with pre-determined milestones for the develop-
ment of new or improved diagnostics, vaccine and therapies. We focus on research
in six key areas:

Microbial Biology.—Research into the basic biology and disease-causing mecha-
nisms of pathogens underpins all our efforts to develop interventions against agents
of bioterrorism. NIAID supports research to better understand the factors that influ-
ence the virulence and invasiveness of a pathogen, as well as those that determine
antibiotic resistance.

An important new tool in understanding all microbes is our ability to rapidly ob-
tain microbial genome sequence information, including that of potential bioterror
agents. Many such agents have already been sequenced; others, including different
strains of Bacillus anthracis, the anthrax bacterium, are in the process of being
sequenced. These efforts promise to facilitate the discovery of new medical interven-
tions.

Host Response to Microbes.—In order to develop potent, safe, and effective vac-
cines, accurate diagnostics, and immunotherapeutics against microbes that may be
used as bioterrorist agents, research has been accelerated to improve our under-
standing of the complex parameters of two components of the human immune sys-
tem: innate and adaptive immunity.

Vaccines—NIAID has bolstered research efforts on vaccines against many of the
infectious agents considered to be bioterrorism threats, with an eye toward gener-
ating products that are safe and effective in civilian populations of varying ages and
health status. For example, a three-tiered strategy for smallpox vaccine research
has been developed. In the near-term, a clinical trial at several NIAID Vaccine and
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Treatment Evaluation Units suggests that it is possible to “stretch” the 15,400,000
available doses of licensed smallpox vaccine 5- or 10-fold by dilution. A concurrent
initiative is the development of a new smallpox vaccine: a safe, sterile product
grown in cell cultures using modern technology. This vaccine will be rapidly tested
in human clinical trials; more than 200,000,000 doses will be produced and deliv-
ered to the Federal Government by the end of 2002. In the long-term, basic research
promises to provide a third generation of smallpox vaccines that could be used in
all segments of the population, including pregnant women and people with weak-
ened immune system. Additional bioterrorism vaccines also are in development. For
example, a new anthrax vaccine, based on a bioengineered component of the an-
thrax bacterium called recombinant protective antigen (rPA), will soon enter human
trials. On the NIH campus, researchers at the NIAID Dale and Betty Bumpers Vac-
cine Research Center have developed a DNA vaccine that protected monkeys from
infection with Ebola virus, and that will soon be tested in human volunteers.

Therapeutics.—NIAID therapeutics research focuses on the development of new
antimicrobials and antitoxins, as well as the screening of existing antimicrobial
agents to determine whether they have activity against organisms that might be
employed by bioterrorists. For example, in collaboration with DOD and with support
from CDC, NIAID has rigorously screened a large number of antiviral drugs against
smallpox-related viruses. One of these agents is an antiviral drug called cidofovir,
which is approved by the Food and Drug Administration (FDA) for treating certain
AIDS-related viral infections. Cidofovir has shown potent activity against poxviruses
related to smallpox in test tube studies and in animal models. NIAID has taken the
lead in developing a protocol that would allow cidofovir to be used in emergency sit-
uations for the treatment of smallpox. Concurrently, other anti-smallpox agents are
being investigated.

Diagnostics.—The overall goal of NIAID bioterrorism research on diagnostics is to
establish methods for the rapid, sensitive, and specific identification of natural and
bioengineered microbes as well as the determination of the microbe’s sensitivity to
drug therapy. These scientific advances will allow health care workers to diagnose
and treat patients more accurately and quickly.

Research Resources.—Basic research and the development of new vaccines, thera-
peutics, and diagnostics depend on the availability of research resources, such as
genomics/proteomics information, appropriate animal models, standardized re-
agents, and appropriate laboratory facilities. Among many initiatives, NIAID plans
to accelerate training of investigators specializing in bioterror agents, establish the
first four to seven of what will be ten regional Centers of Excellence for Bioterrorism
and Emerging Diseases Research, develop a centralized research reagent repository,
and expand the national bioterrorism research infrastructure. The latter will in-
clude the construction/renovation of BioSafety Level (BSL) 3—4 laboratories, nec-
essary to work with the most dangerous pathogens.

SPIN-OFFS OF BIOTERRORIM RESEARCH FOR OTHER DISEASES

We anticipate that the large investment in research on counter-bioterrorism will
have many positive “spin-offs” for other diseases. The planned NIAID research on
microbial biology and on the pathogenesis of organisms with bioterror potential will
certainly lead to an enhanced understanding of other more common and naturally
occurring infectious diseases that afflict people here and abroad. In particular, the
advancement of knowledge should have enormous positive impact on our ability to
diagnose, treat and prevent major killer-diseases such as malaria, tuberculosis, HIV/
AIDS, and a spectrum of emerging and re-emerging diseases such as West Nile
fever, dengue, influenza, and multi-drug resistant microbes. Furthermore, and im-
portantly, the NIAID research agenda on counter-bioterrorism will greatly enhance
our understanding of the molecular and cellular mechanisms of the innate immune
system and its relationship to the adaptive immune system. This clearly will help
in the search for new ways to treat and prevent a variety of immune-mediated dis-
eases such as systemic lupus erythematosus, rheumatoid arthritis and other auto-
immune diseases. In addition, new insights into the mechanisms of regulation of the
human immune system will have positive spinoffs for diseases such as cancer, im-
mune-mediated neurological diseases, allergic and hypersensitivity diseases, as well
as for the prevention of rejection transplanted organs.

VACCINE DEVELOPMENT

Vaccine research, so important to our preparedness against future bioterrorism at-
tacks, has long been a cornerstone of NIAID research. NIAID-supported research
has led to the development of many new and improved vaccines that are now widely
used; these vaccines have saved literally millions of lives and prevented untold ill-
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ness and disability from infectious diseases. Success stories include the development
of vaccines against Haemophilus influenzae type b, pertussis, chickenpox, pneumo-
coccal disease, and hepatitis A and B. NIAID has three broad goals in vaccine re-
search: identifying new vaccine candidates to prevent diseases for which no vaccines
currently exist; improving the safety and efficacy of existing vaccines; and designing
novel vaccine approaches, such as new vectors and adjuvants. To speed these efforts,
NIAID has made a significant investment in the growing field microbial genomics,
and has funded the genomic sequencing of more than 60 medically important mi-
crobes. Approximately 20 of these projects have been completed, including the bac-
teria that cause tuberculosis, gonorrhea, chlamydia, cholera, the parasite that
causes malaria, as well as the mosquito that transmits malaria. The availability of
the genomic sequences of these and other organisms will facilitate the identification
of a wide array of new antigens for vaccine targets.

One of the important challenges for the 21st century is the development of safe
and effective vaccines for the three greatest microbial killers worldwide: HIV/AIDS,
malaria, and tuberculosis. These three diseases account for one-third to one-half of
healthy years lost in less developed countries. NIAID has a robust portfolio of vac-
cine research and development for these and other diseases of global importance.

ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

Despite recent progress in treatment and prevention, human immune deficiency
virus (HIV) disease and AIDS continue to exact an enormous toll throughout the
world. An estimated 40,000,000 people are living with HIV/AIDS, and another
22,000,000 people with HIV/AIDS have died. More than 95 percent of these infec-
tions and deaths have occurred in developing countries, most of which are also bur-
dened by other significant health challenges. In these nations, HIV/AIDS threatens
not only human welfare, but social, political and economic stability as well. In the
United States, approximately 850,000-950,000 people are living with HIV/AIDS; ap-
proximately 450,000 deaths among people with AIDS had been reported to the CDC
as of the end of 2000. The rate of new HIV infections in this country has reached
an unacceptable plateau of 40,000 per year, with minority communities dispropor-
tionately affected.

In the United States and other western countries, potent combinations of anti-
HIV drugs (highly active antiretroviral therapy or “HAART”) have dramatically re-
duced the numbers of new AIDS cases and AIDS deaths. Meanwhile, the toll of
AIDS has accelerated elsewhere in the world, especially in poor countries where ex-
pensive HAART regimens are beyond the reach of all but a privileged few. Fortu-
nately, this disparity in access to life-saving medications may be changing. Building
on the research infrastructure NIAID has helped establish in Africa and elsewhere
in the developing world, we are actively working with our international colleagues
to link the provision of anti-HIV therapy to efforts in prevention research, with the
goal of facilitating a comprehensive approach to the AIDS pandemic in poor coun-
tries. Concurrently, NIAID-supported investigators are testing a diverse range of
HIV prevention and vaccine strategies. Prevention efforts in our country and abroad
focus on several key areas, including behavioral modification, interventions to pre-
vent mother-to infant transmission of HIV, and the development of topically applied
microbicides that women could use to protect themselves against HIV and other sex-
ually transmitted pathogens. Several vaccine candidates have recently shown re-
markable promise in tests in non-human primates. The best candidates are rapidly
being moved into human clinical trials at sites of NIAID’s HIV Vaccine Trials Net-
work in the United States and abroad, and at the NIAID Vaccine Research Center.

RESEARCH ON IMMUNE-MEDIATED DISEASES

NIAID-funded research in basic and clinical immunology has led to many prom-
ising approaches for treating individuals with immunologic conditions such as mul-
tiple sclerosis, type I diabetes and asthma. Researchers are developing novel ways
of selectively blocking inappropriate or destructive immune responses, while leaving
protective immune responses intact, an area of research known as tolerance induc-
tion. The NIAID-supported Immune Tolerance Network an international consortium
of approximately 50 research groups, now has 16 clinical trials that are enrolling
patients or will do so soon, in areas such as islet transplantation (for diabetics), kid-
ney transplantation, autoimmune diseases, and asthma and allergic diseases.

For the past decade, NIAID also has focused on reducing the significant and grow-
ing burden of asthma among inner-city minority children. The current Inner-City
Asthma Study has investigated novel interventions to improve the health of inner-
city children with asthma. One approach, called a physician feedback intervention,
involves periodic reports to the child’s doctor about the status of the child’s asthma.
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These reports, generated from bi-monthly phone interviews with parents, rec-
ommend changes in the child’s treatment regimen according to National Heart,
Lung, and Blood Institute (NHLBI) guidelines, if warranted. Another method is an
environmental intervention that involves identifying and removing asthma triggers
such as cigarette smoke or cockroaches from the child’s home. Both interventions
are reducing health care utilization, and the children receiving the environmental
intervention gained an additional three weeks of symptom-free days during the
intervention year. We are working to make such interventions available nationwide.

CONCLUSION

With a strong research base, talented investigators in the United States and
abroad, and the availability of powerful new research tools, we fully expect that our
basic and applied research programs will provide the essential elements to enhance
our defenses against those who would attempt to harm us with bioterrorism, to de-
velop new tools in the fights against HIV/AIDS and other infectious diseases, and
to improve therapies and management of immune-mediated diseases.

PREPARED STATEMENT OF DR. MARVIN CASSMAN

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of General Medical Sciences
(NIGMS) for fiscal year 2003, a sum of $1,881,378,000, which reflects an increase
of $154,911,000 over the comparable fiscal year 2002 appropriation.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s third annual performance report, which compared our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan.

Today, 40 years since NIGMS was established, we can look back and reflect on
the many accomplishments of the Institute. NIGMS-funded research has played a
major role in building a strong foundation for all of biomedicine, producing a steady
stream of research advances in a spectrum of disciplines. These advances have
emerged from fundamental research in very basic areas like genetics, chemistry,
and cell biology; and from more applied areas of science such as the body’s response
to medicines and to injury caused by trauma or burns.

A GOOD MODEL

In our anniversary year, I think it is fitting to showcase some of the medical bene-
fits that have grown out of NIGMS’s strong investment in supporting basic re-
search—especially that obtained from studies with non-mammalian model orga-
nisms. Years of basic research with model organisms continue to yield valuable in-
formation, including important medical insights. An explosion of new discoveries
rooted in basic investigations of the biology of the common baker’s yeast are paving
the way for effective means to treat infections caused by microbial cousins of this
common fungus, including the potentially dangerous yeast C. albicans. This species
of yeast causes vaginal and gut infections and can cause life-threatening problems
for people with weakened immune systems, such as AIDS patients or transplant re-
cipients.

Other recent medical advances stemming from studies with yeast include several
important research findings on biofilms, specialized “mats” of bacteria or fungi that
tend to be particularly resistant to medical attack. Biofilms, which account for ev-
erything from dental plaque to unsightly toilet bowl stains, also thrive in the
clogged airways of people with cystic fibrosis, where they create tremendous prob-
lems. NIGMS-funded research with baker’s yeast has shown that these ordinary
fungi can be made to form a biofilm structure, providing scientists with a robust,
inexpensive, and safe system to study the properties of biofilms as well as test drugs
to block the formation of biofilms.

There is no question that, for years to come, scientists will continue to relish the
versatility and economy of baker’s yeast, properties that make this model organism
an extraordinarily resilient and productive research tool.

I would like to move on to an exciting story about a team of scientists who are
getting some old drugs to try new tricks. Over time, the group’s research findings
on the chemical and physical properties of certain enzymes and other proteins in-
volved in basic metabolism led to the idea that a certain class of chemicals may live
a dual life. These so-called “bisphosphonates,” the researchers discovered, are capa-
ble of blocking an enzyme critical to the livelihood of parasites, the organisms that
cause malaria and other infectious scourges. But the same chemicals can also knock
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out a human enzyme whose activity breaks down bone during osteoporosis. This
multifaceted group of researchers put their heads together and—blending chemistry,
biology, and very fast computers—discovered that a key step in parasite metabolism
could indeed be knocked out by the anti-osteoporosis medicines Fosamax[],
Actonell, and Aredial. Their new research shows that fairly low concentrations of
these FDA-approved drugs can do away with parasites while sparing human cells.
The scientists are now testing the drugs in animal models of the diseases and so
far have obtained cures—in mice—of certain types of leishmaniasis, another disease
caused by parasites. If the medicines work well in animal models, testing the drugs
in people could occur relatively quickly, since the medicines have already been ap-
proved for other uses, and therefore have already been tested for safety in people.

Other fundamental lines of inquiry have led to unexpected practical benefits in
treating disease. Ten years of intense analysis of the properties and functions of a
plant enzyme led to the discovery that the active ingredient in the weedkiller
Roundup attacks this particular enzyme. The enzyme, the researchers learned years
later, also happens to be present in parasites, fungi, and other microorganisms.
From this discovery, the potential medicinal value of interfering with this enzyme
came into clear view. Fundamental biophysical studies that show what this enzyme
looks like up close have now handed scientists a blueprint for designing chemical
compounds to disable the action of this critical molecule. This research will likely
lead to potent new medicines to treat parasites, bacteria, and fungi that cause ill-
ness in people.

MEDICINES FROM LAND AND SEA

NIGMS’s research investment in chemistry has yielded important medical treat-
ments from the ocean, which can be illustrated by two examples. The first is a poi-
son derived from the venom of a marine snail species called Conus. To marine pred-
ators, a small molecule produced by Conus snails is deadly and serves as a form
of defense. But for people with certain forms of chronic pain, this molecule may be
extremely helpful in numbing pain that is unresponsive to other methods of pain
treatment. Nearly a decade of NIGMS research probing the properties and physio-
logical effects of Conus poisons has matured into the discovery and production of
the compound Ziconotide. This medicine has completed clinical testing and is await-
ing FDA approval. If approved, Ziconotide will be the first marine organism-based
pharmaceutical product. Due to the fact that so many Conus varieties exist in na-
ture, and that each snail produces many different venoms, the pharmaceutical po-
tential of this humble organism seems vast. Indeed, a number of other promising
Conus-derived molecules are in the drug development pipeline for a range of clinical
applications, including treatment for burn pain, eye pain, postoperative surgical
pain, and certain nervous system disorders.

A second example of medicine from the sea is a chemical called “Et743,” which
was originally discovered in a Caribbean sea squirt called Ecteinascidia turbinata.
Scientists have shown that Et743 is an extremely powerful killer of cancer cells,
particularly soft-tissue sarcomas, and the drug is now in late-stage clinical testing.
Despite the medical potential of Et743, a severe shortcoming early on was its very
limited availability in nature. NIGMS-funded chemists made an important step in
extending the utility of this chemical by figuring out how to make it easily in the
lab, starting with simple materials.

Getting back to land, I want to highlight some medical benefits offered through
research with a terrestrial laboratory darling, the ordinary fruit fly. Fundamental
research using these tiny red-eyed insects has shed light on many basic features of
the development of all of the body parts of embryos, including the development of
human embryos. NIGMS-supported scientists discovered a fruit fly gene whose pro-
tein product helps fly ovary cells move to where they need to go during the normal
process of development of the ovaries. This fly gene is strikingly similar to a human
gene that, when misspelled, is overproduced in human breast and ovarian cancers.
The work not only adds to fundamental knowledge about how cells know where to
go as they meld together into organs and tissues, but it also provides a useful tool
for cancer researchers studying the causes and treatments for breast and ovarian
cancer.

Recently, NIGMS-funded genetic research with fruit flies demonstrated that these
insects may hold a key to curing a host of different human diseases. One study un-
earthed 548 fly genes that are so similar to genes involved in 714 different human
genetic disorders that the likelihood of the similarity occurring by chance alone is
1 in 10 billion. What this means is that scientists can look for causes and treat-
ments for blindness, cancer, Parkinson’s disease, diabetes, and many other disorders
using lab fruit flies that are inexpensive and can be bred very quickly. Ultimately,
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scientists predict that fly genes will play an important role in the study of at least
1,000 of the 5,000 known genetic diseases in people.

RESEARCH TRAINING

NIGMS is proud once again to cite the Nobel Prize-winning work of two of its
long-time grantees. Geneticist Dr. Leland Hartwell and chemist Dr. Barry Sharpless
each received the Nobel Prize in 2001 for their work on the cell cycle and chemical
tools called chiral catalysts, respectively. Such quality scientific research gets done
by quality researchers, and a vital component of the NIGMS mission is training the
next generation of scientists. NIGMS maintains its leading role at NIH in research
training by supporting nearly 44 percent of the predoctoral trainees and roughly 29
percent of all trainees receiving training funds from NIH. In recognition of the inter-
disciplinary nature of biomedical research today, all of NIGMS’s training programs
place a strong emphasis on crossing disciplinary boundaries. Nearly half of the
NIGMS-funded biotechnology predoctoral fellowship programs, for instance, are cen-
tered in engineering departments.

In keeping with its commitment to training a diverse research work force, NIGMS
is vigilant to how institutions recruit and retain trainees who are members of
underrepresented minority populations. To propel these efforts, NIGMS sponsored
a successful workshop in May 2001 at which institutions shared best practices for
minority recruitment and retention in their training programs. We are promoting
continued sharing via a minority recruitment and retention strategies Web site.

Looking more globally at our minority programs, I want to bring to your attention
a few very interesting and fruitful examples of outreach with Native American pop-
ulations. Together with National Human Genome Research Institute staff, this past
year NIGMS staff organized a visit to Diné College on the Navajo Reservation. Staff
of the NIGMS Division of Minority Opportunities in Research continue to work tire-
lessly to motivate, guide, and assist minority institutions, faculty members, and
other prospective grantees who are new to the NIH funding system. I would like
to highlight one particularly innovative ongoing partnership with the Indian Health
Service. Beginning in fiscal year 2001, NIGMS established a collaborative program
designed to improve research and research training responsive to the needs of Na-
tive American communities. The Native American Research Centers for Health
(NARCH) program supports partnerships between American Indian or Alaska Na-
tive tribes and research-intensive institutions.

SPECIAL INITIATIVES

Of course, a key component to providing top-notch training programs is to closely
follow the directions in which science takes us, and NIGMS has listened carefully
to what the scientific community has to say about what’s needed to move science
forward. To that end, I am happy to report that NIGMS-funded initiatives aiming
to pull together science from different, complementary fields of study are moving
ahead. Important progress is being made by researchers in the NIGMS-led NITH
Pharmacogenetics Research Network, with four new research teams joining the ex-
isting effort in September 2001. Two new teams of scientists joined NIGMS’s Pro-
tein Structure Initiative, and three multifaceted research groups were awarded
large-scale “glue” grants to study how cells communicate via natural sugar mol-
ecules, how cells move around the body, and how the body responds to injury caused
by trauma and burns.

CONCLUSION

NIGMS remains dedicated to developing and sustaining programs that ensure the
advancement of the basic biomedical research that will fuel the discovery of tomor-
row’s medicines.

Thank you, Mr. Chairman. I would be pleased to answer any questions that you
may have.

PREPARED STATEMENT OF DR. DUANE ALEXANDER

Mr. Chairman and Members of the Committee: I am pleased to present the fiscal
year 2003 President’s budget request for the National Institute of Child Health and
Human Development (NICHD) of $1,218,112,000 which reflects an increase of
$100,870,000 over the comparable fiscal year 2002 appropriation.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
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formance data is NIH’s second annual performance report which compares our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan.

For almost 40 years the NICHD has conducted research that touches Americans
throughout their lives. We seek to ensure that people are able to have the children
they want at the time they want them; that women experience pregnancy without
complications and suffer no adverse consequences from the reproductive process;
that every child is born healthy and wanted; that all children experience healthy
physical, cognitive, behavioral, and social development and reach adulthood free of
disease and disability and able to fulfill their potential for a productive life; and that
people of all ages who experience disability as a consequence of congenital defects,
injury, or disease achieve maximum function through the best rehabilitation we can
provide. We have a broad mission, and we have a dynamic program of research in
all of these areas.

EARLY CHILDHOOD EDUCATION AND SCHOOL READINESS

Reading skills are essential to function in our society. Yet many children, particu-
larly children born in poverty, never learn to read. This inability to read has pro-
found and long term implications for the children in terms of their health, their par-
ticipation in civic life, and their ability to function in an increasingly complex world.
Our research has demonstrated that getting children ready to read before kinder-
garten is a critical step in actually learning to read. Children need to have a basic
understanding that there is a connection between sounds, letters, words and print
before and during kindergarten to learn to read by the first grade. Our research has
also revealed that the vast majority of students who are poor readers in the first
grade remain poor readers in the fourth grade and that almost all children who are
good readers in the first grade remain good readers in the later grades. Early inter-
vention is critical to developing good reading skills and the interventions should
start before kindergarten. The NICHD, in cooperation with the NIMH and the De-
partment of Education, is launching a new program to identify the most effective
ways to help children develop their learning abilities. The program has a com-
prehensive focus that includes promoting cognitive, language and early reading and
math abilities as well as self regulation skills, social competency, and emotional
health. We strongly believe that every healthy child can and must learn to read.

ADVANCES IN MENTAL RETARDATION

Since the NICHD was established, we have made remarkable progress in identi-
fying, treating, and preventing many of the causes of mental retardation. Today,
parents do not have to fear phenylketonuria (PKU), congenital hypothyroidism, or
Hemophilus influenzae type b meningitis because these major causes of mental re-
tardation have been virtually eliminated. Moreover, other causes of mental retarda-
tion such as measles encephalitis, congenital rubella syndrome, and bilirubin
encephalophy have nearly disappeared. And we are making progress in learning
glore about the most common inherited cause of mental retardation Fragile X syn-

rome.

NICHD has a long history of supporting research on Fragile X syndrome. In the
early 1990s, our research led to the identification of the gene affected in Fragile X,
FMRI1. Last year, in a unique collaboration between the NICHD, the NIMH and the
FRAXA Research Foundation, we funded researchers exploring the neurobiology and
genetics of Fragile X syndrome. This year, we will establish three new Fragile X
Research Centers to conduct research directly related to the causes, treatment and
prevention of Fragile X syndrome.

We are also increasing our research in autism. Within the NIH, five Institutes
are members of the NIH Autism Coordinating Committee (NICHD, NIMH, NINDS,
NIDCD, and NIEHS). Since this Committee was established a few years ago, the
NIH has substantially increased its support of autism research from $22 million in
1997 to more than $55 million in 2001. The Collaborative Programs of Excellence
in Autism (CPEAs) are a major focus of our research in autism. The CPEAs, which
we fund along with the NIDCD, link more than 2,500 families of people with autism
to more than 75 researchers in 26 universities around the country. The CPEA Net-
work in turn is linked to a six-nation European autism consortium. The Network
serves as a resource for individuals with autism and their families. The CPEA Net-
work is now studying the world’s largest group of well-diagnosed people with autism
whose genotype and phenotype are available. NICHD will also join other NIH Insti-
tutes in funding at least five new comprehensive Centers of Excellence in Autism
Research as required by the Children’s Health Act of 2000.

Our Institute is committed to understanding and eliminating the causes of mental
retardation. We are equally committed to applying the results of our research to the
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elimination of the barriers that people with mental retardation experience. The
President’s New Freedom Initiative calls for all Americans to be able to realize the
dream of equal access to full participation in American society. For people with
mental retardation, we came closer to realizing that dream in our collaboration with
the Surgeon General on the Conference on Health Disparities and Mental Retarda-
tion. This unique conference was planned and carried out with the full participation
of people with mental retardation. It resulted in a blueprint that we all can use to
reduce these disparities.

MOBILITY FOR ALL

Traumatic injury is the leading cause of death for children and adolescents in the
United States. Major advances in medicine and emergency room services have
helped children survive their injuries, but many survive with disabilities and long
term effects on their quality of life. Their conditions are managed through a variety
of rehabilitation interventions such as medications, physical therapy, and adaptive
equipment or prostheses. However, we have little information on the effectiveness
of many interventions for children. A wide range of developmental events distin-
guishes the rehabilitation of infants, children, and adolescents from that of adults.
Therefore we are establishing a series of clinical trial planning grants in pediatric
rehabilitation. Our goal is to assure that infants and children who experience trau-
matic injury are restored to their maximum function through the best rehabilitation
we can provide.

Traumatic brain injury (TBI) is a leading cause of disability among adults. During
the last two decades, our understanding of traumatic brain injury has increased dra-
matically. For instance, we now know that not all neurologic damage occurs at the
moment of injury, but evolves over the ensuing minutes, hours and days. We are
therefore establishing a multi-center network of clinical sites to evaluate the rela-
tionship between acute care practice and rehabilitation strategies and the long term
well-being of TBI patients. Our goal is to identify which of the interventions are
most likely to result in long term improvements.

PREMATURE BIRTHS

Infants born prematurely have much greater risk of dying in infancy than do
other infants. Premature birth puts infants at greater risk for life-threatening infec-
tions, for a serious lung condition known as respiratory distress syndrome, and for
serious damage to the intestines. The earlier infants are born, the more problems
they are likely to face. Some may develop lifelong disabilities, such as blindness,
mental retardation, and cerebral palsy. The causes of premature birth remain a puz-
zle. Physicians have been largely powerless to prevent this serious, and often dead-
ly, complication of pregnancy. Now, however, two groups of NICHD scientists have
put many of the puzzle pieces in place and a clearer picture is taking shape.

Recently, NICHD scientists and their colleagues discovered that a surge in a
stress hormone may signal the beginning of premature labor. They found that
women who gave birth prematurely had higher levels of the stress hormone than
did women who gave birth at full term. They also found that women who had a low
level of education, received public assistance, or worked at jobs requiring them to
stand or walk for more than six hours a day, also were more likely both to have
high levels of the stress hormone and to give birth prematurely. These researchers
are now looking for ways to reduce the levels of stress hormone during pregnancy
to help prevent premature birth.

Our research is also changing the way we think about prematurity. Traditionally,
researchers have believed that premature labor is an accident in which the uterus
begins to contract before the unborn infant has reached full term. NICHD scientists
have now uncovered evidence that in many cases, the fetus becomes seriously ill and
chemically signals the beginning of labor in order to escape a hostile uterine envi-
ronment. Instead of being an accident, the initiation of early labor may be a means
that nature developed to spare mothers and babies from infection. We are now try-
ing to find ways to identify women who have these infections and who may be at
risk for premature labor and find successful ways to treat them. We are also explor-
ing why African American women are more likely to give birth prematurely than
are women in other ethnic groups. For example, we have discovered that some Afri-
can American families are more likely to possess variations in the genes that signal
rupture of the membranes, the prelude to labor. These variations may make it more
likely that labor will begin prematurely.
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DECLINE IN SIDS RATES

Since we began a public health campaign eight years ago urging parents and care-
takers to place infants on their backs to sleep, we have witnessed a continuous and
steady decline in the number of infants dying from Sudden Infant Death Syndrome
or SIDS. Provisional data from the CDC show that the SIDS rate has declined by
more than 50 percent since the campaign began. This remarkable achievement is
a result of the thousands of individuals and the many organizations who have taken
part in this national public health education effort.

Although the number of infants who die of SIDS has declined in all ethnic groups,
twice as many African American infants die from SIDS as do white infants. To ad-
dress and help eliminate this disparity, we are working with several national Afri-
can American organizations including Alpha Kappa Alpha, 100 Black Women, and
the Women of the NAACP who are meeting with parents and caretakers in schools,
in churches, and in a variety of community settings on the ways to reduce the risks
of SIDS. In the last 12 months more than 50 individual workshops have been con-
ducted, and many more workshops are planned in the coming months in our effort
to eliminate the disparity in the rate of SIDS.

DRUGS TO IMPROVE THE HEALTH OF CHILDREN AND PREGNANT WOMEN

Until fairly recently, over the counter and prescription drugs that were safe for
adults were considered safe for children. However, in addition to being a smaller
size, children’s brains, bones, and metabolism are different from those of adults.
Many of the drugs that have been shown to be safe and effective for adults have
never been tested with children and in fact may behave very differently in children.
In 1994 the NICHD established the Pediatric Pharmacology Research Unit (PPRU)
network as a resource for testing the safety and effectiveness of drugs for infants,
children and adolescents, and immediately began conducting research on drugs that
have been inadequately studied. The network consists of a partnership among the
NIH, the pharmaceutical industry, and university-based researchers. The PPRU
network has grown considerably since the 1997 passage of the Food and Drug Ad-
ministration Modernization Act. Thus far, the PPRU network has conducted more
than 100 studies of drugs in children, including a new anti-diabetic drug. The work-
ing group is also developing new and advanced techniques to monitor a child’s blood
sugar. The PPRU network demonstrates that studies of drugs can be ethically and
efficiently conducted in children.

The study of drugs used during pregnancy is another area of significant concern.
Surveys reveal that nearly two-thirds of all pregnant women take at least four or
five drugs during their pregnancy. Most of these drugs have never received FDA ap-
proval for obstetric use. Funds in the fiscal year 2003 request will enable the
NICHD to establish a network of Obstetric Pharmacology Research Units (OPRUs)
to conduct studies of drugs during pregnancy to assess dose and safety issues in a
way that will provide the necessary information for labeling for use in pregnancy.

WOMEN’S HEALTH RESEARCH

In another area of women’s health, NICHD has established a Clinical Trials Net-
work in Female Pelvic Floor Disorders and has funded eight sites in this network
this year. Each site in the network supports a multidisciplinary team with the ex-
pertise, resources, and infrastructure needed to conduct the clinical studies in pelvic
floor dysfunction, such as pelvic organ prolapse and incontinence. We are also col-
laborating with the NIDDK in funding a Urinary Incontinence Treatment Network.
Through this array of support of basic and clinical research we hope to discover bet-
ter ways to prevent and treat pelvic floor disorders.

ANTHRAX VACCINE

Scientists in NICHD’s intramural laboratories, using funds provided in the DHHS
Bioterrorism Initiative in the last three years, have developed a new approach to
a vaccine against anthrax that they believe will require fewer injections, have fewer
side effects, and induce better immunity. Funds in the fiscal year 2003 budget re-
quest will support clinical trials of this new vaccine.

Mr. Chairman, I will be happy to provide answers to any questions you have.

PREPARED STATEMENT OF DR. PAUL A. SIEVING

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Eye Institute (NEI) for fiscal year 2003, a
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sum of $631.8 million, which reflects an increase of $49 million over the comparable
fiscal year 2002 appropriation.

It is my pleasure to testify today as the new Director of the NEI. I am grateful
for the opportunity to assume this role during a time of unparalleled growth,
progress, and opportunity in biomedical research. The National Eye Institute and
the scientists it supports are committed to reducing the threats to our vision and
to improving the visual health of our citizens. The research that they perform in
this pursuit touches upon every area of scientific endeavor and every facet of the
visual system. Vision scientists have advanced our knowledge of and improved treat-
ment for a number of eye diseases during this past year, and they stand ready to
seize the new opportunities and meet the challenges that await us in the field of
vision research.

RETINAL DISEASE RESEARCH

The retina is the transparent, light-sensitive tissue that lines the back of the eye.
Diseases and disorders of the retina and its blood vessels account for much of the
blindness and visual disability in this country. In the United States, the most im-
portant of these include macular degeneration, diabetic retinopathy, retinitis
pigmentosa and related disorders, retinal detachment, uveitis, and glaucoma.

NEI-supported scientists have made important progress in treating a form of
childhood blindness. A genetic disorder called Leber’s Congenital Amaurosis (LCA)
causes blindness in children by mechanisms similar to those in retinitis pigmentosa.
Scientists demonstrated successful gene transfer to restore vision in an animal
model of this disease. Treatment was performed by introducing normal copies of the
gene to replace the mutated gene. Exciting work lies ahead of us to determine
whether this approach has potential as a sight-restoring therapy in humans. It is
our best hope that this research will lead to a safe and effective means to restore
vision or prevent vision loss in patients with LCA and provide a roadmap for the
development of therapies for people with a variety of similar diseases.

Researchers also released major findings related to the prevention of macular de-
generation. The Age-Related Eye Diseases Study, called AREDS, demonstrated that
high levels of antioxidant nutrients and zinc reduced the risk of advanced age-re-
lated macular degeneration. Other NEI-sponsored scientists continue to conduct lab-
oratory and clinical studies on the developmental, molecular and cellular biology,
the molecular genetics, and metabolism of the photoreceptor cells that capture light;
the initial neural processing of information that is transmitted to the visual centers
of the brain; the pathogenesis of diabetic retinopathy; and a variety of other sight-
threatening eye diseases and conditions. The ultimate goal of these studies is to de-
velop effective therapeutic or preventive measures where none currently exist or to
improve those treatments that are currently available.

CORNEAL DISEASE RESEARCH

The cornea is the transparent tissue at the front of the eye that plays an impor-
tant role in refracting or bending light to focus visual images sharply on the retina.
Because the cornea is the most exposed surface of the eye, it is especially vulnerable
to damage from injury or infection. The leading causes of corneal blindness are her-
pes simplex virus (HSV) infection and other infections, corneal opacification or
clouding, and inherited and degenerative diseases. Recent results from NEI-spon-
sored studies have provided important information about the spread of HSV and
have suggested that rapid systemic treatment may be more effective than topical
antivirals in treating acute, primary infections. Scientists have also learned more
about the immune mechanisms involved in corneal transplant rejection and have
suggested a means to increase transplant success.

The NEI supports a variety of other laboratory and clinical studies, including: the
regulation of genes that express proteins unique to corneal tissue; investigation of
the use of adult corneal stem cells to treat corneal damage due to disease or injury;
the mechanisms that maintain corneal hydration and transparency; improvement in
the diagnosis and treatment of dry eye; the physiologic basis for autoimmune dis-
ease involving the cornea; and corneal wound healing. These studies should ulti-
mately improve our ability to limit or prevent damage to corneal clarity caused by
injury, infection, or other disease processes.

CATARACT RESEARCH

A cataract is an opacity of the eye’s normally clear lens that interferes with vi-
sion. Cataract may develop at any time during life, although it is most often associ-
ated with advancing age. In addition to aging, cataract may be a consequence of dia-
betes and other metabolic disorders, trauma, exposure to ionizing radiation, or it
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may be inherited. Although cataract treatment in this country is one of the most
successful of all surgical procedures, development of non-surgical approaches to pre-
venting or treating cataracts remains a research priority.

NEI investigators have recently reported that women on estrogen replacement
therapy are less likely to develop cataracts. Additionally, scientists have found that
a subunit of a major protein component of the lens is highly effective in protecting
cells from stress-induced cell death but may become overwhelmed, leading to cata-
ract formation. These results suggest additional avenues of research that may lead
to non-surgical therapies to prevent or delay cataract formation. NEI-sponsored re-
search continues on the development and aging of the normal lens of the eye; the
identification of the molecular and cellular components that maintain the trans-
parency and proper shape of the lens; the control of lens cell division and differen-
tiation; and the impact of continual oxidative insult on the lens.

GLAUCOMA RESEARCH

Glaucoma leads to blindness from damage to the optic nerve of the eye. Glaucoma
is often, but not always, associated with increased pressure within the eye caused
by inadequate drainage of aqueous humor, the fluid within the eye that nourishes
the cornea and lens. Although glaucoma is primarily a chronic disease of aging, it
may occur at any age. It can occur as a primary disorder or it can be secondary
to other ocular or systemic conditions. Glaucoma is a major health problem and the
number one cause of blindness in African-Americans. Glaucoma research is a pri-
mary focus for NEI’s research on health disparities. More than two million Ameri-
cans have definite glaucoma and it is estimated that another two million are un-
aware that they have the disease. Nearly 120,000 are blind from this disease.

In the past few weeks, NEI-funded investigators identified a new gene mutation
on chromosome 10 that caused a form of adult-onset glaucoma. The gene codes for
a protein that normally protects nerve cells from damage. Scientists have also re-
cently identified a molecular marker of glaucoma in the trabecular meshwork, which
forms the tissue that regulates the exit of aqueous humor from the eye. This same
substance is the earliest marker for the buildup of fatty deposits in the linings of
blood vessels damaged by high blood pressure. Other markers that are usually asso-
ciated with oxidative stress and inflammatory reactions were also identified in cells
from glaucoma patients. Such studies offer insights and hope for new and more ef-
fective therapeutic interventions.

