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DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, AND EDUCATION, AND
RELATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 2000

TUESDAY, FEBRUARY 23, 1999

U.S. SENATE,
SUBCOMMITTEE OF THE COMMITTEE ON APPROPRIATIONS,
Washington, DC.
The subcommittee met at 9:30 a.m., in room SD-124, Dirksen
Senate Office Building, Hon. Arlen Specter (chairman) presiding.
Present: Senators Specter, Stevens, Cochran, Gregg, Kyl, Inouye,
Hollings, Harkin, Kohl, and Feinstein.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
OFFICE OF THE SECRETARY

STATEMENT OF HON. DONNA SHALALA, SECRETARY
OPENING STATEMENT OF SENATOR ARLEN SPECTER

Senator SPECTER. Good morning, ladies and gentlemen. The hour
of 9:30 a.m. having arrived, we will commence the hearing of the
Subcommittee on Labor, Health and Human Services, and Edu-
cation.

Today we have a very important hearing on the budget of the
Department of Health and Human Services, and we are pleased to
be joined by the distinguished Secretary of Health and Human
Services, the Honorable Donna Shalala. We have in the second
facet of our hearing today the National Institutes of Health. This
is always a special occasion, to have such an outstanding, extraor-
dinary, great array of scientists come to a hearing. I am always re-
luctant to have these hearings go very long with the NIH heads
here because they have such important work to do. Of course, it is
important as we take a look at what the budget will be for this im-
portant branch.

The Congress has been very dedicated to very substantial in-
creases in NIH funding, as you all know, because of the extraor-
dinary results which you have had. Last year we increased by $2
billion, which was an extraordinary sum of money considering the
fact that the NIH funding comes from a common pool for health
and human services generally, for the Department of Education, for
the Department of Labor, worker safety, and very many very im-
portant items.
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The Congress has consistently, whether the administrations are
of one party or the other, taken a more generous look at NIH fund-
ing than has the administration. This year it is going to be tougher
than ever to find funding which will keep the kinds of applications
rolling. I had a private meeting with Dr. Varmus, interrupted a bit
of our hearings 2 weeks ago to get a thumbnail as to what is hap-
pening.

But I do know that if the funds are not very substantial, it will
cut back on the kind of research projects you have. So we are going
to do our utmost. But I would urge all of you and everyone in this
room to communicate with the Chairmen of the Budget Committees
on both houses, in both houses, and the Appropriations Committee
Chairmen to have an allocation. That is what it takes for this sub-
committee to make the baseline recommendations.

The work in the field is so extraordinary that something is al-
ways topical in the headlines. Today’s media reports talk about the
combination treatment of cervical cancer to cut mortality by half
with a combination of chemotherapy and radiation. I am sure we
will want to talk about that to some extent.

There have been some remarkable advances on stem cells break-
ing late last fall, and we have already had three hearings on that
subject and I know it will be a matter of some concern again today,
although the subcommittee will have a special hearing. The law
has a prohibition as to NIH funding being used for the creation of
a human embryo or embryos for research purposes or research in
which a human embryo or embryos are destroyed.

We have had opinion of counsel from HHS that where the fund-
ing is private and the stem cells are extracted that it is then appro-
priate for the National Institute of Health to fund the research on
the stem cells. That is a matter of some concern in a number of
quarters, with members of both the House and the Senate having
registered dissents on that issue. It is something we will be taking
a very close look at in part today, but really in subsequent hear-
ings, to make a determination as to what the law does allow, al-
though the administration has its legal opinion and they operate
in that context, or whether there ought to be some modification as
to that provision.

We have quite a number of issues. We have just been joined by
one of our ranking members of the Democrats in the absence of
Senator Harkin, who I know is on his way. Let me yield, if I may,
if it is not too sudden—you just arrived, Senator Inouye—for an
opening statement.

Senator INOUYE. It is always good to have you, Secretary
Shalala. I just want to join my chairman in welcoming you back.

Senator SPECTER. Senator Kyl, would you care to make an open-
ing statement?

Senator KYL. No, thank you, Mr. Chairman.

Senator SPECTER. Senator Feinstein?

Senator FEINSTEIN. Just to say welcome to the distinguished Sec-
retary. I will have my remarks at the question time.

Senator SPECTER. Thank you very much, Senator Feinstein.

Well, welcome again, Madam Secretary. This is your seventh ap-
pearance, I believe. You have a long run, a very successful one. We
look forward to your testimony.
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SUMMARY STATEMENT OF HON. DONNA SHALALA

Secretary SHALALA. Thank you very much.

Mr. Chairman, distinguished members of the subcommittee: I am
pleased to be with you today to present the President’s budget for
the Department of Health and Human Services. With your permis-
sion, Senator Specter, I have submitted a significantly longer copy
of my testimony.

Senator SPECTER. That will be made a part of the record in full
and, as usual, to the extent you are able to summarize it would
leave maximum time for questions and answers.

Secretary SHALALA. Thank you very much, and I will summarize
it.

What I really want to discuss with you today is the four chal-
lenges that we face in the new millennium and the ways in which
the President’s budget seeks to address them. The first of these
challenges is keeping our promise to older Americans to allow them
to retire with dignity. An important part of meeting this challenge
is offering assistance to Americans who need long term care. Our
budget includes a multifaceted initiative designed to provide sup-
port to the 5 million Americans who need long term care and for
the millions of working Americans who provide it.

Among other provisions, the President’s budget invests $125 mil-
lion in a new National Family Caregiver Support Program in the
Administration on Aging. This will provide assistance to about
250,000 families to care for their relatives with chronic conditions
and disabilities.

Another important promise to older Americans is the Medicare
program. In the 3% decades since this program was enacted, we
have improved both the length and the quality of life for our par-
ents and our grandparents. As we look ahead to the new century,
we owe it to the next generation of seniors, including you and me,
to make sure that Medicare remains a rock-solid guarantee of high
quality health care.

A re-invented Health Care Financing Administration is an im-
portant part of keeping that promise. Under the leadership of
Nancy-Ann Min DeParle, the new HCFA has completed one of the
most challenging years in its history. It has implemented more
than half of the 300 provisions of the Balanced Budget Act of 1997
and has approved 50 State Children’s Health Insurance plans. It
has worked with the States to help implement the Health Insur-
ance Portability and Accountability Act.

HCFA is meeting the serious challenges of the Year 2000 com-
puter compliance. The agency has reported 100 percent of internal
mission-critical systems and 54 of its 82 external mission-critical
systems as Y2K compliant. Thanks to the help of Congress in pro-
viding supplementary emergency Y2K funding, we were able to ac-
celerate our efforts and are confident that 100 of our internal HHS
systems will be compliant by March 31, 1999.

The President’s Budget builds on the excellent work of Adminis-
trator DeParle and her staff through the continuing steps to mod-
ernize both HCFA and the Medicare program. While we further
strengthen HCFA’s management, we will also continue to fight
against waste, fraud, and abuse in the Medicare program. Since
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1993 we have increased health care fraud prosecutions by more
than 60 percent and increased convictions by 40 percent. I want to
take the opportunity to thank you, Mr. Chairman, and Senator
Harkin in particular for your unwavering leadership and support
of these efforts.