STRABISMUS, AMBLYOPIA, AND VISUAL PROCESSING RESEARCH

Childhood vision loss most frequently results from strabismus, a misalignment of
the eyes and the development of amblyopia, or lazy eye. Strabismus results in dis-
eases in which visual processing is abnormal. Amblyopia can result from this mis-
alignment or from unequal refraction between the eyes. Research on strabismus and
amblyopia encompasses a broad range of clinical and laboratory studies on the
structure and function of the neural pathways from the retina to the brain, the cen-
tral processing of visual information, visual perception, the control of ocular mus-
cles, and refractive errors.

Important new results from the Amblyopia Treatment Study are being released
March 13. This study began recruiting patients in April 1999 to compare two dif-
ferent treatments for amblyopia eye patching or administration of a single eye drop
of atropine per day. These exciting findings will change clinical practice in this
country. NEI research support continues for a broad range of other preventative,
therapeutic and laboratory studies that are concerned with the development and
function of the neural pathways from the eye to the brain; wiring of the visual sys-
tem of the brain during the young years of development; the central processing of
visual information; visual perception; optic neuropathies; eye movement disorders;
and the development of myopia.

HEALTHY PEOPLE 2010

Healthy People 2010 is a national initiative to prevent disease and promote health
issues sponsored by the U.S. Department of Health and Human Services. Vision ob-
jectives, codified as Healthy Vision 2010, are highlighted in this initiative. The NEI
coordinates the workgroup activities designed to accomplish these objectives. This
vision focus area addresses visual impairment due to eye disease and refractive
error; regular eye examinations for children and adults; vision screening for pre-
school children; and injury prevention. Initial activities include collecting baseline
data on eye disease prevalence, so that progress can be monitored in treating the
visual disabilities that lead to low vision and impair the productivity and quality
of life of our citizens.
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HEALTH EDUCATION AND COMMUNICATION

The National Eye Health Education Program (NEHEP) was mandated by Con-
gress and implemented by the NEI to increase awareness among health care profes-
sionals and the public of scientifically based health information that can be applied
to preserving sight and preventing blindness. NEHEP works through its partner-
ship of over 60 professional and voluntary organizations to implement three formal
education programs covering glaucoma, diabetic retinopathy, and low vision.

The newest of these programs is the Low Vision Education Program, designed to
increase awareness of low vision and its impact on quality of life. As a part of this
program, the NEI launched a multi-year nationwide shopping center tour of THE
EYE SITE—A Traveling Exhibit on Low Vision. The exhibit consists of five colorful
kiosks and features an innovative interactive multimedia touchscreen program. The
exhibit is targeted to all people over age 65, and Hispanics and African Americans
of any age. These groups, their families, and friends are the primary audience for
the exhibit.

Another NEHEP program theme highlights a new Medicare benefit for glaucoma
detection, which became effective in January. The Medicare benefit includes cov-
erage of a dilated eye examination with an intraocular pressure measurement for
people at highest risk of developing the disease, including African Americans over
age 50, people with diabetes and those with a family history of the disease. This
new effort is being coordinated with other Federal agencies, including the Center
for Medicare and Medicaid Services.

GOVERNMENT PERFORMANCE AND RESULTS ACT

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s second annual performance report which compared our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan.

Mr. Chairman that concludes my prepared statement. I would be pleased to re-
spond to any questions you or other members of the committee may have.

PREPARED STATEMENT OF DR. KENNETH OLDEN

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget for the National Institute of Environmental Health Sciences (NIEHS)
for fiscal year 2003, a sum of $619,769,000, which reflects an increase of
$48,290,000 over the comparable fiscal year 2002 appropriation. The NIH budget re-
quest includes the performance information required by the Government Perform-
ance and Results Act (GPRA) of 1993. Prominent in the performance data is NIH’s
second annual performance report which compared our fiscal year 2001 results to
the goals in our fiscal year 2001 performance plan.

INTRODUCTION

Although most of the visible environmental problems of the 1950s and 1960s have
been ameliorated, massive quantities of toxic agents are still polluting our environ-
ment. This includes chemicals that are known to be rodent and human carcinogens
and neuro-, immuno-, or developmental-toxins. Whether current levels of exposure
to these agents are contributing to the high or increasing incidence of cancer, Par-
kinson’s and Alzheimer’s Disease, asthma, autism, learning disabilities, diabetes, or
other complex disorders is a matter of considerable concern. Finding answers to
these questions has been a slow and difficult process. The traditional methodologies
available to environmental health researchers have not been adequate to elucidate
:cihe intricate gene-environment interactions involved in the development of complex

iseases.

Today, the environmental health sciences stand on the threshold of new and excit-
ing opportunities. The knowledge and technologies spun by the Human Genome
Project has unshackled this important discipline and created unprecedented techno-
logical opportunities to advance our understanding of environmentally-associated
toxicities and diseases. By using a combination of new technologies (genomics,
proteomics, and metabonomics), one can achieve an integrative view of gene-envi-
ronment interaction at the level of the whole organism.

To exploit the disease prevention promise of these technologies, NIEHS has tar-
geted three critical areas of research: (1) identification of the suite of gene-environ-
ment interactions involved in the development of the major diseases, (2) develop-
ment of public health or medical prevention/intervention strategies, and (3) develop-
ment of mechanisms to translate knowledge and technology into the practice of pre-
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ventive and clinical medicine. By investing in these areas of research, NIEHS ex-
pects to be a major contributor to one of the most important functions of govern-
ment—the protection of human health.

I will briefly describe three technologically-driven initiatives that represent major
investments for the NIEHS, and have potential for preventing disease, making
sound environmental health policy decisions, and reducing the time and costs associ-
ated with assessing the toxicity or carcinogenicity of chemical and physical agents
in our environment.

SEARCH FOR ENVIRONMENTAL SUSCEPTIBILITY GENES

Throughout life, human and other organisms are subjected to environmental in-
sults on a continual basis. As a result, sophisticated metabolic pathways have
evolved to buffer against toxic injury. Collectively, these buffering pathways or
mechanisms have been referred to as the “environmental response machinery.” All
human genes, including those that code protein components of the environmental
response machinery, are subject to genetic variability that can result in outright
failure or altered efficiency in a buffering or protective mechanism.

Although reference is made to the human genome, the concept of a single genome
is misleading. Each individual’s genetic makeup, with the exception of identical
twins, is unique. While the genomes of individuals are 99.9 percent identical, the
0.1 percent variation leaves considerable room for individual differences among the
approximately three billion nucleotide base pairs that make up the human genome.
The variation in gene structure among individuals is known to play a significant
role 1in disease development by increasing or decreasing sensitivity to environmental
insults.

To date, very few environmental susceptibility genes have been identified, but
with improvements in methods of gene discovery and genotyping, large-scale studies
of the genetic basis for susceptibility to environmental exposures are now practical.
Therefore, NIEHS initiated a search for such environmental susceptibility genes ap-
proximately three years ago with the announcement of the Environmental Genome
Project (Science 278: 569-570; Nature Genetics 18: 91-93), by contracting with the
genome sequencing laboratories developed by the Human Genome Project. The ques-
tions being addressed by the genome discovery project include: (1) Which of the
genes coding for proteins involved in buffering against environmental insults vary
structurally among individuals, (2) What is the relative distribution of the various
forms of the genes in the U.S. population, and (3) What are the consequences of the
genetic alterations with respect to toxic injury or susceptibility to environmental ex-
posures? To date, we have completed the search for functional variations in 104 of
the 544 genes initially targeted for analysis. This has been done in a sufficient popu-
lation sample size so that we can be reasonably certain that variations discovered
are representative of the U.S. population. However, I should stress that the 544
genes examined in this study do not represent all, or even most, of the environ-
mental susceptibility genes in the human genome; most are yet to be discovered. In
fact, NIEHS is collaborating with the National Human Genome Research Institute
and other Institutes in the Single Nucleotide Polymorphism discovery and the
Haplotype-Mapping projects to uncover other susceptibility genes.

I should also emphasize that genes are not the only factors that contribute to dif-
ferences in susceptibility to environmental exposures; age or stage of development,
behavior, and general health or nutritional status can have a spectacular influence.
In the interest of time, these issues will not be addressed here, but they are among
the top investment priorities of the NIEHS.

TOXICOGENOMICS

The vast majority of synthetic and natural chemicals in our daily environment
have not been thoroughly screened for toxicity (“Toxic Chemicals,” Environmental
Defense Fund, 1993). Also, the demand for toxicity assessment has increased dra-
matically over the past decade because of the rapid evolution of drug discovery
science and the build-up of chemical and physical pollutants in the environment re-
sulting from activities of the increasing human population. Thus, more efficient and
cost-effective toxicity screening methods must be developed. The conventional ap-
proaches of exposing laboratory animals to high doses of single chemicals are too
slow, too expensive, use too many animals, and are not very informative with re-
spect to mechanisms of toxicity.

Toxicogenomics is a new discipline, spun from the Human Genome Project, that
merges toxicology with new technologies for analysis of genes (genomics), proteins
(proteomics), and metabolites (metabonomics) derived from cells, tissue extracts or
body fluids. This field of endeavor was formally inaugurated when NIEHS an-
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nounced the development of the National Center for Toxicogenomics in November
2000 (Science 289: 536-537; Pollack, Andrew, The New York Times, 28 November
2000). The Center consists of an intramural laboratory and five university-based
programs. Program coordination and database management are handled by the in-
tramural component.

This approach to assessment of toxicity was made possible by development of the
capacity to array thousands of DNA fragments, corresponding to specific genes, on
matrices and hybridization with mRNA or ¢cDNA. Using this approach to profile
mRNA expression patterns, one can determine which genes are turned on or off by
exposure to specific environmental agents. However, the mRNA product of a single
gene can be sliced or processed to give rise to several proteins or peptides. There-
fore, protein and metabolite analyses are necessary to understand the mechanisms
and pathways involved in the development of disease or toxicity.

Toxicogenomics is a promising technology, but one that will take a while to
achieve the potential public health and economic benefits. Toxicologists must de-
velop a knowledge base to discriminate between adaptive or pharmacological re-
sponses and toxicological effects, as virtually any change in the environment will in-
fluence the expression of many genes. Also, signature patterns must be correlated
with conventional indices of toxicity. So, hundreds of chemicals and many experi-
mental variables will need to be examined before we will know its full impact.

MOUSE GENOMICS CENTERS

Fortunately, almost every human gene appears to have a counterpart in the
mouse, opening the possibility of constructing special mouse models containing the
specific variations (polymorphisms) identified in the Environmental Genome Project.
Such models are now being developed by use of gene “knock-out” and “knock-in”
technology in several university-based Centers established for this purpose by
NIEHS in 2001. These models will be made available to researchers upon request
to investigate the relationship between particular genotypes and environmental ex-
posures and diseases.

PUBLIC OUTREACH AND TRANSLATION OF RESEARCH

It is becoming increasingly important to get consumers more intimately involved
and informed about science and its implications. To this end, NIEHS employs cit-
izen-based priority setting through Town Meetings and Brainstorming Sessions held
throughout the year in various regions of the U.S. These sessions involve the par-
ticipation of the senior leadership of the NIEHS, elected officials, local industry, re-
gional offices of other federal agencies, state and county health officials, university
scientists, public interest groups, and lay citizens. On average, a Town Meeting at-
tracts an attendance of 200 to 400 participants from the local community.

NIEHS also supports workshops and roundtables under the banner of the Na-
tional Academy of Sciences to promote awareness and understanding of the new op-
portunities in environmental health and policy implications of the science. Further-
more, the 40 NIEHS-supported Centers are required to sponsor outreach activities
in their local communities.

To ensure that progress is made in translating our science into the practice of
medicine, NIEHS has developed several Centers programs that bring basic and clin-
ical researchers (physician scientists) together in the same space. Examples of such
programs include our existing Children’s Environmental Health Research and Pre-
vention Centers. This year we expect to develop similar centers on Parkinson’s dis-
ease and breast cancer.

NATIONAL SECURITY

Over the past 35 years, the NIEHS has developed a cadre of first-rate researchers
in the environmental health sciences. Five NIEHS-supported Centers in the New
York area have more than 100 researchers with expertise in air pollution, asbestos
toxicity, exposure assessment, children’s health, and population-based epidemiology
studies. Since September 11, they have initiated research activities in response to
the attack on the World Trade Center with NIEHS support and coordination. Their
efforts include exposure assessment, epidemiology, medical care and clinical evalua-
tion, and community outreach and education. These activities are now being inte-
grated into the government-wide effort coordinated by the Federal Emergency Man-
agement Agency.

The other area in which NIEHS has expertise and plans to contribute, is in the
Nation’s preparation to prevent toxicity and death from bioterrorism. Toxicogenomic
technologies discussed earlier are capable of detecting, tracking, and containing
chemical poisons or infectious microorganisms. Identification of susceptibility genes
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and characterization of their function through toxicogenomics can provide impor-
tance clues for understanding, and ultimately preventing, the progression of dis-
eases. The specific pattern of gene response can also provide clues about host de-
fense mechanisms which can also be exploited for prevention. NIEHS plans to use
the National Toxicology Program to conduct toxicological evaluations of defined mix-
tures of contaminants identified by environmental monitoring studies of ambient
and indoor air and dust; and to evaluate the safety of therapeutic regimens and
intervention measures likely to be employed in biological or chemical terrorism
events. This technology is not limited to chemicals; it could also identify genes
whose expressions are critical for a pathogen to overcome body or host defense
mechanisms.

SUMMARY

Investment in environmental health prevention research is the best hope of elimi-
nating the epidemic of disease. Investment in such research will save lives, spare
pain and suffering, and save money in the years ahead. The proposed and ongoing
research will lead to more effective environmental surveillance systems with the ca-
pacity to rapidly analyze and assess the health risks of chemical and biological
agents.

PREPARED STATEMENT OF DR. RICHARD J. HODES

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute on Aging (NIA) for fiscal year 2003,
a sum of $971,709,000, which reflects an increase of $75,645,000 over the com-
parable fiscal year 2002 appropriation. The NIH budget request includes the per-
formance information required by the Government Performance and Results Act
(GPRA) of 1993. Prominent in the performance data is NIH’s second annual per-
formance report, which compared our fiscal year 2001 results to the goals in our fis-
cal year 2001 performance plan.

Americans over age 65 are more likely today than at any other time in history
to be vigorous and productive. Life expectancy, disability rates, and health and
wealth indicators have all shown significant improvement over the past decade. At
the same time, healthy, comfortable older age continues to elude many Americans,
particularly members of certain racial, ethnic, and socioeconomic groups. Diseases
of aging, including Alzheimer’s disease, cardiovascular disease, osteoporosis, cancer,
diabetes, and arthritis, affect too many older men and women, seriously compro-
mising the quality of their lives. And the challenges of dealing with a rapidly aging
population will continue to grow: According to data from the U.S. Bureau of the
Census, there are today approximately 35 million Americans age 65 and older. If
current demographic trends hold, that number will double by the year 2030. NIA
is committed to supporting high-quality research to address all aspects of aging,
from conditions and diseases that primarily affect older people to physical, behav-
ioral, and cellular characteristics of the aging process.

AMERICANS ARE LIVING LONGER AND HEALTHIER LIVES

Census data indicates that life expectancy in the United States is approximately
76 years, up from about 49 a century ago. This increase is largely due to improve-
ments in health care, nutrition, and overall standard of living for most people. Lon-
gevity, particularly “super-longevity” (living 100 years or beyond), also has a signifi-
cant genetic and molecular component. For example, several genetic polymorphisms
are known to confer extreme longevity in animal models, and studies suggest that
similar polymorphisms may operate in humans. Scientists have also found that a
positive outlook in early life may be associated with greater longevity. More re-
search is needed to understand the connection between early emotional state and
length of life.

Not only are Americans living longer, but we’re also remaining healthier into old
age. The most recent National Long Term Care Survey (NLTCS), the latest of a se-
ries of surveys of the U.S. elderly population, continues to document a dramatic de-
cline in the overall prevalence of physical disability among older Americans over the
past two decades. While 26.2 percent of the elderly were assessed as disabled in
1982, this figure dropped to 19.7 percent in 1999. Of particular note is the sharp
reduction in disability rates among African Americans during the 1990s, reversing
trends from the 80s. Results from the NLTCS also show significant declines in se-
vere cognitive impairment, with 900,000 fewer cases in 1999 than expected based
on the 1982 rates a decline in prevalence from 5.2 to 2.7 percent. The finding that
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cognitive disability is declining is also supported by evidence from the Health and
Retirement Study, which indicated that declines were especially large among those
with less than a high school education and those ages 80 and older, groups in whom
cognitive impairment is particularly prevalent.

CONQUERING ALZHEIMER’S DISEASE

Alzheimer’s disease (AD), the most common cause of dementia among older per-
sons, tragically affects as many as four million Americans, most of whom are 65 or
older, according to the Alzheimer’s Association. However, we have made progress in
several important areas. For example:

We are identifying risk factors.—Identifying risk factors for AD will help us iden-
tify pathways affecting its development or progression and may lead to better pre-
dictors of the disease even before it is clinically apparent. Until last year, just four
of the approximately 30,000 genes in the human genome were conclusively known
to affect the development of AD pathology. Recent genetic studies suggest that as
many as four additional and as yet unidentified genes may also be risk factors for
late-onset AD. NIA-supported researchers are attempting to identify other risk fac-
tors through population studies.

We are improving our ability to diagnose AD early.—Scientists are developing and
refining powerful imaging techniques that target anatomical, molecular, and func-
tional processes in the brain. These new techniques hold promise of earlier and
more accurate diagnosis of AD, as well as improved identification of people who are
at risk of developing the disease. Recent studies suggest that positron emission to-
mography (PET) scanning of metabolic changes in the brain and magnetic resonance
imaging (MRI) scanning of structural brain changes may be useful tools for pre-
dicting future decline associated with AD and other neurodegenerative diseases.

We are developing new, more effective treatments for AD.—One way to treat AD
successfully may be to interfere with early pathological changes in the brain, includ-
ing the development of AD’s characteristic amyloid deposits and neurofibrillary tan-
gles. A number of promising approaches, many of them targeted at the reduction
of amyloid plaques, are being developed and tested in various model systems. In
2001, NIA funded research to find new ways to treat AD by targeting underlying
disease processes and continuing development of a vaccine to prevent the disease.
Recent studies have successfully used antibodies to clear amyloid plaques from the
brains of mice that were genetically engineered to develop AD-like pathology. Other
recent studies have shown that statins, the most commonly used cholesterol-low-
ering drug, may be associated with a lower risk of AD, and that high blood levels
of the amino acid homocysteine may increase risk. Increasing intake of folic acid
and vitamins B6 and B12 can reduce blood levels of homocysteine, and NIA is plan-
ning a clinical trial of these substances to test whether supplementation can slow
the rate of cognitive decline in people diagnosed with AD.

NIA is currently supporting 18 AD clinical trials, seven of which are large-scale
prevention trials. These trials are testing agents such as estrogen, anti-inflam-
matory drugs, and anti-oxidants for their effects on slowing progress of the disease,
delaying AD’s onset, or preventing the disease altogether. Other intervention trials
are assessing the effects of various compounds on the behavioral symptoms (agita-
tion, aggression, and sleep disorders) of people with AD. The NIA is also supporting
studies that are testing interventions for improving AD patient care delivery and
alleviating caregiver burden.

UNDERSTANDING THE BIOLOGY OF AGING

We are continuing to advance our understanding of the molecular and cellular
changes that underlie aging processes. New technologies are providing answers to
questions about how genes control cell and tissue function. Arrays of DNA cor-
responding to specific genes permit the comparison of expression of tens of thou-
sands of genes at one time to determine which are turned on or off in a particular
cell or condition. A collection of 15,000 mouse genes has been developed, including
genes active in early development. To facilitate extensive use of this gene collection,
NIA has made it available to research institutions worldwide. Verified sequences of
each gene in the set are also available; by comparing the sequence information with
genes that have already been well studied, scientists may be able to determine the
function of these genes in mice. The Institute has also developed the NIA
Microarray Facility, which provides investigators with low-cost access to micro-
arrays developed from the set and will also provide for collecting and analyzing the
gene expression findings of multiple investigators. Continued discovery of genetic
pathways that influence longevity in a variety of experimental animal models may
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help in identifying both genes and molecular processes that affect health of aging
humans.

REDUCING DISEASE AND DISABILITY

In addition to AD, we have made a number of advances in other diseases and con-
ditions. Our knowledge of the beneficial effects of exercise continues to increase; for
example, last year researchers found that physical activity can stave off disability
in older persons with osteoarthritis of the knee, a form of arthritis that is particu-
larly common among people age 50 and over. NIA’s highly successful campaign to
encourage older people to exercise is working to translate research findings into ac-
tion. Since the campaign was launched in 1998, NIA has distributed over 430,000
copies of its exercise guide and over 55,000 copies of its companion video to the pub-
lic. In addition, a Spanish-language version of the guide was published in January
2002.

To address disability and disease in special populations, NIA implemented a
major new study of health disparities among different racial, ethnic, and socio-
economic groups. The study, Healthy Aging in Nationally Diverse Longitudinal
Samples (HANDLS), focuses primarily on cerebrovascular health, cardiovascular
health, age-associated changes in cognition, and strength and physical functioning.
Through this study, we hope to address hypotheses about aging and health dispari-
ties in minority and poor populations to understand the significance of environ-
mental and genetic risk factors for disease. The pilot phase of HANDLS, in which
investigators assessed the logistics and feasibility of this community-based study,
was completed at the end of 2001, and the larger population-based phase of this
study is scheduled to begin in late fall of 2002.

Other important research advances include:

Parkinson’s Disease.—In an effort to develop a new model of Parkinson’s disease,
scientists exposed rats to rotenone, a common pesticide. Exposed rats showed patho-
logical changes characteristic of Parkinson’s disease, as well as motor behavior ab-
normalities, such as rigidity and decreased motor activity, that are frequently seen
in Parkinson’s disease patients. This new model of Parkinson’s disease will be useful
in designing and testing new therapeutic interventions, as well as further identi-
fying environmental exposures that may be risk factors for developing the disease.

Diabetes.—Diabetes is one of the major debilitating diseases that affect older peo-
ple. Among the elderly, type 2 diabetes is the most common; it occurs when pan-
creatic beta cells produce insufficient insulin or when the body cannot use its insulin
efficiently. NIA-supported researchers participated in the Diabetes Prevention Pro-
gram, a major, multi-institutional study that was initiated by the National Institute
on Diabetes and Digestive and Kidney Diseases and was designed to identify inter-
ventions that could prevent or delay the development of type 2 diabetes. The re-
searchers found that people who are at high risk for diabetes can sharply reduce
their risk by adopting a low-fat diet and moderate exercise regimen. This effect was
most pronounced among study participants age 60 and over. Treatment with the
drug metformin (Glucophagell) also reduced diabetes risk among study participants,
but for unknown reasons was less effective among older participants. Nearly half
of the study participants were members of racial and ethnic groups that suffer dis-
proportionately from type 2 diabetes, including African Americans, Hispanic Ameri-
cans, Asian Americans and Pacific Islanders, and American Indians.

Cancer.—Much remains unknown about cancer diagnosis, prevention, and treat-
ment in older people. NIA supports a variety of cancer-related basic and clinical re-
search projects, many of them in collaboration with the National Cancer Institute
(NCI) and other NIH Institutes. For example, NIA has an initiative to expand
knowledge on aging- and age-related aspects of prostate cancer in different popu-
lations. NIA and NCI have also created a partnership that has resulted in an ag-
gressive research agenda within the NCI-designated cancer centers to reduce the
burden of cancer for older persons.

Hip Fracture Recovery.—According to a recent study (Marcantonio et al., J Am
Geriatr Soc 48: 618-624, 2000), 250,000 older Americans fracture a hip each year,
and delirium, an acute confusional state, complicates recovery from hip fracture re-
pair in at least one-third of these people. Besides being frightening to patients and
their families, and difficult to manage in the hospital, delirium after hip fracture
is also associated with poor recovery of function in both the short and long term.
In a recent study aimed at reducing risk factors for delirium, geriatricians provided
a variety of recommendations to the orthopedic physicians caring for the hip-frac-
ture patients. This intervention led to a one-third reduction in the number of pa-
tients who developed delirium and a one-half reduction in the patients who devel-
oped severe delirium.
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Estrogen Replacement Therapy.—Each year, millions of American women turn to
hormone replacement therapy (HRT) to relieve peri- and post-menopausal symptoms
and for protection against age-related conditions such as heart disease and
osteoporosis. However, HRT can have unwanted side effects. In a recent clinical
trial, women over age 65 received one of three doses of estrogen. The highest dose
was the amount most commonly prescribed today, and the lowest dose was one-
fourth of this amount. They found that the low dose markedly reduced bone break-
down, a reduction that was similar to that produced by the highest dose, and re-
duced the frequency of common side effects. In fact, low-dose therapy resulted in no
more side effects than placebo. These findings suggest that a lower dose of estrogen
may be just as effective as the regular dose, but have fewer side effects.

Cardiovascular Disease.—An exciting area of stem cell research lies in the ability
of the body to use its own stem cells to repair damaged organs. In a recent study,
mice with induced heart damage were injected with particular proteins called
cytokines. Stimulated by the cytokines, the mice’s own primitive bone marrow cells
migrated to the heart, converted to several different types of cardiac cells, and con-
tributed to repair of the damaged tissue, improving both heart function and survival
of the treated mice. In a study of human heart transplant patients, scientists found
that primitive cells from heart transplant recipients can migrate to and become a
functioning part of the donated heart. These results are extremely preliminary, and
further research is needed. However, the findings from these studies challenge the
conventional wisdom that damaged heart tissue cannot be regenerated, and suggest
that the body’s own naturally-occurring stem cells may be able to repair tissue dam-
age and fight disease.

CONCLUSION

It is becoming increasingly obvious that old age need not be associated with ill-
ness, frailty, or disability. In fact, we have made tremendous progress against all
of the major diseases and conditions of aging. However, much work remains to be
done. By continuing and intensifying research, NIA can move forward in meeting
theA promise of extended life by improving the health and well-being of older people
in America.

PREPARED STATEMENT OF DR. STEPHEN I. KATZ

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Arthritis and Musculoskeletal
and Skin Diseases for fiscal year 2003, a sum of $488,228,000, which reflects an in-
crease of $37,988,000 over the comparable fiscal year 2002 appropriation.

It is an honor for me to have this opportunity to share stories of research ad-
vances as well as highlights of the many opportunities we have in research on
bones, muscles, joints, and skin. The mission areas of our Institute touch the daily
life of millions of Americans, and we are committed to improving quality of life as
well as longevity. Diseases within our mandate know no barriers in terms of age,
gender, ethnicity, or socioeconomic status. In fact, many of the diseases in our mis-
sion areas disproportionately affect women and minority individuals, and we are
committed to determining why this is the case.

RESEARCH IN CHILDREN

While we typically associate chronic diseases with the elderly, the fact is that they
can affect people of all ages, and can rob a child of the joys and activities of the
young. The other reality is that children are not small adults—diseases affect them
in different ways and treatments may have different effects in children than adults.
In light of these and other realities, the NIAMS has undertaken a number of pro-
grams and activities focused on children to enhance our understanding of childhood
diseases and to develop improved treatments for our younger generation. For exam-
ple, it has been said that osteoporosis is actually a disease of childhood that is mani-
fested in later years. We know how vitally important it is that children develop a
strong skeleton in childhood so that they can withstand the age-related changes that
occur in their bones later in life. Research supported by the NIAMS has resulted
in the design of a 7-month, high intensity jumping regimen that will increase peak
bone mass at two clinically critical sites, the hip and the spine. Investigators discov-
ered that children who participated in the jumping program had a significantly
greater change in bone mineral content in both the hip and spine compared with
a control group, as well as showing positive differences in bone mineral density and
bone area. This regimen, which can easily be incorporated into the regular elemen-
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tary school curriculum, has potentially important public health implications with re-
spect to optimizing peak bone mass attainment in young people.

The NIAMS has also placed an enhanced emphasis on research on osteogenesis
imperfecta (OI), one of the most common genetic diseases of bone. OI is character-
ized by brittle bones that fracture easily, and is caused by mutations in the gene
for a protein called type I collagen. NIAMS-supported researchers have recently re-
ported very exciting progress in both the controlled introduction of genes into bone
cells, as well as the ability to inactivate mutant genes that can cause disease. Fur-
ther progress in OI research is expected as a result of several new grant awards
from the NIAMS for projects ranging from cutting-edge gene and cell therapies to
testing drug treatments in mouse models of the disease.

In other research related to children, the NIAMS continues to lead the NIH’s Pe-
diatric Rheumatology Clinic. In addition to providing diagnosis, evaluation, and
treatment of juvenile arthritis and other rheumatic diseases, the clinic facilitates
the translation of research advances to improve patient care. A new study underway
at the clinic is designed to determine the best medication combinations for treating
children with juvenile rheumatoid arthritis. We recognize that we have much to
learn about diseases in children and we are currently developing a new, broad ini-
tiative that will focus on multidisciplinary translational research projects in rheu-
matic and immuno-inflammatory skin and muscle diseases of children so that we
can target those areas that present special challenges in children.

ARTHRITIS AND OTHER RHEUMATIC DISEASES

Research on osteoarthritis, a degenerative joint disease, took a big step forward
with the launching of the new public-private partnership that teams several NIH
entities, the FDA, and four pharmaceutical companies in the Osteoarthritis Initia-
tive. Clinical research on osteoarthritis has been severely hampered by the lack of
biological markers needed to assess the progression of this most common form of
arthritis. The significant commitment required to undertake such a study has been
beyond the scope of either government or industry alone, but is feasible and indeed
underway through this new partnership. The NIAMS teamed with our colleagues
in the National Institute on Aging in leading this effort to fund from four to six clin-
ical research centers to establish and maintain a natural history database for osteo-
arthritis. The database will include clinical evaluation data and radiological images,
as well as a biospecimen repository. All data and images collected will be available
to qualified researchers worldwide to help hasten the pace of scientific studies and
biomarker identification. In a separate effort, the NIAMS is supporting work to de-
velop biomarkers for two chronic inflammatory diseases which affect many Ameri-
cans, rheumatoid arthritis and lupus.

Lupus is a serious and potentially fatal autoimmune disease that occurs with
greater frequency and intensity in African American women, and it affects many
organ systems of the body. One of the challenging manifestations of lupus is the in-
volvement of the nervous system, and researchers supported by the NIAMS have
recently reported significant advances in our understanding of the molecular mecha-
nisms involved in the changes that can occur in the brains of people with lupus.
The identification of the particular antibodies involved not only helps us to under-
stand the nervous system complications in lupus, but also provides some new thera-
peutic possibilities for this aspect of lupus that can be difficult and challenging for
affected patients, their families, and their health care providers. To further enhance
research in this area, the Institute has recently released a solicitation for applica-
tions on neuropsychiatric lupus, in an effort to stimulate additional study of the
neurological and psychiatric syndromes associated with this chronic disease.

BONE BIOLOGY AND BONE DISEASES

Basic researchers have reported new insights into the complex effects of estrogen
on bone. We know that the most common cause of bone loss is the decline in the
female sex hormone, estrogen, in women after menopause. Estrogen also appears to
be important in maintaining bone mass in men, although men have more of the
male sex hormone androgen than estrogen. Recent research reports from work sup-
ported by the NIAMS have provided important clues to the complex relationship be-
tween estrogen and bone, and revealed as many research investigations do that we
still have much to learn about the action of estrogen as well as the function of estro-
gen receptors. The most recent research reports indicate that either estrogen or
androgen can act to increase bone formation and prevent net bone loss. In other re-
search, scientists have shown that particular cells of the immune system called T
cells can contribute to the bone loss that occurs when estrogen levels are low. These
and other basic studies funded by the NIAMS are adding to the foundation of



152

knowledge of normal function in bone biology and the changes that occur in bone
diseases. Recent initiatives to stimulate further work in the bone sciences include
the release of solicitations to encourage applications on new research strategies for
the evaluation and assessment of bone quality, and one on basic and applied stem
cell research for arthritis and musculoskeletal diseases.

MUSCLE BIOLOGY AND MUSCLE DISEASES

This has been a very active year in the whole field of the muscular dystrophies
as the NIAMS has joined our colleagues in the NINDS in targeting research in this
area. Over the last two years, we have supported two successful scientific con-
ferences, and issued research solicitations to the research community targeting
those areas of particular opportunity that were identified by experts at the con-
ferences. As a result of these activities, the NIAMS and NINDS recently awarded
several new grants to support both basic and clinical research studies in
facioscapulohumeral dystrophy (FSHD), the third most common genetic disease of
skeletal muscle. We have also funded a number of projects in follow-up to a solicita-
tion for proposals on therapeutic and pathogenic approaches for the muscular dys-
trophies. In addition, we continue to support a research registry in particular forms
of muscular dystrophy that serves as an invaluable resource for scientists to collect
and analyze new research data in their pursuit of better treatments for muscular
dystrophies.

SKIN BIOLOGY AND SKIN DISEASES

Chronic wounds are a significant public health challenge, particularly in the el-
derly and people with diseases like diabetes that affect skin healing. A new living
skin substitute showed a significant improvement in wound healing and a decrease
in time to complete closure of the wound in people with diabetic foot ulcers. Newer
technologies such as artificial skin equivalent systems can improve the rate of heal-
ing of existing wounds, as well as minimize or reduce the incidence of severe com-
plications.

Pseudoxanthoma Elasticum (PXE) is a systemic inherited disorder that affects the
elastic tissue in the skin, eyes, and cardiovascular system, and it can result in se-
vere and even fatal problems in affected individuals. The fascinating new dimension
to our understanding of PXE is that, contrary to earlier beliefs, PXE is actually a
metabolic disorder. The recognition that this is a metabolic disease offers new hope
for the development of treatments based on metabolic modifications potentially in-
cluding such approaches as diet manipulation or drug therapy. There is also the po-
tential for PXE to be identified in affected people early so that treatment can be
instituted before signs and symptoms of the disease actually occur. To boost re-
search on PXE and other heritable disorders of connective tissue, such as Marfan
syndrome and Ehlers-Danlos syndrome, the Institute recently released a solicitation,
along with our colleagues at the National Heart, Lung, and Blood Institute, to en-
courage more basic and clinical studies of these disorders.

HEALTH DISPARITIES

A number of diseases within the mission areas of the NIAMS affect women and
members of minority groups disproportionately, including lupus, scleroderma, osteo-
arthritis, vitiligo, and keloids. In addition to the vigorous research portfolio that the
NIAMS funds in these areas, I want to cite two programs that the Institute sup-
ports that address the critically important area of health disparities. We continue
our active involvement in the Health Partnership Program, a model community-
based research program to study rheumatic diseases in the African American and
Hispanic/Latino communities in the metropolitan, Washington, D.C., area. In addi-
tion, we enthusiastically support a newly initiated program that the NIAMS was ac-
tive in creating—a new strategy for enhancing clinical research training in minority-
serving institutions. The goal of this program is to produce well-trained clinical re-
searchers who will go on to lead clinical research projects. Finally, in follow-up to
a major scientific conference organized by the Institute, the NIAMS is developing
a new initiative on health disparities in rheumatic and skin diseases.

INTRAMURAL RESEARCH PROGRAM

The NIAMS Intramural Research Program (IRP) is a vital and growing program
that has become a national and international resource, as well as a recognized site
for scientific excellence on the NIH campus. A major new program that the IRP has
undertaken is the initiation of a trans-NIH collaboration in musculoskeletal medi-
cine. This effort will include the development of innovative fundamental science,
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clinical studies, and translational research. The collaboration is designed to build on
strengths that are already present at the NIH, as well as foster the growth of new
research and training programs in the critical and under-served area of musculo-
skeletal medicine.

CONCLUSION

Virtually every home in America is touched by diseases affecting bones, joints,
muscles, and skin. We are committed to better understanding, diagnosis, treatment,
and prevention of these diseases and disorders that are typically chronic, costly,
common, and disabling. The vitality of our bones, joints, muscles, and skin is key
to the length and quality of our lives. Medical research supported by the NIAMS
has made significant strides in improving health and quality of life, and we are com-
mitted to pursuing promising research opportunities that will continue to improve
the health of the American people.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is the NIH’s second annual performance report which compared our
fiscal year 2001 results to the goals in our fiscal year 2001 performance plan.

I will be happy to answer any questions that you may have.

PREPARED STATEMENT OF DR. JAMES F. BATTEY, JR.

Mr. Chairman, and members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute on Deafness and Other Communica-
tion Disorders (NIDCD) for fiscal year 2003, a sum of $371,951,000, which reflects
an increase of $28,880,000 over the comparable fiscal year 2002 appropriation. The
NIH budget request includes the performance information required by the Govern-
ment Performance and Results Act (GPRA) of 1993. Prominent in the performance
data is NIH’s second annual performance report which compared our fiscal year
2001 results to the goals in our fiscal year 2001 performance plan.