Tomorrow, in fact, my colleagues at the Justice Department will
join me as we announce a new AARP-sponsored initiative: “Who
Pays? You Pay.” This program has its roots in what we affection-
ately call the Harkin grants to reduce fraud and abuse in the Medi-
care system.

Earlier this month we reported some dramatic new management
success. The Inspector General’s annual audit of Medicare has
found that the estimated Medicare mispayments have gone down
by almost 50 percent in just 2 years. The Medicare payment error
rate has dropped from an estimated 14 percent in 1996 to 7.1 per-
cent in 1998. Do not get me wrong. We have very important work
aheafl‘d and lots of it. But we are moving effectively and we are mov-
ing fast.

The President’s fiscal year 2000 budget includes $864 million for
the Medicare integrity program and the health care fraud and
abuse control account. We are also resubmitting to the Congress a
package of proposals designed to close loopholes in Medicare pay-
ment policies that will save $240 million in the next year and $2.9
billion over the next 5 years.

The second challenge of the new century is the need to help
America’s working families. Nearly 43 million Americans are living
without health insurance; 80 percent of them are working full-time.
Forty-three million Americans are without health insurance, and
most of them get up every day and go to work. The President’s
budget again allows uninsured workers between 62 and 65 to buy
into Medicare. We also want Americans between 55 and 62 who
have lost their jobs and their insurance to have a similar oppor-
tunity. We are proposing a tax credit for small businesses that seek
to insure their workers through a voluntary health insurance pur-
chasing cooperative.

While we work to expand the number of Americans with insur-
ance, we cannot forget the health of those who are uninsured. Our
budget includes a very creative new proposal to help communities
integrate the care they already provide to the uninsured. It pro-
vides communities with $25 million in the next year and $250 mil-
lion annually for the next 4 years to streamline and help coordinate
care for the uninsured and their families.

We are also asking for $1.5 billion for the Ryan White Care Act,
an increase of $100 million. Included in that amount is a $35 mil-
lion increase in the AIDS Drug Assistance Program to help unin-
sured people with AIDS purchase needed medicines. Our budget in-
cludes $171 million to continue our bipartisan efforts to address
the AIDS crisis in minority communities.

While we seek to help working families, we must not forget those
disabled Americans who want to work, but are prevented from
doing so by the risk of losing their health care coverage. Last year
we all came very close to agreeing on landmark bipartisan legisla-
tion to allow Americans with disabilities to go back to work and
keep their health care coverage. This year the President is deter-
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mined that we complete the task and pass a law that allows these
women and men to take jobs and keep their Medicare or Medicaid
coverage.

Mr. Chairman, three-fourths of those who have the ability to go
to work are not in the work force because they have disabilities
that make it difficult for them to get health insurance. This would
offer them an opportunity to keep their health insurance and get
into the work force.

We face a third challenge, too, to mobilize the scientific genius,
much of which is represented behind me, Mr. Chairman, to make
our Nation a healthier and safer place to live. Our budget con-
tinues bipartisan progress we are making towards meeting the
President’s goal of increasing the budget for the National Institutes
of Health by 50 percent over 5 years. We are also proposing a $230
million, four-pronged coordinated initiative to prepare for the med-
ical needs and the health consequences of a bioterrorist event.

While I am talking about our role, though, I would like to men-
tion our role in international health. I would be remiss if I didn’t
mention the importance of the President’s request, not under the
jurisdiction of this committee, but for the World Health Organiza-
tion. I want to make this point: that infectious diseases recognize
no borders. It is essential that we work with other nations through
WHO to address the global health concerns.

Tuberculosis is an excellent example. Thanks to our aggressive
national program, TB in U.S.-born individuals declined by 24 per-
cent between 1992 and 1995. But it has increased almost 11 per-
cent among the foreign-born. The only effective strategy for keeping
Americans healthy is to invest in the global control of infectious
diseases, and TB is an excellent example of this.

Here at home, this budget also invests in our public health infra-
structure, and makes important investments in the Centers for
Disease Control and Prevention. We propose $65 million to coordi-
nate surveillance activities in the initiatives for emerging infectious
diseases, for bioterrorism, for food safety, and through a national
electronic network.

Mr. Chairman, the President’s budget seeks to keep our promise
to America’s children by providing them with a safe and healthy
childhood. We are asking for $5.3 billion for the Head Start pro-
gram, an increase of $607 million. We include $1.1 billion for child-
hood immunization. One of the great success stories in this country
is getting our children immunized. We propose a $50 million pro-
gram of demonstration grants to the States to improve the treat-
ment of asthma in children. Too many of our hospitals and emer-
gency rooms are filled with children with asthma and we need to
make an investment there. The budget invests $40 million to help
children’s hospitals train the medical personnel they need to care
for our most vulnerable children. Our children’s hospitals and pedi-
atrician’s in particular are left out of our training grants because
those grants are done through the Medicare program. There are
very few children eligible for the Medicare program. So we suggest
a direct investment in the training of the next generation of pedia-
tricians to make sure that we have quality health care for our chil-
dren. We also propose $1.2 billion over the next 5 years to help the
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States reach out to children who are eligible for Medicaid or for the
CHIP program, but are not yet enrolled.

Mr. Chairman, I cannot talk about the health of our children
without mentioning tobacco. Our budget reaffirms our commitment
to combat smoking by children. The President is proposing a 55-
cent increase in the Federal excise tax on cigarettes. Research has
shown us that the best way to keep kids from smoking is to make
cigarettes too expensive for them to afford. The budget includes
$101 million for CDC to support State tobacco control programs. It
provides $68 million for the FDA’s efforts to enforce youth anti-
smoking efforts.

Finally, we seek to improve the health and safety of our children
by increasing access to safe and affordable child care. This is the
counterpart to the children’s health initiative for working families.
Too many working families are left out of child care help because
they do not have a big tax liability, but they are above the cutoff
for the programs that help people who are moving from welfare to
work. If you go directly to work and you do not make very much
money in this country, you are unlikely to be able to get child care.
Ehlis budget proposes that we give those working families child care

elp.

PREPARED STATEMENT

Mr. Chairman, I have laid before you a blueprint for preparing
our health and social service networks to meet the very real chal-
lenges of the new millennium. We look forward to working with
you and the members of this subcommittee.

I would be happy to answer any questions.

Senator SPECTER. Thank you very much, Secretary Shalala.

[The statement follows:]

PREPARED STATEMENT OF HON. DONNA SHALALA

Good morning, Chairman Specter, Senator Harkin, and members of the Sub-
committee. I am pleased to appear before you today to discuss the President’s fiscal
year 2000 budget for the Department of Health and Human Services.

STANDING AT THE CROSSROADS OF THE NEW MILLENNIUM

What makes my appearance this year before your subcommittee distinct from all
the others is that we are not only submitting a balanced budget for the second
straight year, but we are also celebrating a landmark bipartisan achievement—last
year’s budget surplus, the first on the books in three decades. In the past, we have
spoken at great length about the need to balance the budget, and thanks to the hard
work and cooperation of the Congress and the Administration, we have been able
to achieve that goal.

Mr. Chairman, while we can all take pride in helping to achieve this success, we
must now look ahead together to the challenges that still confront us. These chal-
lenges are many: helping Americans live not only longer but also healthier lives, ex-
tending protections to those without health insurance or who are at-risk, safe-
guarding our public health, and working to better the lives of our nation’s children.
As we stand at the crossroads of the new millennium, the combination of our fiscal
discipline, the expanding economy, and a new age of scientific breakthroughs pro-
vide us with a unique opportunity to meet these challenges.

The budget I present to you today begins to meet these challenges through critical
investments in the health and well being of our citizens. It is a budget that keeps
faith with the President’s vision of a 21st Century America where every family can
get ahead and no one is left behind.

Mr. Chairman, the total HHS budget request for fiscal year 2000 is $400.3 billion
(Outlays). The amount before this committee totals $230.7 billion (BA), of which
$38.527 billion is discretionary. This discretionary component represents an increase
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of $1.352 billion over last year. Let me now highlight the main components of our
fiscal year 2000 budget request.

THE PROMISE OF A RETIREMENT WITH DIGNITY FOR ALL AMERICANS

Thanks to advances in medical science and health care, Americans are now living
longer than ever before. By 2030, the number of Americans over 65 will double, from
34 million to 69 million. This change creates a new set of demands on our health
care system, from an increasing need for long-term care services to preparing Medi-
care to meet the needs of an expanding pool of beneficiaries. Meeting these demands
will help older Americans live not just longer lives, but healthier ones.

Long-term care

America’s aging population, which continues to increase, needs better long-term
care. Our budget addresses this need with a multi-faceted initiative to help the five
million Americans who require long-term care and to those who care for them.

Studies show that those who need long-term care prefer to remain in their own
homes and communities rather than receive care in nursing homes or other institu-
tional settings. The majority of caregivers are women, and one-third have full time
jobs. Sadly, research shows that rates of depression among caregivers are signifi-
cantly higher than those of non-caregivers of the same age. We must assist these
caregivers in their difficult task.

Our budget invests $125 million in fiscal year 2000 for a new National Family
Caregiver Support program in the Administration on Aging to assist approximately
250,000 families nationwide who are caring for elderly relatives with chronic dis-
eases and disabilities. This investment will enable states to create comprehensive
support systems that provide a range of community-based services to caregivers, in-
cluding quality respite care, information about local services, counseling, and train-
ing for complex care needs.

Our budget also provides seniors, as well as younger Medicare beneficiaries, with
critical information to help them better understand their long-term care options. We
have requested $10 million for a national Medicare information campaign to provide
Medicare beneficiaries of all ages with information on the long-term care coverage
available under Medicare and Medicaid, private insurance options, and community-
care services. The budget also expands access to home and community-based care
services to people of all ages with significant disabilities by allowing states to pro-
vide Medicaid coverage to people with incomes up to 300 percent of the federal SSI
level who need nursing home care but choose to live in the community. This new
Medicaid option will help make eligibility for nursing homes and community based
services more comparable and eliminate one of the sources of Medicaid’s “institu-
tional bias.” This long-tem care initiative also includes policies from other Depart-
ments, including a tax credit to compensate for the cost of long-term care services;
providing the Federal government with the authority to offer private long-term care
insurance to its employees at group rates; and an innovative housing initiative to
create and integrate assisted living facilities and Medicaid home and community
based care.

Nursing home quality initiative

While we develop the means to support those who receive long term-care in home
and community-based settings, we must also continue to ensure that those in nurs-
ing homes and institutional settings are getting the quality care they deserve. Last
summer, the President announced an initiative to strengthen enforcement and over-
sight of nursing home quality and to crack down on those who repeatedly violate
program standards. While key provisions of this initiative are already being imple-
mented, this year’s budget will provide the $60.1 million needed to complete imple-
mentation of these provisions. Funds will support increased state surveys of nursing
homes, Federal oversight and development of a national criminal abuse registry to
screen potential employees, as well as the costs of the additional litigation and ap-
peals that result from stepped-up enforcement efforts.

Reforming HCFA management and combating medicare fraud, waste, and abuse

As steward for some of the most important programs for our elders, the Health
Care Financing Administration faces the daunting challenge of reorganizing and
modernizing while at the same time meeting pressing statutory deadlines for pro-
gram changes mandated in the Balanced Budget Act (BBA) and the Health Insur-
ance Portability and Accountability Act (HIPAA). HCFA must be highly sensitive to
the needs of its customers as it undertakes these reforms. While HCFA’s recent re-
organization has made some progress in achieving the necessary changes, more
needs to be done. The President’s budget outlines a five-part reform plan that will
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increase HCFA’s administrative flexibility while also enhancing accountability,
thereby enabling HCFA to be responsive to its customers and serve as a more pru-
dent purchaser of health care. As HCFA begins to accomplish the basic objectives
of these reforms, we will also begin reviewing legislative proposals to increase the
stability of HCFA’s funding in the future.

While we pursue our efforts to strengthen HCFA management, we also will con-
tinue our fight against fraud, waste, and abuse in the Medicare program. Since
1993, the government has increased prosecutions for health care fraud by over 60
percent and increased convictions by 40 percent, and I would like to thank the Sub-
committee for supporting these efforts so strongly. This budget continues the fight
by providing $864 million for the Medicare Integrity Program and the Health Care
Fraud and Abuse Control Account, which support the efforts of both HHS and the
Department of Justice in fighting fraud and abuse. It also includes proposals to
spend Medicare dollars more wisely by eliminating the overpayment for Epogen and
excessive mark-ups for outpatient drugs, requiring private insurance companies to
provide secondary payer information, reducing the misuse of partial hospitalization
services, and making “Centers of Excellence” a permanent part of the Medicare pro-
gram. In total, these programs will save an estimated $240 million in fiscal year
2000 and $2.9 billion over the next five years.

QUALITY, AFFORDABLE HEALTH CARE FOR AMERICA’S WORKING FAMILIES

Today, too many people are denied the benefits of health breakthroughs because
they lack insurance or access to care. We must take steps to ensure that in the new
millennium our health care delivery system keeps pace with advances in medical
science and provides high quality and affordable health care to every American fam-
ily. To do so, our budget expands access to health care and health insurance, par-
ticularly for our most vulnerable populations.

Increasing access to health care for uninsured individuals

Nearly 43 million Americans lack health insurance. Many of these individuals re-
ceive care only sporadically in hospital emergency rooms. To help these people get
the primary care and other services they need, the President is proposing a five
year, $1 billion initiative to help communities and health care providers to develop
integrated systems that can deliver a more coordinated array of health care services
more efficiently to uninsured workers. This program would provide $25 million in
grants this year, and $250 million a year from 2001 to 2004, to assist over 100 com-
munities in establishing the infrastructure necessary to develop and participate in
coordinated care arrangements and finance additional core health services for unin-
sured workers within integrated systems of care.

Improving mental health services

Every year approximately 44 million American adults experience some form of
mental disorder, including 10 million who suffer serious mental illness. In addition,
up to 4 million children ages 9 to 17 experience a serious emotional disturbance.
Yet estimates show that less than one quarter of these people are treated for their
disorders. Our budget includes $359 million for the Mental Health Block Grant, an
increase of $70 million, to provide additional funds for states to create comprehen-
sive, community based systems of care for both adults and children. It also provides
$31 million for the Projects for Assistance in Transition from Homelessness (PATH)
grant program, an increase of $5 million, which will increase by approximately
13,000 the number of individuals served and increase the number of services pro-
vided to those already enrolled.