Disorders of hearing, balance, smell, taste, voice, speech, and language exact a
significant economic, social, and personal cost for many individuals. The NIDCD
supports and conducts research and research training in the normal processes and
the disorders of human communication that affect many millions of Americans.
Human communication research now has more potential for productive exploration
than at any time in history. With substantive investigations conducted over the past
decades and the advent of exciting new research tools, the NIDCD is pursuing a
more complete understanding of the scientific mechanisms underlying normal com-
munication and the etiology of human communication disorders. Results of this re-
search investment will foster the development of more precise diagnostic techniques,
novel intervention and prevention strategies, and more effective treatment methods.

Excessive noise has long been recognized as an occupational hazard among adults,
and hearing conservation programs have been implemented in the workplace. How-
ever, the resiliency of a child’s auditory system following noise exposure needs fur-
ther research. Chronic exposure to loud music, fireworks, lawn mowers or toys can
accumulate over a lifetime to gradually produce irreversible damage to the sensory
cells of the inner ear. The results of a recent survey conducted by the Centers for
Disease Control and Prevention revealed that approximately 5.2 million American
youths have some degree of hearing loss due to exposure to noise at hazardous lev-
els.

Identification of Genes Causing Deafness.—Hearing loss occurs with a frequency
of about 1 in 1,000 newborns and is also a prevalent, but not necessarily inevitable,
feature of the aging process. Causes of hearing loss in children and the elderly in-
clude viral and bacterial infections, loud noise, head trauma, drugs or other chemi-
cals that are toxic to the sensory cells of the inner ear, as well as mutations in genes
critical for normal auditory function and development. NIDCD scientists are identi-
fying the genes whose mutations result in hearing loss. Recently, NIDCD Intra-
mural scientists identified a gene located on chromosome 10 that is involved in
Usher syndrome type 1D (USH1D). Individuals that inherit two copies of this mu-
tated gene are born profoundly deaf, have severe balance problems and gradually
lose their sight beginning in adolescence. The scientists discovered that USH1D
gene encodes a protein called cadherin-23. Knowledge of the function of cadherin-
23 in the inner ear will provide new insight into cellular processes essential for nor-
mal auditory function, which may ultimately guide the development of improved di-
agnosis and treatment methods. NIDCD expects to support collaborations between
its Intramural scientists and those of the National Eye Institute in these areas.
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NIDCD scientists also identified a gene (DFNB29) located on chromosome 21
whose mutation caused recessively inherited hearing loss. This gene encodes a pro-
tein, claudin—14, which is believed to help seal adjacent cells together in the inner
ear thus preventing the leakage of endolymph fluid. The endolymph bathes the
sound transduction cells and is essential for conversion of the mechanical energy of
sound into an electrical signal that is sent to the brain. Studies are underway in
a new mouse model to advance our understanding of the function of claudin-14.

Discovery of Novel Deafness Genes and Genetic Characterization of Hearing Im-
pairment.—NIDCD has developed a substantial research portfolio to study existing
mouse mutants as well as creating new mouse models to facilitate the discovery and
analysis of genes whose mutation causes hereditary hearing impairment in humans.
In a recent study utilizing the mouse mutant Waltzer, NIDCD Intramural scientists
showed that mutations in the human cadherin gene family cause Usher Syndrome
type 1D. This mouse model is a critical research tool for determining the identifica-
tion of the mechanisms by which cadherin mutations cause this devastating deaf-
ness and blindness syndrome. In another NIDCD-supported study, a mouse nuclear
gene has now been shown to interact with mutated genes in the mitochondria to
significantly alter the severity of age-related hearing loss. This model system should
provide important information regarding age-related hearing loss in humans, a rel-
atively common and debilitating health problem within the aging U.S. population.
These findings underscore the power of mouse genetics and the value of mouse mod-
els of deafness for the identification and detailed molecular characterization of
human hearing impairment.

Scientists Identify Sweet Taste Receptor Gene.—Understanding the molecular and
cellular events that occur at the early stages of taste perception at the level of the
taste receptor cell provides important insight into how we taste different sweet, bit-
ter, salty and sour substances. A variety of distinct signaling pathways are activated
by the basic taste qualities of salty, sour (acid taste), sweet, and bitter. Salty- and
sour-tasting compounds activate ion channels that are located at taste receptor cells
clustered within taste buds of the tongue and palate while bitter and sweet com-
pounds bind to G protein-oupled receptors. Recently, four NIDCD-supported labora-
tories independently identified a gene, T1R3, at the mouse Sac locus that encodes
a sweet taste receptor subunit. Differences in sweetener intake among inbred
strains of mice are partially determined by variation in genes at the saccharin pref-
erence (Sac) locus. It was determined that the T1R3 receptor differs in amino acid
sequence in “sweet preferring” versus “sweet indifferent” mouse strains. Both
human and mouse T1R3 are G protein- coupled receptors, and are selectively ex-
pressed in subsets of taste receptor cells that are sensitive to sweet substances.

Abilities in Auditory Pitch Recognition are Largely Inherited.—Auditory pitch rec-
ognition is a complex process that allows us to determine the pitch or tone of a
sound. In this process, the ears receive the sound signal and the brain interprets
this signal to produce the pitch we perceive. Individuals with problems in pitch rec-
ognition are sometimes referred to as “tone deaf.” Severe deficits in pitch recognition
may be associated with speech and language disorders. It was long known that tone
deafness can run in families. However, it was not known whether this disorder was
due to inherited genes or to a common environment shared by family members. To
answer this question, NIDCD Intramural scientists performed a large study on
twins. The results show that identical twins scored much more alike than fraternal
twins on a Distorted Tunes Test. The data revealed that approximately 70-80 per-
cent of an individual’s score is due to their genes and 20-30 percent due to other
factors. The discovery that individual differences in pitch recognition are mostly ge-
netic opens up the possibility of using genetic methods and information from the
Human Genome Project to find the genes essential for pitch recognition. Identifying
such genes and how they function will provide new insight into how the brain proc-
esses sound.

How Basic Biology Translates into New Technology to Help the Hearing Im-
paired.—Over the past decade, NIDCD-supported scientists have been studying the
amazing auditory capability of Ormia ochracea, a tiny parasitic fly with such acute
directional hearing that it has inspired a new generation of hearing aids and
nanoscale listening devices. Ormia can detect very small differences in sound-source
position, a situation analogous to humans trying to detect who is speaking in a
crowded room. This accomplishment is due to the unique anatomy of the eardrums
of Ormia. The fly’s eardrums are connected internally by a cuticle-based bridge that
functions as a flexible lever. This unusual structure allows the membranes of the
eardrum to vibrate in response to sound in two distinct ways, with different reso-
nant frequencies. Trying to mimic the Ormia ear in silicon, engineering groups so
far have developed prototype “microphone eardrums” that function “Ormia-like” as
predicted but at ultrasonic frequencies. Additional research will be needed to gen-
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erate prototypes that detect sound in the range of normal human hearing, that will
be highly directional, fit inside the ear canal, and be affordable. Other applications
of the Ormia-inspired silicon ear might include robotic listening devices. These lat-
est findings have led to collaborations between neurobiologists and engineers to
make a directional hearing aid that would be smaller, simpler and cost less than
currently available devices.

Although hearing aid technology has advance rapidly over the last few decades,
the various hearing aids available still do not function well in real world situations
where sound from more than one source is present, and they are not particularly
effective in restoring the listener’s ability to cope with the problem of attending to
a single speech source among competing speech sources. NIDCD-supported sci-
entists are actively engaged in research to develop “intelligent” hearing aid systems
that are capable of selectively locating and characterizing a sound in a crowd.

Functional Brain Imaging as a Tool to Understand Cochlear Implant Perform-
ance.—The cochlear implant is the first clinically useful neural sensory prosthesis
to replace a human sense. It converts sound into electrical impulses on an array of
electrodes that is surgically inserted into the inner ear, bypassing the inner ear hair
cells and stimulating the auditory nerve directly, restoring the perception of sound
to persons who are totally, or almost totally, deaf. This device has allowed adults
who lost their hearing to recover an ability to understand speech. Although speech
perception performance of adults has steadily increased with new advances in coch-
lear implantation, wide performance variations exist among cochlear implant recipi-
ents. Differences in structural and functional abnormalities of the auditory system
may play a role in this variability. However, little is known about the reorganization
of the auditory system following deafness, or on the preservation or recovery of audi-
tory function following cochlear implantation. NIDCD-supported scientists have
completed preliminary studies examining functional brain imaging in individuals
before and after cochlear implantation. The data suggest that preoperative to post-
operative changes in the brain’s responsiveness as measured by imaging are related
to improvements in speech perception scores. Also, despite relatively similar hearing
losses in each ear, significant differences in preoperative auditory cortex activation
were observed between ears, which may help guide selection of the more appropriate
ear for implantation.

Phase I Clinical Trial of an Otitis Media Vaccine Candidate.—Otitis media (OM)
is the most common reason for a sick child to be evaluated by a physician, a public
health burden estimated to cost approximately $5 billion a year in the United
States. In addition to the cost savings, prevention of OM is particularly important
because repeated antibiotic treatment of OM often results in the appearance of
drug-resistant strains of bacteria which can no longer be eradicated with first-line
antibiotics. NIDCD Intramural scientists have developed candidate vaccines that
would protect infants from OM caused by two major bacterial pathogens: nontype-
able Haemophilus influenzae and Moraxella catarrhalis. These two pathogens ac-
count for two-thirds of OM cases in children, and there is no vaccine available for
prevention of the disease. Pre-clinical testing with such vaccines from nontypeable
H. influenzae demonstrated that the vaccines could generate specific immunity
against the bacteria and reduce bacterial colonization in nose and throat, and re-
duce the incidence of OM in animal models. Additional clinical trial involving 40
normal human adult volunteers, one such vaccine directed against H. influenzae
proved to be both safe and effective, eliciting a significant immune response against
the bacteria. This candidate vaccine will soon be tested in a second trial for safety
and effectiveness in children. For Moraxella catarrhalis, similar preclinical ap-
proaches were taken, resulting in several candidate vaccines. Pre-clinical testing in
animal models with vaccines for Moraxella catarrhalis demonstrated that the vac-
cines were safe and effective, eliciting a significant immune response that inhibited
bacterial growth.

Additional clinical trials are planned to test these candidate vaccines for safety
and efficacy in humans.

Genetic Testing and the Clinical Management of Nonsyndromic Hereditary Hear-
ing Impairment.—In the last decade, approximately 20 genes whose mutations re-
sult in nonsyndromic hearing impairment have been identified and isolated.
Mutations in one of these genes, GJB2, accounts for about 25 percent of all
autosomal recessive nonsyndromic hereditary hearing impairment in American chil-
dren. With the identification of genes that contribute to hearing function, genetic
testing becomes technically possible but not necessarily suitable for widespread clin-
ical application at present. With the enactment of some type of legislation that re-
quires universal hearing screening for newborns in 36 states, not only are infants
with severe hearing impairment identified much earlier in life but infants with less-
er degrees of hearing impairment are now also being identified. Many unresolved
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issues remain for clinicians as they characterize auditory performance in a newborn
who fails hearing screening, design intervention strategies to optimize communica-
tive success and ensure that a “medical home” exists for the infant with hearing
impairment. The advances in the genetics of hereditary hearing impairment and in
the early identification of hearing impairment have now converged. These advances
have led some to suggest genetic testing/evaluation for all infants who are identified
with a hearing loss at birth. In consideration of these developments, the NIDCD and
the National Human Genome Research Institute are collaborating on an initiative
to address the clinical relationship between genetic and audiologic/otologic informa-
tion, as well as to address the clinical validity and utility of genetic testing in the
diagnosis, treatment and management of nonsyndromic hereditary hearing impair-
ment.

PREPARED STATEMENT BY DR. RICHARD K. NAKAMURA

Mr. Chairman, and members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Mental Health (NIMH) for fiscal
year 2003, a sum of $1,359,008,000, which reflects an increase of $105,358,000 over
the comparable fiscal year 2002 appropriation.

In my statement I will highlight new NIMH initiatives that represent both what
we are doing proactively to better meet the clinical treatment needs of people with
severe mental disorders, and how we are responding to urgent national needs, in-
cluding the psychological aftermath of the September 11 terrorist attacks. I also will
describe selected findings that illustrate how NIMH is exploiting advances across
a broad spectrum of neuroscience and behavioral science toward our goal of under-
standing the brain and, of understanding how, when its processes go awry, mental
disorders can occur.

MENTAL ILLNESS IS REAL AND CAN BE TREATED EFFECTIVELY

From our perspective at NIMH, one of the signal accomplishments of the past dec-
ade has been the continuing destigmatization of mental illness. Many parties, from
patients and families, to grass roots organizations, to the media, to government
have contributed to the task of public education. The landmark Surgeon General’s
Report on Mental Health struck a resounding chord with millions of Americans.
Supported by a meticulous review of current scientific knowledge, it issued a
straightforward message: Mental illnesses are real and are treatable, and recovery
is possible. More than a scientific communication, this is a message of hope that has
raised spirits across our Nation. As a marker of the success of NIMH in continuing
to disseminate accurate education about mental disorders, I would note that our
award-winning home page (www.nimh.nih.gov) now registers some 7 million hits
each month.

DEVELOPING NEW TREATMENTS FOR MENTAL ILLNESSES

Of course, our educational efforts must be backed up by productive science. We
are confident our investments in basic science are on the right track. We also have
launched an unprecedented series of clinical effectiveness trials characterized by
large sample sizes and relatively few exclusion criteria; in order to further ensure
the generalizability of findings, these trials occur not only in academic clinics but
also in more “real world” settings including primary care settings. We are assessing
outcome on the basis of symptom reduction and also use measures of functional re-
habilitation. The approach also calls for aggressive dissemination of results.

Now, in a major new enhancement of treatment improvement research, NIMH is
launching a sweeping initiative designed to introduce fundamentally new ap-
proaches to the development of treatments for mental disorders. Somatic and psy-
chological treatments available today are highly effective for many people with men-
tal disorders. For significant numbers of persons, however, extant treatments are
not effective. Too much time may be required for medications to exert therapeutic
effect, thus rendering a treatment impractical in some instances; in other cases, cer-
tain individuals do not respond sufficiently to achieve full remission from an acute
episode of illness or to avoid recurring episodes. With the advice of the Treatment
Development Workgroup of the National Advisory Mental Health Council (NAMHC),
we are exploring how federally funded research complements and can leverage work
being conducted in the private sector. With respect to medications development, for
example, we plan to step up our efforts to generate information needed by private
sector entities whose business it is to develop and test promising new compounds.
Additionally, a challenge of immediate importance for NIMH is to encourage the
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field to move beyond thinking of new treatments only from the perspective of diag-
nostic entities such as schizophrenia or depression, and to focus down to the compo-
nent symptoms that combine to form global diagnostic entities. Schizophrenia, for
example, 1is characterized by dimensions such as disorganized thinking,
misperception of reality, and cognitive impairment. The Food and Drug Administra-
tion (FDA) currently approves most drugs for psychiatric disorders only for diag-
noses categorically defined in the Diagnostic and Statistical Manual (DSM) of Men-
tal Disorders (4th Edition). Research that leads to an appreciation of psychiatric di-
agnoses as “multi-dimensional” will position NIMH to partner with FDA and indus-
try to achieve consensus on appropriate methods and clinical endpoints other than
DSM diagnoses. If symptom complexes such as cognitive impairment in schizo-
phrenia were to be recognized by the FDA as legitimate targets for new drug reg-
istration, the pharmaceutical industry would be provided with powerful incentives
to develop treatments targeting these specific disabilities and great benefits in
health might accrue.

The Treatment Development Initiative will be an Institute-wide enterprise, with
a key role to be assumed by the intramural Mood and Anxiety Disorders Program.
This newly established program has recruited senior investigators from academia
and now stands at the leading edge of research aimed at understanding and meas-
uring structural changes in the brain associated with depression, chronic stress, and
post-traumatic stress disorder, and at developing brain-based biomarkers to be used
in monitoring treatment progress and outcome. Other research objectives will en-
compass studies of gene expression of proteins that may serve as potential targets
for new drugs, development of more informative animal models, preclinical develop-
ment of promising new compounds, and efforts to better dissect DSM syndromes
into component dimensions that can be targeted for specific treatment.

Meeting the urgent goal of expanding the array of interventions that will be effec-
tive for more individuals with disorders is contingent on our long-term investments
in diverse areas of research. I would like to highlight a few findings reported by
NIMH-funded investigators over the past year indicating that we are, indeed, real-
izing dividends from our research conducted over the course of many years, for ex-
ample, in refining brain imaging technologies and in exploiting cutting edge tools
such as molecular genetics in the study of mental disorders.

VISUALIZING BRAIN CHANGES IN CHILDHOOD SCHIZOPHRENIA

Schizophrenia, the subject of the acclaimed new film, A Beautiful Mind, based on
the book by Sylvia Nassar, is a cruel disease. According to the World Health Organi-
zation, schizophrenia affects approximately 1 percent of the population globally. The
illness most often manifests in late adolescence or early adulthood. Psychotic symp-
toms, including hallucinations and delusions, can be severely and persistently dis-
abling. Understanding brain changes that correlate with psychotic symptoms will
give us insight into the origins of schizophrenia. In recent years, imaging studies
have shown changes in the volume of various brain structures that correlate with
a diagnosis of schizophrenia. Last year, a team of NIMH investigators reported a
study that used magnetic resonance imaging (MRI) to examine, over the course of
5 years, a group of teenagers with relatively rare early-onset schizophrenia, and to
compare the brain scans of these young patients to those of a group of healthy con-
trols. In the ill children, gray matter loss began in a small region of the parietal
cortex, where gray matter is lost normally in adolescence. Over the course of the
study, however, the images revealed a virtual wildfire of tissue loss spreading across
the brains of these teens as schizophrenia progressed; the extent of these structural
changes reflected the severity and time-course of symptoms. Identifying these
changes and their causes will help researchers to understand the mechanisms of
psychotic disorders and, in the long run, develop better treatments.

SEEKING CLUES TO GENETIC VULNERABILITY FOR AUTISM

Although no specific genes have been identified to date and no specific region of
the genome has been linked unambiguously to autism, the presence of a strong ge-
netic component is incontrovertible. The genetic, or heritable, component is thought
to account for as much as 90 percent of the liability for autism. Evidence to date
is most consistent with involvement of multiple genes, each having small effect, that
together with nongenetic factors produce vulnerability. A number of Institutes are
collaborating on studies of autism, and the pace of research is encouraging. Last
year, an NIMH grantee reported a potential linkage to autism of variants of a gene
called wnt2. The gene is expressed in the brain’s thalamus, a region important for
integrating information. The product of the wnt2 gene appears to play a key role
in brain development and behavior. The finding is intriguing in light of other stud-
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ies demonstrating that mice that lack a signaling molecule called “Disheveled,”
which is in the same molecular pathway as wnt2, exhibit reductions in general so-
cial interactions, in huddling during sleep, and in other grooming behaviors—all be-
haviors that suggest symptoms of autism. The promise of genetics research is to
shed light on the biology of the illness and, in turn, to lead to earlier diagnosis and
improved treatments; ultimately, of course, we anticipate that genetics studies will
lead to preventive interventions.

As this basic work proceeds, I wish to note that NIMH maintains a network of
Research Units on Pediatric Psychopharmacology, or RUPPS, that includes five re-
search groups dedicated to evaluating treatments for autism, examining, for exam-
ple, dose ranges and regimens of medications and their effects on cognition, behav-
ior, and development. Complementary studies of pediatric pharmacology are being
supported by the National Institute of Child Health and Human Development
(NICHD). I also am pleased to report that NIMH and NICHD soon will launch the
first round of funding in the new STAART (Studies to Advance Autism Research
and Treatment) Centers program called for in the Children’s Health Act of 2000.

9/11: RESPONDING TO THE PSYCHOLOGICAL AFTERMATH

In opening, I mentioned that the Institute has been involved in our national re-
sponse to the September attacks on our Nation. Even as we mourn the loss of the
more than 3,300 persons who lost their lives that day in New York, Washington,
and Pennsylvania, we must attend also to the cost of those tragic events to millions
of Americans who have suffered and are living with horrific images and memories
of 9/11. While communities are pressed to deal with immediate problems, it is im-
portant to learn what we can from these terrible events. NIMH is utilizing multiple
research mechanisms, including Rapid Assessment Post Impact of Disaster (RAPID)
grants and supplements to existing longitudinal and clinical studies. The RAPID
program was established years ago to support research in the aftermath of an un-
foreseen event that necessarily requires expedited peer review and funding consider-
ation. From a large number of inquires, we invited approximately 18 applications
to undergo peer review. These propose to address topics including the epidemiology
of exposure and reactions; the nature of settings in which victims/survivors present
for care and what types of care are provided; the mental health impact of bioter-
rorism and on-going threats; the mechanisms by which trauma confers risk for ad-
verse health outcomes; and use of various interventions to reduce the risk of dis-
order and disability. Several projects now are in review and plans are being made
for funding.

In addition, we are enhancing ongoing epidemiological and clinical research stud-
ies by adding questions relevant to the impact of the attacks. For example, ques-
tions related to exposure to terrorist attack and the subsequent psychological dis-
tress were added to ongoing studies of adult and child mental health being con-
ducted by investigators in New York. Research on the neurobiological mechanisms
by which trauma increases the risk of mental disorder for children and adults also
is being conducted in New York, and now will involve victims/survivors of the World
Trade Center attacks. NIMH will also be looking to a number of national surveys
of health and mental health to provide estimates of prevalence of mental disorders,
functional impairments and disability, services needed and being used before and
after the attacks.

In this context, we know that post-traumatic stress disorder, or PTSD, can be a
chronic, debilitating disorder that develops in some but not all people exposed to se-
verely threatening trauma. Insomnia and non-restorative sleep—and nightmares
representing the trauma—are recognized symptoms of PTSD. Recent research indi-
cates a relationship of dream characteristics and early adaptive vs maladaptive pat-
terns of processing traumatic memory. These findings have immediate clinical util-
ity in helping suggest persons to whom early treatments should be targeted.

JOHN EDWARD PORTER NEUROSCIENCE RESEARCH CENTER (NRC)

We are pleased that work is progressing on schedule in construction of the NRC.
The foundation is being poured imminently, and six NIH institutes that have pro-
grams in neuroscience are slated to begin working in the facility in January 2004.
Ultimately, the neuroscience programs of ten Institutes will be housed in the Cen-
ter, greatly facilitating the exchange of information and its translations into clinical
applications.

NIMH DIRECTORSHIP

Dr. Steven E. Hyman, NIMH Director from 1996 to December 2001, has returned
to Harvard University as Provost. While we miss his energy and vision, we plan to
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continue build on the progress of the past five years. A national search for a perma-
nent director is underway.

Mr. Chairman, the NIH budget request includes performance information re-
quired by the Government Performance and Results Act (GPRA) of 1993. Prominent
in the performance data is NIH’s second annual performance report, which com-
pared our fiscal year 2001 results to the goals in our fiscal year 2001 performance
plan. I will be pleased to respond to any questions.

PREPARED STATEMENT OF DR. GLEN R. HANSON

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute on Drug Abuse for fiscal year 2003,
a sum of %967, 898,000 which reflects an increase of $76, 960,000 over the com-
parable fiscal year 2002 appropriation.

NIDA’S STRONG RESEARCH FOUNDATION

I feel very honored to be serving as the Acting Director of the National Institute
on Drug Abuse (NIDA) at a time when new discoveries of significant promise are
transforming our understanding of the brain and body and providing us with the
knowledge we need to confront both the new and the old realities of the day.

Budget increases, visionary predecessors, and the unprecedented pace in
neurobiology have allowed the National Institute on Drug Abuse to establish a
strong research foundation from which to alleviate the complex public health prob-
lem of drug abuse and addiction. As the world’s leading supporter of research on
the health aspects of all drugs of abuse, including nicotine, NIDA addresses the
most fundamental and essential questions about drug abuse and addiction, which
range from understanding how drugs act on the brain; to identifying and mini-
mizing the role that stress can play in drug use and relapse; to detecting and re-
sponding to emerging drug use trends such as “Ecstasy” and prescription drugs.”
This portfolio also continues to elucidate our understanding of drug abuse as a pre-
ventable behavior and drug addiction as a treatable disease.

Coupled with strong research is our ability to expand its dissemination to clini-
cians. Through coordinated dissemination and translational research efforts, NIDA
ensures that even the most basic neurobiology discoveries systematically influence
community prevention and treatment providers across the country so that our citi-
zens can live healthier and more productive lives. For example, almost 1,000 people
from both rural and urban communities are participating in treatment protocols
where they are receiving science-based drug addiction treatment and medical care
through their participation in NIDA’s National Drug Abuse Treatment Clinical
Trials Network (CTN). And even more citizens are stopping the initial use of drugs
by participating in prevention programs that follow the science-based prevention
principles identified and disseminated by NIDA. Much has been accomplished, but
more remains to be done.

DRUG ABUSE IS COSTLY AT MANY LEVELS

Directly or indirectly, every family and community is affected by drug abuse and
addiction. We all have family members, friends, or acquaintances who abuse some
substances. These drugs take a tremendous toll on our society; and they are costly
at many levels. At the economic level, the cost of illegal drugs to our Nation was
estimated by the White House Office of National Drug Control Strategy to be more
than $161 billion in 2000. When one adds the cost of the Nation’s deadliest addic-
tion—use of tobacco products—the cost soars to nearly $300 billion each year.

Drug abuse is inextricably linked with the spread of infectious diseases such as
HIV/AIDS, tuberculosis, and hepatitis C, and is also associated with domestic vio-
lence, child abuse, and other violent behavior. But because our research has shown
that drug abuse is preventable and drug addiction is treatable, there is much reason
for optimism.

BRINGING A MULTI-DISCIPLINARY APPROACH TO DRUG ABUSE REVENTION RESEARCH
EFFORTS

Researchers have learned much about why people use drugs and have identified
many of the risk and protective factors that can influence drug use. In the past
year, research has also revealed new insight into how to tailor anti-drug messages
to sensation- seeking adolescents to actually reduce marijuana use, and taught us
not to group together high risk youth for prevention interventions. Despite our
progress, research gaps remain. For example, researchers are trying to determine
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what influences adolescent decision-making, especially decisions about drugs. What
thoughts and emotions are going on at the precise moment an adolescent makes the
initial and subsequent decisions to try or not to try drugs? These are questions that
can not be answered by prevention researchers alone. A transdisciplinary and multi-
pronged research approach that integrates all areas of science—basic behavioral,
cognitive, developmental, social, neurobiological, and clinical—to develop innovative
directions in drug abuse prevention research, is the underlying premise for NIDA’s
new National Drug Abuse Prevention Research Initiative. Testing the effectiveness
of new and existing science based prevention approaches through multi-site trials
conducted at the local community level will also be important in this endeavor.

TREATING ADDICTION TO NICOTINE AND OTHER DRUGS OF ABUSE

Tobacco use remains one of the greatest risk factors for cancer. It is addiction to
the drug, nicotine, that drives the continued use of tobacco in this country and
abroad, despite the known negative consequences. Smoking cessation remains
among the most successful and cost-effective approaches to reversing the tide of to-
bacco-related diseases, including cancer. New technologies and breakthroughs in
neurobiology, such as the recent identification of the critical role that the gene tryp-
tophan hydroxylase—an enzyme that produces the brain chemical messenger sero-
tonin—plays in the initiation of smoking are providing new opportunities for NIDA
and other NIH Institutes such as the National Cancer Institute to collaborate at the
scientific and clinical levels. Developing novel and selective medications to better
treat addiction to tobacco and other substances of abuse is of mutual interest to
many in the private and public sectors. NIDA will continue to develop addiction
treatments, especially treatments that are specifically tailored to adolescent popu-
lations, such as those being tested at our Teen Tobacco Treatment Research Center
in NIDA’s Intramural Research Program in Baltimore, MD.

Developing new and effective ways to treat all addictions continues to be a high
NIDA priority. Both behavioral therapies, such as cognitive behavioral therapies
that have been shown successful in reducing cocaine use, and pharmacological ap-
proaches, will continue to be supported by NIDA. NIDA’s Medications Development
Program is about to bring two anti-cocaine medications to Phase III Clinical Trials
this year. Not only are the medications Selegeline and Disulfiram showing success
in cocaine-addicted populations, but they show promise as potential treatments for
methamphetamine addiction as well.

EXPANDING NIDA’S CLINICAL TRIALS NETWORK

Recognizing that the path leading from new findings to changes in clinical prac-
tice can be lengthy, and that millions of people across the country are in need of
quality drug abuse treatment, NIDA has established an infrastructure to more rap-
idly and systematically bring new treatments to those in need. When research-based
treatments such as the behavioral therapy, motivation enhancement, and the phar-
macological therapy, buprenorphine-assisted detoxification, are proven to work re-
peatedly in small controlled settings, they are developed into treatment protocols by
researchers and practitioners and undergo rigorous multi-site trials to determine
their effectiveness in community-based treatment settings. Currently, more than 15
treatment protocols are being tested or about to be tested in the established multi-
site trials across the country. In fiscal year 2003 NIDA plans to expand this infra-
structure to ensure greater geographic distribution, and to reach underserved popu-
lations and regions underrepresented in the health care system, including individ-
uals who have mental illnesses, those suffering from HIV/AIDS or other infectious
diseases, adolescents who may be in need of drug treatment, and Hispanic and other
minority populations.

AIDS AND OTHER MEDICAL CONSEQUENCES

Considerable scientific progress has been made in understanding, preventing, and
treating HIV/AIDS and other infections among drug users. For example, NIDA-sup-
ported researchers have made tremendous progress in our battle against the Hepa-
titis C Virus (HCV). HCV infection is a major public health problem with 60 percent
of all new cases of acute HCV infection attributed to syringe and needle sharing.
One of the most critical problems in controlling HCV is the variability of the virus
with more than 9 distinct types of virus known. NIDA researchers identified an
antibody that can block HCV from binding to the CD81 receptor that is found in
both liver and B cells. This may prove to be a useful therapeutic target. An antibody
proven to block this receptor would have the potential of blocking HCV infection or
{nfodulating early infections in exposed persons by interfering with the Hep C viral
ife.
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Given that the epidemiological patterns of drug abuse and risk behaviors are con-
stantly changing and new infections of HIV and other blood-borne and sexually
transmitted infections continue to emerge and spread, NIDA is encouraging re-
searchers to apply new findings to develop new and improved approaches to prevent
the acquisition and ongoing transmission of these infections, as well as strategies
to improve access to diagnostic screening and care.

INTEGRATING TREATMENT INTO THE CRIMINAL JUSTICE SYSTEM

Drug abuse treatment has been shown to reduce drug use and its related criminal
behavior. The majority of individuals in prisons have a drug problem that requires
treatment. For these reasons many different approaches for bringing treatments
into the criminal justice system have been tried, including treatment as an alter-
native to prison, drug courts, drug abuse treatment in prison settings and treatment
in community settings after release. Outcomes for each approach vary. NIDA is es-
tablishing a research infrastructure to test models at multi-sites to establish a more
integrated approach to the treatment of incarcerated individuals with drug abuse
or addictive disorders. The National Criminal Justice Drug Abuse Treatment Re-
search System will serve as the vehicle for blending public health and public safety
approaches.

STRESS AND HOW IT INFLUENCES DRUG USE

Particularly relevant in light of the events of September 11 is the role stress plays
in drug use and addiction. We are expanding our research to better understand the
role that stress plays in initiation, escalation and relapse to drug use so we can de-
velop more effective ways to manage and treat stress. While we know that people
take drugs initially to experience their rewarding and pleasurable effects, we also
know that they relapse to taking drugs even after long periods of abstinence, for
entirely different reasons. Stress is identified by most patients as the predominant
factor to relapse. People prone to relapse also identify the triggers of environmental
cues associated with previous drug use, and the drugs themselves. We are just be-
ginning to appreciate that each of these triggers may involve brain circuitry dif-
ferent from that involved in the initiation of use and each operates on its own path-
way. For example, stress-induced relapse appears to involve the hypothalamo-pitui-
tary-adrenal axis to release stress hormones such as CRF from the brain and
cortisol (steroid) from the adrenal glands. In contrast, cue-induced relapse appears
to involve portions of the amygdala; and drug-induced relapses involves the
mesolimbic circuitry. By more clearly defining the neural pathways that subserve
each trigger for relapse, such as the activation of CRF in the brain, NIDA will be
able to more strategically identify and develop prevention strategies, as well as new
targets for addiction medications.

GOVERNMENT PERFORMANCE AND RESULTS ACT (GPRA)

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s second annual performance report which compared our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan.

THE FORMIDABLE FORCE OF SCIENCE

Continued progress can be expected in curtailing drug abuse and addiction if we
continue to capitalize on the strong research foundation that NIDA has established.
Research is critical to all of our Nation’s endeavors and there is hope in knowing
that new and growing public health needs such as Addiction, AIDS, Bioterrorism,
and Cancer, and Diabetes, and others, are being tackled head on with the formi-
dable force of science.

I would be pleased to respond to any questions. Thank you.

PREPARED STATEMENT OF DR. RAYNARD S. KINGTON

Mr. Chairman and members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute on Alcohol Abuse and Alcoholism
(NTIAAA) for fiscal year 2003, a sum of $418,487,000, which reflects an increase of
$32,541,000 over the comparable fiscal year 2002 appropriation.

Alcohol-use disorders are among the most pervasive of the behaviorally mani-
fested diseases. One-quarter of our Nation’s urban hospital beds are occupied by pa-
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tients with behavioral or physical problems stemming from alcohol use.! More than
60 million American adults, adolescents, and children are alcoholic (physically de-
pendent on alcohol) or abuse alcohol. Fourteen million of the adults among them are
alcoholic.?

The consequences of alcohol misuse cost society $185 billion every year, $47 bil-
lion more than the annual cost of smoking.3 Alcohol misuse affects every age group,
from fetuses exposed to alcohol in the womb to the elderly, and it affects these age
groups differently. It cuts across genders and minority groups, which also respond
to alcohol’s toxic effects differentially. All of these consequences are preventable.

ADVANCES IN PREVENTION RESEARCH

About half of the risk of alcoholism is genetic, but environmental factors—peer
pressure, culture, and community attitudes toward alcohol use, for example—can at-
tenuate that risk. NIAAA conducts research on neuroscience and on environmental
and behavioral strategies designed to prevent abusive drinking and its con-
sequences. Investigators develop and test interventions at the individual, commu-
nity, and policy levels, in specific populations, age groups, and settings.

In the past year alone, we have made significant advances in these areas. For ex-
ample, a community-wide approach that focused on reducing the supply of alcohol
available to youths achieved significant reductions in drinking by children and ado-
lescents. Another program that took a comprehensive, community-wide approach to
reducing drinking resulted in significantly fewer violent assaults and car crashes.

Preventing children and adolescents from drinking is a major focus of NIAAA’s
research, which reveals that people who start drinking early in life are more likely
than others to become alcoholic. Behavioral scientists found that this increase in
risk may be the result of a common pathology that underlies a number of behavioral
disorders.

Epidemiologic data identify disease trends that require preventive interventions.
NIAAA epidemiologists discovered a change in racial and ethnic trends in mortality
rates of cirrhosis, the primary cause of which is alcohol misuse, by examining im-
proved methods of reporting on death certificates. White Hispanic males now show
a higher rate of deaths from cirrhosis than do Black non-Hispanic males, who were
thought to have higher rates.

A collaborative epidemiology project by the NIAAA, the National Institute on
Drug Abuse, and the National Institute of Mental Health is examining the burden
of co-occurring alcohol, drug, and mental disorders and associated disabilities,
world-wide. This NIH-funded World Health Organization project also is developing
standardized methods of collecting, analyzing, and reporting resource utilization and
costs of these diseases and disabilities in diverse cultural settings.

ADVANCES IN NEUROSCIENCE AND GENETICS RESEARCH

Intricate biological mechanisms are the intermediaries of alcohol’s physical ac-
tions in the nervous system, which manifest themselves as behaviors toward alcohol.
NIAAA’s neuroscience and genetics research have generated significant findings in
this area during the past year.

For example, NIAAA-supported researchers established preliminary evidence that
increasing production of specific proteins in the brain through genetics techniques
may some day have utility in reducing drinking. Investigators also strengthened the
evidence that specific genes, on chromosomes 1 and 7, are involved in alcoholism.

Through a collaboration with the National Institute of Mental Health, our intra-
mural researchers found that a genetic variation in the serotonin neurotransmitter
system plays a role in the sensitivity of nerve cells to the toxic effects of alcohol.
NIAAA’s intramural researchers also found further evidence that some of the same
mechanisms in the nervous system that regulate appetite for food may play a role
in risk of alcoholism.

By understanding the interplay of biological and environmental factors that con-
tribute to alcohol-use disorders, we are better positioned to identify markers for peo-

1Moore, RD; Bone, LR; Geller, G; Mamon, JA; Stokes, EJ; Levine, DM Prevalence, detection,
and treatment of alcoholism in hospitalized patients. “Journal of the American Medical Associa-
tion” 261(3):403-407, 1989.

2Grant, BF et al. Prevalence of DSM-IV alcohol abuse and dependence: US, 1992. “Alcohol
Health and Research World” 18(3):243-248,1994.

3Updated estimate by the Lewin Group, October 1999, of Harwood, H., et al. “The Economic
Costs of Alcohol and Drug Abuse in the US,” 1992. National Institute on Drug Abuse, 1998.
U.S. Dept. of the Treasury. “The Economic Costs of Smoking in the US and the Benefits of Com-
prehensive Tobacco Legislation,” Washington, DC, 1998.
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ple and populations at risk, and points for pharmaceutical and behavioral interven-
tions.