Ensuring access to AIDS therapies (Ryan White)

We have made significant progress in the fight against HIV and AIDS. Due to
the widespread use of combination anti-retro viral therapy, the AIDS death rate in
1997 was its lowest in nearly a decade. But the news is not all good. While the over-
all AIDS death rate is declining, the disease is exacting an excruciating toll in mi-
nority communities. In 1997, 47 percent of those newly diagnosed with HIV were
African American and 20 percent were Hispanic. We must continue our efforts to
expand access to drug therapies and improve the quality of care, particularly in mi-
nority communities. The President’s budget continues the fight against HIV and
AIDS by providing $1.5 billion for the Ryan White Program, an increase of $100 mil-
lion. Included in this amount is an increase targeted to communities to provide state
of the art clinical care to an additional 10,000 people living with AIDS. In addition,
the AIDS Drug Assistance Program (ADAP) will receive a $35 million increase to
help individuals gain access to combination drug therapy. The budget also continues
to build on the effort initiated by the President and this Committee to address the
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AIDS crisis in minority communities. The budget for fiscal year 2000 includes $171
million for special initiatives that will be specifically targeted to HIV/AIDS preven-
tion, treatment, and capacity development needs within the African-American and
other racial and ethnic minority communities.

Reducing racial health disparities

Unfortunately, members of minority groups are often less healthy than Americans
as a whole. Despite improvements in overall health outcomes, minorities continue
to bear a disproportionate burden of the nation’s disease and illness. For example,
the infant mortality rate for African-Americans is more than twice that of Cauca-
sians, and American Indian and Alaska Natives are about three times as likely to
die from diabetes compared to other Americans. The President is committed to end-
ing these racial disparities in health status, and the budget provides $145 million
to target many other Department resources in the effort to provide health education,
prevention, and treatment services targeted to minority populations.

Medicare, medicaid, and the children’s health insurance program

Our budget also includes a variety of legislative proposals to expand access to
Medicare and Medicaid for groups that would otherwise be denied health insurance
for any number of reasons. It allows Americans ages 62 to 65 to buy into Medicare
by paying a premium, provides a buy-in option for displaced workers ages 55 to 62
who have lost employer-provided health coverage, and allows retirees between the
ages of 55 and 65 whose companies have reneged on their health benefits to buy
into their company’s health plan. Another proposal would give states the option of
providing Medicaid coverage to legal immigrant children, pregnant women, and cer-
tain groups of immigrants with disabilities who have entered the United States
after the enactment of the welfare reform legislation in 1996.

The Children’s Health Insurance and Medicaid programs represent a valuable
means of providing health insurance to poor children who might otherwise go with-
out care. But many families are unaware that their children are eligible to receive
care under these programs. Our budget will allow states to increase spending by
$1.2 billion over the next five years on benefits and outreach and give them addi-
tional flexibility to expand outreach efforts through development of new and innova-
tive approaches.

Making work pay for people with disabilities

Our Budget also promotes opportunities for Americans with disabilities. All too
often, disabled Americans are prevented from working by their legitimate fears of
losing access to Medicaid and Medicare coverage once they go to work. To enable
these Americans to work and earn a living wage, our fiscal year 2000 budget ex-
tends Medicare coverage, and at the option of states, Medicaid coverage, to working
people with disabilities. This proposal also includes new incentives for states to help
them start their programs and to link workers to necessary support services. Since
President Clinton and Vice President Gore took office, the American economy has
added 17.7 million new jobs. However, the unemployment rate among working age
adults with disabilities is still nearly 75 percent. People with disabilities can bring
tremendous energy and talent to the American workforce, yet institutional barriers
often limit their ability to work. The President’s budget proposes a historic new $2
billion initiative that removes significant barriers to work for people with disabil-
ities. It includes the Work Incentives Improvement Act, which invests $1.2 billion
in providing options for workers with disabilities to buy into Medicaid and Medicare;
a new $700 million investment in a $1,000 tax credit for workers with disabilities;
and more than double the government’s current investment, an increase of $35 mil-
lion, in assistive technologies that make it possible for individuals with disabilities
to work.

MAKING AMERICA A HEALTHIER—AND A SAFER—PLACE TO LIVE

As we enter the 21st century, new threats to our public health are continually
emerging. From the challenge of confronting infectious diseases, to the possibility
of a bioterrorist attack and the ongoing problems of foodborne illness, we must con-
stantly be vigilant. The only way to successfully combat the public health problems
of tomorrow is by investing today in the necessary medical research and public
health and disaster response infrastructure.

The international challenge of infectious diseases

If you will permit me, Mr. Chairman, I would also like to speak briefly to the im-
portance of fulfilling our commitment to support the World Health Organization and
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the work it does to improve the health of people throughout the world, including
our own citizens.

I recognize that funds for the WHO are appropriated to the Department of State
through another subcommittee. But those of us responsible for the health of the
American people need to understand that the WHO’s ability to fulfill its mission and
responsibilities can make a real difference in fulfilling our own public health goals.
Key areas include the WHO’s work in the surveillance and outbreak control of infec-
tious diseases, headed by a distinguished American (David Heymann), the Tobacco
Free Initiative, Roll-back Malaria, the elimination of polio, and the Stop TB initia-
tive.

International trade, commerce, and tourism have truly created a global village.
Because infectious diseases do not recognize borders, it is increasingly necessary to
protect the health and safety of American citizens by investing in a global public
health strategy.

Tuberculosis provides a striking example. In this decade, we have had to aggres-
sively combat a resurgence of TB in the United States. We have made extraordinary
progress, with the number of cases declining dramatically.

New York City was among the hardest hit. Now, the only new cases are found
aI}rllong the City’s immigrant population—among people who were exposed else-
where.

Working in partnership with the WHO, and providing the necessary resources, we
can develop the global strategy that is critical to protecting our citizens and people
around the world.

Responding to the new threat of bioterrorism

Terrorism represents a serious threat to the peace and prosperity of our nation.
While terrorist attacks can take numerous forms, the threat posed by bioterrorism
is particularly deadly, because it can affect a large population, remain undetected
for some time, and cause secondary illness or death if the agent is communicable.
As the lead federal agency responsible for preparing for and responding to the med-
ical and public health consequences of a bioterrorist event, we are mounting a com-
prehensive public health effort to combat this deadly threat.

The President’s Budget includes $230 million for the Department to undertake a
coordinated, four-pronged initiative to prepare for the medical needs and health con-
sequences resulting from a potential terrorist use of biological weapons. First, our
budget invests in the infectious disease surveillance infrastructure needed to detect
the occurrence of a bioterrorist attack and to determine its cause, including im-
provements in case reporting, epidemiological and laboratory capacity, and the de-
velopment of information technology to allow coordination among Federal, State and
local public health officials. Second, it funds the purchase of a stockpile of the vac-
cines needed to treat the most likely biological agents. Third, the budget invests in
developing the medical response capability at the local level to respond to an out-
break by training local health providers and supporting the creation of 25 Metropoli-
tan Medical Response Systems. Finally, it provides funds for research and develop-
ment activities to develop and expedite review of new vaccines and therapeutics and
new rapid screens for diagnosing chemical agents.