ADVANCES IN RESEARCH RELATED TO THE TOXICITY OF ALCOHOL

The tissue-damaging effects of alcohol are not limited to the nervous system. Alco-
hol is a toxin, and it can injure any tissue in the body, with significant medical
sequelae; for example, liver disease, some kinds of cancer, and brain damage.

Among the tissues most vulnerable to alcohol’s toxicity are those of unborn
fetuses, whose nervous systems are particularly susceptible to alcohol’s effects. The
most severe outcome is fetal alcohol syndrome (FAS), which results in a lifetime of
neurobehavioral deficits and disabilities. For the first time, using living mammalian
models, investigators have found that administering two different, naturally-occur-
ring substances, choline and nerve-growth factors, can prevent alcohol-induced brain
damage to the developing fetus. This is a significant finding, since no treatment for
FAS exists, currently.

Intramural investigators discovered a potential explanation as to why chronic,
heavy drinkers are completely unresponsive to treatment for hepatitis C virus infec-
tion. Hepatitis C infection is a prevalent disease, particularly among alcoholics, and
the current treatment of choice is expensive. Investigators found that a protein pro-
duced in response to inflammation suppresses the biochemical pathway of the drug
used for treatment and boosts activity of the genes whose protein products block the
effects of the treatment drug.

RECENT INITIATIVES

During the five-year doubling of the NIH budget, NIAAA has established major
new initiatives designed to advance research in each of the areas essential to its
mission.

The Integrative Neuroscience Initiative on Alcoholism (INIA) is advancing our un-
derstanding of alcohol’s actions in the nervous system. INIA integrates findings
from multiple disciplines, from the genetic to the molecular and behavioral levels.
Our intramural program also established an integrative neuroscience research pro-
gram that combines cellular and molecular biology studies, considered the most
powerful approach to the neural basis of alcohol abuse and alcoholism.

We have established several initiatives that are enabling us to capture the poten-
tial of new genetics technologies. On the molecular level, an initiative that focuses
on the use of advanced instrumentation soon will enable our scientists to examine
directly alcohol’s interactions with the brain’s neurotransmitter systems. In doing
so, scientists can couple molecular events with behavioral events, in real time. This
technology will provide essential information for our neuroscience research.

The initiatives described above are moving us closer to identifying optimal targets
for therapeutic interventions. We have launched a major effort to develop medica-
tions that are more widely effective in treating alcohol abuse and alcoholism. Stud-
ies include tests designed to determine what types of patients respond favorably to
currently available medications, and whether combining medications with specific
behavioral therapies improves success rates.

The increases in the NIAAA budget also have enabled our intramural researchers
to establish a liver biology program. Investigators in this program already have pro-
duced an important breakthrough; they have found that a specific protein of the im-
mune system protects liver cells from the toxic effects of alcohol. NIAAA recently
established two new initiatives on alcohol-related liver disease.

Because some minority groups and women appear to suffer disproportionately
from alcohol-induced organ damage, such as liver disease, we have established an
initiative to study disparities in alcohol toxicity. A recently established collaborative
initiative focuses on FAS prevention. Prominent in these investigations are studies
of specific minority groups, such as Native Americans and African Americans, who
are disproportionately affected by FAS.

We also are stimulating research to develop biomarkers that detect early, alcohol-
induced toxic changes in cells. Another initiative is to develop a biosensor that mon-
itors alcohol levels continuously, to elucidate how drinking behaviors lead to organ
damage.

Our prevention program is conducting studies to assess whether interventions
that have proven to be successful in majority populations also are effective for spe-
cific minority groups. The program also encourages research that examines whether
high-alcohol-content, low-cost beverages, such as malt liquor, disproportionately af-
fect minorities.

Youth is a special focus of our prevention research, and the initiatives we have
established over the past five years include a major effort to prevent alcohol prob-
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lems among college students and another to prevent alcohol use among young ado-
lescents. College drinking is more destructive than previously recognized, and the
NIAAA Council’s Task Force on College Drinking has brought together the college
and research communities in an unprecedented national dialogue.

OUTREACH

Ultimately, NIAAA’s research is intended to benefit the public’s health. We at-
tempt to achieve that goal in a number of ways. For example, our Research to Prac-
tice Initiative is a collaboration between NIAAA and the Substance Abuse and Men-
tal Health Services Administration’s Center for Substance Abuse Treatment. Rep-
resentatives from these two agencies meet with treatment providers and adminis-
trators to exchange information about current research findings and obstacles to
providing treatment that practitioners encounter. The agencies then arrange for ex-
perts to serve temporary residencies in treatment programs, to ensure success.

Women of child-bearing age are the focus of the D.C. Initiative, a major effort to
prevent FAS in the District of Columbia, which has one of the Nation’s highest FAS
rates. The project is designed to prevent drinking among African-American women
who are pregnant or can become pregnant.

On April 9, after three years of investigations, the NIAAA Council’s Task Force
on College Drinking will release a report that includes recommendations for col-
leges, researchers, and communities. NIAAA will hold regional workshops that will
involve 3,200 colleges, and will provide brochures for parents, college administra-
tors, high-school guidance counselors, and community leaders. Papers and panel re-
ports that served as the basis for the Task Force’s report will be published in sci-
entific journals; for example, a supplement to the April 2002 issue of the Journal
of Studies on Alcohol, on college drinking, will include 18 review articles adapted
from papers commissioned by the Task Force. An interactive NIAAA website serves
as a resource for college personnel, researchers, and the public.

Alcohol Screening Day, a nationwide event sponsored by the NIAAA, enables peo-
ple to receive free screening for alcohol problems and, if needed, referrals. This
year’s Screening Day will take place on April 11. We anticipate more than 2,000
participating sites, more than half of which will be college campuses.

We are reaching children and adolescents through our Leadership to Keep Chil-
dren Alcohol-Free. Thirty-three State governors’ spouses have joined this project to
reduce drinking by young people; a crucial effort, given our research findings that
early initiation of drinking portends higher risk of alcoholism later in life. We also
are preparing public service announcements on underage drinking.

GOVERNMENT PERFORMANCE AND RESULTS ACT

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s third annual performance report, which compares our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan. As perform-
ance trends on research outcomes emerge, the GPRA data will help NIH to identify
strategies and objectives to continuously improve its programs.

PREPARED STATEMENT OF DR. PATRICIA A. GRADY

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Nursing Research for fiscal year
2003, a sum of $130,809,000, which reflects an increase of $10,058,000 over the com-
parable fiscal year 2002 appropriation.

For over a century, the nurse’s role in care of the sick has been well known, espe-
cially in times of war or disasters. What is also important in this new century is
the role of nurse as scientist—bringing to the scientific process an additional per-
spective critical to health, examples of which will be highlighted today. Our science
is young, yet it is already making innovative changes to practice. These contribu-
tions were evident as NINR celebrated its 15th anniversary at the National Insti-
tutes of Health with a scientific symposium that featured nursing research pro-
grams of excellence.

The nursing shortage, however, which is capturing national attention, is emerging
just when challenges to the healthcare system are increasing. Therefore, it is critical
that nursing research produce results that improve health and quality of life for the
American people. Innovative strategies to address these challenges must be identi-
fied, and they must be scientifically tested.
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RESEARCH TO HELP CAREGIVERS

Major challenges for healthcare are the increase in age of our population, the in-
crease in chronic illness, and the earlier discharge of patients from hospitals, which,
taken together, have created a greater need for informal caregivers. These care-
givers are generally family members, friends, or neighbors. According to the 1997
National Caregiver Survey by the AARP, more than 22 million adults are informal
caregivers to ill or fragile Americans over 50 years of age. A study of informal care-
givers, published in 1999 in Health Affairs, indicates that most caregivers are mid-
dle-aged, married women, almost half of whom have young children. They provide
most of the long-term care in our country, yet the economic value of their services,
estimated at $196 billion in 1997, is not included in cost of illness figures. The
healthcare system, in effect, depends on their collective assistance. Research to ad-
dress caregiver issues is critical at this important juncture.

In addressing these issues, nursing research has focused on helping caregivers
avoid or reduce their burdens, including stress, especially related to chronic ill-
nesses, such as dementia, emphysema, and congestive heart failure. Caregivers
must manage disruptive behaviors, including wandering, aggression, and sleep-wake
disturbances, and they may be required to administer medication and use unfa-
miliar equipment, such as suctioning devices and ventilators. NINR-supported re-
S?all'rf?h also identifies caregiver techniques to improve their own health and quality
of life.

Although subgroups of caregivers characterize their situation as a positive experi-
ence, there is also a high incidence of stress among caregivers that can lead to de-
pression, physical illness, and increased mortality. A recently published study of a
community-based 14-hour training program for caregivers, held during a two-week
period, found that three months after the training, 25 percent of participants re-
ported lower levels of depression, 28 percent reported improvement in behavioral
problems of their care recipients, and 9 percent indicated that they felt less bur-
dened. This brief intervention provided caregivers with information and practical
skills for dealing with dementia, and ways to improve confidence, coping skills, and
communication. The results are illustrative of the possibilities of using coaching and
teaching to reduce the negative effects of caregiving. Further research is needed to
identify techniques that work best—for example, those that can be generalized and
those that may only apply to specific situations.

RISKS OF UTERINE RUPTURE IN FUTURE PREGNANCIES FOLLOWING INITIAL CESAREAN
BIRTH

A recent study published in The New England Journal of Medicine has captured
the public’s attention. This study demonstrated that cesarean delivery can increase
the risk of uterine rupture during labor in a subsequent pregnancy. Researchers
analyzed records of over 20,000 women who gave birth to a second child after an
earlier cesarean delivery. The risk of uterine rupture when having a second cesar-
ean delivery with no labor is 1.6 per 1,000 births. The risk of rupture during sponta-
neous labor for this population is over three times as great, and if prostaglandins
are used to induce labor, the risk increases 15 fold. Since 60 percent of women with
prior cesarean deliveries attempt labor with the next pregnancy, this is important
information for use in patient education. Mothers-to-be also need to know that ini-
tial cesarean delivery will affect future births.

LEARNING DEFICITS IN CHILDREN TREATED FOR ACUTE LYMPHOBLASTIC LEUKEMIA

For children with Acute Lymphoblastic Leukemia, who now have considerably im-
proved long-term, disease-free survival rates, there are also long-term consequences,
including academic difficulties caused by aggressive, life-saving treatments. These
treatments involve the central nervous system and include whole brain radiation
and high dose chemotherapy. Nursing research has shown that these children have
declines in arithmetic, verbal fluency and visual and motor-related skills, which af-
fect their success in school. Young survivors showed these deficits for up to four
years after their treatment regimens ended. A pilot study testing a remedial math
intervention to minimize this type of deficit has shown early positive results. A larg-
er study to test this intervention is now in progress.

REDUCING RISKS OF A SECOND CARDIAC ARREST

In addition to finding ways to reduce or eliminate treatment side effects, nursing
research also examines how to lower risks accompanying disease. Preliminary re-
sults of a biobehavioral intervention on patients who had cardiac arrest showed that
there was an 86 percent reduction of mortality from cardiovascular disease in these
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patients for up to two years. The intervention consisted of training in physiological
relaxation using biofeedback; coping skills for depression, anxiety, and anger; and
health education about cardiovascular risks. Although the underlying reasons for
these positive results are not fully understood, it is hypothesized that decreases in
psychological distress improve cardiovascular prognosis. This study underscores the
importance of biobehavioral approaches for survivors of cardiac arrest.

NEW AND EXPANDED INITIATIVES

In fiscal year 2003, NINR plans to expand activities that address the health dis-
parities prevalent in our society by incorporating such factors as ethnicity, culture,
gender, socioeconomic status, and geography. This area has always been an impor-
tant tenet of nursing science and is one of its special strengths. Since ethnic minor-
ity groups have a number of health problems associated with higher morbidity and
mortality rates than do majority groups, NINR will continue to focus on these
issues. A major new emphasis will be on community research partnerships in which
community members help to identify and address key health concerns. A workshop
to delineate possible research areas and strategies was held earlier this year to
begin this activity.

As the Committee is aware, NINR is advancing research on end-of-life and pallia-
tive care, and is the lead coordinator of NIH research in this area. In addition to
investigating new models for palliative care, next year we plan to focus on pediatric
and genetic end-of-life issues, with continued efforts to include minorities in our re-
search programs.

Next year NINR will expand the research agenda to address care issues for resi-
dents in long-term facilities, such as nursing homes and assisted living. The number
of assisted living residents is projected to increase from approximately 1 million in
1998 to more than 1.7 million in 2025, according to the National Center for Assisted
Living. NINR plans to solicit studies that deal with issues such as residents’ func-
tional mobility, transitional problems in adjusting to their loss of independent liv-
ing, and prevention of falls and depression,

Another emphasis is health promotion for adolescents to reduce their high-risk be-
haviors that will affect their health later in life. We will encourage studies that test
health promotion interventions to decrease smoking, substance abuse, and risky sex-
ual behavior, and improve nutritional status in school, at work, and in community-
based settings. Research to test culturally and linguistically appropriate interven-
tions involving ethnic minorities will provide valuable answers to address these
problems.

Since nursing research is important to improve better health, it is imperative that
NINR work at building future capacity. The nursing shortage will impact nursing
research by reducing the number of investigators available to conduct studies that
add to the scientific base for practice. To ensure a stable research workforce for the
future, NINR plans to use several new approaches, including earlier entry to re-
search careers. Research career development of minority nurses will be emphasized
to enhance research on health disparities. One innovative strategy is being carried
out in collaboration with the new National Center on Minority Health and Health
Disparities. Together we developed pilot research partnerships between established
research intensive institutions and minority-serving institutions. The goal was to in-
crease diversity in the nurse researcher pool and to increase research to reduce
health disparities. The second phase of this activity is currently under way and
shows much promise.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s second annual performance report which compared our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan.

In closing, we are in a high pressure period of increasing demands for empirically
based nursing care, while facing a possible diminution of both nurses and nurse re-
searchers. Research provides career challenges for nurses that will stimulate their
intelligence, their empathy, and their energy. Nursing research offers the oppor-
tunity to enhance the health for all of our Nation’s people.

Thank you, Mr. Chairman. I will be pleased to answer questions the Committee
may have.

PREPARED STATEMENT OF DR. FRANCIS S. COLLINS

Mr. Chairman and Members of the Committee: During fiscal year 2003, the field
of genetics will observe a major anniversary, and the National Human Genome Re-
search Institute will reach an unprecedented accomplishment. Fifty years ago, in
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the spring of 1953, Drs. James D. Watson and Francis Crick reported the discovery
of the double helix structure of DNA, a landmark achievement in the annals of sci-
entific research. In 2003 the Human Genome Project expects to complete the final
DNA sequence of the human genome. NHGRI and their partners in the Inter-
national Human Genome Sequencing Consortium announced the working draft of
the human genome sequence in June 2000, published the initial analysis in Feb-
ruary 2001, and since then have been working to correct all the remaining spelling
errors and fill in all the gaps. The Human Genome Project is on target to meet that
deadline and expects to finish the analysis in time for the 50th anniversary of the
Watson-Crick paper.

The availability of the genome sequence of humankind could be said to mark the
starting point of the genome era in biology and medicine. There is now much impor-
tant work to do to deliver on the promise that these advances in genomics offer for
human health. While sequencing the human genome has been NHGRI’s most visible
goal, the Institute has also been conducting important genetic and genomic research
in a variety of areas, including working to understand the way individuals differ
from each other at the genetic level and the impact these variations may have on
health. In addition, the Institute leads in the development of new technologies, such
as DNA chips and tools for proteomics, and has been creating novel research strate-
gies to study the function of genes and genomes.

A NEW RESEARCH PLAN FOR NHGRI

The Human Genome Project has, since its inception, been guided by a series of
overlapping 5-year plans. These plans have laid out ambitious goals to advance our
understanding of the human genome and the associated ethical, legal and social im-
plications. The plans have been instrumental to the success of the Project by clearly
enumerating our program objectives to the scientific community and the public, and
by providing measurable objectives to guide our work and gauge our progress and
success.

In December 2001, the NHGRI convened about 200 experts, including scientists,
researchers in the ethical, legal, and social implications (ELSI) of the Human Ge-
nome Project, consumers, and policy experts to think very broadly and creatively
about the future of genomics. Over the course of the following months, we will host
several workshops to explore specific topics in detail and enumerate specific goals
appropriate for NHGRI. We will take stock of where we are and where we have
come from, critically evaluating the challenges and opportunities that lie before us
and creating a bold new vision for the future of genomics.

EARLY AND STUNNING RESULTS FROM THE HUMAN GENOME SEQUENCE

Obtaining an accurate reference version of the human sequence has always been
the most compelling goal of the Human Genome Project. Between March 1999 and
June 2000, the production of human genome sequence data in Institute-supported
laboratories skyrocketed. During this time, scientists sequenced 1,000 DNA letters
a second—24 hours a day, 7 days a week. The resulting working draft sequence cov-
ered over 94 percent of the human genome, with 33 percent in highly accurate fin-
ished form by February 2001. By January 2002 the amount in highly accurate fin-
ished sequence had risen to 65 percent. The final sequence will be completed in
2003, two years ahead of the original ambitious schedule.

The draft sequence of the human genome is already having a major impact on
biomedical research. In the 12 months following the February 2001 publication in
Nature of the publicly funded draft sequence, the paper has been cited in over 700
scientific reports, making it one of the most cited papers in all of science for the
past year. These citations clearly demonstrate the widespread utility of the publicly
available genome sequence and its enormous early impact to advance biomedical re-
search in a wide array of areas.

The rationale for the Human Genome Project, and the strong and sustained Con-
gressional support for it, has been the promise of improving human health. We are
already beginning to see the fruits of that investment. Some of the citations of the
Nature publication represent research that could not have been accomplished in
nearly the same way or would not have been as profound were it not for the draft
sequence of the human genome. More than 50 genes involved in human disease
have been discovered, based on access to the public human genome sequence data.
The examples cited below show the direct connection the genome sequence is having
on improving human health.
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Prostate Cancer

Using the draft sequence of the human genome, scientists at Johns Hopkins Uni-
versity and the NHGRI have found the first gene associated with an inherited form
of prostate cancer. In a study of 91 high-risk prostate cancer families the research-
ers mapped the first hereditary susceptibility to prostate cancer to a region of chro-
mosome 1 that they called the Hereditary Prostate Cancer 1 Region, or HPC1. They
have now identified a specific gene—called RNASEL—in the HPC1 region that con-
tains DNA misspellings associated with prostate cancer. Misspellings in this one
gene do not explain all forms of inherited prostate cancer, but the discovery of this
gene is an exciting step towards understanding the causes of this common and dev-
astating form of cancer. Ultimately, this discovery should bring us closer to being
able to prevent the disease as well as better diagnostics and treatments.

Kidney Disease Gene

The recent identification of the gene for autosomal recessive polycystic kidney dis-
ease (ARPKD) by a team at the Mayo Clinic again shows the great power of the
draft human sequence. The publicly available sequence of the human genome played
an important role in the discovery of this disease-causing gene. With the identifica-
tion of the responsible gene and the characterization of a rat model of the disease,
rapid progress in understanding ARPKD can now be anticipated.

THE FUTURE OF GENOMICS

The Human Genome Project and the NHGRI have always aimed to develop new
information, tools and technologies that would enable scientists to gain a deeper un-
derstanding of the genetic contributions to disease, and to use this knowledge to im-
prove human health. The imminent completion of the project’s initial goals presents
a compelling opportunity to focus aggressively on translating the spectacular re-
search advances into medical advances. With the completion of the Human Genome
Project soon at hand, much additional basic research, guided by a genomic ap-
proach, remains to be done to shed light on the many mysteries of life. At the same
time, genome research offers a myriad of other opportunities for connecting detailed
knowledge of the human genetic instruction book with important problems in clin-
ical research. These basic and applied paths are not mutually exclusive, and finding
the right balance between them, although challenging, will be the most effective ap-
proach in the end.

Comparative Genomics

To understand the function of the human genome sequence, scientists would like
to compare it to the genome sequences of many other organisms. This approach re-
lies on the fact that functionally important regions of DNA are conserved over long
periods of evolutionary time. By comparing the human genome sequence with those
of the rat, mouse, and other organisms, similar regions are readily apparent, indi-
cating that something biologically interesting such as the existence of a gene or im-
portant regulatory element must be present at that location of the genome.

Simplifying the Study of Complex Genetic Diseases: The Haplotype Map of the
Human Genome

Prior to the completion of the draft sequence of the human genome, most studies
of diseases using genetics focused on single gene disorders such as cystic fibrosis
and Huntington’s disease. With the tools of the Human Genome Project, finding the
genes for diseases caused by alterations in single genes has become relatively
straightforward. Many common diseases, however, such as diabetes, cancer, heart
disease, psychiatric disorders, and asthma are influenced by complex interactions
between multiple genes as well as by non-genetic factors such as diet, exercise,
smoking, and exposure to toxins.

A key next step of the Human Genome Project will be the generation of a
“haplotype map” of the human genome. This comprehensive resource for human bio-
medical research will capture the complete catalogue of the common genome ances-
tral segments—“haplotype blocks”—observed in the major human populations. This
map will provide a new tool for scientists to scan the entire genome and identify
more rapidly and effectively those genetic variations associated with disease risk
and drug response in the human population. That, in turn, will help researchers de-
velop an understanding of the complex biological processes that give rise to the dis-
ease and assist scientists in discovering treatments or cures for these illnesses. This
new and exciting project is expected to be a public-private partnership and the data
will be immediately and freely accessible.
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Health Disparities Strategic Plan

From its inception NHGRI has been concerned about including individuals from
various groups in its activities. As the Institute has grown in size and complexity
the need for this has become even more imperative and a variety of initiatives have
been started and continue to evolve to address this need. The NHGRI staff recog-
nizes the inherent value of increasing diversity among the research workforce as
well as engaging and empowering people from minority communities through joint
research projects, information sharing, dialogue and the development of partner-
ships. In order to achieve these goals, NHGRI has developed a plan that lays out
a multifaceted approach to address issues of health disparities. The plan encom-
passes research, training, and education/outreach activities.

ETHICAL, LEGAL AND SOCIAL IMPLICATIONS

From its inception, NHGRI has taken on the responsibility to address the broader
ethical implications of rapid advances in genetic information and technology. Since
1991, it has committed 5 percent of its budget to studying the ethical, legal, and
social implications (ELSI) of genome research.

The ELSI Research Program has continued to support significant and innovative
research on the ethical, legal, and social implications of human genome research.
Research projects supported in fiscal year 2001 included projects in the areas of the
privacy and fairness in the use and interpretation of genetic information; clinical in-
tegration of new genetic technologies; issues surrounding genetics research; and
public and professional education.

As the Institute develops its new research plan, the ELSI issues will be carefully
integrated. It will be extremely important to consider these issues as new fields of
genomic discovery appear. It will also be essential for ELSI funded research to in-
form policy development in the area of genetics.

EDUCATION AND OUTREACH

National Coalition for Health Professional Education in Genetics

In 1996, along with the American Medical Association and the American Nurses
Association, the NHGRI founded the National Coalition for Health Professional
Education in Genetics as a national effort to promote health professional education
and access to information about advances in human genetics.

NHGRI/ORD Genetic and Rare Diseases Information Center

There are more than 6,000 genetic and rare diseases afflicting more than 25 mil-
lion Americans, but many of these illnesses affect relatively few individuals. As a
result, information about these rare disorders may be limited or difficult to find. In
order to respond to this need, the NHGRI and the Office of Rare Diseases (ORD)
have established the NHGRI/ORD Genetic and Rare Diseases Information Center
to provide information on genetic and rare disorders to the public. The Information
Center will meet the ever- increasing information needs of the general public, in-
cluding patients and their families, health care professionals, and biomedical re-
searchers by: 1) serving as a central, national repository of information materials
and resources on genetic and rare diseases, 2) collecting and disseminating informa-
tion on the diagnosis, treatment, and prevention of genetic and rare disorders, and
3) coordinating with organizations and associations interested in genetic and rare
disorders.

CONCLUSION

The investment in the Human Genome Project is already paying off in terms of
advances in biomedical science that promise unprecedented advances in human
health. We are moving into a new phase of genomics which will give us a deeper
understanding of the genetic contributions to disease. Our vision is that by focusing
on the applications of genetics to human health we will make great strides towards
treating and curing many complex diseases.

The NIH budget request includes the performance information required by the
Government Performance and Results Act of 1993. Prominent in the performance
data is NIH’s second annual performance report which compares our fiscal year
2001 results to the goals in our fiscal year 2001 performance plan.

Mr. Chairman, I am pleased to present the President’s budget request for the Na-
tional Human Genome Research Institute for fiscal year 2003, a sum of
$466,695,000, which reflects an increase of $35,977,000 over the comparable fiscal
year 2002 appropriation.
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PREPARED STATEMENT OF DR. DONNA J. DEAN

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Biomedical Imaging and Bio-
engineering (NIBIB) for fiscal year 2003, a sum of $121,378,000, which reflects an
increase of $9,356,000 over the comparable fiscal year 2002 appropriation.

Over the past year, it has been my privilege to preside over the formation and
early development of the NIBIB, striving to provide a new and enriched focus at
the National Institutes of Health (NIH) for bioengineering and imaging sciences. I
can report to you today that, with help and support from the trans-NIH community,
the NIBIB has taken significant steps in creating a research program in biomedical
imaging and bioengineering that Congress envisioned when passing the NIBIB Es-
tablishment Act in December 2000.

MILESTONES TO SUCCESS

Guided by legislative language, and with input from the biomedical imaging and
bioengineering communities, a mission statement was developed in March 2001, to
articulate the NIBIB overall vision, goals and objectives. Upon my appointment as
Acting Director in April, I was able to focus immediately on NIBIB’s future as de-
fined by the mission—“to improve health by promoting fundamental discoveries, de-
sign and development, and translation and assessment of technological capabilities
in biomedical imaging and bioengineering, enabled by relevant areas of physics,
chemistry, mathematics, materials science, information science, and computer
sciences.” Our Institute will foster and support an integrated and coordinated pro-
gram of research and research training that can be applied to a broad spectrum of
biological processes, disorders and diseases and across organ systems.

The foundation upon which the NIBIB will build its success comes from the appli-
cations submitted by investigator-initiated research. NIBIB staff worked with the
NIH Center for Scientific Review to implement referral guidelines and procedures
so that applications relevant to the NIBIB mission would be appropriately directed
to the Institute. In addition, Institute staff monitored the ongoing peer review proc-
?ss df_or grant applications already in the pipeline that would be eligible for NIBIB
unding.

In accordance with the NIBIB mission to foster trans-NIH collaboration, the ad-
ministration of the NIH Bioengineering Consortium (BECON) was transferred to
the NIBIB. The BECON has been in existence since 1997 and has served as the
focus of bioengineering extramural research at the NIH. The Consortium consists
of senior-level representatives from most of the NIH Institutes and Centers (ICs) as
well as representatives of other Federal agencies concerned with biomedical re-
search and development. NIBIB joins the BECON as an additional institute rep-
resentative and, in its administrative role, is committed to maintaining the success-
ful coordination of trans-NIH bioengineering research, training, and communication
programs.

The NIBIB is committed to supporting collaborations with other Federal agencies,
and outside organizations, as indicated in our mission, to promote translation of
cross-cutting technologies in bioengineering and imaging into biomedical applica-
tions. For example, the NIBIB and the Department of Energy (DOE) partnered to
sponsor a workshop on “Applications of Thermography in Medical Diagnosis and
Therapy”, which served to identify clinical applications of the technology and to fa-
cilitate research partnerships between the DOE national laboratories and NIH in-
vestigators. In addition, with support from the NIBIB and the Institute of Electrical
and Electronics Engineers (IEEE), the “International Symposium on Biomedical Im-
aging: Macro to Nano” will take place this July. These activities provide a forum
to showcase current technology and applications, identify future biomedical needs
and the emerging technologies, and assist in the process of planning the future re-
search agenda.

On October 1, 2001, the NIBIB announced its establishment to the public through
the launch of the official Institute website (http://www.nibib.nih.gov). The site serves
as a conduit of information for those with an interest in the Institute and the fields
of biomedical imaging and bioengineering. Comprehensive information about the
history, mission, legislative activities, budget, staff, vacancy announcements, re-
search and training opportunities and the administration of the Institute is avail-
able on the website. To date the website has received almost 700,000 hits from over
22,000 individuals and groups. Feedback indicates that the website is reaching a
wide audience and providing useful information.

In addition, significant efforts are being made to communicate directly with the
groups that look to the NIBIB for research support. We have targeted outreach ac-
tivities specifically for engineering, physical and quantitative science communities,
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many of whom may be new to NIH programs and procedures. As Acting Director,
I have made presentations across the nation to organizations that represent bio-
medical imaging and bioengineering communities. In addition, our staff have at-
tended numerous meetings to inform the scientific communities about the NIBIB
mission and current and planned research opportunities. For example, in recent
months, we have met with academic, industrial, and government representatives in
the states of Connecticut, Hawaii, Kentucky, New York, Pennsylvania, North Caro-
lina, Indiana, California, and Virginia to discuss the development of consortia that
support regional economies and multi-disciplinary biomedical research programs.

BUILDING A RESEARCH PORTFOLIO

The overarching goals of the NIBIB research program are to develop fundamental
new knowledge, foster potent new technologies, facilitate cross-cutting capabilities
and nurture a new generation of researchers. To that end, several scientific areas
have been identified for targeted research that is uniquely suited to the NIBIB mis-
sion. Among these are microtechnology and nanotechnology, diagnostic imaging, mo-
lecular-and cellular-level imaging, biosensors, biophotonics, materials, computa-
tional biology and computer technology. In addition, the training portion of the
NIBIB mission will involve facilitating training programs for scientists with back-
grounds that combine the biological and medical sciences with the allied engineering
and physical science disciplines to develop the expertise they will need to carry out
biomedical imaging and bioengineering research in the years to come. The next
phase of building the NIBIB research and research training portfolio involves devel-
oping initiatives that will stimulate activities in these areas.

As one of the first steps in building the NIBIB research portfolio, scientific staff
worked to identify ongoing research programs within the other NIH Institutes and
Centers (ICs) involving areas of biomedical imaging and bioengineering that would
be appropriate for NIBIB participation. For example, the “Bioengineering Research
Partnerships” Program Announcement (PA) solicits applications from researchers
seeking to establish multi-disciplinary research teams to address a significant area
of bioengineering research within the mission of NIH. Another PA, “Technology De-
velopment for Biomedical Applications,” invites applicants who are developing novel
instruments, devices, methodologies and software for use in biomedical research. In
order to form partnerships with other ICs as articulated in our mission, the NIBIB
has joined a variety of other initiatives across NIH.

To further enhance our research portfolio, the NIBIB is proud to announce our
first two scientific initiatives in the areas of biomedical sensors and molecular-level
imaging. Biomedical sensors can be defined broadly as devices that detect specific
molecules or biological processes and convert this information into a signal. Biology
and medicine have gained enormous insight into the life process by discovery, devel-
opment and application of sensors. To advance this technology, the NIBIB recently
issued a Request for Applications (RFA) entitled “Sensor Development and Valida-
tion.” The purpose of the RFA is to support basic and applied research targeted at
sensor development. In addition, the NIBIB will be the lead sponsor of an inter-
national assessment of the status of biosensor technology along with several other
Federal agencies.

Discoveries in molecular and cellular biology present extraordinary opportunities
for biomedical imaging to play an important role in the early detection, diagnosis
and treatment of disease. The support of fundamental discovery and technical devel-
opment of imaging technologies, before specific disease- or organ-oriented applica-
tions are determined, is critical, and is highlighted in the NIBIB mission. Another
RFA recently issued by NIBIB, entitled “Research and Development of Systems and
Methods for Molecular Imaging,” addresses this important scientific need, and will
support novel investigations for development of molecular imaging and spectroscopy
that can be applied to multiple biological or disease processes.

The NIBIB’s current portfolio supports a broad range of cross-cutting biomedical
research and enabling technology development in areas such as biomaterials that
encourage neural regeneration, microneedles for painless drug delivery, high-resolu-
ti?_n imaging of soft tissue, and sensor microarrays for instantaneous chemical iden-
tification.

FUTURE STRATEGIES

In the upcoming year, the NIBIB will begin to focus its research agenda and de-
velop programs in such areas as nanotechnology and reparative medicine. Many sci-
entists believe that nanotechnology is a new field of research that will enable the
development of a new generation of scientific and technological approaches, as well
as tools and devices used in research and clinical settings. One area where
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nanotechnology could be applied to medical therapy is the development of
nanoparticle materials for drug discovery, production, and delivery. Nanoparticle
materials offer significant improvements in bioavailability and efficiency through
oral and injectable pathways. Since cellular- and molecular-level interactions occur
on the nanometer scale, such technologies have the potential to offer significant im-
provements over current treatment options. The NIBIB plans to stimulate research
in this area, based on recommendations from the 2000 BECON symposium entitled,
“Nanoscience and Nanotechnology: Shaping Biomedical Research”.

Reparative medicine represents a critical and highly visible frontier in biomedical
and clinical research. A key component of the field 1s tissue engineering, the goal
of which is to repair or replace tissues and organs by delivering DNA, proteins, pro-
tein fragments, implanted cells or scaffolds to areas where they are needed. The
NIBIB has a role in this endeavor to explore the following areas: self-monitoring
materials for cell-, drug-, or gene-based therapies; predictive, low-cost in vivo and
in vitro models; accelerated testing and failure analysis; and approaches to under-
standing the biology-biomaterial interface. In accord with recommendations from the
2001 BECON symposium entitled, “ Reparative Medicine: Growing Tissues and Or-
gans”, we are developing initiatives to address these needs.

Other areas presenting rich opportunities for NIBIB research are included in our
plans for future programs. In imaging device development, we plan to support re-
search and development of generic biomedical imaging technologies before specific
applications are demonstrated. In implant science, critical needs are development of
tools for assessing loads and stresses in an operating environment, rapid simulation
and prototyping methods and life-time predictive methods for design and analysis
at the time of implant design, and during dysfunction and failure. Imaging proc-
essing and analysis offer challenges in the development, design, and implementation
of image acquisition and information analysis algorithms, image-guided procedures
and techniques for deriving physiology and function from multidimensional images.

Planning for a research training program is a high priority for the NIBIB, consid-
ering the recent Department of Labor report which indicated that biomedical engi-
neering jobs would increase by more than 31 percent by the end of the decade. To
determine needs in trans-disciplinary training, the NIBIB participated in a joint
NIH-National Science Foundation (NSF) workshop on training and education in the
fields of bioengineering and bioinformatics that brought together researchers and
educators from across the nation. Preliminary plans include funding for multiple
components at all career levels, including experiences at the pre-doctoral and post-
doctoral levels, a summer training experience for quantitative science students, and
institutional grants through the NIH National Research Service Awards (NRSA)
program. Our goal is to facilitate the trans-disciplinary training and education nec-
essary to assure the availability of future generations of highly-trained professionals
to meet the anticipated national demands.

As a dynamic and synergistic Institute, the NIBIB is pleased to be a part of the
Federal science and technology research enterprise in the 21st century high-tech in-
formation age. We look forward to establishing our role in this important endeavor.

Mr. Chairman, I would be pleased to answer any questions you or the Committee
may have.

PREPARED STATEMENT OF DR. JUDITH L. VAITUKAITIS

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Center for Research Resources (NCRR) for
fiscal year 2003, a sum of $1,091,374,000, which reflects an increase of $78,836,000
over the comparable fiscal year 2002 appropriation.

We cannot do today’s science with yesterday’s tools. As director of the National
Center for Research Resources, I hear regularly from the scientific community that
to do quality work, scientists must have access to state-of-the-art research tools and
technologies. NCRR provides the biomedical research community with the research
tools, specially designed research facilities, biologic models of human disease and
other resources necessary for studies that define the causes of human disease. I am
pleased to have this opportunity to share with you recent research contributions
made possible by NCRR-funded programs, and to outline our future plans for facili-
tating biomedical discovery through development of novel technologies and strategic
provision of research resources.

NCRR’s crosscutting research resources transcend the entire spectrum of scientific
inquiry funded by the institutes and centers within the National Institutes of
Health (NIH). Each year more than 28,000 investigators, supported by more than
$4 billion in competitive grants from other NIH components, as well as from other
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Federal agencies and the private sector, use NCRR-supported research resources to
conduct their studies. To get the most out of dollars committed to research re-
sources, NCRR encourages investigators and institutions to share scarce or expen-
sive research resources. In addition, NCRR supports research resource facilities for
both basic and clinical research that are shared institutionally, regionally or nation-
ally. Those include networks for General Clinical Research Centers (GCRCs), Re-
gional Primate Research Centers, Biomedical Technology Resource Centers, Re-
search Centers in Minority Institutions, and many other resources, including bio-
repositories—all essential to NIH-supported research. The clinical research settings
of the GCRCs allow countless investigations of human diseases, both rare and com-
mon. The biologic models validated and supported by NCRR have exposed many of
the basic mechanisms that underlie human disorders. NCRR-funded technology re-
sources have broad-ranging applications, ranging from molecular structures to views
of the brain affected by degenerative processes, including Alzheimer’s and Parkin-
son’s diseases. Other resources include those for generating vectors for human gene
transfer, and centers for isolation of human pancreatic islet cells for transplantation
into patients with Type 1 diabetes mellitus. Resource sharing is a cost effective ap-
proach to funding biomedical research.

The challenge for NCRR is to keep pace with the biomedical community’s chang-
ing needs for research tools and to ensure that tomorrow’s research queries have
tomorrow’s critical instrumentation and technologies in hand. The research re-
sources and tools needed for scientific investigations change dramatically over time
as more complex research queries are posed and require new technologies and bio-
materials with greater sensitivities and much higher through-puts. Many research
tools now considered critical to understanding the cause of disease and protecting
the health of Americans were unheard of just a few years ago. For instance, the
Magnetic Resonance Imagers, or MRIs, now found in hospitals and medical centers
across the country were rare and experimental less than 20 years ago. Today MRI
is an essential clinical tool, saving countless invasive surgical procedures each year.
NCRR supported the development of MRI from its earliest iterations—as an obscure
technology used only in chemistry labs—to the clinical tool that physicians have
come to depend on. NCRR continues to support the evolution of MRI and other tech-
nologies, including mass spectrometry and synchrotron beam lines for
crystallographic studies of macromolecules encoded by the tens of thousands of
genes within the human and other genomes. These advanced technologies evolved
from the basic research efforts of physicists and engineers who needed these sophis-
ticated instruments for studies of particle physics. The NIH biomedical research
community, frequently in collaboration with investigators from other federal agen-
cies, adapted the physicists’ tools to study the molecular causes of disease and to
develop specific therapies to prevent, cure or ameliorate the disease.

ADVANCED TECHNOLOGIES

The shared resources supported by NCRR provide a fertile environment to stimu-
late collaborations among investigators. Interdisciplinary research teams are indis-
pensable as scientists begin to address more complex research problems. One exam-
ple is the exploration of the human genome and the macromolecules encoded by the
more than 30,000 genes identified to date within the human genome. Working at
the scale of the proteome (proteins expressed by the genome), investigators may
need to characterize thousands of proteins to address fundamental questions that
cannot be answered by examining just one protein at a time. To assist examination
of such complex problems, NCRR will initiate a program to support a system or an
integrative approach for biomedical research resource centers equipped thematically
with the most advanced technologies, including structural and protein purification
techniques, mass spectrometry, and DNA microarrays to address the biocomplexity
of research. Research teams at these centers will include investigators with wide-
ranging but complementary expertise, including physicists, physical chemists, engi-
neers, bioinformaticists, computer programmers, and both physicians and basic sci-
entists trained in sophisticated biomedical research.

In order to respond rapidly to scientists’ changing needs, NCRR works in trusted
partnership with the biomedical research community and with other NIH institutes
and centers. An overwhelming number of scientists we hear from have identified an
urgent need for bioinformatics tools to collect, manage, analyze, and share the enor-
mous data sets that arise from genomics, proteomics, and imaging efforts. Last year,
NCRR launched an ambitious pilot project known as the Biomedical Informatics Re-
search Network (BIRN). BIRN is a collaborative effort with the San Diego Super-
computer Center, the National Science Foundation, and several universities. An es-
sential feature of the BIRN testbed is the creation of infrastructure that can be de-
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ployed rapidly to other research sites throughout the country, and promises to have
applications beyond neuroimaging, the project’s initial focus.

Another successful pilot venture is the Internet-based network, CFnet, which
NCRR established a few years ago in partnership with the Cystic Fibrosis Founda-
tion. The initial goal of CFnet was to determine if phase 1 and 2 clinical trials could
be facilitated across several GCRC sites with web-based data management. The ef-
fort proved so successful that we anticipate extending CFnet to an additional 12
GCRC sites and will include phase 3 clinical trials. NCRR, in collaboration with
Internet 2, plans to establish a comparable network at the eight minority-serving
medical schools to facilitate their participation in clinical trials and in studies de-
signed to examine the factors contributing to health disparities and ways to elimi-
nate them. This network will be extended to the entire cohort of institutions cur-
rently supported through NCRR’s Research Centers in Minority Institutions pro-
gram. NCRR also plans to initiate networking with a subset of academic institutions
within the Institutional Development Award (IDeA) program.

GENOMICS AND GENETIC MEDICINE

NCRR supports national repositories for biologic models, which play an indispen-
sable role in uncovering the basis of human health and disease. The genomes of ani-
mal species are remarkably similar to ours; consequently, animal models offer a
wealth of information about human gene function. NCRR plans to support national
resources to systematically validate, classify and characterize genetically altered
animal models. National genotyping laboratories will be established to serve both
the clinical research and animal model communities.

Research with embryonic stem cells may hold the key to treatment of disorders
for which no effective therapies exist. These cells have the potential to develop into
any type of cell in the body. To explore the full potential of these cells, NCRR will
fund studies of several animal models, including nonhuman primates and rodents,
to identify the factors within their microenvironments that induce embryonic stem
cells to transform into insulin-producing islet cells, blood-forming cells, dopamine-
producing neurons, and more—ultimately for therapeutic purposes.

Despite the fact that half of all NIH-funded research grant applications include
animal-based research, relatively few veterinarians are research trained, and veteri-
nary schools have too few faculty who can serve as mentors or role models for stu-
dents. To address this need, NCRR proposes to establish academic Centers of Veteri-
nary Research Excellence (COVRE) in colleges of veterinary medicine. The goal of
COVRE is to develop a pool of research-trained veterinarians who will fill a rapidly
growing need in biomedical science. COVRE will provide competitive support to fur-
ther develop the research infrastructure—the research facilities, instrumentation
and investigator development—of Veterinary Schools of Medicine.

RESEARCH TRAINING AND CAREER DEVELOPMENT

To address the need for research trained physicians and dentists in patient-ori-
ented research, NCRR will expand its support for several NIH-wide career develop-
ment programs. The NCRR proposes to enhance support for the Mentored Patient
Oriented Research Career Development Awards (K23), and Mid-Career Investigator
Awards (K24). NCRR will continue to be a major supporter of the institutional Clin-
ical Research Curriculum Awards (K30). In fiscal year 2001, NCRR demonstrated
its commitment to the development of a cadre of clinical researchers by supporting
more K23 awards than any other NIH component except one. NCRR will expand
support of the loan repayment program for NCRR-supported junior investigators
(dentists and physicians) who are pursuing patient-oriented clinical research career
development.

NCRR proposes to expand support for clinical research pilot studies in GCRCs so
that promising junior investigators and established investigators with novel ideas
may collect important preliminary data to support the feasibility of research ques-
tions proposed in their research grant applications. NCRR also intends to begin
funding of a new institution-based career development program for physicians and
dentists. The Mentored Clinical Research Scholar Program was created as an insti-
tutional patient-oriented career development program. The program flexibly inte-
grates educational instruction through seminars, workshops and formal courses that
may lead to advanced degrees and the acquisition of biomedical research expertise
in a mentored setting. Candidates must participate for a minimum of two years but
not longer than five years and may be eligible for the loan repayment program. Can-
didates may earn an M.S., M.P.H., or Ph.D. degree in areas relevant to clinical re-
search. The goal is to prepare physicians and dentists for independent careers in
patient-oriented research.
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Another NCRR effort is to enhance medical students’ interest in clinical research
careers through support for the Mentored Medical Student Clinical Research Pro-
gram. This program provides medical and dental students with support for one year
of didactic clinical investigation and mentored research at institutions with a GCRC
or an RCMI Clinical Research Center. The goal is to provide support for up to 5
students per GCRC site per year. A similar program for veterinary students will be
expanded.

RESEARCH CAPACITY BUILDING

NIH proposes to continue support for construction or renovation of extramural re-
search facilities through the Research Facilities Improvement Program in fiscal year
2003. The research community has expressed a need for Biosafety Level (BSL) 2/
3/4 facilities for handling dangerous bacteria, viruses, and other agents; good manu-
facturing procedures (GMP) facilities for manipulation of cell therapies and produc-
tion of vectors for human gene transfer. Applications from smaller institutions will
be given special consideration for funding. Separately, at least $5 million of funds
appropriated for construction for fiscal year 2003 will be required to finish building
a chimpanzee sanctuary system.

The NIH Institutional Development Award (IDeA) Program provides support to
enhance the biomedical research capacities of institutions in states that have not
fully participated in NIH research funding in the past. To develop and enhance their
research infrastructure, NIH launched two program initiatives, the Centers of Bio-
medical Research Excellence (COBRE) and Biomedical Research Infrastructure Net-
works (BRIN). In response to recommendations of institutional officials and inves-
tigators in the IDeA states and Puerto Rico, NCRR proposes to create an Internet-
based network with distributed databases, using Internet 2 to link the BRINs and
COBREs, to foster collaborations among the participating institutions. IDeAnet will
provide access to bioinformatics tools for data analysis and visualization as well as
access to scalable computing up to the teraflop level.

HEALTH DISPARITIES

Finally, in order to address health disparities, NCRR proposes to establish Com-
prehensive Centers for Health Disparities Research. These Centers will develop the
capacity of RCMI medical schools to conduct basic and clinical research in type 2
diabetes and cardiovascular disease, both of which disproportionately affect minority
populations. The Centers will provide support to further develop the requisite re-
search infrastructure, recruit magnet clinical investigators, recruit and develop
promising junior faculty, and facilitate substantial collaboration between the RCMI
grantee institutions and more research-intensive universities. Partnerships between
investigators at GCRC sites will be developed.

Mr. Chairman, the NIH budget request includes the performance information re-
quired by the Government Performance and Results Act (GPRA) of 1993. Prominent
in the performance data is NIH’s second annual performance report which compared
our fiscal year 2001 results to the goals in our fiscal year 2001 performance plan.

I will be happy to respond to any questions you may have. Thank you.

PREPARED STATEMENT OF DR. STEPHEN E. STRAUS

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Center for Complementary and Alternative
Medicine for fiscal year 2003, a sum of $113,823,000, which reflects an increase of
$8,843,000 over the comparable fiscal year 2002 appropriation.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s second annual performance report that compared our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan.

Fiscal year 2001—NCCAM’s third year—was one of exciting growth and produc-
tivity. Substantive progress was made towards advancing each of the four primary
goals articulated in NCCAM’s five-year strategic plan: stimulating and supporting
research, research training, outreach, and facilitating integration.

BUILDING FOR SUCCESS

NCCAM’s evolving success has depended on our firm adherence to a series of
guiding principles. First, we solicit the best research ideas from a wide base of our
stakeholders, investigators, and practitioners from the many mainstream and com-
plementary and alternative medicine (CAM) disciplines and fields; we incorporate
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similarly wide perspectives into peer-review; and we invest in only the most com-
petitive, exacting, and important work. Second, our portfolio emphasizes clinical re-
search because CAM practices are already widely used, and the American people
need information that is based on scientific evidence so that they can make in-
formed health care choices. Third, the range of clinical conditions addressed by CAM
and the cost of clinical studies, especially large trials, dictates that we leverage our
intellectual and capital resources through collaboration with sister Institutes, Cen-
ters, and agencies. Fourth, CAM products and practices, in spite of their wide use,
are often of variable quality. Thus, we must ensure the highest standards of safety
and reproducibility of our studies.

The progress made in each of these areas has been facilitated by our creation of
programs in international health research, special populations research, and clinical
and regulatory affairs (PCRA), as well as the establishment of an Intramural Re-
search Program (IRP), including the appointment of the first NCCAM Director for
Clinical Research. The PCRA coordinates and monitors NCCAM-funded multi-center
trials, including related Institutional Review Board (IRB) and data and safety moni-
toring activities. Further efforts to enhance research quality include NCCAM-funded
preparation of high-priority clinical research-grade botanical products such as cran-
berry, Echinacea, saw palmetto, and milk thistle, for which existing supplies sold
to consumers are too variable in product content and quality. The IRP creates on
the NIH campus an environment for collaborative research, training, and clinical
care with CAM modalities.

Evidence of our success over the past three years includes a nearly 25-fold in-
crease in grant applications to NCCAM and a commensurate increase in the quality
of our awards. Our research portfolio has begun to demonstrate the breadth and
complexity typical of work supported by the more established Institutes. We have
expanded our support for investigator-initiated studies on the basic mechanisms of
action and clinical applications for diverse, widely used CAM therapies. NCCAM
manages a substantive Centers program to investigate a range of botanical prod-
ucts, cancer therapies, cardiovascular disease treatments, and women’s health ap-
proaches, among others, while thousands of research subjects have been enrolled
into the most rigorous Phase III studies of CAM treatments ever conducted (Table).
We have steadily increased the number of research training awards for pre- and
postdoctoral fellows, physicians, nurses, and CAM practitioners. Our outreach ef-
forts have benefitted from an award-winning web site and an Information Clearing-
house enriched with new fact sheets, reports, and publications for the public and
the research and health care communities.

SELECTED RANDOMIZED, CONTROLLED PHASE IIl CLINICAL TRIALS SUPPORTED BY NCCAM

Cosponsoring NIH Insti- Target enroll-

Phase IIl clinical trials Status tutes/Centers ment

Shark cartilage as adjunctive therapy for lung cancer ........ Enrolling subjects .. | NCI w..coovvvereiierreians 756
Ginkgo biloba to prevent dementia ....... Enrolling subjects .. | NIA, NHLBI, NINDS ... | 3,000-3,500

Acupuncture for osteoarthritis pain ...... Enrolling subjects .. | NIAMS ... 570
Glucosamine/chondroitin to treat osteoarthritis Enrolling subjects .. | NIAMS 1,588
Vitamin E/selenium to treat prostate cancer ... ... | Enrolling subjects .. [ NCI ....... 32,400
Hypericum perforatum to treat minor depression Awarded NIMH, 0DS 300 (min.)
EDTA chelation therapy to treat coronary artery disease ....... Under review .......... NHLBI ........ 1,600 (est.)
Saw palmetto/P. africanum to prevent progression of benign | Announced ............ NIDDK, ODS ... 3,000 (est.)

prostatic hypertrophy.

Allow me to highlight our approaches to and plans for some of the most complex
and important facets of human health—cancer, neurosciences, and HIV/AIDS—and
international health as illustrative of our overall strategy.

CANCER

Surveys show that many cancer patients, hoping to improve their prognosis or to
reduce the side effects of conventional treatments, use CAM modalities; others
choose a CAM therapy as an alternative, especially for those cancers that are not
responsive to conventional therapies. This widespread use has made studies of CAM
approaches to cancer a high priority for NCCAM, as evidenced by a notable increase
in investment in this area. NCCAM is collaborating with the National Cancer Insti-
tute and leading cancer specialists to examine diverse complementary and alter-
native therapies for cancer and its complications, as palliative care treatment, and
as options for care at the end of life. We jointly support CAM programs at special-
ized cancer centers; we co-fund the largest ever studies of the dietary supplements
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selenium and vitamin E for prevention of prostate cancer and shark cartilage as ad-
junctive therapy for lung cancer (Table). Our portfolio of recently funded studies
ranges from basic molecular and pharmacological studies of herbal products used by
cancer patients, to assessments of massage, spiritual approaches, and complex nu-
tritional regimens. We hope to support additional rigorous Phase I and II studies
of a variety of popular alternative treatments for which the scientific literature pro-
vides limited or no evidence to confirm their safety or effectiveness: high-dose anti-
oxidants (e.g., vitamin C or Coenzyme Q10), herbal mixtures (e.g., Flor-Essence,
Essiac, PC-SPES, or traditional Chinese medicines), single whole plant extracts
(e.g., mistletoe, oleander, or green tea), biopharmacologics (e.g., MTH-68, or 714-X),
or complex regimens (e.g., Revici or Gerson therapies).

THE NEUROSCIENCES

Another large component of the NCCAM research portfolio focuses on important
public health needs and opportunities in the neurosciences, including studies on
pain, mental health, stroke, addiction, and neurodegenerative disorders, as well as
the neurobiological effects of placebos and diverse CAM therapies. Together, these
studies promise to determine the range of neurological conditions for which CAM
therapies may be beneficial and to further elucidate the intricate processes of the
human nervous system.

Even though acupuncture has enjoyed millennia of empiric development and wide-
spread use in Asia, it has been poorly explicated or accepted by the standards of
contemporary biomedicine. Currently, NCCAM investigators are learning more
about acupuncture’s mechanisms of action and its value for pain relief. Several dif-
ferent basic science studies are applying powerful new brain imaging techniques
(such as functional magnetic resonance imaging and positron emission tomography)
to identify physiological linkages between needle insertion sites, ancient acupunc-
ture meridians, and critical brain neurotransmitter and endogenous opioid pathways
Many of NCCAM’s studies are dedicated to investigating how effective acupuncture
is at managing pain relative to other contemporary approaches. For example, in col-
laboration with the National Institute of Arthritis and Musculoskeletal and Skin
Diseases, NCCAM will complete the largest and most rigorous trial to date of the
safety and efficacy of acupuncture for the pain of osteoarthritis of the knee (Table).
NCCAM supports smaller studies for other conditions including: carpal tunnel syn-
drome; temporomandibular disorder and postoperative dental pain; and back pain.
Collectively, this is the largest ever compendium of formal acupuncture studies.

The dominant theme of research in NCCAM’s IRP focuses on the body’s cardinal
communications network that links the mind/brain and body: neural, endocrine, and
immune systems and their responses to significant age-related life stressors, such
as depression, chronic pain, cognitive decline, and sleep disorders, all of which are
prime targets of CAM approaches. One of the first intramural studies will examine
the use of acupuncture to control nausea associated with aggressive cancer therapy.

The placebo effect also hinges on the powerful dialogue between mind and body,
representing a change in a patient’s condition that occurs in response to administra-
tion of otherwise inert substances or participation in a psychophysiological activity
in a healing context. Research has shown that placebos affect treatment outcome.
In November 2000, NCCAM, the National Institute of Diabetes and Digestive and
Kidney Diseases, and 15 other Institutes, offices and health agencies cosponsored
a major international conference to examine social, psychological, and
neurobiological contributions to the placebo effect, and the ethical use and evalua-
tion of placebo actions in clinical trials. In response to recommendations from the
conference, NCCAM has planned and will fund, in collaboration with nine other
NIH Institutes and Centers, new research initiatives aimed at elucidating the
neurobiological mechanisms that mediate placebo effects, and supporting studies of
social and behavioral factors that facilitate placebo responses in clinical practice set-
tings.

HIV/AIDS

People with HIV/AIDS often incorporate CAM modalities into their treatment
strategies. Consequently, NCCAM is building an innovative and broad-based re-
search portfolio to determine the safety and efficacy of CAM modalities used by
these individuals. NCCAM plans to solicit studies that build on ongoing in vitro,
animal, and early phase clinical studies that address: the potential antiretroviral ac-
tion of a number of CAM therapies either alone (e.g., dehydroepiandrosterone
[DHEA]) or in concert with approved anti-HIV drugs (e.g., licorice [Glycyrrhiza
glabra] and St. John’s wort [Hypericum perforatum]); the amelioration of undesir-
able side effects of conventional treatments (including garlic to prevent the unusual
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deposition of fatty tissues under the skin, known as lipodystrophy); or the restora-
tion of the immune system by dietary supplements (e.g., alpha lipoic acid or cre-
atine). Because palliation is one of the purported benefits of many CAM therapies,
NCCAM also supports several research projects on improving the quality of life for
people with advanced AIDS (parallel studies are being conducted with people who
have advanced cancer), including massage therapy to treat depression and improve
the quality of life, cognitive behavioral coping and Tai Chi to reduce stress, and the
role spirituality plays in sustaining one’s will to live.

INTERNATIONAL HEALTH RESEARCH

Recognizing that a global CAM research network would also enhance CAM re-
search activities in the United States by affording investigators access to unique bio-
resources and traditional therapies, NCCAM established a research program on
international health in fiscal year 2001. The goal is to promote the validation of in-
digenous CAM practices by encouraging their rigorous assessment in their native
context in a culturally sensitive manner. Collaborations with the Fogarty Inter-
national Center, the World Health Organization, and other agencies are facilitating
these endeavors. In accord with the strategic plan for this effort, NCCAM has begun
by convening international workshops and plans to solicit applications to develop an
international site of CAM research excellence.

CONCLUSION

While many CAM remedies have been employed for centuries, we still have much
to learn about them. By continuing our studies on their underlying mechanisms and
clinical effects, we will discern which approaches are safe and effective, and there-
fore suitable for incorporation into medical practice, while well-informed consumers
will reject those that are not.

I am now happy to take your questions about NCCAM’s activities and plans.

PREPARED STATEMENT OF DR. JOHN RUFFIN

Mr. Chairman and Members of the Committee: I am honored to appear before you
as the Director of the National Center on Minority Health and Health Disparities
(NCMHD) to present the President’s budget request for fiscal year 2003, a sum of
$187.159 million, which reflects an increase of $29.294 million over the comparable
fiscal year 2002 appropriation. The NIH budget request includes the performance
information required by the Government Performance and Results Act (GPRA) of
1993. Prominent in the performance data is NIH’s second annual performance re-
port which compares our fiscal year 2001 results to the goals in our fiscal year 2001
performance plan. As performance trends on research outcomes emerge, the GPRA
data will help NIH to identify strategies and objectives to continuously improve its
programs.

Thanks to the support of the Congress, the National Center on Minority Health
and Health Disparities was created in January 2001, as mandated by Public Law
106-525. NCMHD’s mission is to lead, coordinate, support, and assess the NIH ef-
fort to reduce and ultimately eliminate health disparities. The Center will achieve
its mission by conducting and supporting basic, clinical, social, and behavioral re-
search, promoting research infrastructure and training, fostering emerging pro-
grams, disseminating information, and reaching out to minority and other health
disparity communities. NCMHD envisions an America in which all populations will
have an equal opportunity to live long, healthy and productive lives.

Over the past year, NCMHD has worked diligently with its partners, the other
Institutes and Centers (ICs) and Offices at NIH, to implement its statutory require-
ments. I am grateful for the extensive support and cooperation that the Center has
received from Dr. Ruth Kirschstein, Acting Director of NIH, and all of the other IC
Directors. The help of the other ICs is demonstrated in the Center’s achievements
that I will discuss today. Last year, I informed you of what we were planning to
attain. Now, one year later, I am proud to share with you highlights of what we
have accomplished. The Center has successfully developed its organizational struc-
ture and continues to hire new staff to carry out its programs and initiatives.

NIH COMPREHENSIVE STRATEGIC PLAN AND BUDGET

For the first time in the history of the National Institutes of Health, it will have
a comprehensive Strategic Plan and Budget that will be a guiding mechanism for
the conduct and support of all NIH minority health disparities research and other
health disparities research activities. NCMHD was honored to be charged with the
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development of this plan in collaboration with the Director of NIH and the Directors
of the other NIH ICs. The Center has submitted the Strategic Plan and Budget to
the Office of the Director, NIH, for review.

The Plan was developed with substantial input from various stakeholders includ-
ing the public, academia and health professionals representing those who dispropor-
tionately experience disparities in health. It describes current activities and future
plans of the NIH to address the health disparities crisis, to build a culturally com-
petent cadre of biomedical and behavioral investigators and to increase the number
of minority clinical and basic medical scientists who are essential to the success of
our efforts. There are three main goals of the plan research, research infrastructure
and community outreach which encompasses information dissemination and public
health education. Within each goal there are areas of emphasis and objectives to ac-
complish the priorities identified or mandated. Each objective outlines an action
plan, time-line, performance measures to monitor and report progress and outcome
measures to demonstrate accomplishment and ultimate impact. The Plan will con-
tinue to be an evolving document over the next five years. Once finalized, it will
be posted on the NCMHD website at www.ncmhd.nih.gov on a continuing basis, and
comments from the public will be welcomed at any time. We will update and revise
the Strategic Plan and Budget annually with the continued collaborative input of
the other NIH ICs, and we will provide annual reports on our progress.

NCMHD CONGRESSIONALLY MANDATED PROGRAMS

NCMHD also has made rapid progress in implementing its three major congres-
sionally mandated programs—the Loan Repayment Program, the Endowment Pro-
gram for Section 736 (PHS Act) institutions, and the Centers of Excellence Program.
Currently, we are in the preliminary phase of implementing the Centers of Excel-
lence Program, which we have named Project EXPORT, “Centers of EXcellence in
Partnerships for Community Outreach, Research on Health Disparities, and Train-
ing.” We are grateful to the NIH ICs for providing us with the necessary mecha-
nisms and support which made it possible for the NCMHD to launch in fiscal year
2001 our two new loan repayment programs and the Endowment Program for Sec-
tion 736 institutions.

THE LOAN REPAYMENT PROGRAMS

In fiscal year 2001, the Center established the Loan Repayment Program for
Health Disparities Research, mandated in law, and the Extramural Clinical Re-
search Loan Repayment Program for individuals from disadvantaged backgrounds,
the authority for which was delegated to the Center by the Acting Director of NIH.
The Loan Repayment Program for Health Disparities Research is aimed at increas-
ing the number of highly qualified health professionals in health disparity research
careers, and focuses on basic, clinical, and behavioral research with priority given
to biomedical research. The Extramural Clinical Research Program seeks to increase
the number of highly qualified health professionals from disadvantaged backgrounds
who pursue clinical research careers. Applicants to the loan repayment programs,
must have a health professions degree, such as a M.D., Ph.D., D.O., D.D.S., or
equivalent doctorate degree. Individuals completing their residencies, post-doctoral
training, and internships may also apply.

We are pleased to report that the first round of loan repayment awards were
made to 45 health professionals in fiscal year 2001, eight months after the Center’s
creation. Twenty eight awards went to the Health Disparities Research Loan Repay-
ment Program, and seventeen awards to the Extramural Clinical Research Loan Re-
payment Program. A total of 125 applications were received. Based on the tremen-
dous interest in the program, during the current fiscal year we anticipate receiving
abotkl)t 350 applications. We plan to announce the fiscal year 2002 awards in Sep-
tember.

THE ENDOWMENT PROGRAM

The Center is fortunate to have had similar success in implementing the Endow-
ment Program for Section 736 Institutions, as required by Public Law 106-525.
These institutions are Centers of Excellence already established by the Health Re-
sources and Services Administration (HRSA) under Section 736 of the Public Health
Service Act. The purpose of this program is to facilitate capacity building for minor-
ity health disparities research and other health disparities research at institutions
that have a demonstrated commitment to educating and training researchers from
minority and health disparity populations. In fiscal year 2001, the NCMHD made
the first round of endowment awards to five institutions. The Center will continue
its commitment to the Endowment Program this year. The preliminary phase of the
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application process will begin with the release of the next RFA in April to culminate
with the issuing of fiscal year 2002 awards in September.

CENTERS OF EXCELLENCE PROGRAM

Our efforts to implement our Project EXPORT Centers of Excellence Program are
well underway. The purpose of the Project EXPORT program is to develop and im-
plement a network of centers of excellence at academic institutions with a signifi-
cant number of students from racial and ethnic minority and other health disparity
populations. This program aims to promote the conduct of minority health and/or
health disparity research aimed at reducing disparities in health status; promote
the participation of members of health disparity groups in biomedical and behav-
ioral research, prevention and intervention activities through education and train-
ing; and build research capacity in minority serving institutions. The RFAs for the
program have been released, and the Center is currently accepting applications
through May 24. We have just successfully completed a series of four technical as-
sistance workshops across the country, which provided the community with guid-
ance on all aspects of completing and submitting applications for the program. The
attendance and level of participation at the workshops was outstanding, and we look
forward to receiving a number of highly competitive applications. We expect to an-
nounce the fiscal year 2002 awards in September.

NEW INITIATIVES

NCMHD is excited about the opportunity to undertake new approaches to the
health disparities crisis. The Center is presently exploring the development of the
following additional programs for fiscal year 2003:

(1) The Virtual University Program: to improve training outcomes for students
from minority and other health disparity groups, improve the transition from under-
graduate to graduate programs and to independent investigators, and serve as a re-
source for continuing education and/or retooling for faculty at minority serving insti-
tutions.

(2) The Rural Poor and other Health Disparity Groups: NCMHD will collaborate
with the National Institute on Dental and Craniofacial Research (NIDCR) to sup-
port 1) planning grants for research to prevent or reduce oral health disparities, 2)
pilot grants for research to prevent or reduce oral health disparities, and 3) research
infrastructure and capacity building for minority institutions to reduce oral health
disparities.

(3) Community Outreach: the NCMHD is committed to creating communication
channels that lend themselves to the bi-directional, interactive nature of effective
outreach. Accordingly, the NCMHD will divide its outreach efforts into three major
objectives: (1) Outreach to Communities and their Community Based Organizations;
(2) Outreach to Health and Social Service Professionals; and (3) Outreach to Health,
Research and Social Service Institutions, Professional Organizations, and the Busi-
ness Sector.

(4) Mississippi Delta Project: with a medical research agenda for the Mississippi
Delta Region, the NCMHD will concentrate on (1) solidifying the organizational and
technological network within the community to conduct research on health dispari-
ties; (2) increasing the level of involvement of community residents in the health
research; (3) facilitating the availability of culturally-appropriate health education
material; and (4) establishing a base for involvement of small businesses with these
entities.

CONCLUSION

The NCMHD is grateful to the Congress, the Administration and the NIH Insti-
tutes and Centers for the overwhelming support that each has provided the Center
in transitioning from the Office of Research on Minority Health, to the National
Center on Minority Health and Health Disparities. I am proud of the progress that
the Center has made over the past year in establishing its organizational structure
and programs. The American people can now learn about the Center’s activities and
programs by accessing our new website at www.ncmhd.nih.gov which is now aver-
aging about 50,000 hits a month. Through continued and increasing collaborative
ventures, NCMHD will work diligently to define the health disparity issue for every
American, and garner their support to someday ensure an America in which all pop-
ulations will have an equal opportunity to live long, healthy and productive lives.
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PREPARED STATEMENT OF DR. GERALD T. KEUSCH

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the Fogarty International Center for fiscal year 2003, a
sum of $63,833,000 which reflects an increase of $6,480,000 over the comparable fis-
cal year 2002 appropriation.

SCIENCE FOR GLOBAL HEALTH

For 34 years now, the Fogarty International Center (FIC) has built alliances for
global health to advance medical research for the, benefit of all. We live in an inter-
connected, international community and because science is an inherently inter-
national endeavor, FIC initiatives reach across borders and contribute knowledge to
enhance health here at home while narrowing the gap in health status between rich
and poor countries.

We face many global health challenges and threats. The World Health Organiza-
tion (WHO) estimates that 1,200 people die each hour from an infectious disease.
AIDS has killed more than 22 million people, leaving in its wake households with-
out bread-winners, orphaned children, and unspeakable human suffering. In the
United States, 45,000 people become infected each year. As we battle AIDS, TB, ma-
laria and other infectious diseases on the rise around the globe, we confront new
microbial threats and drug-resistant strains of common foes. At the same time, we
know that chronic diseases will become more important causes of the global burden
of disease in the coming decades (WHO/World Bank Report, 1996). With aging of
populations and changing demographics, due to new economic growth, heart disease,
stroke, diabetes, mental illness and other chronic diseases, will all add to the in-
creasing health burden on the global community. As we combat today’s diseases
challenges, we must prepare for those on the horizon. Sound science is at the foun-
dation of our approach to addressing these global health threats.

As a nation, our interest in global health stems not only from our humanitarian
concerns as we work to alleviate human suffering, but also from an enlightened self-
interest. Traditionally, such interests focus on protecting our nation from imported
diseases. Now we recognize the political and economic benefits as well: healthy, sta-
ble countries make strong allies and trading partners. Yet, our self-interest goes be-
yond these issues. Through partnerships with scientists from around the world, in-
cluding those in developing countries, we are able to identify new strategies and
new understandings of disease processes, including for AIDS, TB, and chronic dis-
eases such as heart disease, that affect us all. In light of the tragic events of Sep-
tember 11, these partnerships take on new meaning. As President Bush noted to
the U.N. General Assembly soon after the tragedy, “My country is pledged to invest-
ing in education and combating AIDS and other infectious diseases around the
world. Following September 11, these pledges are even more important. In our
struggle against . . . poverty and despair, we must offer an alternative of oppor-
tunity and hope.” The programs of the FIC provide both scientific opportunity and
hope for generations of scientific leaders, especially those in the poorest, most
marginalized parts of the world.

NARROWING THE KNOWLEDGE GAP

FIC currently addresses global health challenges through twenty research and re-
search capacity building programs as well as through its leadership of global sci-
entific alliances. Working in over 100 countries and through more than 120 U.S.
universities, medical schools and schools of public health, FIC-supported scientists
are in the vanguard in advancing research and in training the next generation of
scientists. The pairing of research with research training is the cornerstone of FIC’s
approach toward building capacity in the developing world, and it has produced over
time spectacular and enduring results. A complete description of the FIC Strategic
Plan is available on the Web at htip://www.nih.gov/fic/about/Slan.html.

FIC’s AIDS International Training and Research Program, now in its 14th year,
has provided Ph.D.-level, Master’s-level and advanced short course training to thou-
sands of scientists in the developing world. Research successes supported through
that program include identification of effective strategies to reduce HIV trans-
mission from mother to child, insights into risk behavior that leads to HIV infection
and related intervention strategies, and development of technologies to ensure the
safety of the blood supply. Importantly, scientists who received training through the
AIDS program are competitive for other NIH funds, as well as funds from other
science agencies, and become the leaders in science in their home countries as new
studies and clinical interventions are developed and tested.
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Among the outstanding leaders associated with FIC’s research capacity building
programs is Dr. Nelson Sewankambo, a long-standing FIC affiliate of our AIDS pro-
gram, now Dean of the School of Medicine in Kampala, Uganda. Dr. Crispus
Kiyonga, Minister of Health of Uganda, has received advanced training in AIDS re-
search methodologies with FIC support to Johns Hopkins University. Both individ-
uals had a major impact on the formulation and implementation of AIDS policies
that have contributed to the decline in overall HIV infections in Uganda. Today, Dr.
Kiyonga leads the United Nations Global Fund for AIDS, TB and Malaria, a newly-
established fund to address the burden of those diseases in the developing world.
In addition, Dr. Phillippa Musoke, once a trainee in the AIDS program, later com-
peted successfully for NIH funds and went on to make one of the seminal discov-
eries in Uganda on the use of anti-retroviral drugs to block mother to child trans-
mission of AIDS. Looking more broadly at the impact of the AIDS program on indi-
vidual career development and scientific productivity, a review of the presentations
at the most recent AIDS International Conference held in Durban, South Africa, in
June 2000 shows that fully 25 percent of all research papers were authored or co-
authored by FIC-supported scientists from developing countries. Ultimately it is
people who drive progress.

Using the same capacity building paradigm as with AIDS, FIC supports research
and research training in other critical areas of global health concern, including in
the fields of maternal and child health, environmental and occupational health, and
tobacco and health, while building essential capacity in ethics and information tech-
nology. While training the next generation of researchers, key advances in critical
areas have emerged: a U.S.-Peru team developed a low-cost diagnostic test for
multi-drug resistant TB that is fast, cost-effective and can be used in resource-poor
settings; a U.S.-Brazil team tracked the spread of penicillin resistance in popu-
lations; a U.S.-China team elucidated the risks associated with unsafe blood prod-
ucts and the spread of HIV; and a U.S.-Russia team defined intravenous drug use
and sexual practices related to the burgeoning AIDS epidemic in Russia to identify
effective interventions. As a companion to these research capacity building programs
for developing country scientists, FIC supports a career development program for
junior U.S. scientists to allow them opportunities to conduct research on global
health issues in developing country institutions.

FIC’s support for research also includes work that spans diverse disciplines to
generate new knowledge. For example, the International Cooperative Biodiversity
Groups program, launched in 1993, fosters drug development from diverse plants
and microorganisms. At the same time, working through community groups and
local governments, it works to conserve biodiversity and promote economic develop-
ment where these source organisms are located. A number of novel lead compounds
to combat a range of diseases, including AIDS, TB, malaria, leischmaniasis, bac-
terial infections, and cancer, are now in animal testing programs in collaboration
with pharmaceutical partners. Additionally, FIC is working to strengthen the
knowledge base of the linkage between health status and economic development
through joint awards to economists and health scientists. Launched with other NITH
partners and the World Bank, this new FIC program supports studies to promote
collaborative decision making among Ministries of Development, Finance and
Health in the developing world, for example studies that document the link between
the nutritional status of children and adult economic productivity, providing the evi-
dence base for appropriate interventions.

GLOBAL LEADERSHIP

As a leader in the global health arena, FIC initiates partnerships and implements
research and training with other NIH components on issues of common interest as
well as with other U.S. agencies, science funding agencies abroad, international or-
ganizations, foundations and other non-governmental groups. FIC is the Secretariat
for the Multilateral Initiative on Malaria (MIM), a global alliance of organizations
and institutions committed to advancing malaria research and building research ca-
pacity in the developing world. FIC works closely with the National Institute of Al-
lergy and Infectious Diseases, the National Library of Medicine, the WHO and
science funding agencies in France, the United Kingdom, and other countries to ad-
vance the goals of the MIM. In addition to its support for collaborative research
projects and training in malaria, the Secretariat will hold the third Pan-African and
International Malaria Conference in Arusha, Tanzania in November 2002. Other ex-
amples of FIC’s leadership in key global health areas include a major project to de-
velop a new assessment of “Disease Control Priorities in Developing Countries,” in
partnership with the World Bank, WHO, and the Bill and Melinda Gates Founda-
tion. This new initiative will develop data on disease burden and health care infra-
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structures in the developing world as a means to inform policy makers. FIC has
been selected by the partners as the Secretariat for the Project. In another area,
FIC is playing a leading role in advising on the development of the Global Alliance
for Improving Nutrition, a public-private sector partnership to enhance global
health through food fortification and other nutritional interventions.