Creating superior public health surveillance and food safety

Our nation needs a high quality surveillance system to collect and analyze epi-
demiologic information if we are to be able to respond effectively to a future out-
break of disease. The President’s budget proposes to strengthen our surveillance sys-
tem by providing a total of $65 million to support the implementation of a National
Electronic Disease Surveillance Network Initiative (NEDSNI) at the Centers for
Disease Control. This Initiative would integrate electronic communications related
to surveillance for the Emerging Infectious Diseases ($15 million), Bioterrorism ($40
million), and Food Safety ($10 million) programs and will establish communication
links with the public health and medical communities to enable them to furnish
timely information on outbreaks of communicable diseases to State and local public
health departments and assure better communications among public health entities.

Surveillance is just one of the keys to fighting outbreaks of foodborne illness.
Food-related hazards are responsible for as many as 33 million illnesses and up to
9,000 deaths each year. To combat these outbreaks, the budget seeks $29.5 million
for the CDC, a $10 million increase, to expand the PulseNet network of health labs
which preform DNA “fingerprinting” of disease causing bacteria. In addition, FDA
is seeking $79 million to support its food safety efforts.

Expanding medical and health care quality research

Biomedical research has been the foundation of the unprecedented gains we have
made in improving the health of both Americans and the world. Last year, the
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President made a commitment to increase the budget for the National Institutes of
Health, the world’s largest and most distinguished organization for biomedical re-
search, by nearly 50 percent over five years, and this Committee responded by pass-
ing an increase of almost $2 billion. This year’s budget continues the President’s
commitment and keeps us on the path set last year with an investment of $15.9
billion, an increase of $320 million. The fiscal year 2000 request, combined with last
year’s 14.6 percent increase, represents a 17 percent increase over two years. This
year’s request will enable NIH to fund nearly 30,000 research projects grants, the
highest total in history.

Along with his commitment to increase funding for biomedical research, the Presi-
dent last year also made a commitment to ensuring that scientific advances are
translated into better health care for the American people. The President’s budget
honors this commitment as well, providing an increase of $35 million for the Agency
for Health Care Policy and Research. These funds will be spent on health care re-
search that will enhance knowledge about how to improve outcomes and quality of
medical treatment and how to best translate research results into daily practice to
improve health care for all Americans.

THE RIGHT TO A SAFE AND HEALTHY CHILDHOOD

Mr. Chairman, the health investments that I have outlined are critical to meeting
the challenges that will confront us in the next century. But we must also invest
now in what will undoubtedly be our greatest natural resource in the new century,
our children.

Curtailing youth smoking

Last year’s settlement of the State tobacco lawsuits affirmed the responsibility of
the tobacco industry to pay for health care costs associated with smoking. While this
agreement was a step in the right direction, there is more that needs to be done
to preserve the public health—and to protect our children from the dangers of smok-
ing. It is horrifying to think that over 400,000 deaths each year are due to cancer,
respiratory illness, heart disease and other smoking-related illness. It is even more
horrifying that three thousand young people will begin smoking each day, and one
thousand of them will die earlier than they should as a result of smoking.

Our budget reaffirms our commitment to combat smoking among the nation’s
youth. First, the President has proposed raising the price of a pack of cigarettes by
55 cents to reduce teen smoking. The budget also includes $101 million, an increase
of $27 million, to expand the Center for Disease Control’s support for State tobacco
control programs. The budget also provides $68 million for the Food and Drug Ad-
ministration to support outreach and enforcement activities to curtail youth smok-
ing, an increase of $34 million.

Last year, after extensive negotiations, the states’ Attorneys General reached a
settlement with the tobacco companies that was based in part on recovering the
medical costs of those with tobacco-related diseases. Since U.S. taxpayers paid a
substantial portion of the Medicaid costs that were the basis for much of the state
settlement with the tobacco companies, federal law requires that the federal govern-
ment recoup its share. However, the Administration will work with the states and
the Congress to enact legislation that, among other things, resolves these Federal
claims in exchange for a commitment by the states to use tobacco money to support
shared national and state priorities which reduce youth smoking, promote public
health and children’s programs, and assist affected rural communities.

Promoting childhood immunizations

The most cost-effective way to prevent infectious disease among young people is
to immunize every child. As a result of the Administration’s Childhood Immuniza-
tion Initiative, the nation exceeded its childhood vaccination coverage goals, with
over 90 percent of America’s toddlers receiving each basic childhood vaccine. Thanks
to these efforts, the incidence of vaccine-preventable diseases such as diphtheria,
tetanus, measles, and polio are at all-time lows.

The President’s budget provides a total of $1.1 billion for childhood immunization,
including $526 million in discretionary funding, an increase of $77 million over last
year. These funds will allow the program to provide all the vaccines recommended
by the Advisory Committee on Immunization Practices, including vaccines for
rotavirus and catch-up vaccinations for hepatitis B. The budget also includes $99
million for global polio and measles eradication, an increase of $17 million, to sup-
port the efforts of the World Health Organization to eliminate polio throughout the
world by the year 2000.
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Advancing innovative treatments for asthma

Over the past 15 years, the number of Americans afflicted with asthma has dou-
bled to approximately 15 million, with the sharpest increase in rates among children
under age 5. Asthma is one of the leading causes of school absenteeism, and often
results in limitations in activity and disruption of family routines. To begin to arrest
this growing epidemic, our budget proposes $50 million in demonstration grants to
states to test innovative asthma disease management techniques, derived in large
part from NIH-funded research, for children enrolled in Medicaid and CHIP. Partici-
pating States will measure success in reducing asthma related incidents such as
emergency room visits and length of hospital stays.

Ensuring continued educational excellence in the nation’s children’s hospitals

Expertly trained pediatricians are a critical ingredient to keeping children
healthy. Children’s hospitals play an essential role in the education of the nation’s
physicians, training 25 percent of all pediatricians and more than half of many pedi-
atric sub-specialties. To support the vital efforts that children’s hospitals play in
training physicians, our budget includes $40 million to provide financial assistance
to support graduate medical education at free standing children’s hospitals.

Making child care safe, reliable, and affordable

In millions of American families, both parents must work to support their chil-
dren. In millions of others, single parents must work doubly hard to maintain family
income. This Administration, working together with the Congress, has taken numer-
ous steps to support families of all types, ranging from the Earned Income and
Child Tax Credits to the Family and Medical Leave Act and the Children’s Health
Insurance Program. The next step we must take is to help all parents find child
care that is safe, reliable, and affordable. This is not only important as a way to
support the needs of working families. Safe, quality child care is essential to the
healthy development of our children. Study after study provides evidence that in-
vestments in quality care can have major benefits for children, their families, and
our society.

Let me thank you for having made a down-payment towards the President’s child
care initiative with $173 million in quality funds and $10 million for child care re-
lated research. The President’s fiscal year 2000 budget again includes a requested
increase of $10.5 billion in mandatory funding over five years for child care pro-
grams in HHS, as well as critical increases in the Departments of Treasury and
Education. These additional funds will dramatically expand the availability of safe
and affordable child care for working families, as well as improve early learning and
the quality and safety of child care. The Child Care and Development Block Grant
was used to serve 1.25 million children in 1997. With these additional funds, we
are committed to increasing the number of children served by more than one million
by 2004.