MEETING UNMET GLOBAL HEALTH NEEDS: FISCAL YEAR 2003 INITIATIVES

Translating AIDS and TB advances from bench to bedside in the developing
world.—As the global community continues to work to address the paired pandemics
of AIDS and TB, donations of anti-AIDS drugs, increased funding from foundations
and other circumstances make it possible to consider more aggressive care for those
already infected while working to prevent new infections. As countries in the devel-
oping world gear up to test new treatment protocols, the need for enhanced clinical
research skills and support becomes more and more important. Building on the
foundation that FIC and its partners have established over many years, FIC has
spearheaded the development of a new program to expand training in AIDS and TB
to include clinical, operational and health services research. This program, devel-
oped closely with NIH partners as well as with other U.S. agencies and non-govern-
mental groups, will build the capacity in poor countries so that research advances
made at the bench may be rapidly translated into the delivery of health care for
those who are in greatest need.

Combating Brain Drain from Developing Countries.—As we work to address glob-
al health challenges, ensuring that scientists from the developing world who train
in the U.S. have opportunities to conduct research on their return home is increas-
ingly critical. To foster their productive “re-entry,” FIC and partners at NIH will
expand the pilot effort to provide competitive awards to junior scientists from the
developing world who have “graduated” from FIC training programs in U.S. univer-
sities or who have received training in the NIH intramural laboratories in Bethesda.
This program encourages continuity of the scientist-to-scientist: collaboration, builds
capacity in global health areas in the developing world, and encourages junior sci-
entists from the developing world to return home because they can establish inde-
pendent research careers, and builds relationships between our nations.

Addressing the Growing Burden of Brain Disorders.—Mental illness and brain dis-
orders will contribute increasingly to the global burden of disease in the coming dec-
ades (Institute of Medicine Report on Neurological, Psychiatric and Developmental
Disorders, 2001). In addition to the human suffering associated with these condi-
tions, they contribute to significant losses in economic productivity. FIC will work
with partners across NIH to address the challenges of neurological, psychiatric, and
developmental disorders in the developing world. In fiscal year 2003, FIC will
launch a program to build research capacity in the field of brain disorders while
supporting operational research to identify and implement interventions that are
relevant, feasible and affordable in low-resource settings. It is expected that the
benefits of this program will be realized not only in the developing world but also
in the United States, for populations that share genetic and cultural similarities
with those in resource-poor settings abroad.

The Linkages between Health, Environment, and Economic Development.—Under-
standing the linkages between sustainable development, environmental change and
health is a great challenge to those who set national health policy, especially in re-
source-limited nations. Building on current FIC research programs that address the
impact of improving health on economic productivity on the one hand, and research
to understand the impact of environmental degradation on the other, FIC will
launch a new program to more fully understand the relationships between health,
environment, and economic development. This research program will focus on the
effects of urbanization in low-resource countries, the health effects and consequences
of agricultural practices, waterborne diseases, nutrition and food safety, and the eco-
nomic, social and health costs and benefits of globalization.

Stigma and Global Health.—One of the pervasive problems affecting health glob-
ally 1s the stigma attached to certain diseases and its powerful impact on individ-
uals, families and communities. Stigma inhibits individuals from obtaining diag-
nostic services or care, and from participating in research studies designed to find
solutions to their condition, and results in ostracism, physical harm or even death.
As the prevalence of stigmatizing conditions, including AIDS, mental illness, drug
use and others, increases in the coming decades, the impact of stigma will also in-
crease. Building on the out-comes of the FIC-led “International Conference on Stig-
ma: Setting a Research Agenda” held in September 2001, FIC and partners across
NIH will launch a new research and training program to enhance our under-
standing of the social and cultural determinants of stigma, both in the United
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States and in the developing world, and the behavioral responses resulting from
stigmatization in different cultural settings. This understanding is fundamental to
the identification and testing of effective behavioral interventions.

Trauma and Injury—New Challenges.—Every day the global toll from trauma and
injury from all causes is almost 16,000 deaths, and far greater numbers incur per-
manent disability (WHO Report; 1999). In the coming decades, road traffic acci-
dents, injuries and trauma will contribute increasingly to the global burden of dis-
ease. FIC and NIH partners are working to address this challenge through the de-
velopment of a multidisciplinary program to link basic research on trauma, burns,
wound-healing, post-traumatic stress disorders and other conditions with training
for scientists from the developing world. One objective is to develop low-cost effec-
tive interventions that would be applicable in the developing world as well as within
the developed world.

CONCLUSION

As we enter the 21st century, the health challenges facing the United States and
the global community will continue to converge. With strong scientific partnerships
across national borders, we are positioned to tackle shared health problems and to
develop shared solutions. The programs of the FIC are critical to building these
partrllerships and to advancing medical research for the benefit of all the world’s
people.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s second annual performance report, which compared our fis-
cal year 2001 results to the goals in our fiscal year 2001 performance plan.

PREPARED STATEMENT OF DR. DONALD A.B. LINDBERG

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Library of Medicine (NLM) for fiscal year
2003, a sum of $315,163,000, which reflects an increase of $33,411,000 over the com-
parable fiscal year 2002 appropriation.

It is a phenomenon that has challenged the NLM and changed the way we oper-
ate: the ability to freely and instantaneously provide access via the Internet to the
information we have accumulated for decades. MEDLINE, our database of more
than 11 million references and abstracts to medical journal articles is now being
searched 400 million times a year. MEDLINEplus, our extensive information re-
source for the general public, is viewed 100 million times a year. This activity
dwarfs previous usage of the NLM’s bibliographic services, whether electronic or
print. It has changed fundamentally how the Library operates: how and what it col-
lects, how it preserves information, and how it disseminates biomedical knowledge.

The consequence of this communications revolution is most easily seen in the
greatly expanded user community we serve. This community includes not only tradi-
tional audiences—health professionals, scientists, educators, students, and librar-
ians—but now, also, for the first time, the general public. Surveys of Internet usage
show that health information is one of the most cited reasons for searching the
Internet, and we estimate that fully one-third of MEDLINE searching (and almost
all of MEDLINEplus usage) is by the public. We believe that the trend toward vir-
tual ubiquity in electronic information access will accelerate and that the NLM
must be able to move quickly to ensure that those who need reliable health informa-
tion have access to it. The effort to double the NIH budget, which is fulfilled in the
]foiscal year 2002 President’s Budget request, makes this a realistic goal for the Li-

rary.

An example of NLM’s ability to respond rapidly to changing circumstances was
its action in putting up on its Web site information about bioterrorism and biowar-
fare, including extensive information about anthrax and smallpox. NLM information
specialists, both medical librarians and specialists in toxicology information, re-
viewed existing resources and quickly made reliable data available to all. In fact,
in the weeks following September 11, more people looked at anthrax information on
MEDLINEDplus than looked at cancer information.

Despite the NLM’s extensive involvement with computer and communications
technology, the staff is ever mindful of its responsibility to maintain the integrity
of the world’s largest collection of medical books and journals. Increasingly, this in-
formation is in digital form, and the NLM, as a national library responsible for pre-
serving the scholarly record of biomedicine, is working with the Library of Congress
and others to develop a strategy for selecting, organizing, and ensuring permanent
access to digital information. Regardless of the format in which the materials are
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received, ensuring their availability for future generations remains the Library’s
highest priority.

SERVING SCIENTISTS AND THE HEALTH PROFESSIONS

From the fledgling database first mounted in 1971, usable only by trained librar-
ians, MEDLINE has grown into the world’s largest bibliographic database of bio-
medical literature. Anyone with access to the World Wide Web can easily search it.
Some 4,600 journals published around the world are currently indexed for
MEDLINE. The Library is also converting information from the 1950s into
MEDLINE form, so that valuable research information on smallpox and tuber-
culosis, to take just two pertinent examples, will be available to today’s scientists
and health professionals.

The sophisticated yet easy-to-use access system for searching MEDLINE on the
Web is called PubMed. Since its introduction in 1997, continual improvements have
been made, and today PubMed offers a high degree of flexibility to users. For exam-
ple, it now has links to half of the journals in MEDLINE, permitting access to the
full text of articles referenced in the database. Where such links are not available,
users may avail themselves of the PubMed feature known as “Loansome Doc” to
order an article directly from a library in the National Network of Libraries of Medi-
cine.

A new service to the scientific community is PubMedCentral. This Web-based dig-
ital archive of life sciences journal literature was created by NLM’s National Center
for Biotechnology Information. Publishers electronically send peer-reviewed articles
be included in PubMedCentral. A journal may deposit material as soon as it is pub-
lished, or it may delay release for a specified period of time. NLM guarantees free
access to the material; copyright remains with the publisher or the author. There
are at present a dozen journals in PubMedCentral, with more soon to come online.

The National Center for Biotechnology Information (NCBI) designs and develops
databases to store genomic sequence information and creates automated systems for
managing and analyzing knowledge about molecular biology and genetics. With the
release of the “working draft” of the human genome in 2001, the global research
focus is turning from analysis of specific genes or gene regions to whole genomes,
which refers to all of the genes found in cells and tissues. To accommodate this shift
in research focus, NCBI has developed a suite of resources to support the com-
prehensive analysis of the human genome and is thus a key component of the NIH
Human Genome Project. NCBI is responsible for all phases of the NIH GenBank
database, a collection of all known DNA sequences. GenBank is growing rapidly
with contributions received from scientists around the world and now contains more
than 13 million sequences and is accessed by 50,000 researchers each day.

Scientists use not only the sequence data stored in GenBank, but avail themselves
of the sophisticated computational tools developed by NCBI investigators, such as
the BLAST suite of programs for conducting comparative sequence analysis. Entrez
is NCBTI’s integrated database search and retrieval system. It allows users to search
enormous amounts of sequence and literature information with techniques that are
fast and easy to use. Using this system, one can access NCBI’s nucleotide, protein,
mapping, taxonomy, genome, structure, and population studies databases, as well
as PubMed, the retrieval system for biomedical literature. NCBI’s Map Viewer pro-
vides graphical displays of features on NCBI’s assembly of human genomic sequence
data as well as cytogenetic, genetic, physical, and radiation hybrid maps. The public
“Human Gene Map” is another example of an important analysis tool developed by
NCBI researchers. GeneMap represents an outline of the draft human genome and
contains the location of more than 35,000—about half—of all human genes.

SERVING THE PUBLIC

There was an unexpected consequence of making MEDLINE freely available on
the Web in 1997: what had been a scientific information resource used almost exclu-
sively by medical librarians, scientists, and health professionals was discovered by
consumers. NLM estimates that 30 percent of all MEDLINE searching is being done
by the public. In an effort to arm the public with more useful information, the NLM,
in 1998, introduced MEDLINEplus, a source of authoritative, full-text health infor-
mation from the NIH institutes and a variety of non-Federal sources.

MEDLINEplus has grown tremendously in its coverage of health and its usage
by the public. There were one million unique users in January 2002. The original
two dozen “health topics,” containing detailed consumer information on various dis-
eases and health conditions, have been increased to more than 550. Other informa-
tion available through MEDLINEplus includes medical dictionaries, an extensive
medical encyclopedia written in lay language with thousands of illustrations, de-
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tailed information about more than 9,000 brand name and generic prescription and
over-the-counter drugs, information in Spanish, directories of health professionals
and hospitals, and links to organizations and libraries that provide health informa-
tion for the public. The most recent additions to MEDLINEplus are illustrated inter-
active patient tutorials and a daily news feed from the public media on health-re-
lated topics. To be added soon is an information resource called NIHSeniorHealth,
which the NLM is preparing in collaboration with the National Institute on Aging.

The 550 MEDLINEplus health topics have links to a database of ongoing and
planned scientific studies—ClinicalTrials.gov. This database is a registry of some
5,700 trials for both federally and privately funded trials of experimental treatments
for serious or life-threatening diseases. Most of the studies are in the United States
and Canada, but about 70 countries are represented in all. ClinicalTrials.gov in-
cludes a statement of purpose for each study, together with the recruiting status,
the criteria for patient participation in the trial, the location of the trial, and specific
contact information.

There are several new NLM databases of interest to the public. One is “CAM on
PubMed.” This allows users to limit a MEDLINE search to articles about com-
plementary and alternative medicine (CAM). The CAM on PubMed subset currently
contains a quarter million references to journal articles related to CAM research.
Another new online service is a Web site aimed at the special needs of the inhab-
itants of the far north. “ArcticHealth,” as it is called, provides access to evaluated
health information from hundreds of local, state, national, and international agen-
cies, as well as from professional societies and universities. The new site has sec-
tions devoted to chronic diseases, behavioral issues, traditional medicine, environ-
ment/pollution, and environmental justice.

OUTREACH

The National Network of Libraries of Medicine (NN/LM) continues to be the
NLM’s primary collaborator in outreach to the biomedical community and to the
public. The NN/LM consists of 8 Regional Medical Libraries, 150 resource libraries
(at medical schools and other major institutions), and 4,400 libraries at hospitals,
clinics, and local health institutions. In 2001 the NLM competitively awarded new
5-year contracts to eight institutions to serve as Regional Medical Libraries. The
goal of the Network is to provide access to accurate and up-to-date health informa-
tion for health professionals, patients, families, and the general public, irrespective
of their geographic location. The NN/LM places a special emphasis on outreach to
underserved populations in an effort to reduce health disparities. For example, there
are programs to assist in remedying the disparity in health opportunities experi-
enced by such segments of the American population as African Americans, Latinos,
Native Americans, senior citizens, and rural populations.

One highly successful NLM outreach program has been strengthening Historically
Black Colleges and Universities so that they can train people to use information re-
sources in dealing with environmental and chemical hazards. Under this program,
more than 80 minority institutions have received such training, and it was recently
expanded to include a Hispanic serving college and a tribal college. NLM is using
these schools as conduits to work with underserved communities in promoting high-
quality Internet connectivity and the use of technology for research and education.
The same NLM division that operates these programs also makes local awards to
promote better information access for patients, families, and caretakers dealing with
HIV/AIDS. In all these programs dealing with minority populations, NLM seeks to
involve a wide variety of grass-roots organizations, from local health departments
to churches, schools, and public libraries.

RESEARCH AND DEVELOPMENT

The Library remains at the cutting edge of research and development in medical
informatics—the intersection of computer technology and the health sciences. It does
this both through a program of grants and contracts to university-based researchers
and through R & D conducted by the NLM’s own scientists. The Library was a lead-
er in the High Performance Computing and Communications initiative of the nine-
ties and is presently working to ensure that the health sciences are prepared to take
full advantage of the Next Generation Internet. NLM’s Lister Hill National Center
for Biomedical Communications conducts a wide range of research to improve bio-
medical communication and also oversees a broad-gauge telemedicine program and
the Visible Human Project.

The Library has funded a variety of innovative telemedicine projects that dem-
onstrate the application and use of the capabilities of the Next Generation Internet.
“A Clinic in Every Home” is an especially promising telemedicine project with the
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Iowa Department of Public Health and the University of Iowa. Building on work
successfully done under an existing contract with NLM, this project is providing a
test-bed for medically underserved rural Iowa residents to provide them with access
to high quality health care. The expectation is that using such a system will both
raise the quality of health care and lower health care costs.

Applications involving the Visible Humans will also use the expanded capabilities
of the Next Generation Internet. The Visible Human male and female data sets,
consisting of MRI, CT, and photographic cryosection images, are huge, totaling some
50 gigabytes. The datasets are licensed to scientists at more than 1,400 institutions
around the world. Projects range from teaching anatomy to practicing endoscopic
procedures to rehearsing surgery. One new aspect of the Visible Human evolution
is the project to develop an extremely detailed atlas of the head and neck in collabo-
ration with four NIH Institutes and the National Science Foundation. The applica-
tion of cutting edge technologies in this project will allow interactive dissection of
anatomic structure and “fly-through” anatomic relationships, for example, traveling
down the optic nerve and viewing the ophthalmic artery and its tributaries.

NLM Extramural Programs have an important role in supporting R&D in bio-
communications. One timely example is the early warning public health surveillance
system developed at the University of Pittsburgh and recently demonstrated to the
President. NLM’s grant program also is a key supporter of NIH’s “Biomedical Infor-
mation Science and Technology Initiative.” The Library is funding 12 training pro-
grams at universities across the nation for the express purpose of training experts
to carry out research in general informatics and in the genome-related specialty of
bioinformatics. The NLM has recently augmented each of the training programs
with a “BISTI supplement” and has also funded two planning grants that will even-
tually lead to the development of what are called National Programs of Excellence
in Biomedical Computing.

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s third annual performance report which compared our fiscal
year 2001 results to the goals of our fiscal year 2001 performance plan.

PREPARED STATEMENT OF DR. YVONNE T. MADDOX

Mr. Chairmen, Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the Office of the Director (OD) for fiscal year 2003, a sum
of $258,544,000 which reflects an increase of $19,720,000 over the comparable fiscal
year 2002 appropriation. The OD provides leadership, coordination, and guidance in
the formulation of policy and procedures related to biomedical research and research
training programs. The OD also is responsible for a number of special programs and
for management of centralized support services to the operations of the entire NIH.

The OD guides and supports research by setting priorities; allocating funding
among these priorities; developing policies based on scientific opportunities and eth-
ical and legal considerations; maintaining peer review processes; providing oversight
of grant and contract award functions and of intramural research; communicating
health information to the public; facilitating the transfer of technology to the private
sector; and providing fundamental management and administrative services such as
budget and financial accounting, and personnel, property, and procurement manage-
ment, administration of equal employment practices, and plant management serv-
ices, including environmental and public safety regulations of facilities. The prin-
cipal OD offices providing these activities include the Office of Extramural Research
(OER), the Office of Intramural Research (OIR), and the Offices of: Science Policy;
Communications and Public Liaison; Legislative Policy and Analysis; Equal Oppor-
tunity; Budget; and Management. This request contains funds to support the func-
tions of these offices.

In addition, the OD also maintains several trans-NIH offices and programs to fos-
ter and encourage research on specific, important health needs; I will now discuss
the budget request for each of these trans-NIH offices in greater detail.

THE OFFICE OF AIDS RESEARCH

In response to the AIDS pandemic, NIH has developed a comprehensive bio-
medical and behavioral research program to better understand the basic biology of
HIV, develop effective therapies to treat it, and design interventions to prevent new
infections from occurring. The role of the Office of AIDS Research (OAR) is to plan
and coordinate this research program that is sponsored by 25 NIH Institutes and
Centers (IC’s); to serve as a focal point for AIDS policy and budget development;
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and to monitor and foster plans for NIH involvement in international AIDS research
activities.

The OAR develops an annual comprehensive AIDS research plan and budget,
based on the most compelling scientific priorities that will lead to better therapies
and prevention for HIV infection and AIDS. Those priorities are determined through
a unique and collaborative process involving the NIH institutes and non-government
experts from academia and industry, with the full participation of AIDS community
representatives. The plan is divided into five Scientific Areas of Emphasis and four
Areas of Special Interest. The plan serves as a framework for developing the NIH
AIDS budget, for determining the use of NIH AIDS-designated dollars, and for
tracking and monitoring those expenditures. The fiscal year 2003 budget request for
OAR is $58.3 million.

THE OFFICE OF RESEARCH ON WOMEN’S HEALTH

The Office of Research on Women’s Health (ORWH) is the focal point for women’s
health research at NIH and strives to ensure that research supported by NIH ad-
dresses the health concerns of women, that women are appropriately included as
subjects in clinical research, and that women are encouraged to pursue and succeed
in careers in biomedical research.

The priorities for research and the science-based initiatives of ORWH are based
on the recommendations in the report of the Task Force on the NIH Women’s
Health Research Agenda for the 21st Century, “An Agenda for Research on Women’s
Health for the 21st Century” with consideration of new advances in science and con-
tinuing gaps in knowledge. ORWH will strive to address these scientific initiatives
about women’s health and sex and gender factors in disease. In fiscal year 2003,
the OD budget request of $40.7 million includes an increase of $3.3 million over the
fiscal year 2002 enacted budget of $37.3 million for ORWH to implement rec-
ommendations within this agenda, including the prevention and detection of ovarian
and cervical cancer, new and emerging issues surrounding the inclusion of women
in clinical studies, successful aging and health-related quality of life issues, sex and
gender differences in health and disease, developing an initiative with OAR to ad-
dress priorities for prevention, care, treatment, and support for girls and women
with HIV/AIDS, research regarding women and eye disease, and reproductive health
including the full range of gynecologic and obstetrical conditions, fibroids, and the
menopausal transition.

ORWH will support centers for research and career development including a cadre
of interdisciplinary researchers doing women’s health research. ORWH, NIH IC’s,
and the Agency for Healthcare Research and Quality will support career develop-
ment programs that promote the pursuit of interdisciplinary research careers rel-
evant to women’s health and encourage basic and clinical research careers. ORWH
will also encourage networks of interdisciplinary researchers by providing opportu-
nities for them to meet yearly and exchange ideas and experiences at NIH. In addi-
tion, ORWH and the NIH IC’S will support Specialized Centers of Research on Sex
and Gender Factors Affecting Women’s Health to study and advance interdiscipli-
nary research to better understand the basic molecular, cellular, and physiologic
mechanisms underlying the response of both women and men to therapeutic inter-
ventions and hormonal factors. Finally, ORWH will continue to work with OER and
OIR to monitor compliance with and facilitate analysis by gender of the policies for
the inclusion of women and minorities in clinical research.

THE OFFICE OF BEHAVIORAL AND SOCIAL SCIENCES RESEARCH

NIH has become increasingly aware of the importance of the contributions from
behavioral and social sciences research to improving the health of the population.
The Office of Behavioral and Social Sciences Research (OBSSR) provides leadership
within the NIH community in identifying and implementing research programs in
behavioral and social sciences that are likely to improve our understanding of the
processes underlying health and disease and provide directions for intervention.
OBSSR works to integrate a behavioral and social science approach across the pro-
grams of the NIH. The fiscal year 2003 OD budget includes $25.8 million for
OBSSR, an increase of over $2 million or 9 percent above the fiscal year 2002 appro-
priation.

In its efforts to increase support for behavioral and social sciences research,
OBSSR frequently identifies important topics that have relevance across many NIH
IC’s. One such initiative that OBSSR is developing is in the area of environmental
influences on gene expression. The dramatic advances in genetic research in the re-
cent past have only served to underscore that health outcomes are a result of inter-
play between genetic make-up and environmental influences. While the human ge-
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nome has been characterized, the environment is less well understood. OBSSR, in
collaboration with several Institutes, is undertaking an initiative to improve the un-
derstanding of the key environmental factors that affect gene expression and health.

While the results of many behavioral and social science studies hold great promise
for improving health, the incorporation of those results into health care is often slow
or nonexistent. OBSSR is joining with several NIH Institutes to explore opportuni-
ties to work with the Centers for Disease Control and Prevention and the Agency
for Healthcare Research and Quality to improve the translation of evidence-based
behavioral and social interventions into health care.

Many of the most exciting scientific developments are occurring at the intersection
of behavioral and social science research and biomedical research. OBSSR and sev-
eral IC’s are in the process of developing new approaches to training individuals to
be prepared to undertake a program of research that extends well beyond tradi-
tional disciplinary boundaries.

THE OFFICE OF DISEASE PREVENTION

The Office of Disease Prevention (ODP) has several specific programs/offices that
strive to place new emphasis on the prevention and treatment of disease.

In fiscal year 2003, the Office of Dietary Supplements (ODS) within ODP will con-
tinue to promote the scientific study of the use of dietary supplements. The Office
will continue to support investigator-initiated research through the Research En-
hancement Awards Program (REAP) and through program announcements with
other IC’s at NIH. The Office will also stimulate research through conduct of con-
ferences, workshops, and presentations at national and international meetings. In
continuing efforts to inform the public about the benefits and risks of dietary sup-
plements, the ODS expanded the International Bibliographic Information on Dietary
Supplements database to include a consumer-oriented search strategy. ODS is near-
ing completion of public-oriented information pages (Fact Sheets) about specific vita-
min and mineral dietary supplements for wide dissemination in print and on the
Internet. These are to be followed by a series of Fact Sheets for botanical and herbal
supplements, which are being developed in conjunction with the National Center for
Complementary and Alternative Medicine. The fiscal year 2003 budget request for
ODS is $18.5 million.

In fiscal year 2002, ODS will commission an evidence-based review on the rela-
tionship between omega-3 fatty acids and coronary heart disease. A report of the
review, done in collaboration with the National Institute of Heart Lung and Blood
Institute and other NIH IC’s, will be available in fiscal year 2003. The results of
the report will serve as the basis for planning an NIH research agenda on omega-
3 fatty acids. To determine the efficacy and safety of dietary supplements containing
ephedra, ODS with other Federal partners, commissioned an evidence-based review
of ephedra efficacy and safety. This report is currently being drafted and will be
available late summer, 2002. ODS has also nominated ephedra for study by the Na-
tional Toxicology Program of the National Institute of Environmental Health
Sciences.

Congressional language in the fiscal year 2002 appropriation report has directed
ODS to enhance an ongoing collaboration for the development, validation, and dis-
semination of analytical methods and reference materials for botanical dietary sup-
plements. ODS will work with other Federal partners, non-governmental organiza-
tions, industry, and academia to meet this objective. In February 2002, ODS held
a public stakeholder’s meeting to receive comment on the development and valida-
tion of analytical methods and reference materials for dietary supplement products.

Another component of ODP, the Office of Rare Diseases (ORD), develops and dis-
seminates information to patients and their families, health care providers, patient
support groups, and others and forges links among investigators with ongoing re-
search activities in this area. The ORD continues to support workshops and
symposia to stimulate research and to identify research opportunities related to rare
diseases. To provide better and faster information, ORD, together with the National
Human Genome Research Institute (NHGRI), established the Genetic and Rare Dis-
eases Information Center to respond to requests for information about genetic and
rare disorders. The fiscal year 2003 budget request for ORD is $11.3 million.

The ORD is also planning to respond to the critical needs of patients with rare,
life threatening diseases by establishing regional and intramural centers of excel-
lence. These centers will support rare diseases research and diagnostic research that
will eventually benefit many of those patients whose diagnoses have been elusive
despite extensive prior efforts to determine the exact nature of their illnesses.
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THE OFFICE OF SCIENCE EDUCATION

The Office of Science Education (OSE) plans, develops, and coordinates a com-
prehensive science education program to strengthen and enhance efforts of the NTH
to attract young people to biomedical and behavioral science careers and to improve
science literacy in both adults and children. The Office develops, supports, and di-
rects new program initiatives at all levels with special emphasis on targeting stu-
dents in grades kindergarten to 12, their educators and parents, and the general
public. It maintains a website as a central source of information about NIH science
education resources, establishes national model programs in public science edu-
cation, such as the NIH Mini-Med School, and promotes science education reform
as outlined in the National Science Education Standards and related guidelines.
OSE works closely with the NIH extramural, intramural, women’s health, labora-
tory animal research, and minority program offices on science education special
issues and programs to ensure coordination of NIH efforts.

Begun in fiscal year 1997 as a major new initiative in collaboration with the NTH
institutes and centers, the Office of Science Education (OSE) develops and distrib-
utes standards-based curriculum supplements for use in K-12 classrooms. These
supplements are distributed free-of-charge to science teachers and school adminis-
trators throughout the United States, and are designed to complement existing life
science curricula that are used at the state and local levels. The NIH Curriculum
Supplements align with the National Science Education Standards; incorporate in-
quiry-based learning activities; promote peer collaboration, problem solving, and
critical thinking skills; and include cutting-edge science and up-to-date medical re-
search findings that are translated into real-world scenarios.

As of summer 2001, over 40,000 copies of the first three titles in the series (Cell
Biology and Cancer, Emerging and Reemerging Infectious Diseases, and Human Ge-
netic Variation) have been distributed to teachers across the nation. This represents
a potential audience of more than 1.5 million high school students. Preliminary
evaluation research of the effectiveness of the curriculum supplements conducted in
New York City has yielded promising results. Students’ ratings of how well the ma-
terial covered was connected to their lives were 96 percent higher in classrooms
using the NIH Curriculum Supplements. Students using the NIH Curriculum Sup-
plements also out-performed their peers on a standardized test of science achieve-
ment.

LOAN REPAYMENT AND SCHOLARSHIP PROGRAM

The NIH, through the OIR maintains the Loan Repayment and Scholarship Pro-
gram (LRSP). The LRSP supports the following programs: the Clinical Research
Loan Repayment Program for the repayment of the educational debt of awardees
if they agree to conduct clinical research as NIH employees; the Undergraduate
Scholarship Program in which scholars agree to serve as NIH employees after grad-
uation, one year for each year of scholarship support received; and the General Re-
search Loan Repayment Program which provides support for physicians and sci-
entists engaged in both basic and clinical research activities at the NIH. Technical
and logistical support is also provided for two extramural loan repayment programs
funded with the IC’s.

Thank you for giving me the opportunity to present this statement; I will be
pleased to answer questions.

PREPARED STATEMENT OF DR. JACK WHITESCARVER

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the AIDS research programs of the NIH for fiscal year
2003, a sum of $2,769,997,000 an increase of $255,043,000 above the comparable fis-
cal year 2002 appropriation. The NIH budget request includes the performance in-
formation required by the Government Performance and Results Act (GPRA) of
1993. Prominent in the performance data is NIH’s second performance report which
compared our fiscal year 2001 results to the goals in our fiscal year 2001 perform-
ance plan.

The NIH represents the largest and most significant public investment in AIDS
research in the world. It supports a comprehensive program of basic, clinical, and
behavioral research on HIV infection and its associated opportunistic infections and
malignancies that will lead to a better understanding of the basic biology of HIV,
the development of effective therapies to treat it, and the design of better interven-
tions to prevent new infections. Perhaps no other disease so thoroughly transcends
every area of clinical medicine and scientific investigation, crossing the boundaries
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of the NIH institutes. The Office of AIDS Research (OAR) plays a unique role at
the NIH. The OAR, fulfilling its Congressional mandate, coordinates the scientific,
budgetary, and policy elements of the NIH AIDS program, supported by nearly
every Institute and Center; prepares an annual comprehensive trans-NIH plan and
budget for all NIH-sponsored AIDS research; facilitates NIH involvement in inter-
national AIDS research activities; and identifies and facilitates scientific programs
for multi-institute participation in priority areas of research.

THE EXPLODING PANDEMIC

The December 2001 AIDS Epidemic Update of the Joint United Nations Pro-
gramme on HIV/AIDS (UNAIDS) states, “AIDS has become the most devastating
disease humankind has ever faced.” Since the epidemic began, nearly 60 million
people worldwide have been infected with HIV. UNAIDS reported that AIDS has
killed more than 22 million people, surpassing tuberculosis and malaria as the lead-
ing infectious cause of death worldwide. The impact of AIDS on developing nations
and many countries of the former Soviet Union is profound, with even greater po-
tential disaster still to come. The UNAIDS report states, “the epidemic is driving
a ruthless cycle of impoverishment.” AIDS is reversing decades of progress from im-
portant public health efforts, lowering life expectancy, and significantly affecting
education, agricultural output, and commerce of all kinds. Lost productivity and
profitability, the cost of sickness and death benefits, and the decline in a skilled
workforce in the developing world will have economic effects worldwide. AIDS is af-
fecting the military capabilities of some countries as well as the international peace-
keeping forces. In Africa, the epicenter of the pandemic, AIDS is sabotaging eco-
nomic development, leading to massive social breakdown, and creating a generation
of orphans. If the global spread of HIV/AIDS continues unchecked, South and South-
east Asia, and perhaps China will follow the disastrous course of sub-Saharan Afri-
ca. AIDS remains a serious threat in Latin America and the Caribbean. UNAIDS
also reports that HIV incidence now is rising faster in Eastern Europe and Central
Asia than anywhere in the world, with a 15-fold increase in reported new infections
in the Russian Federation in just the past three years.

THE AIDS EPIDEMIC IN THE UNITED STATES

In the United States, the HIV/AIDS epidemic continues to expand and evolve, pre-
senting new and complex scientific challenges. The Centers for Disease Control and
Prevention (CDC) reported last month that the total number of individuals living
with HIV in the United States is increasing as the use of antiretroviral therapies
has prolonged the lives of HIV-infected individuals. At the same time, the rate of
new HIV infections has not declined in over a decade, remaining at approximately
40,000 new cases each year. This means that the overall epidemic is continuing to
expand. HIV infection rates are continuing to climb among women, racial and ethnic
minorities, young homosexual men, individuals with addictive disorders, and people
over 50 years of age.

An additional concern is that although antiretroviral regimens have extended the
length and quality of life for many HIV-infected individuals in the United States
and Western Europe, unfortunately a growing proportion of patients receiving these
therapies are now experiencing treatment failure. Some patients find it difficult or
impossible to comply with arduous treatment regimens, develop toxicities and side-
effects, or fail to obtain a satisfactory reduction in viral load even while adhering
to treatment regimens. In addition, serious complications, including heart, liver, and
kidney problems, insulin resistance, and body composition changes such as deform-
ing fat deposits, have emerged in individuals who have been on long-term
antiretroviral regimens. An increasing number of treatment failures are linked to
the increasing emergence of drug-resistant HIV, presenting another serious public
health concern.

COMPREHENSIVE AIDS RESEARCH PLAN AND BUDGET

To address the compelling scientific questions that this worldwide epidemic pre-
sents, the OAR develops an annual comprehensive trans-NIH AIDS research plan
and budget, based on the most compelling scientific priorities and opportunities that
will lead to better therapies and prevention strategies for HIV infection and AIDS.
The planning process is inclusive and collaborative, involving the NIH institutes as
well as eminent non-government experts from academia, foundations, and industry,
with the full participation of AIDS community representatives. The Plan is also
unique, as it serves as the framework for developing the annual AIDS research
budget for each Institute and Center, for determining the use of AIDS-designated
dollars, and for tracking and monitoring those expenditures.
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The Plan establishes the NIH AIDS scientific agenda for the Scientific Areas of
Emphasis of AIDS research: Natural History and Epidemiology; Etiology and Patho-
genesis; Therapeutics; Vaccines; and Behavioral and Social Science. As the epidemic
expanded, we recognized that we also needed to take a planning approach that
cross-cut these scientific areas. Thus, the Plan also addresses the critical cross-cut-
ting areas of Racial and Ethnic Minorities; Women and Girls; Microbicides; Preven-
tion; International Research; Training, Infrastructure, and Capacity Building; and
Information Dissemination.

The Plan initiates the budget development process. Based on the objectives and
priorities established in the Plan, the Institutes and Centers submit their AIDS re-
search budget requests to OAR, focusing on new or expanded program initiatives
for each scientific area. The OAR reviews the IC initiatives in relation to the Plan,
to OAR priorities, and to other IC submissions to eliminate redundancy and/or to
assure cross-institute collaboration. The law requires that the NIH Director and the
OAR Director shall together determine the total amount allocated for AIDS re-
search. Within that total, the OAR allocates the AIDS research budget levels to each
IC based on the scientific priority of the proposed initiatives at each step of the
budget development process up to the time of the Conference Committee. This in-
volves consulting regularly with the IC Directors. This process allows the OAR to
ensure that NIH AIDS research funds will be provided to the most compelling sci-
entific opportunities, rather than distribution based solely on a formula.

The overarching themes that continue to frame the NIH AIDS research agenda
are: prevention research, including development of vaccines, microbicides, and be-
havioral interventions, critically needed to reduce HIV transmission; therapeutics
research to develop simpler, less toxic, and cheaper drugs and drug regimens to
treat HIV infection and its associated illnesses, malignancies, and other complica-
tions; international research, particularly to address the critical needs in developing
countries; and research targeting the disproportionate impact of AIDS on minority
populations in the United States. All of these efforts require a strong foundation of
basic science, the bedrock of our research endeavor.

TRANS-NIH COORDINATION

OAR plays a crucial role in identifying scientific areas that require focused atten-
tion and facilitating multi-institute activities addressing those needs. This is a two-
way process. In some cases these issues are raised within OAR and shared with the
Institutes; in other cases, an one or more Institutes may ask the OAR to bring other
Institutes together to address an area of research or a specific grant or project. OAR
can foster this research through a number of mechanisms, such as establishing
working groups or committees; sponsoring workshops or conferences to highlight a
particular research topic; sponsoring reviews or evaluations of research program
areas to identify gaps or needs; and designating funds and supplements to jump-
start or pilot program areas.

For example, a number of years ago OAR identified microbicides research as an
area needing additional attention on the part of a number of Institutes. Microbicides
research has proved particularly challenging, as there is no definitive clinical evi-
dence as yet establishing that a product applied topically in humans can prevent
HIV infection. Microbicides research requires a complex multidisciplinary and multi-
sectoral approach by teams of scientists with a broad array of expertise, with in-
creased pharmaceutical company involvement. To address this important need, OAR
established a Trans-NIH Microbicides Working Group, comprised of program staff
of relevant institutes and offices, which worked together to help plan the first inter-
national conference on microbicides and to spearhead the development of the NIH
Strategic Plan for Microbicides. There are many more examples where OAR has
played a key role in coordinating institute participation in a specific research
project, such as the NIAID-sponsored multi-institute HIV Prevention Trials Net-
work, and the Adolescent Trials Network, sponsored by NICHD and co-supported
by a number of other institutes. OAR coordinated the efforts of NIDDK and other
institutes in supporting a highly meritorious and innovative research project to com-
prehensively study the serious metabolic side-effects and complications of
antiretroviral therapy. Insight gained from this multi-site collaborative study will
ha&{e ?iireft impact on the development of better tretment regimens for HIV-infected
madliviauals.