Enhancing head start

Head Start has been and will continue to be one of the Administration’s top prior-
ities. This program has been successful in ensuring that low-income children start
school ready to learn. Since 1993, enrollment in Head Start has grown by 17 per-
cent. The President’s budget invests $5.3 billion, an increase of $607 million, to
allow Head Start to serve an additional 42,000 children, bringing the total number
of children served to 877,000 and moving forward on our commitment to enroll one
million children by 2002. Consistent with last year’s Head Start reauthorization, our
budget provides funds to improve program quality, enhance staff development, and
reduce staff turnover. This request includes over $420 million for the Early Head
Start program, which will provide almost 45,000 infants and toddlers and their fam-
ilies with early, continuous, intensive, and comprehensive child development and
family support services.

Curtailing violence against women

Each year an estimated 2.1 million women are raped or physically assaulted in
this country. The President’s budget provides $218 million, an increase of $28 mil-
lion, to combat this serious problem that affects families across our nation. This in-
cludes $102 million for the Grants for Battered Women Shelters program, which will
provide approximately 40,000 survivors of domestic violence and sexual assault with
counseling, shelter, and other services. Funds will also be targeted to activities de-
signed to change the social norms that condone violence against women.
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MANAGEMENT IMPROVEMENTS AND INNOVATIONS

Managing the complex problems that will confront us in the 21st century requires
the development of innovative management strategies that enhance productivity
while promoting accountability. We have and will continue to work closely with the
Congress and this Subcommittee to develop management reforms that allow us to
put every dollar to efficient and effective use.

Y2K

As this Committee is well aware, I have taken the Year 2000 millennium problem
(Y2K) very seriously. In fact, in September 1998, I informed all of the HHS Oper-
ating Division heads that Y2K was this Department’s “Job No. 1”. With your agree-
ment, I redirected $42 million from other HHS activities to ensure that HCFA had
the funds it needed for Medicare contractor renovations. As a Department we have
engaged in a series of strong administrative actions, undertaken a comprehensive
review of our funding needs to ensure millennium compliance, and encouraged staff
throughout the Department to work diligently to see that our equipment, facilities
and systems are all Y2K OK. Although I cannot declare total victory today, I can
assure you that 85 percent of our mission critical systems are now Year 2000 com-
pliant and I expect the remainder to be fully compliant within the next couple of
months. While this part of the work will be completed prior to fiscal year 2000, we
must not relax our efforts, and we must continue our work on other Y2K activities
including outreach to communities, infrastructure and biomedical equipment reme-
diation, and business continuity and contingency planning. It will take continued,
intense efforts, working together with our colleagues in State and local governments
and our public and private partners, to overcome this daunting challenge. We can-
not allow the millennium bug to impair our mission or disrupt our services to the
American people. Therefore, as part of the fiscal year 2000 budget, I am requesting
$165 million to ensure that all of our systems are Y2K ready.

GPRA

Our budget submission also includes HHS’ fiscal year 2000 GPRA performance
plans. We have been working hard to improve our performance plans and our GPRA
process within the Department. Our plans are much better than the first set of
GPRA plans we submitted last year. They reflect increased involvement of senior
staff, increased consultation with our partners, clearer linkages with the Strategic
Plan, and the refinement of measures, baselines and targets. Still, there are several
significant challenges facing HHS in GPRA performance measurement. We continue
to work toward the increased use of outcome measures, to confront complex data
issues, and to work closely with our partners and stakeholders in the development
of performance goals and measures. We are confident that our GPRA performance
plans for fiscal year 2000 are sound ones and we look forward to continued discus-
sions with the Congress on our plans.

THE MOMENT IS NOW

Mr. Chairman, I have put before you today a blueprint for preparing our health
and social service systems to meet the challenges of the new millennium. The goals
of making health and happiness the defining characteristic of our seniors’ retire-
ment, of providing a better future for our children, and of enabling all Americans
to live longer and healthier lives are ones that we all share. And like you, I am com-
mitted to achieving these goals while maintaining the balanced budget discipline we
have all worked so hard to create.

Chairman Specter, Senator Harkin, and members of the subcommittee: I appre-
ciate the support you have provided us in the past and I look forward to working
with all of you to meet the challenges before us in this budget. We have much to
accomplish, and no time to waste.

BUDGET REQUEST

Senator SPECTER. We will proceed now, in accordance with the
practice of the subcommittee, on 5-minute rounds.

Secretary Shalala, our very able staff has prepared two charts
which show $18 billion in offsets which are highly speculative, to
put it very, very mildly. Last year when you testified there were
similar offsets and, not unexpectedly, they did not materialize.
When we finally came to terms with the funding for your sub-
committee, for your Department and the other Departments under
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the jurisdiction of this subcommittee, very substantial funds were
added in October in a very, very unsatisfactory way.

I have already been discussing with the Majority Leader the pos-
sibility of starting——

[The lights go out.]

I just mentioned the Majority Leader’s name. [Laughter.] [Lights
return.]

Secretary SHALALA. I think you were making the point that we
do not want to do the budget again in the dark, the way we did
last year.

Senator SPECTER. Well, that is a good comment.

The effort will be made by this subcommittee to have this bill
taken up early on, perhaps even first, reversing the procedures in
the past where we leave the toughest for last, and perhaps start
with the toughest first. The total discretionary funding this year is
$581 billion. The requested level by the administration goes up to
$592 billion, which accommodates inflation, but really not much
more. The spending caps are at $574 billion. So what we have in
effect is $18 billion in offsets which are really totally unrealistic.

I understand that the budget is prepared by OMB and the White
House in a very complex way, so I'm not going to spend any time
with the limited 5 minutes I have on this round in debating that
with you. But what I would like you to do is to tell me, if these
$18 billion are not materialized and the share of your Department
is $2.7 billion, what will you cut? It sounds good to talk about more
Head Start money, which this subcommittee has recommended,
and immunization and treatment of asthma, but I would like your
expertise on what you cut if we are looking at a budget with $2.7
billion less.

I would ask yet that the administration consider a leadership
role in urging that the budget cap be lifted. You come up with $592
billion in discretionary funds, not very high. But that is really what
we are going to be looking at. So without taking the time now, I
would like you to tell me in writing which $2.7 billion you would
cut.

[The information follows:]

Let me emphasize that all of these increases are paid for. In preparing our fiscal
year 2000 budget, we worked hard to find ways to pay for our initiatives without
spending the surplus. Thus, all of our discretionary spending increases are offset by
revenue increases or other offsets.

Many of the mandatory reductions we have proposed not only save money but are
specifically designed to reduce fraud, waste, and abuse, particularly in the Medicare
program. Overall, since many of the mandatory reductions in the budget are in HHS
programs, in some respects it is only natural that these reductions offset increases
in the Department’s discretionary spending, though as I have noted there are no di-
rect relationships between these reductions and our discretionary request.

We look forward to working with the members of the subcommittee and the au-
thorizing Committees to see that the offsets we have proposed are enacted, thereby

making additional resources available to the subcommittee. These offsets will re-
quire enactment of statutory language.

STEM CELL RESEARCH

Senator SPECTER. Let me move to, very briefly, this very conten-
tious issue on stem cell research, where we have the opinion of
your general counsel, and the stage having been set where the ap-
propriations bill which came out of this subcommittee, since Janu-
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ary 1966 Congress has included the prohibition against the cre-
ation of human embryo or embryos for research purposes or re-
search in which a human embryo or embryos are destroyed.

We already have your opinion of counsel that private funds are
being used to extract the stem cells from the embryos, so that NITH
funding is not being used on the destruction of embryos. We had
a major battle a few years back on fetal tissue and there is now
no limitation on research on fetal tissue if the abortion was not in-
duced for the purpose of providing the tissue.

My yellow light is on, so my question to you is what would your
recommendation be as to a possible revision of the bill to avoid am-
biguity or legal interpretations where you have these human em-
bryos which are not being used for conception, but are excess and
are being discarded? So by analogy to saying you can use fetal tis-
sue if it is not created and abortion is performed for fetal tissue,
similarly that research could be done with NIH funding on em-
bryos, even if embryo destruction, so long as these are excess em-
bryos, not to be considered for human life.

Secretary SHALALA. Senator, I think that what we have said in
submitting the General Counsel’s opinion is that we do not believe
that a change in the law is necessary. Let me say that we believe
that the General Counsel’s opinion is consistent with current law,
that we will continue to rigorously enforce the congressional prohi-
bition on funding for human embryo research. But as the General
Counsel has pointed out quite carefully, the law allows the kind of
stem cell research that you are talking about and the promise of
this research is extraordinary.

Let me also say to you that we are very much aware—and the
scientists behind me can speak with far more eloquence—of the dif-
ficult ethical and social issues that are involved with this research,
and we intend to move forward in a careful and deliberate fashion
after broad consultation with the Congress and with the bioethical
and research community. But the promise of this research is ex-
traordinary.

We will not move forward with funding until we have rigorous
guidelines and until we have an oversight process in place. But the
promise of this research for the treatment for diabetes, for Parkin-
son’s, for Burton’s, for strokes, and for many other medical condi-
tions is just extraordinary, and we believe that we are acting with-
in the law.

Senator SPECTER. Thank you very much, Madam Secretary.

I yield now to our distinguished ranking member for his opening
statement and a round of questions. We will put your green light
up, Senator Harkin, when you finish your opening statement.

Secretary SHALALA. The lights may go off.

OPENING STATEMENT OF SENATOR TOM HARKIN

Senator HARKIN. I appreciate it. Thank you, Mr. Chairman. I will
just ask that my statement be made a part of the record.

Senator SPECTER. It will be in full.

[The statement follows:]
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PREPARED STATEMENT OF SENATOR ToOM HARKIN

It’s a pleasure to welcome Secretary Shalala today to testify about the Adminis-
tration’s fiscal year 2000 budget. I found a number of your new initiatives very in-
teresting—but I was very disappointed in the increase the budget requests for med-
ical research.

Last year, this subcommittee was able to provide a record $2 billion increase for
NIH—setting a course to double NIH funding in five years. The President’s request
of an increase of just 2.1 percent doesn’t even keep up with medical inflation, let
alone continue us on the path of doubling NIH over 5 years. It is a major retreat
in the march for medical breakthroughs.

The opportunities are out there, the potential is great. But we have to commit
the resources to get the job done.

I was pleased to see that the Administration has requested a substantial increase
for the Head Start program. The evidence is very clear that we need to reach chil-
dren when they are very young. I see that, under the President’s budget, over $420
million will be available for the Early Head Start program, which targets children
from birth to three years old. Investing in children when they are young will pay
off in the long-run.

I also want to commend Secretary Shalala on the results of the annual Medicare
audit which found that losses due to fraud, waste and abuse have been cut in half
from 1996 to 1998. The audit found that 7.1 percent of Medicare payments, or $12.6
billion were lost to fraud, waste or abuse. This is encouraging but this is no time
for a victory lap. The additional tools that the Congress has finally begun to pay
off but there is still too much waste in Medicare.

Secretary Shalala, I understand that you will be speaking to senior citizens across
the county tomorrow about how to decipher their Medicare statements and ferret
out fraud. I am glad to hear that—we have been encouraging you to do just this
for a long time. In fact, last year we provided $7 million to your department to cre-
ate “senior waste patrols” of retired nurses, doctors, billing clerks and others to
train fellow retirees in local communities to better detect and report Medicare fraud
and abuse. You joined me in Iowa in 1996 to launch this idea. The senior patrols
have been up and running for 2 years in 12 states and have been quite successful.

I am also very pleased to see that the budget includes increased funding for food
safety, in particular, additional funding for surveillance and upgrades to labs to ex-
pand the network of health labs which perform DNA fingerprinting of disease caus-
ing bacteria allowing to connect illnesses with specific foods.

And finally, Madame Secretary, I want to thank your working with us on a num-
ber of other important initiatives—including fighting the methamphetamine prob-
lem in Iowa and elsewhere, and projects to support our Iowa community health cen-
ters and rural hospitals.

Thank you, Mr. Chairman—and I look forward to hearing from our witness.

NIH BUDGET

Senator HARKIN. I apologize for being late.

Madam Secretary, again thank you for your leadership. I had a
chance to look at your statement and I appreciate your kind re-
marks on my behalf. A couple of things.

I am sure that we all agree, at least up here, that the NIH budg-
et is woefully inadequate. The 2.1-percent increase has got to be
raised and hopefully we are going to find some way to do it. I do
not know how, but that needs to be addressed.

Senator SPECTER. Senator Harkin, before you came in I made a
suggestion that the administration take the lead in raising the
budget cap or making the recommendation. We have $18 billion in
offsets which are illusory, and the question I asked the Secretary,
if their share would be $2.7 billion, what would they cut? We really
ought to face it head-on at the outset with what the budget caps
ought to be.

Senator HARKIN. I appreciate that, Mr. Chairman. I would be
willing to work with you on that. But I also must tell you that I
am a little dismayed that we cannot find the money to meet the
research and health needs of our people, but we can find more
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money for re-invigorating a Star Wars program that I thought we
had tubed a long time ago.

I remember when Senator Hatfield left the Senate a couple of
years ago and in his final statement he said: No longer is it the
Russians are coming, the Russians are coming. He said: The vi-
ruses are coming, the viruses are coming. That has always stuck
in my head, and for the life of me I do not understand why this
budget is skewed in the opposite direction.

So I think on both ends we could work together on this.

Madam Secretary, I do want to thank you and compliment you
for the substantial increase in the Head Start program, especially
the Early Head Start program, the birth to 3, $420 million avail-
able for that, and I think that is a great investment. I compliment
you for doing that.

Again, I want to commend you on the results of the Medicare
audit that found that the fraud, waste, and abuse had been cut in
half in the last couple of years. That is great progress. Thank you
so much for what you are doing in that regard.

The senior waste patrols I guess are out there. We are going to
take that nationwide. If you remember, Madam Secretary, you and
I, you helped launch this with me a couple of years ago, 2 or 3
years ago, I forget what it was, and it seems to be pretty successful
in the 12 States that we have had it, and now we are going nation-
wide with it.

The budget increases funding for food safety. Again, some of us
have legislation pending from the last Congress, reintroducing it
again this year, on the food safety program. Of course, your De-
partment will have a great deal to do with that. So I am pleased
that your budget increases some funding for surveillance and up-
grade of the labs that are necessary to ensure that our food supply
is adequate and safe.

Since I was late, I will forego any questions and I will let you
go ahead with others.

Senator SPECTER. Thank you very much, Senator Harkin.

We have been joined by our distinguished chairman of the full
committee, Senator Stevens.

Senator STEVENS. Thank you very much. I would be happy to
wait my time. I know that others were here first.