INTERNATIONAL RESEARCH

To address the increasing urgency of the AIDS pandemic, the OAR has estab-
lished a new initiative and strategic plan for global research on HIV/AIDS aimed
at slowing the disaster and reversing its destruction of communities, economies, and
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nations worldwide. The Global AIDS Research Initiative and Strategic Plan reaf-
firms NIH’s long-standing commitment to international AIDS research and will sig-
nificantly increase research efforts in the coming year to benefit resource- and infra-
structure-poor nations. NIH supports a growing portfolio of research conducted in
collaboration with investigators in developing countries. Results of this research
benefit the people in the country where the research is conducted as well as people
affected by HIV/AIDS worldwide. Critical to the success of these international stud-
ies are foreign scientists who are full and equal partners in the design and conduct
of collaborative studies. To that end, NIH also supports international training pro-
grams and initiatives that help build infrastructure and laboratory capacity in de-
veloping countries where the research is conducted.

RACIAL AND ETHNIC MINORITIES

OAR has placed high priority on research to address the disproportionate impact
of the HIV/AIDS epidemic on racial and ethnic minority communities in the United
States. OAR is directing increased resources toward new interventions that will
have the greatest impact on these groups and making significant investments to im-
prove research infrastructure and training opportunities for minorities. OAR has
provided additional funds to projects aimed at: increasing the number of minority
investigators conducting behavioral and clinical research; targeting the links be-
tween substance abuse, sexual behaviors and HIV infection; increasing outreach
education programs targeting minority physicians and at-risk populations; and ex-
panding our portfolio of population-based research. OAR also has initiated a series
of Training and Career Development Workshops specifically designed for racial and
ethnic minority investigators.

SUMMARY

The worldwide human and economic toll of this insidious disease is profound. Our
response requires a unique and complex multi-institute, multi-disciplinary, global
research program. This diverse research portfolio demands an unprecedented level
of scientific coordination and management of research funds to enhance collabora-
tion, minimize duplication, and ensure that precious research dollars are invested
in the highest priority areas of scientific opportunity. The nation’s investment in
AIDS research is reaping even greater dividends, as AIDS research is unraveling
the mysteries surrounding many other infectious, malignant, neurologic, auto-
immune, and metabolic diseases.

The authorities of the Office of AIDS Research allow NIH to pursue a united re-
search front against the global AIDS epidemic. We are deeply grateful for the con-
tinued support this Committee has provided to our efforts.

PREPARED STATEMENT OF STEPHEN A. FiccA

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the Buildings and Facilities (B&F) Program for fiscal year
2003, a sum of $632,800,000, which reflects an increase of $306,700,000 over the
comparable fiscal year 2002 appropriation.

ROLE IN THE RESEARCH MISSION

The fiscal year 2003 Budget establishes a new HHS Facilities Construction and
Management fund that will finance all construction projects for NIH and CDC with-
in the Office of the Secretary. The fund will allow HHS to prioritize and manage
construction projects effectively.

The Buildings and Facilities (B&F) program supports the physical infrastructure
required to carry out the in-house component of the biomedical research mission of
the National Institutes of Health (NIH). In turn, the fiscal year 2003 Buildings and
Facilities budget request supports long-standing commitments to create, expand,
and sustain a robust, modern, safe and secure physical infrastructure for the con-
duct of basic and clinical research across the spectrum of biologic systems and dis-
eases. It also provides new, specialized containment facilities in which the United
States will conduct research on a variety of biologic materials that present a health
threat as emerging infections and/or bioterrorism agents.

The NIH B&F plan is the product of a deliberate strategic planning and priority
setting process. This process is overseen by the NIH Facilities Planning Advisory
Committee (FPAC) and captured in the NIH Strategic Facilities Plan. The FPAC,
comprised of Institute Directors and other senior IC scientific and management
staff, advises the NIH Leadership and Director on the long-range capital facilities
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investments that are needed to sustain NIH research programs and priorities. The
FPAC is also instrumental in adjusting priorities as necessary to deal with unantici-
pated public health challenges and changes in national priorities. The goal of the
planning process is to optimally meet the changing facility needs of the NIH re-
search programs in the Washington, D.C., region and across the NIH field stations
with a mix of owned and leased facilities.

The NIH Strategic Facilities Plan is structured as a logical sequence of programs
and projects orchestrated to enable the NIH to build facilities critical to new and
expanding research initiatives and programs and to concurrently manage and main-
tain existing NIH real estate assets.

The construction program supported by the proposed fiscal year 2003 budget re-
quest strikes a balance among three critical facility priorities: the creation of new
facilities for new and expanding scientific opportunities, as well as for research on
biologic materials that present a health threat as emerging infections and/or bioter-
rorism agents; the upgrading of existing facilities to keep pace with the changing
requirements of ongoing NIH programs, and the responsible stewardship of the en-
tire NIH real estate portfolio. The fiscal year 2003 B&F proposal is organized into
six broad Program Activities: New Construction; Essential Safety and Regulatory
Compliance; Physical Security Improvements; Repairs and Improvements; Renova-
tions; and Equipment and Systems. The fiscal year 2003 request provides funds for
specific projects in each of the program areas. The projects and programs enumer-
ated are the end result of the aforementioned NIH Strategic Facilities Planning
process and are the NIH’s capital facility priorities for fiscal year 2003.

The fiscal year 2003 B&F budget request of $632,800,000 is an increase of
$306,700,000 from the comparable fiscal year 2002 level. As a result of this increase,
the NIH will be able to fulfill its commitment to integrating neuroscience research
in the John Edward Porter Neuroscience Research Center; maintain responsible
funding support for the ongoing essential safety, renovation, repair and related
projects that are vital to proper stewardship of the entire portfolio of real property
assets; continue with the integration of the new Mark O. Hatfield Clinical Research
Center (CRC) into old Building 10; increase the physical security of NIH facilities;
and construct critically-needed, high-containment facilities on the Bethesda Campus
and at Ft. Detrick.

The John Edward Porter Neuroscience Research Center will enable the integra-
tion of the neuroscience research community at the NIH. The Center is conceived
as a place where the best and brightest scientists from many disciplines will collabo-
rate in state-of-the-art laboratories to develop and evaluate therapies for some of the
most complex problems in biomedical research. The Center will house researchers
from nine Institutes and multiple disciplines under one roof. It will be designed to
support high-priority research initiatives using innovative strategies in cell biology,
neuroimaging and bio-informatics to better describe the link between biochemistry
and behavior, to elucidate the nerve cell degenerative processes, and to explore
other lines of inquiry that are emerging from the genetic mapping of the brain. New
facilities are needed to support this vision because nearly all of the space that
houses NIH neuroscience research is substandard. Current facilities for cellular and
molecular neuroscience on campus are inadequate to meet the challenges of high-
quality, high-risk research projects. The fiscal year 2003 request would support the
construction of the second phase of this facilities project; Congress appropriated
funds for the first phase in fiscal year 2001 and 2002.

The fiscal year 2003 Building and Facilities budget request also contains major
facility investments that are a response to the United States’ heightened attention
to Homeland Security. These include construction of a set of high-containment facili-
ties at the Bethesda, Maryland, campus and at Ft. Detrick, Maryland, as well as
a series of projects that will substantially increase the physical security of NIH fa-
cilities.

While NIH continues to take advantage of unique research opportunities for new
treatments and cures, the recent tragic events have revealed the need for an ex-
panded program of medical research on all aspects of bioterrorism. The capability
to detect and counter terrorism depends to a substantial degree on the relevant
medical science and basic research. There is an increased need for basic research
to accelerate knowledge of the physiology and genetics of potential bioterrorism
agents, immune system function, and response to each agent, and the pathogenesis
of each disease, and for tests to rapidly diagnose, vaccines and immunotherapies to
prevent, and drugs and biologics to treat diseases caused by agents of bioterrorism.
The massive research agenda required to protect the American population against
present and future attacks by these agents must include construction of facilities
in which such agents may be safely studied. Facilities and procedures for the han-
dling of these lethal agents with no threat to laboratory and clinical personnel or
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to adjacent communities comprise an integral element of the research program.
These proposals for new construction, renovations and improvements are key ele-
ments to responding to the new research agenda while ensuring the continued vital-
ity of the NIH biomedical research enterprise.

FISCAL YEAR 2003 BUDGET SUMMARY

The fiscal year 2003 budget request for Buildings and Facilities is $632.8 million.
The B&F request totals $464.1 million for new construction composed of $4 million
for the information technology infrastructure to complete the first phase of construc-
tion of the John E. Porter Neuroscience Research Center; $168 million to fund the
construction of the second phase of the Center; $186.1 million to construct the Cen-
ter for Bioterrorism and Emerging Infections—new laboratory space on the NIH Be-
thesda campus for rapid response programs dealing with select infectious agents
that may be used as weapons of bioterrorism and other emerging infections; $105
million to construct a Biosafety Level 4 (BSL-4) Lab/Clinic at Ft. Detrick, Maryland,
that will provide the specialized, highcontainment lab facilities needed to conduct
biomedical research on the most dangerous and highly infectious diseases that could
become or have been bioterrorism weapons; and $1 million to continue the Concept
Development Studies program. There is a total of $6 million for essential safety and
regulatory compliance programs composed of a combined sum of $0.5 million for the
phased removal of asbestos from NIH buildings; $2 million for the continuing up-
grade of fire and life safety deficiencies of NIH buildings; $1 million to systemati-
cally remove existing barriers to persons with disabilities from the interior of NIH
buildings; $0.5 million to address indoor air quality concerns and requirements at
NIH facilities; and $2 million for the continued support of the rehabilitation of ani-
mal research facilities. For physical security improvements, the request includes $80
million to bolster NIH’s ability to provide a safe and secure environment for the con-
duct of the NIH mission on its sites. In addition, the fiscal year 2003 request in-
cludes $56.5 million for the continuing program of repairs, improvements, and main-
tenance that is the core of the B&F program; $24.2 million for the Building 10 tran-
sition program; and $2 million to upgrade mechanical systems at NIEHS.

GOVERNMENT PERFORMANCE AND RESULTS ACT (GPRA)

The NIH budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIH’s second annual performance report which compared our fiscal
year 2001 results to the goals in our fiscal year 2001 performance plan. My col-
leagues and I will be happy to respond to any questions you may have.

Senator HARKIN. Thank you very much, Dr. Kirschstein. I just
want to get in a little bit on that loan repayment. I am not certain
I understand it all, but before I do that, I would like to yield to
Senator Cochran for any opening statement.

OPENING STATEMENT OF SENATOR THAD COCHRAN

Senator COCHRAN. Mr. Chairman, thank you very much.

Dr. Kirschstein, I want to congratulate you on the outstanding
job you have done as interim director. I think it has been clear,
from my point of view, that you have not just been an interim di-
rector, you have actually moved NIH forward in some very innova-
tive and impressive ways, and I congratulate you for that and say
that we look forward to continuing to work with you in the future.

PREPARED STATEMENT

I have some additional comments for the record, Mr. Chairman,
which I would like to put in the record.
[The statement follows:]

STATEMENT OF SENATOR THAD COCHRAN

Dr. Kirschstein, thank you for joining us today to discuss the National Institutes
of Health budget. We have focused much effort on increasing this budget over the
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past several years and appreciate the opportunity to hear how these increases are
leading to better medicine.

I want you to know we continue to support increases in NIH funding. We have
had great success in increasing NIH Appropriations. However, as we continue to
move forward we must strive to improve the quality of the research. And, we must
strive to focus this research on the most pressing health issues. Our goal should be
to make sure this research benefits all Americans.

One example of such research is the Jackson Heart Study. This study is a collabo-
rative effort of the University of Mississippi Medical Center, Jackson State Univer-
sity and Tougaloo College, and it is one of the major, groundbreaking studies in the
area of cardiovascular disease in African-Americans.

Another example I am familiar with is the new National Institute of Biomedical
Imaging and Bioengineering. I believe imaging and related technologies fill an im-
portant gap in both diagnosis and treatment of disease. Such technologies expand
the ability to practice innovative medicine in every rural and underserved area of
our country.

One of the ways we move this technology to underserved areas is through the co-
ordination of activities and technologies of the NIH and other federal agencies. For
example, at the Medical Center at the University of Mississippi we have the ability
to utilize NASA satellite imaging technology to perform surgery in Japan or even
perform emergency surgery aboard the space shuttle while it is in orbit.

Now, if we can use this technology to reach these far away places, we can surely
find ways to use the technology at the University of Mississippi, or University of
Iowa Medical Center, to reach rural, underserved areas of the country. This is just
one example of how we should insist on developing new technologies through inte-
grated partnerships and make sure we translate these technologies into practical
strategies that reach patients. I support your efforts in this area and look forward
to the future.

Research directed toward underserved areas must increase. And I believe it is es-
sential for some of this research to be conducted in the areas of the country where
the most urgent health needs exist. Research and the reason for the research must
intersect. Researchers in these underserved areas know far better the challenges
facing their patients.

While we will always insist on the most scientifically sound research, we must
find ways to build the research infrastructure. The NIH should take an active role
in making sure research reaches the underserved areas of our country. I look for-
ward to hearing how we can continue to address this issue. I'm interested in helping
NIH succeed in this effort.

Finally, Dr. Kirschstein, I want to thank you for your leadership on both the
budget and your leadership of the NIH. You have gone beyond serving in an interim
capacity. You have not only guided the NIH through a time of transition, you have
moved it forward. The next director must now be prepared to continue that forward,
innovative movement. The health of Americans depends on it. Thank you.

Dr. KIRSCHSTEIN. May I just say thank you, Mr. Cochran.

Senator HARKIN. Thank you, Senator Cochran.

We are now joined by our ranking member and, as I said earlier,
one of the driving forces behind the doubling of NIH which we are
accomplishing this year. I said it before, but I will say it again. It
could not have happened without the leadership of Senator Specter.

OPENING STATEMENT OF SENATOR ARLEN SPECTER

Senator SPECTER. Well, thank you very much, Mr. Chairman. I
consider it a partnership. I liked it a little better when I was the
chairman.

But I like it with your being the chairman.

We have shown on this committee and Senator Cochran who is
soon to be ranking and soon to be chairman of the full Appropria-
tions Committee. We function in a nonpartisan way, and I learned
a long time ago, if you want to get something done in Washington,
you have to cross party lines. And this subcommittee is exhibit A
on doing that.
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To paraphrase John Kennedy, the brain power assembled in this
room today exceeds that when Jefferson died alone.

This is the Federal Government’s premier group in my opinion.
I get into trouble with everybody else in the Federal Government,
but I think that the NIH is the crown jewel of the Federal Govern-
ment and sometimes I say perhaps the only jewel.

This subcommittee, as you know, has taken the lead on the fund-
ing. A few years ago, it was $11 billion, and now it is $23 billion.
And now it is very fashionable. And the President’s budget adds
$3.7 billion.

When we first started to add the first billion dollars to NIH, we
asked the Budget Committee for it, got turned down, and went to
the floor and lost 63 to 37. But this subcommittee got out a sharp
pencil and found a billion from priorities.

So, having lost on our effort to get an extra billion, the next year
we asked for $2 billion. That is the way you do business in Wash-
ington. We got turned down again. But we found the money on pri-
orities and the last vote that we had was 96 to 4, and the 4 dis-
senters agreed that NIH was important but thought that we should
be giving others some extra funding.

But we have taken very special care of your institutes because
of the great progress you have made, and you have a very heavy
burden to produce. You have got to produce. And it is not possible
for us to have the kind of congressional oversight to get into your
business, and you do not really want us there, but you are great
professionals.

We have had the stem cell battle, and you know all about that.
Now we have got the therapeutic cloning battle. The next time you
give a label to something, please do not call nuclear transplants
cloning. We face a real tough battle, and there has to be a mobiliza-
tion nationally.

Bettilou Taylor has drafted a letter which we have sent to every
newspaper in the country to try to mobilize a vote which we are
going to have in the Senate on legislation which would ban so-
called therapeutic cloning. We will have a great export of brains if
that happens. It will tie your hands and tie the hands of scientists.
So, we have our work cut out.

I am delighted to be here and look forward to the testimony.
Thank you, Mr. Chairman.

Senator HARKIN. Thank you, Senator Specter.

Senator SPECTER. If I might just add, we have on the floor today
a battle on Federal nominations for the judiciary. We had a big
battle last week, as you know, about Judge Pickering, and Senator
Lott has filed a motion to give hearings to all the judges who were
nominated last May 9 at least by this May 9. So, I am going to
have to excuse myself at a point earlier than I would like to, but
I will follow the testimony very closely.

No. I will ask a question. Dr. Kirschstein, again I congratulate
you on the work that you have done, taking over really as the di-
rector, a very, very difficult job.
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EFFECTIVENESS OF BUDGET INCREASES

Is the National Institute in the position to document for the
doubters about the effectiveness of the tremendous increases which
have been voted for you?

Dr. KIRSCHSTEIN. Yes, sir, we are. Much of that is in the opening
statements of each of the institute directors. They also have collec-
tions of information about that, and we collected and have things
done centrally.

In addition, because of the Government Performance Review Act,
we have been engaged for the last 212 or 3 years in evaluating the
research that we have done. We bring in—and we did twice in a
row, annually—advisors from outside universities, medical schools,
et cetera, and people from the lay interested public through our
Council of Public Representatives and our Advisory Committee to
the Director to review the accomplishments that each of the insti-
tutes has prepared as having taken place over the previous year.
That is a requirement of the GPRA act.

Senator SPECTER. Dr. Kirschstein, as you know, for my questions
in the past, I have asked what you accomplished with the increase
you got last year, what you will accomplish if we are able to get
you $3.7 billion more this year.

Dr. KIRSCHSTEIN. Yes.

Senator SPECTER. Are answers available to those two questions
in writing?

Dr. KIRSCHSTEIN. Yes, they are.

Senator SPECTER. Okay. Well, I will take a look at them. Thank
you very much.

Thank you, Mr. Chairman.

Senator HARKIN. Thank you, Senator Specter.

LOAN REPAYMENT PROGRAM

Dr. Kirschstein, I just wanted to pick up on the one thing you
said about the loan repayment program. The President’s budget
takes it from $28 million to $56 million. Is that about right? It will
take it from $28 million to $56 million? I think that is right. I
would ask maybe the budget people on that.

Dr. KIRSCHSTEIN. Yes.

Senator HARKIN. Now, can you help me a little bit with that?
This is a program that I think is invaluable because what it does
is it says to people who have gone through medical school, as I un-
derstand it—correct me if I am wrong. Obviously, they have got a
lot of debts. I do not know what the average is, but I think it is
about $100,000.

Dr. KIRSCHSTEIN. $100,000.

Senator HARKIN. $100,000 right now. So, obviously, if you are
going to go into research that is not paying all that much, it is hard
to pay back those loans. So, this is a way of enticing or getting
young people who want to do research to be able to afford to do so.

How is that operated? I do not know the nuts and bolts of it, and
I do not mean to get all into it. But take an average student with
$100,000 and they have come out of medical school. What could
this do for that student?
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Dr. KIRSCHSTEIN. It will forgive per year $35,000 of the loan plus
the interest and also the taxes involved. The loan repayments are
done as a contract between NIH, the particular institute involved,
and the individual young physician who knows that he will get,
based on a submission of data on his loans and on a summary of
what he plans to do, where he or she plans to work, in what field,
at what organization either in further training in a career or in a
very early stage of getting individual research grants with a career,
how he will go about it. It will repay up to §35,000 per year for
2 to 3 years, and it gets paid in a lump sum.

So, the $20 plus million that we will expend in 2002 will pay off
totally the debt of about 250 young people. We are going to double
it in fiscal year 2003, and it will be another 500 people doubling
the number.

Senator HARKIN. In their contract, do they have to agree to at
least stay in research for a certain amount of time?

Dr. KiRSCHSTEIN. They have to agree to start their careers in re-
search, and we want them to start for a certain amount of time.
I am not sure there is a specific time indicated.

Senator HARKIN. I just did not know. Find out for me.

Dr. KIRSCHSTEIN. We will.

It is a wonderful program. We have been doing it for a number
of years in a very small way within our intramural program. We
have been anxious to do it for the physicians who are in research
throughout the country who want to go into research for a very
long time and finally got the authorization to do so.

Senator HARKIN. One of the reasons I am happy that the Presi-
dent put this in and we are going to be very supportive of this is
that with the doubling of the NIH funds over 5 years, I think it
sends strong signals to a lot of young people to enter research, that
they can get the research grants funded at a better rate than what
we have ever done before. But if they cannot afford to get into re-
search because they are married, they have families, and they are
at the age where they are probably starting families, they just can-
not afford to do it. So, we have got to open that door. That is why
I am delighted that we have got the funds in there.

I assume those monies will be used. In other words, with the
doubling of that money, you could use that money for getting re-
searchers in.

Dr. KiRSCHSTEIN. The first awards will be made at the end of fis-
cal year 2002, and we will report back to you at the hearing next
year. We will be following these people to see what is going on.
This is a program that is near and dear to the heart of every one
of the institute directors, who would be pleased to expand on these
statements that I have made.

The applications have been received. There are a large number
of them coming. We anticipate that it is possible over the years
that we may get 5,000 applications a year.

Senator HARKIN. That is what our committee needs to know.
What does it look like out there in terms of how many people are
applying for it and see what we need to do for next year.

Dr. KiRSCHSTEIN. We will keep you apprised.

Senator HARKIN. I appreciate that.
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BUDGET LEVELING

Dr. Kirschstein, I said earlier I am a little concerned about what
is going to happen after this year. This year, as you know, the
President has requested a $3.7 billion increase that will complete
the commitment over that 5 years, and that will bring us up to
$27.3 billion. However, in the budget for next year, after that, ac-
cording to the budget, at least the projected budget for fiscal year
2004, we are looking at a 2.1 percent increase, 2.2 percent, 2.3 per-
cent, 2.3 percent.

And I am concerned what is going to happen in those out-years,
what NIH is doing to prepare for that. What is going to be the im-
pact on NIH after next year when we only get a 2.1 percent in-
crease? I do not know what inflation is. It may be an inflation in-
crease. So, it really is a flat line.

Could you talk about what might be a more appropriate in-
crease? I am just concerned that everything is just flat-lined at
that point. I do not think that was ever our objective in doing this.

What started this, I remember, years ago was one of your prede-
cessors saying to me and to others that because we had gone so
many years without really adequate increases in NIH funding, that
the number of peer-reviewed grants that were being funded was
getting less and less and less. Whereas, it used to be maybe one
out of three or one out of two in some cases, now it is one out of
five, one out of six. And I said at the time—this is several years
ago—well, what do we need? Well, if you look at it, to get back
where we were back in—I do not know—back in the 1960’s or
1970’s, we really needed to get up on a plateau. You needed to dou-
ble it to get back up there. So, I think that was really a lot behind
what we did.

But the goal was never just to double it and then just flat-line
it after that. It was to get it up and then keep the increases going
so that you could keep that rate of approval of peer-reviewed
grants going at a good rate rather than falling right back into the
same old trap we did in the past. So, if you could speak to that,
I would certainly appreciate that. What does it look like out there
if we only have 2.1 percent and 2.2 percent increases?

Dr. KIRSCHSTEIN. Mr. Chairman, we have been concerned about
this too, and we have been looking at what we can do, if as the
administration’s position is, that the increase will be 2.1 percent,
to sort of smooth what might happen in at least the first of the fu-
ture years.

First of all, the President’s budget projects a 2.1 percent increase,
and we understand that.

Second, as a result, we have thought about many of the things
that we should be doing during fiscal year 2002, as well as what
we will do in 2003. We will make every attempt to provide the
kinds of things that researchers need to be able to do their work
effectively which, in the past years that you have been describing,
they were not able to obtain, such as large pieces of equipment,
such as the construction of laboratory buildings, that you have
been interested in, such as the data banks and the tissue and cell
banks and information technology, which we can provide money for
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in 1 year and then those things with maintenance costs will be able
to be continued for several years to come.

Nevertheless, we are as cognizant as anyone else that science is
not going to stop evolving and expanding because the doubling has
ended. The scientific opportunities, if anything, are going to be
greater because we have opened the doors. You started off your
statement by saying that. So, we have also looked at what other
things can be possible.

Now, if we know that we are going to have a 2.1 percent budget,
we will try to plan how to make some of the activities that we are
engaged in, that have come from initiatives that are developed as
a result of some of this, constrained for a little bit as we concern
ourselves with the level of numbers of research grants and this one
in two or one in three that you have been talking about.

We are actually going to have a 1-day retreat of all the institute
directors. We decided that this morning. We had planned it for a
particular day. We have to change it because of certain -cir-
cumstances. We are going to try to collectively work out the best
ways to go about this.

But I want to make it clear that we all feel that science does not
stop because the doubling effort has stopped, and we would like to
say that the opportunities probably lend themselves to talking
about not a doubling, not 15 percent, but somewhere between an
8 and 10 percent increase.

Senator HARKIN. Thank you very much, Dr. Kirschstein. My time
is up.

Senator Specter.

RESEARCH APPLICATIONS

Senator SPECTER. When we make an evaluation of the NIH budg-
et, we hear about the increasing number of applications. What per-
centage of applications for grants are now being awarded?

Dr. KIRSCHSTEIN. About 30 percent in fiscal year 2002 and we
anticipate the same percentage in 2003.

Senator SPECTER. To what extent are the applications increas-
ing?

Dr. KIRSCHSTEIN. There has been a large influx of increasing ap-
plications.

Senator SPECTER. How many in the last 3 years, if you have
those figures?

Dr. KiRSCHSTEIN. I do not know that we have the total number
of applications, but we can extrapolate from the number of new and
competing that were awarded. It is about 38,000 because we are
funding 9,000, and we are funding about a third.

Senator SPECTER. Well, if you are still at 30 percent and you
have significant increases in

Dr. KIRSCHSTEIN. We received a total of 30,000 applications in
2002, and we are expecting 33,000 in 2003. That’s estimated.

Senator SPECTER. How many in 20017

Dr. KiRSCHSTEIN. I do not have it, but it is probably somewhat
less than what was in 2002.

Senator SPECTER. Could you provide for us the number of appli-
cations in the last 5 years and the number granted?

Dr. KIRSCHSTEIN. Yes, sir.
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Senator SPECTER. Could you use more money?

Dr. KIRSCHSTEIN. Mr. Specter, the Congress and the administra-
tion have been enormously generous. In discussions that we have
had, because not only have we gotten more applications, but we be-
lieve—and there is reason to believe—that the progress that we
have made is due to the fact that more of the applications that we
are receiving are of high quality. Whereas, we have in the past said
that we were pleased to have about one in three applications fund-
ed—and we still are. Believe me, we still are—we have probably,
in many cases, applications of a quality that we would be pleased
to be able to provide funds for about 40 percent and in some cases
45 percent of the number of applications we receive.

Senator SPECTER. Well, it is obviously difficult to increase the
level of funding $3.7 billion. No doubt about that. But we have
often wondered about how many doors remain closed when 70 per-
cent of the applications are turned down. It raises a question as to
how many worthwhile applications are being rejected. I come back
to the proposition that we are a very wealthy country. We have a
Federal budget of $2,100,000,000,000, and to have $23 billion or
$26.4 billion is not an excessive contribution for medical research.

PARKINSON’S DISEASE

It is not possible, in the course of a very brief hearing, to go into
any great detail, but Dr. Penn, how are we doing on Parkinson’s?
In the past we have had some estimates we might be within 5
years of curing Parkinson’s. Is that now down to 4 or perhaps 3?

Dr. PENN. I would like to say so, sir, but I cannot say today that
it will be 3 years. I think we have made remarkable progress, and
we certainly have a control mechanism that we are working on,
really very forcefully, and this is deep brain stimulation, which I
believe you have heard about before.

A cure is going to require a great deal more research and a great
deal of work to get the proper molecules into the brain, and we
have to be very careful with the brain. So, for me to say “cure,” I
would like to, and I did before, but I think I will not say 4 years.
I will leave it open.

Senator SPECTER. But you did before.

Dr. PENN. I know, sir.

Senator SPECTER. Were you under oath then, Dr. Penn?

Dr. PENN. Probably.

Senator SPECTER. Are the stem cells very helpful on the cure of
Parkinson’s?

Dr. PENN. In the models of Parkinson’s—and we have excellent
models—the embryonic stem cells, both in the mouse model and in
the non-human primate model, are able to do real repair. Now, re-
member, this is not truly Parkinson’s disease, as all of the patients
know it, because what we have done is poison those cells. So, the
stem cells can replace.

However, in Parkinson’s itself, there is a great deal of interest,
a great deal of planning, and the question is, which cells to use?
If we could possibly turn on the cells that are already in the brain,
that we know now are there thanks to our investigators, this would
be wonderful.
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Senator SPECTER. Do you need the nuclear transplant to be sure
that a patient who has Parkinson’s will not reject the stem cells?

Dr. PENN. Well, as you know, sir, we are not advocating nuclear
transfer. And I am really not sure this process would be necessary.
I think we have enough information that we can develop
dopaminergic cells, the transmitter cells, and we can use those. We
have to do a lot more than that, though, because we have to get
the cells in the right place. We have to make them grow. We have
to hope that they——

Senator SPECTER. Pardon me for interrupting you, but my time
is about up and I want to ask another question of another doctor.

Dr. PENN. Yes, sir.

THERAPEUTIC CLONING

Senator SPECTER. Would you favor legislation which would pro-
hibit so-called therapeutic cloning?

Dr. PENN. I think that legislation that would prohibit—I would
prefer to say—I mean, if it is absolutely necessary—and some think
it is—

Senator SPECTER. And some think it is not. What do you think?

Dr. PENN. I think that we do not know if we need it for this pur-
pose.

Senator SPECTER. Do you think we need it for other purposes?

Dr. PENN. Some do. I cannot really come down on that because
I really think there is a great deal to know about stem cells. We
are in the middle of finding it out, and we are going to test all
these things in our model systems first. I sure hope it is not nec-
essary.

Senator SPECTER. Senator Harkin and I were conferring about
your answer, Dr. Penn. We have had very considerable testimony
on the subject, and it has been to the effect that when you have
someone with Parkinson’s, as an example, and you take a cell and
remove the DNA from the egg and put the cell of Parkinson’s vic-
tim, that you then find that you do not have the stem cells rejected.
Is that incorrect?

Dr. PENN. That is correct, sir. But we are not necessarily at the
point where we would automatically get rejection of cells developed
in other ways.

Senator SPECTER. But would you like to have the freedom to be
able to undertake the process I just described?

Dr. PENN. I believe that, as you know, the National Academy of
Sciences has come down on this side. They definitely think that
this is worth doing, and as I said, I need evidence on both sides,
and I need evidence from the models that all of our investigators
are working on. We happen to be really close to getting things done
there.

Senator SPECTER. I am sorry. I did not understand that last part.

Dr. PENN. We are very close to, as I said, almost curing this dis-
ease in the models, but I cannot today say that nuclear transfer for
Parkinson’s is what I would advocate at this time. I need more in-
formation.

Senator HARKIN. Our time is up. I have to move on to Senator
Cochran.
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But I just have to say, Dr. Penn, that that is contrary to every
scientific input that has come into the committee.
Dr. PENN. Yes, sir.

LPA RESEARCH

Senator SPECTER. May I ask Dr. Lenfant just a question or two?
How are you doing on your research on LPA?

Dr. LENFANT. Quite well, Senator. As you know, our limitation
today is more on how to treat it than to doing the research itself.
We have at the present time one medication which is available
which is called niacin which has lots of side effects, and for that
reason, compliance or even taking the medication, if you want to
take it, makes it very difficult.

The good news is I understand that within 6 months, perhaps 1
year or 18 months, a new medication will become available, and
the preliminary data, which I am aware of, seem to indicate that
there will be no side effects.

Senator SPECTER. Thank you very much. Thank you, Mr. Chair-
man.

Senator HARKIN. Thank you, Senator Specter.

I am sorry. Senator Cochran.

Senator COCHRAN. Mr. Chairman, thank you.

MINORITY HEALTH

In my State of Mississippi, there is a study underway, partially
funded by the Centers for Disease Control and supported actively
in a collaborative role by the University of Mississippi Medical
Center, looking at why the African American community is dis-
proportionately affected by certain illnesses and diseases, particu-
larly hypertension, heart disease, related troubles of that kind. We
welcomed this and we encouraged this activity in our State because
we think it will serve a very important public health need.

To what extent is NIH involved in providing the research under-
pinning or assistance in helping find the answers to those ques-
tions?

JACKSON HEART STUDY

Dr. KIRSCHSTEIN. To a very large extent, Senator Cochran. As
you know, we have a study that is supported by the National Cen-
ter for Minority Health and Health Disparities, as well as the Na-
tional Heart, Lung and Blood Institute, called the Jackson Heart
Study, and I might ask the directors of those two institutes to
make comments about that. Dr. Ruffin?

Senator COCHRAN. Thank you.

Dr. RUFFIN. Thank you. Mr. Cochran, I will let Dr. Lenfant ad-
dress the scientific issues that are going on there, but what I would
like to say is that you have three of your universities in the State
of Mississippi that are actually involved in the Jackson Heart
Study: Tougaloo College, Jackson State University, and then, of
course, the University of Mississippi Medical Center.

There is much that is being done over at Tougaloo College as it
develops a strong epidemiological training initiative, and also at
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Jackson State to recruit African Americans participants into the
study.

I think the study really got going when all three of those institu-
tions became involved in that particular partnership, and that pro-
gram is working very, very well in the State of Mississippi.

I will let Dr. Lenfant address some of the scientific issues of the
study.

Senator COCHRAN. Thank you very much.

NEW RECRUITMENT APPROACH

Dr. LENFANT. Senator, I would like to echo what Dr. Ruffin said
about the study in Jackson and how well it is doing. We had dif-
ficulties at the beginning of the study, because the recruitment of
subjects was difficult. But actually just last week I met with Dr.
Connolly and Dr. Jones, the leaders from the medical school there,
and we have worked out a new approach to our recruitment. And
I do know that in just 1 week we have seen a step-up in the re-
cruitment, which leads me to be quite optimistic about the future
of the study.

I should say also that we are entirely committed to it. In fact,
you may have heard that we call it the Framingham of the South.
You surely have heard about Framingham in Massachusetts. And
we are establishing this community down there which I think is
going to be quite successful.

DISPARITIES AND ETHNIC DIFFERENCES

Now, to address the issue of the research, throughout the coun-
try, there are many institutions, including the University of Mis-
sissippi where we have there a very large program on the study of
high blood pressure, the causes, the manifestations, and the treat-
ment, but throughout the country there are many, many studies
which are focusing on the disease itself, stroke, high blood pres-
sure, heart disease, but also on the reasons for the disparities and
ethnic differences.

We are making progress. I have to say it is difficult for a variety
of reasons that I could submit to the record, if you want, but I
think we are making progress. And in fact, we are beginning to see
a reduction in the difference in mortality rates between the various
ethnic groups.

Dr. KIRSCHSTEIN. Senator Cochran, I would like to expand a lit-
tle bit. When I was answering Senator Harkin’s question about
what we think are the opportunities and what we would like to do
in further years, among the things is work with States like Mis-
sissippi even more than we have up to now to assure that bio-
medical research has a more stable base there than there has been
in the past. As you know, I and many of my colleagues have been
down there on several occasions, and we are making plans. We
started the BRIN program. We would like to expand that. So, one
of the things that would please me inordinately is if we could con-
tinue to have some expansion, we could continue to work with
States like Mississippi.

Senator COCHRAN. That is very good news, and I appreciate very
much the explanation and the response to my inquiry on this sub-
ject. I have been very much encouraged that we are being asked
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to build on the legacy really of Dr. Arthur Guyton who was a pio-
neer, and many of you know him personally. I guess his physiology
textbook is still maybe the textbook in medical schools around the
country. We are very proud of that reputation that he really built
for us. But seeing it now expanded to include related activities and
research programs and this program in particular is very heart-
ening to me.

I am delighted with the opportunities that we may have to do
other things too. I know the National Institute of Biomedical Imag-
ing and Bioengineering is looking at the possibility of some re-
search efforts in the State, and we encourage the pursuit of that
idea too and want you to know that we want you to tell us ways
that we can be helpful here on the subcommittee and in funding.
If we can break down some barriers or provide additional assist-
ance to help make these dreams come true, I want to be actively
involved in doing that.

I see my time is up. I want to compliment too the NIH research-
ers who developed the basis for new techniques in screening and
discovering impairments that cause children to be unable to read
at early ages. And we are now seeing NIH’s work in that research
area translated into teaching techniques, screening, diagnostic ac-
tivity which are making it possible for children to learn to read
who would not otherwise be able to and have full and normal lives
because of the work at NIH. I think these are examples—and I
know there are many others. Juvenile diabetes. I want to ask about
that, and Parkinson’s and many other areas where NIH has really
caused a huge difference in the lives of Americans. And I want to
congratulate you all for continuing that kind of work, the excel-
lence in research that you have become famous for.

READING RESEARCH

Dr. KiRSCHSTEIN. Thank you, Senator Cochran. If the committee
will permit us, I am sure Dr. Alexander would be delighted to ex-
pand on the activities related to learning to read.

Senator COCHRAN. Thank you.

Dr. ALEXANDER. Senator Cochran, we particularly appreciate the
support that you have given to this research program for Mis-
sissippi. This reading research is a program conducted over the last
15 to 20 years. It has been experimentally based and translated
into the classroom and really formed the foundation for the Presi-
dent’s legislation, No Child Left Behind, the education legislation
that the Congress passed with overwhelming support earlier this
year.

We are very happy that the contributions of the NICHD research
enabled this to happen. We are continuing that research effort. We
are working with the Department of Education, with the National
Science Foundation, and others to continue and expand that re-
search, as well as to translate it into the classroom setting as
States work to implement the requirements that instruction be re-
search-based and evidence-based. So, we are very happy we have
been able to succeed in this way.

Senator COCHRAN. Thank you very much.

Thank you, Mr. Chairman, for your indulgence.
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Senator HARKIN. Thank you. I am sorry I had to just duck out
there for a minute.

We have got to set up a time and we have to set up some points
where we can bring each of the institute directors down where we
can have some more time to interact with each of the institute di-
rectors. We are just rushed this year right now. We have done that
}‘n the past, and I intend to reinstitute that sometime in the near
uture.

We have got all the institute directors here, and just for my own
knowledge and for the knowledge of others who are here and for
our staffs, I would just like to go around and make sure that I in-
troduce everyone. Perhaps just stand when I call your name. I just
want to make sure that our staffs know exactly who everyone is
here. We have got some new people. We have got some long-time
people, but we have got some new people too. So, I am going to
take a little bit of time to do this. You have taken the time to come
all the way down here and I just at least want to recognize each
of the individual directors.

I guess I am going to start on this side with Dr. Andrew von
Eschenbach, the Director of the National Cancer Institute. Thank
you, Doctor.

The next is Dr. James Battey, Director of the National Institute
on Deafness and Other Communication Disorders. Thank you very
much, Dr. Battey.

Next is Dr. Audrey S. Penn, Acting Director of the National In-
stitute of Neurological Disorders and Stroke. Dr. Penn.

Next would be Dr. Steven Straus, Director of the National Center
for Complementary and Alternative Medicine. Dr. Straus.

Next would be Dr. Lawrence Tabak, Director of the National In-
Stitiflllge of Dental and Craniofacial Research. Did I pronounce that
right?

Dr. TABAK. Tabak.

Senator HARKIN. Thank you, Dr. Tabak.

Next would be Dr. Steven Katz, Director of the National Institute
of Arthritis and Musculoskeletal and Skin Diseases. Dr. Katz.

Next is Dr. Richard Hodes, Director of the National Institute on
Aging. Thank you, Dr. Hodes.

Next is Dr. Marvin Cassman, Director of the National Institute
of General Medical Sciences. Thank you, Dr. Cassman.

Next is Dr. Duane Alexander, Director of the National Institute
of Child Health and Human Development. Thank you, Dr. Alex-
ander.

Next is Dr. Paul Sieving, Director of the National Eye Institute.
Dr. Sieving.

Going around the table, Dr. Jack Whitescarver, Acting Director
of the Office of AIDS Research.

Next is Dr. Kenneth Olden, Director of the National Institute of
Environmental Health Sciences. Dr. Olden.

Next would be Dr. Gerald Keusch, Director, Fogarty Inter-
national Center. Did I pronounce that right, Dr. Keusch?

Dr. KEUSCH. I probably mispronounce it as Keusch.

Senator HARKIN. All right, I got that now.

Next would be Dr. Glen Hanson, Acting Director of the National
Institute on Drug Abuse. Dr. Hanson.
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Next would be Dr. Patricia Grady, Director of the National Insti-
tute of Nursing Research. Dr. Grady.

Coming around the table, Dr. Raynard Kington, Acting Director,
National Institute on Alcohol Abuse and Alcoholism. Dr. Kington.

Next would be Dr. Donald Lindberg, Director of the National Li-
brary of Medicine. Dr. Lindberg.

Next would be Dr. Donna Dean, Acting Director, National Insti-
tute of Biomedical Imaging and Bioengineering. Dr. Dean.

Next would be Dr. John Ruffin, Director of the National Center
on Minority Health and Health Disparities. Dr. Ruffin.

Next would be Dr. Richard Nakamura, Acting Director of the Na-
tional Institute of Mental Health. Dr. Nakamura.

Next would be Dr. Judith Vaitukaitis.

Dr. VArTUKAITIS. It sounds like a disease. Vaitukaitis.

Senator HARKIN. Dr. Vaitukaitis, Director of the National Center
for Research Resources. Dr. Vaitukaitis.

Next would be Dr. Francis Collins, Director of the Human Ge-
nome Research Institute. Dr. Collins.

Next would be Dr. Allen Spiegel, National Institute of Diabetes
and Digestive and Kidney Diseases. Dr. Spiegel.

Next would be Dr. Anthony Fauci, Director of the National Insti-
tute of Allergy and Infectious Diseases. Dr. Fauci.

And next, Dr. Claude Lenfant, Director of the National Heart,
Lung, and Blood Institute.

Dr. KiRSCHSTEIN. And, Mr. Chairman, if I might add, I will intro-
duce the people at the front table.

Senator HARKIN. Would you please? Yes.

Dr. KIRSCHSTEIN. Dr. Yvonne Maddox is the Acting Deputy Di-
rector of NIH. And to her immediate right is Mr. Charles Leasure,
who is the Deputy Director for Management, and to my left is Sue
Quantius, who is the Director of the Office of Budget.

Senator HARKIN. Well, thank you very much, Dr. Kirschstein.
Again, I thank you all for being here. As I said, we had a process
some time ago that I am going to get back to where we are going
to have—we will not do it in one day, but what we will do is we
will have groups of maybe four or five institute directors come
down. We will set aside a couple of hours to go over their areas so
that I can become more knowledgeable in the different areas that
are there and so my staff can also. I will work with you to try to
set that up and to arrange that at some time in the near future.

Dr. KIRSCHSTEIN. Senator Harkin, we would be pleased to do so.
Many of us remember doing that in the past with you and it was
a very successful endeavor.

Senator HARKIN. We are going to return to that. I just was un-
able to do that this spring. I may not wait until next year.

Dr. KIRSCHSTEIN. Fine.

Senator HARKIN. I may just do it sometime coming up this sum-
mer. I will be glad to work with you and the other institute direc-
tors to set up those points in time when we can do that.

Dr. KIRSCHSTEIN. Fine, sir. We look forward to it.

Senator HARKIN. I do too. I always found those in the past to be
the most enlightening times of my service here.

There are a couple of things that I wanted to go over. Dr. von
Eschenbach, this has to do with pancreatic cancer. 99 percent of
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people who get pancreatic cancer die. It is the highest death rate
of all cancers.

Now, before you came to NCI in last year’s appropriations report,
we requested that NCI develop a professional judgment budget for
research on pancreatic cancer for the next 5 years. The goal was
to ascertain how much we are actually spending on pancreatic can-
cer compared to the current funding level to see what was needed
to make some inroads in this awful disease.

As I said, this happened before your watch. I would just ask that
at some point would you please advise us here as to where you are
on that budget for pancreatic research and how many pancreatic
researchers we have. I have heard there is a severe shortage. I do
not know. Just focus on that a little bit.

PANCREATIC CANCER

Dr. vON ESCHENBACH. Thank you, Senator. I can give you an in-
terim update, and I would be happy to provide you with a more de-
tailed analysis.

There have been a number of initiatives that have been launched
in response to the directive. They include both epidemiologic stud-
ies to look at the distribution and causation with regard to pan-
creatic cancer. There is also a very important group of studies
going on to look at environmental linkages, including diet and ex-
posure to things such as tobacco, to begin to understand the causa-
tion of pancreatic cancer.

There is a 10-point research program that has been instituted to
begin to define basic laboratory investigations with regard to the
mechanisms by which pancreatic cancers occur and then progress.

And in addition to that, very importantly specialized programs of
research excellence have been funded that focus on the problem of
pancreatic cancer, and the particular importance of these SPORE
initiatives is the fact that they bring together both basic scientists,
as well as clinical scientists, so that we create a translation of the
information that occurs in the laboratory to actual development of
interventions in the clinic that can treat and perhaps even prevent
pancreatic cancer. One of those happens to be at Johns Hopkins
where about 50 percent of their gastrointestinal SPORE is devoted
to pancreatic cancer, and then at the University of Nebraska there
is one of those programs that is totally directed to pancreatic can-
cer.

So, we are beginning to emphasize the approach to this cancer
on understanding its nature, understanding how to detect and de-
fine it, and then, most importantly, how to treat it.

EARLY DETECTION

Senator HARKIN. I understand the problem is in detection. You
just do not know you have it until it has become quite invasive.

Dr. vON ESCHENBACH. That is unfortunately correct, sir, and a
very important challenge.

Senator HARKIN. I assume there is some research going on on
early detection methodologies perhaps?

Dr. vON ESCHENBACH. One of the important areas I think that
might also impact upon that is the larger agenda that is occurring
with regard to molecular or functional imaging technologies where
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we will be able to detect cancers at earlier stages and then, as you
alluded to in your opening remarks, some of the interesting work
that is being done in being able to detect cancers by virtue of pro-
tein profiles in the blood stream. That has been demonstrated as
proof of principle in ovarian, and hopefully we will now apply it to
a series of other cancers including, hopefully, pancreatic.

Senator HARKIN. Interesting. I never thought about that. That is
interesting. So, you can take what you have done on ovarian cancer
and maybe apply that to some other cancers then.

Dr. vON ESCHENBACH. Yes, sir, exactly.

Senator HARKIN. Fascinating. Well, thank you very much. Just
keep me advised on that then when you get the full report done
on what you think we need for that next 5 years.

Dr. vON ESCHENBACH. Thank you, sir.

Senator HARKIN. Dr. Kirschstein—I see my time is up. Senator
Cochran, do you have some more questions?

Senator COCHRAN. No, Mr. Chairman, I have no other questions.
Thank you.

Senator HARKIN. Thank you, Senator. I just had a couple that I
wanted to follow up on.

STEM CELLS

I do want to return to the issue that Senator Specter raised and
that is stem cells. When President Bush announced last year that
Federal funding could be used for research on human embryonic
stem cells, I was disappointed that he limited it only to those cell
lines that were in existence on August 9 at 9 p.m. I asked, could
we have not made it 10 p.m. or midnight?

The reason I say that is because, obviously, that is a very arbi-
trary cutoff date and time.

But until we get the rule changed, I strongly urge NIH to fund
as many grants as possible under those guidelines. I understand
there were only nine grant applications to the NIH for studying
human embryonic stem cells by the first deadline of November 27
last year, 2001. Dr. Kirschstein, can you tell us now or could you
tell the committee at some point soon when will NIH decide how
many of those applications will be funded?

Dr. KIRSCHSTEIN. Those applications are in review at the present
time, sir, in the primary review. They will be going to the advisory
councils in the May/June period, and the meritorious ones will be
funded prior to the end of this fiscal year.

Some of us were more surprised than others as to the number.
But it was a short period of time, no matter which way you think
about it, from August 9th to the end of November. And further-
more, the lines which had to be listed on the registry were from
disparate sources and the sources need to have sustenance to make
sure that they can produce and people need to be trained on how
to use them.

So, right from the beginning, we announced that we would pro-
vide, first of all, administrative supplements to anybody who had
research that was related and that could go ahead with reasonably
sized budgets of $50,000 approximately to do the work, but second,
to provide the ability for scientists to go the various places where
the stem cells are being produced, the ones that are on the registry,
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and learn how to particularly work with those lines. Every cell cul-
ture of stem cells may be different and, indeed, we have known
from years from the days that early cell cultures started that the
cells have a great deal of individuality and you have to learn how
to manipulate them and how to work well with them.

In addition, we have been providing for training and for the abil-
ity to build up the supply.

Senator HARKIN. Dr. Kirschstein, do you know how many embry-
onic stem cell applications you have received since November 27?

Dr. KIRSCHSTEIN. It has been more but not a large number. And
we are not surprised. Scientists want to present their best scientific
effort, and once they realized they could use the lines, they have
been garnering probably preliminary data, putting applications to-
gether carefully, and we expect the number to grow.

INTELLECTUAL PROPERTY RIGHTS

Senator HARKIN. I have heard different opinions about whether
scientists’ access to these stem cell lines will be limited because of
intellectual property issues involving patents both here and over-
seas. Dr. Spiegel, your institute will likely be a key player on stem
cell research because of the potential for curing diabetes. At least,
that is what I am told anyway. I just wondered if you have any
thoughts on this problem of intellectual property issues.

Dr. SPIEGEL. Let me just say that I will defer to the legal ex-
perts. Dr. Kirschstein may want to designate someone specifically
for that purpose.

The Office of Extramural Research and the Office of Technology
Transfer have gone to great lengths to try to surmount these
issues. There have been individual negotiations with the people at
Wisconsin, and with the University of California, San Francisco.
Every effort has been made to surmount these issues. I will defer
to others who have the specific legal expertise.

The only other comment I would make is that you are exactly
right. In terms of type 1 diabetes, we at NIDDK are mounting
every effort not only in terms of islets relevant to type 1 diabetes
but also in terms of research on adult hematopoietic stem cells to
differentiate into liver cells. With the mechanisms you heard
about—support for infrastructure and training mechanisms so peo-
ple can learn how to culture these cells, and a variety of other
mechanisms, such as grant supplements—we expect to be vigor-
ously supporting this area.

Senator HARKIN. Thank you, Dr. Spiegel.

ANTHRAX VACCINE

Dr. Kirschstein, the NIH budget that we have before us from the
White House includes $250 million for procurement of a next gen-
eration anthrax vaccine. Now, while I obviously think this is a wor-
thy investment, given the problems surrounding the current vac-
cine, my question is, why is NIH funding the procurement of this
vaccine? It is my understanding that CDC has responsibility for
the stockpile. They purchased the smallpox vaccine. Should CDC
not be funding this rather than NIH? I just ask that question. I
am just wondering why this is in the NIH budget and not under
CDC. Do you have any observations on that at all?
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Dr. KIRSCHSTEIN. Dr. Fauci is the expert on that.

Senator HARKIN. Dr. Fauci.

Dr. FAuct Yes. I am an expert in telling you that I cannot ex-
plain it.

That is the short answer. I could give you a longer answer.

The responsibility for the development of the next generation an-
thrax vaccine, which is a recombinant protective antigen, is a
project that antedated the submission of the President’s budget and
now is incorporated into it and will continue over the next, I would
project, Mr. Chairman, 12 to 2 years for the development of that
next generation vaccine. So, that is really the product and the can-
didate that we are referring to, the recombinant protective antigen.

The wording that is in the language for the budget uses the word
“procuring.” I would imagine that that is going to be a combination
of the development of and then ultimate procurement of the vac-
cine, because it is a process that is going to be seamless. As we are
developing it, we are going to have to be collaborating with indus-
trial partners for the actual production of and then ultimate pro-
curement of the vaccine. But the precise reason for that language
in there I cannot explain.

Senator HARKIN. Well, my concerns are there are a couple, three
items that are in the NIH budget which my staff has picked out
which really legitimately look like they should be funded from
other sources. There is one DOD. There is this one that I just
talked about at CDC. And I will look to see whether or not this is
procurement or development. I am not certain I know myself.

Dr. Fauct. Yes, but I think what we are referring to is probably
going to be a combination of both. Even though it specifically says
procurement, we cannot engage in “procurement” yet because we
have not developed it yet.

Senator HARKIN. Well, then maybe the whole $250 million is for
development?

Dr. FAuclt. That is not what the language says, so I think that
really needs to be clarified.

Senator HARKIN. I think, staff, we have got to go back to OMB
and ask them what they mean by that.

I also wanted to look for—well, it is not your problem. There is
some DOD money also in there that I am concerned about also.

EYE DISEASES IN THE AGING POPULATION

Dr. Sieving, an NEI study released yesterday shows that my
State of Iowa has the second highest rate of vision impairment and
blindness of all the States in the country. So, obviously, that was
brought to my attention right away. 3.7 percent of Iowans have vi-
sion impairment compared to the national average of 2.85 percent.
I do not know how the study was designed, but I assume a part
of it is because we have the highest proportion of elderly over age
85 of any State in the Nation. Maybe that is the reason. I do not
know. Like I say, I have not looked at it.

But it led me to try to focus on this question about any new re-
search to prevent and treat vision impairment. Again, I do not
know whether this is just because of certain people that get into
my office or get to me or I see in Iowa, but I am hearing more and
more about macular degeneration now than I have ever heard. So,



213

is there something happening out there or what? Has the incidence
of macular degeneration perceptibly increased in the last few
years?

Dr. SIEVING. That is an interesting question, Senator. I think the
answer to that is very simple. We are all getting older. We have
a birthday every year, and with aging, some of the aging diseases
become more prevalent. The aging diseases that affect the visual
system include macular degeneration, diabetes, diabetic retinop-
athy, cataract, and glaucoma. Consequently in the U.S. population,
the prevalence of those conditions appears to be increasing, or is
increasing because the population is aging.

As one thinks to the future of the intersection of better health
care, longer survival, and an aging population pool that will be in-
creasing, the prevalence and the need to do something about these
diseases will also be increasing in the years ahead.

These, in general, are complex diseases. Cataract fortunately can
be ameliorated with appropriate surgery with a good success rate,
but macular degeneration and glaucoma are neurodegenerative dis-
eases that affect the neurons in the retina at the back of the eye.
As we all know, I think neural and neurologic diseases are difficult
to treat at the moment. So, we have ahead of us the task of under-
standing the etiology of these neurodegenerative processes and ulti-
mately devising appropriate strategies to intervene.

The Eye Institute is busy with that task. We have a very vital
extramural pool of scientists who are working on aspects of trans-
plantation of neural tissue. We have work going on in
neuroprotection. But I think the most fundamental work we have
going on is to understand the basic biological mechanisms that are
responsible ultimately for the genesis of these conditions, so that
we can appropriately target the real biological root causes.

We did have one success story this last year, one I am saying be-
cause some of these success stories are a long time in coming. This
was the Age-Related Eye Disease Study, or AREDS, an epidemio-
logic intervention study, that had its genesis about 10 years ago.
For the past 7 years, a large population approaching a number
somewhat less than 5,000 subjects with macular degeneration were
treated with antioxidant nutrients, vitamins C, E, and beta caro-
tene, and the addition of the essential mineral zinc. It was found
that with high-dose supplementation, the population at risk for
macular degeneration was—the incidence of additional vision loss
was slowed by a little bit less than 30 percent. On a population
basis, that has a very significant impact on the social morbidity
and the economic morbidity that macular degeneration causes in
our elderly population. So, we are pleased with that and we look
forward to understanding the biological causes of it to see if we can
build on that success.

Senator HARKIN. What were the vitamins? What was it beta car-
otene? I am sorry.

Dr. SIEVING. I am pleased that you are interested.

It is antioxidant vitamins C, E, and beta carotene, which is a
form of vitamin A, and the addition of zinc which is essential in
some of the metabolic pathways of the cells in the outer part of the
neural retina.
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VISION IMPAIRMENTS/NUTRITION

Senator HARKIN. Dr. Straus, is your center doing anything on
this along with them?

Dr. STRAUS. Mr. Chairman, that study was well underway before
the creation of the Center for Complementary and Alternative Med-
icine. But Dr. Sieving and I have met on a number of occasions and
discussed opportunities to work together in following up the very
agenda he discussed. We are funding some other nutritional stud-
ies at Johns Hopkins today looking at lutein, the red pigment from
red vegetables and fruits, for other retinal disorders.

Senator HARKIN. Well, I am delighted to know that you are work-
ing together on this. That is very interesting, some of the stuff you
just said, Dr. Sieving.

HEALTH INFORMATION TO PUBLIC

I just have one more thing that I want to bring up. A part of
NIH’s statutory mission is to disseminate good, accurate informa-
tion about health to the public as quickly as it becomes available.
I am concerned about the Department’s plan to add another layer
of bureaucracy to this process. As I understand it, right now the
people at NIH, who have the job of translating research into useful
information for the public, work directly with the scientists, and to-
gether they decide what kind of educational materials to distribute.
But under the Secretary’s plan, those decisions would not nec-
essarily be made by scientists, they would be made downtown at
the Department headquarters.

Dr. Lenfant, I guess maybe it would be your institute that has
put together some excellent education campaigns. I am cognizant
of those. I have seen them over the past. They are designed to pre-
vent heart disease, for example, save lives when heart attacks
occur. How would your process for developing these campaigns be
a{fec;ced? How would it be different in the future under this new
plan?

Dr. LENFANT. Well, Senator, at this time, we have received little
information as to how that would work. But one thing I can say
on the positive side is that if the people who do communication
education are far away from where the information originates, that
is, the science itself, I think this gap will have the tendency to
widen and much will be lost in the end that is in the educational
process. I have to say if that is what is going to happen, I would
be very concerned. But, of course, I do not know how that would
work actually.

Dr. KIRSCHSTEIN. Senator, we have been having discussions with
the Department and we have made it clear that we believe that the
people who transmit the information to the public must be kept
closely allied to the science and the science leaders who are rep-
resented at this table in regard to how and what information gets
translated to the public. We believe that they will allow that close-
ness to continue. That issue has not been totally decided yet, but
you have a proposal in the budget for what is to be done.

Dr. LENFANT. If I may add, Mr. Chairman, I think that for edu-
cation to work, you have to have a dynamic process that goes back
and forth between where the knowledge is developed and what it
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is that you are communicating. And it is not static; it has to move
back and forth. I think it is critical that we recognize these two
functions: knowledge acquisition and the dissemination of that
knowledge.

Senator HARKIN. Well, I have asked the Secretary and I am
going to ask the Secretary, for whom I have the highest regard and
respect, Secretary Thompson. But what was broken here? If there
was something wrong, what is trying to be fixed? And I am trying
to get that information. I have not gotten it yet, but I am going to
continue to ask that. What is it about the way that it was done in
the past that this change in operation of having it clear down at
the Department is meant to address? I have not gotten a satisfac-
tory answer to that yet, but I will continue to ask the question.

I have very deep concerns about adding that other layer to it,
both in terms of slowing down the access to information and dis-
semination but also in terms of perhaps coloring it one way or the
other. I do not think it should be. I think I would rather leave that
in the hands of the scientists and not people who may have per-
haps other agendas to follow.

Well, with that, I want to thank you all very much for being
here. Thank you, Dr. Kirschstein. I thank all of the institute direc-
tors who are here for taking your valuable time to be here today.

I look forward to having a more in-depth dialogue with you as
the year goes ahead. As I said, I would have done it this spring,
but I have another hat to wear and I have got to get a farm bill
through and it has taken a lot of my time. But that only happens
once every 5 or 6 years, so hopefully as this year goes along, we
will be able to have a more in-depth dialogue with each of the insti-
tute directors.

But to each of you, you have my highest compliments, my high-
est respect and admiration, and I hope what is plainly obvious, my
support. Thank you very much.

Dr. KIRSCHSTEIN. Thank you, Senator Harkin. We have appre-
ciated it.

Senator HARKIN. Thank you.

PREPARED STATEMENT

We have received the prepared statement of Senator Larry Craig
which will be placed in the record.
[The statement follows:]

PREPARED STATEMENT OF SENATOR LARRY CRAIG

Good morning. Thank you for attending today’s hearing of the Labor, Health and
Human Services, Education Subcommittee. I would like to thank the witnesses for
agreeing to testify before this committee on the fiscal year 2003 Budget for the Na-
tional Institutes of Health.

Recently Congress passed the Labor, Health, Human Services, Education fiscal
year 2002 appropriations bill which increased funding for the NIH by $2.7 billion.
I think that you will agree with me that this money is a step in the right direction
toward solving the numerous diseases that affect millions of Americans and that
this Congress is committed to health research and education.

Funding for biomedical research, of all diseases, is a high priority because medical
research is a key to eradicating disease and improving the quality of life. The bene-
fits from medical research are far-reaching. New discoveries return value to patients
and their families, they translate into better diagnosis, better treatment, and better
fplreve(iltion of disease, as well as in discovering new methods of treating the af-

icted.
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I believe that the NIH should be given adequate funding to support fiscal year
2003 research programs that move us toward cutting-edge treatments and preven-
tion efforts, while helping to reduce overall health care costs. However, as we all
know there are harsh budget realities that we must work within. We must find a
way to provide the appropriate level of funding for health programs while being fis-
cally responsible. We can make significant strides in the field of medical research
while still working toward a balanced budget.

I’d like to thank each of the witnesses for being here today and for sharing their
insights into this complex problem. I look forward to hearing your testimony.

ADDITIONAL COMMITTEE QUESTIONS

Senator. HARKIN. Thank you very much. There will be some ad-
ditional 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 HARRY REID
INTERSTITIAL CYSTITIS

Question. Despite progress in interstitial cystitis (IC) research, we still do not
know the etiology or understand the pathogenesis of this disease. How are you going
to ensure that progress continues specifically in IC research?

Answer. We believe progress will be achieved through the NIDDK’s continuing
support of a multi-faceted approach to interstitial cystitis (IC) research. The ques-
tion of immediate management of the complex array of symptoms suffered by pa-
tients with IC is being tackled by the NIDDK’s Interstitial Cystitis Clinical Trials
Group, which is currently running two clinical trials with different approaches to
IC treatment. One trial is comparing combinations of oral medications for the most
effective relief of symptoms, while the other is testing the efficacy of a therapeutic
bladder wash to relieve pelvic pain and frequent urination.

To facilitate the identification and treatment of all individuals with IC, and to
gain knowledge of the full range of risk factors and clinical symptoms, awards have
been made to research the epidemiology of IC, specifically broadening the surveyed
population. The recently funded “Urologic Diseases in America,” a retrospective
study and compendium of statistics on urologic health care and disease prevalence,
will also assist researchers in identifying individuals with IC and in learning more
about the burdens of this disease.

Research on management of the debilitating pain suffered by patients with IC will
also be supported through collaborative efforts with other disease experts well-
versed in pain management-such as those familiar with irritable bowel syndrome-
as was recommended at the recent meeting entitled “Bladder and Interstitial Cys-
titis: Progress and Future Directions.” This meeting was co-sponsored by the
NIDDK and the Interstitial Cystitis Association.

A critical element in our progress to combat IC is research to understand its un-
derlying causes. Thus, basic research remains at the top of the list of NIDDK’s re-
search priorities in IC. At the moment, the most promising research avenues for IC
lie in a better understanding of normal bladder physiology and of the pain pathways
that are affected in IC. The recent identification of an anti-proliferative factor pro-
duced by the bladder and found only in the urine of IC patients has already pro-
vided clues into both the pathogenesis of the disease and to normal bladder func-
tion. The discovery has also generated many new research questions for pursuit.
New findings about the pain pathways in the bladder have sparked intense inves-
tigation. Researchers are eager to investigate how the perturbation of these path-
ways releases chemicals which may, in turn, cause the altered bladder function ob-
served in IC.

To ensure that progress in IC and other bladder disease research continues, the
NIDDK recently established the Bladder Research Progress Review Group (PRG).
This group of external scientific experts met last summer in order to draw up a map
for future research directions in bladder disease, including IC. The PRG made sci-
entific recommendations on high-priority research areas for IC such as etiology and
pathogenesis. These recommendations will be invaluable in aiding the NIDDK and
its Natﬁ)nal Advisory Council to determine the best means possible to support this
research.
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I would also add that, because the etiology and pathogenesis of interstitial cystitis
are still unknown, the NIDDK’s continued support of basic research on the structure
and functioning of the bladder provides a crucial framework for accumulating a
knowledge base from which IC-specific research will surely benefit.

Question. The trend in funding specific research on IC has significantly decreased
in 2000 and 2001. And of the $88 million in new research grants that the NIDDK
is expected to fund in fiscal year 2003, only $5 million would go to urology and noth-
ing to IC. Although I realize ongoing research is being funded, I am very concerned
about this downward trend and deeply disturbed that no new monies are being di-
rected at IC—particularly toward basic science.

Answer. The President’s Budget Request for NIDDK for fiscal year 2003 includes
an overall increase for noncompeting and competing research project grants of ap-
proximately $86 million, which we intend to use to benefit all of our research pro-
grams. In recent years, we have increased both urology research, as a broad field
of research, and interstitial cystitis and basic bladder research studies, as a specific
area within the larger field of urology. We estimate that we spent approximately
$76.5 million on urology research in fiscal year 2001, and intend to spend approxi-
mately $88.2 million in fiscal year 2002 and $95.5 million in fiscal year 2003, based
upon the current budget request. Within these overall totals, we spent $12.3 million
on interstitial cystitis and basic bladder research in fiscal year 2001, and intend to
spend approximately $14.3 million in fiscal year 2002, and $15.5 million in fiscal
year 2003, based upon the current budget request. Studies supported with these
funds include clinical trials of IC therapies and research exploring the basic mecha-
nisms of bladder disease, including bladder dysfunction, and possible underlying
causes of IC. For both urology research in general and IC-related research specifi-
cally, the number and quality of research applications received by the Institute may
affect the funding total, but we are engaged in active efforts to identify and pursue
research opportunities. For example, our establishment of the Bladder Research
Progress Review Group (PRG) is culminating in a set of recommendations for future
research directions, and we will stimulate research applications from the investiga-
tive community in the areas of opportunity identified by the PRG.

JUVENILE DIABETES

Question. Juvenile diabetes has a devastating impact on every organ in the body
and often leads to serious, life-threatening complications. Therefore, virtually every
NIH Institute has a role to play in juvenile diabetes research. How do you ensure
that all relevant NIH Institutes collaborate to advance research to treat the dev-
astating complications of this disease and ultimately find a cure?

Answer. One important route for facilitating collaboration is the Diabetes Mellitus
Interagency Coordinating Committee (DMICC), which the NIDDK chairs. This com-
mittee has representatives from the Centers for Disease Control and Prevention, the
Food and Drug Administration, Agency for Healthcare Research Quality, and other
Health and Human Services agencies. It coordinates research on all aspects of dia-
betes, including type 1, or juvenile, diabetes and its complications. The DMICC has
been a focal point for catalyzing NIH-wide research on key issues relevant to juve-
nile diabetes, including the eye, kidney, and heart complications, and the disturbing
increase in type 2 diabetes in children.

Another avenue of collaboration is the trans-HHS Planning and Evaluation Strat-
egy Group that guides the use of special funds for type 1 diabetes research, which
were provided by the Balanced Budget Act of 1997 and the 2001 Consolidated Ap-
propriations Act. The NIDDK chairs this Planning and Evaluation Strategy Group,
which includes representatives from multiple NIH institutes and centers, the CDC,
the FDA, AHRQ, the Juvenile Diabetes Research Foundation, and the American Di-
abetes Association. The Planning Group has met several times to identify areas of
scientific importance for type 1 diabetes research initiatives. In February 2001, the
Group met to consider the most recent proposals for the special type 1 diabetes re-
search funds, which were submitted by the participating NIH institutes and centers,
and the other HHS agencies.

To leverage support for type 1 diabetes research, high priority has been given
throughout the resource allocation process to proposals to which HHS components
would commit regularly appropriated funds, proposals that cross institute or agency
boundaries, and proposals that could attract new scientific talent who have relevant
experience to diabetes research.

Members of the Planning Group have also suggested leading scientists to serve
on external advisory panels on the use of the special type 1 diabetes funds. One
such panel met in April 2000 and another advisory meeting is planned for May
2002. A significant number of Planning Group representatives attended the initial
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meeting in 2000 and are expected to also participate in the upcoming session. The
success of this ongoing planning process is demonstrated by the scope of the special
type 1 diabetes funding program. Each of nine NIH institutes and centers and the
CDC have lead responsibility for at least one type 1 diabetes research initiative that
has been supported by the special funds through fiscal year 2002; further, the ma-
jority of these initiatives represent collaborative efforts between multiple NIH com-
ponents. The NIDDK is presently leading the development of a mandated report to
the Congress on the use of the special funds for type 1 diabetes research. This re-
port is expected to be transmitted to the Congress in January 2003.

QUESTIONS SUBMITTED BY SENATOR HERB KOHL
EPILEPSY

Question. As you know, over 2.5 million Americans have epilepsy, including at
least 750,000 with intractable epilepsy. The annual direct and indirect costs of epi-
lepsy are estimated to exceed $12.5 billion. But while NIH funding has increased
by nearly 15 percent each year, Epilepsy funding has increased by only 8 or 9 per-
cent each year. Given the huge impact of epilepsy, it seems that epilepsy research
lags far behind what is needed—despite the encouragement of Congress over the
past few years to intensify efforts to find a cure. What do we need to do to ensure
that more resources are devoted to curing epilepsy.?

Answer. We are working with scientists and the epilepsy community in a con-
certed effort to accelerate research on epilepsy. As you note, intractable epilepsy,
which is especially a problem in children, must be a high priority. The scientific
community is motivated by the burden of epilepsy on society and energized by the
new opportunities arising from progress in neuroscience research. In March 2000,
the National Institute of Neurological Disorders and Stroke (NINDS), together with
several patient advocacy groups sponsored a White House-initiated conference,
“Curing Epilepsy: Focus on the Future.” A major outcome of the Cure Conference
was the creation of an epilepsy planning group including researchers, clinicians, rep-
resentatives of the advocacy community, and NINDS professional staff. This group
developed seventeen specific research “benchmarks” for the epilepsy research com-
munity to use to measure their progress towards finding a cure for epilepsy. The
benchmarks were published on the NINDS website in January 2001.

Central to the concept of the Benchmarks is the belief that they are milestones
for the entire epilepsy community. In order to emphasize this collaborative relation-
ship, the Epilepsy Benchmarks planning group has developed the concept of “stew-
ardship” under which senior well-established individuals in the epilepsy community
will accept primary responsibility to be a steward for a given benchmark, working
in conjunction with the NINDS to ensure that the scientific community is fully en-
gaged and appropriate resources are allocated to achieve the benchmarks. We are
all committed to working together toward developing ways to prevent and cure epi-
lepsy.

Question. We are anxiously awaiting your Epilepsy Research Agenda requested by
April 1 of this year, along with projected funding requirements for implementing the
plan. What are the first steps required to carry it out? Can you ensure that the
NINDS research will continue to search for cures for epilepsy, rather than simply
treatments for symptoms? Do you see any specific research areas which might offer
potential breakthroughs?

Answer. NINDS, working together with the epilepsy community, has already
made significant progress on the Benchmarks implementation plan, including con-
firming the initial list of Benchmarks stewards and working with several advocacy
groups to produce a lay summary of the Benchmarks. We have held a number of
workshops focused on specific topics arising from the Benchmarks, such as animal
models for epilepsy research, anti-epileptic drug monotherapy, and epilepsy genetics,
with meetings soon to be held on subjects such as brain imaging and epilepsy. We
have also solicited applications to promote cross-disciplinary collaborative projects
among junior investigators in the fields of patient-oriented research, developmental
neurobiology, genetics, advanced technology, imaging, pharmacotherapeutics, or
other research areas that would be likely to lead to a cure for epilepsy. In addition
to efforts focused exclusively on epilepsy, NINDS is enhancing efforts in several
cross-cutting areas of research that are likely to have a bearing on epilepsy, includ-
ing gene discovery, gene therapy, pediatric neurological diseases, pediatric brain im-
aging, and translational research. NINDS is committed to building on its ongoing
significant efforts in epilepsy and, through the concept of stewardship, to working
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closely with the research and advocacy communities to achieve the Epilepsy Bench-
marks and move the field toward the ultimate goal of curing epilepsy.

While progress has been made, the treatments we now have for epilepsy are far
from perfect. This is especially so for the many people whose epilepsy is “intrac-
table.” Even for those people whose seizures can be controlled, the side-effects of
treatment are often a significant problem, with special concerns for children and
women. Perhaps the biggest reason our sights have changed from symptomatic
treatment to a cure is that the science has advanced to the point that we can begin
to see avenues toward finding a cure. So, we should not underestimate the difficul-
ties, but I assure you we are committed to the goal, defined by the landmark meet-
ing “Curing Epilepsy: Focus on the Future” as “preventing epilepsy in those at risk
and no seizures, no side effects in those who develop the disorder.”

There are many areas of science that offer potential for breakthroughs. We must
attend to all because medical advances are so difficult to predict and because epi-
lepsy arises from several different causes, so no single approach is likely to be best
for every person who has epilepsy. Understanding how genes contribute to epilepsy,
whether directly or as a determinant of susceptibility is obviously important to pur-
sue. Likewise as gene therapy develops, some forms of epilepsy may be candidates
for that approach. The burgeoning understanding of brain plasticity—that is, how
the brain changes in response to its environment and experience—has many rami-
fications, both as a potential contributor to the development of epilepsy and as a
strategy for overcoming seizures or the problems that arise from treatments. The
enormous advances in understanding the molecules that control electrical activity
in brain cells provides many new targets for developing drugs that act more specifi-
cally to control seizures without side effects. Better understanding of how the brain
develops is leading to insights about the development of epilepsy for many children.
Technologies such as deep brain stimulation, triggered by intelligent sensors that
detect the signs of oncoming seizures, is yet another possibility. There are certainly
others I could mention, but perhaps what is most encouraging is the extent to which
advances in so many areas of neuroscience may come to bear on epilepsy research
in the foreseeable future.

Question. The Congressional Report Language this year-encourages the establish-
ment of an Interagency Coordinating Council to coordinate research efforts in epi-
lepsy between the NINDS, the National Institute on Aging, the National Human
Genome Research Institute, the National Institute for Child Health and Human De-
velopment, and