Senator SPECTER. Well, we always defer to the chairman, Sen-
ator Stevens. But it is your call.

Senator STEVENS. I still wait my time.

Senator SPECTER. OK.

We turn now to Senator Feinstein, who was early bird. Senator
Feinstein.

OPENING STATEMENT OF SENATOR DIANNE FEINSTEIN

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

I wanted to confine my questions, if I could, Secretary Shalala,
to a number of areas. But let me just begin by saying that I agree
with Senator Harkin on the cancer research, 2.1 percent, and I
really decry the fact that it is as low as it is. I might say, as one
who has been active in this area, that it came as some surprise.
So I would be hopeful that we would be able to find a way to in-
crease that amount.
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If I can, I would like to ask a question on the FEMAT and the
census undercount. For the period of 1990 to 1998, in California
the Census Bureau has estimated a net out-migration of 13,000,
while California’s data indicates a net in-migration of more than
755,000, an enormous discrepancy in counting. I would like to ask
what HHS might be able to do to provide some flexibility in achiev-
ing more accurate data, such as using figures generated by the De-
partment of Finance in determining the FEMAT for California’s
Medicaid program.

Secretary SHALALA. Senator Feinstein, thank you for that ques-
tion. I met with your new Governor, Governor Davis, yesterday and
had what I thought was a very thoughtful conversation on this
issue.

When the program was set up—and this is how we distribute re-
sources and how we reimburse States—it was built on the census,
so that every State had their data coming from the same source.
What you are pointing out is that, if the census comes every 10
years and there are huge shifts within a State, that State is under-
funded often because of that, and some States may be overfunded,
depending on what has happened to their population.

The difficulty here is that we need a source of data that is fair
to each of the States. We are going back to take a look, does the
Secretary have any discretion in this area? We have to look at the
statute to see. But if I do have discretion in that area, do I need
to go back and offer every other State an opportunity to look at the
same new data and make adjustments there?

Third, within the balanced budget, as I pointed out to the very
distinguished new Governor of California and his staff yesterday,
if we change the formula for one State that means that we need
to take money from another State, because within the balanced
budget I would have to identify an offset or simply re-jigger the for-
mula for everybody.

I do not have a clear answer. We are going to look at the statute.
I understand the problem. But again, it is the issue of whether our
laws allow us to be nimble enough to respond to population
changes or whether we are locked in because we have certain data
sets, so that a State actually has to wait for the new census.

We have throughout the history of this administration increas-
ingly tried to get more flexibility so we could be more responsive
when there were changes. But I do not know the answer to the
question about whether we can. We certainly are going to look, but
we have to look in a way so that it is fair to all the States.

Senator FEINSTEIN. Thank you very much, and I would like to
work with you in that regard because I am very concerned.

Secretary SHALALA. We would be happy to work with you.

Senator FEINSTEIN. Another area that I am very concerned, and
the reason I voted against the welfare bill was the two-parent work
requirement. As you know, California this year faces a penalty of
$7 million, but by 2002 that penalty is going to be $770 million.
It is huge in its impact on the grant.

Only 24.5 percent of two-parent families in California met the
work requirement, as opposed to the 68 percent required by law.
My understanding is that 16 other States have not also met that
work requirement. So the penalty is going to be enormous.



19

The question I would like to ask is is there any view of the De-
partment with respect to a penalty waiver from California and
other States that fail to meet this. I wrote an op-ed piece which
was carried in Sunday’s Los Angeles Times, sort of sending a warn-
ing to the State of what is faced, because if we face this—the wel-
fare bill is back-loaded and if we face that kind of penalty, the im-
pact on the State is going to be enormous.

Secretary SHALALA. Senator, again, last year the authorizing
committees who authorized the welfare bill took a look at the pen-
alties in this area and in fact made them more realistic. What Cali-
fornia is facing now, you should have seen the penalties before.
They were basically dropping bombs, they were so strong. So the
penalties were made more realistic.

We understand California’s problem is the size of the two-parent
families that are aided. Again, I have indicated that I am prepared
to take a look at it. But again, looking at what authority we have
and whether we can do as part of the penalty structure some kind
of a work-out. The new administration in California is faced with
a failure to get on this issue.

Again, for each of these States we believe they ought to be held
accountable and there ought to be reasonable penalties. But we
also believe that as part of our effort to make sure they keep mak-
ing progress that we may have to do some work-outs. But we are
going to look at it, see what authority we have. But I cannot prom-
ise anything. Congress did review it last year and thought they put
in place the more realistic penalties. They were very much aware
of what the numbers were and what States were in trouble at that
time.

PREPARED STATEMENT

Senator FEINSTEIN. Thank you very much.

I see, Mr. Chairman, my time is up. I have a statement that I
would like to have inserted into the record at this point.

Senator SPECTER. Thank you, Senator Feinstein, and we welcome
you to the subcommittee and back to the Appropriations
Committee——

Senator FEINSTEIN. Thank you very much.

Senator SPECTER. Your statement will be inserted into the record
at this point.

[The statement follows:]

PREPARED STATEMENT OF SENATOR DIANNE FEINSTEIN

Welcome to the Subcommittee, Secretary Shalala. It is a pleasure to see you here,
and I am looking forward to working with you this year to address the many press-
ing needs that are the responsibility of your department.

Your fiscal year 2000 budget has some bright spots.

First, in proposing to increase the cigarette tax by 55 cents a pack, the Adminis-
tration has taken a commendable step toward reducing the number of American
smokers and alleviating the costs of treating those who presently suffer from smok-
ing-related illness. Everyday 3,000 young people become regular smokers. Every
year almost half a million people die from smoking. The CDC estimates that smok-
ing costs $50 billion every year, and part of these costs are covered by the federal
government through programs such as Medicare, Medicaid, the Veterans’ Adminis-
tration, and the federal employees’ health insurance program. I hope you will help
us proxlroide the Food and Drug Administration with clear, comprehensive jurisdiction
over tobacco.
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Your Medicare cancer clinical trials initiative also is welcomed. Paying the routine
health care costs of participating in clinical trials can bring us tremendous ad-
vances. Moreover, testimony before the Senate Cancer Coalition by patient advocacy
groups and the research community over and over again has indicated that only 2
to 3 percent of eligible cancer patients, for example, are enrolled in clinical trials.

The Administration’s budget contains a needed $1.4 billion for a five-year effort
to improve enrollment in the Children’s Health Insurance Program. Compared with
a national rate of 15 percent, California, at 19 percent, has one of the highest unin-
sured rates in the country among children, and enrollment in CHIP in California
has lagged. And as I have written you previously, I remain disappointed in your de-
partment’s position that children in the 24 states that have established private or
“combination” public-private CHIP plans are no longer eligible to receive vaccines
under the federal Vaccines for Children Program.

As you well know, the population is aging. With age comes more illness and dis-
ability and thus greater need for health care services, and we need to fill in this
major gap in our health insurance system and provide long-term care. Your budget
presents some needed new initiatives.

Last, the $230 million request for the Department’s new 4-pronged effort to pre-
pare for terrorist use of biological weapons is a critical expenditure. In California,
for example, there has been rash of threatened releases of biological agents such as
anthrax at schools, businesses and courthouses. We need help in understanding and
preparing for these threats.

Yet despite these excellent initiatives, there are some disappointments, and I
must especially express my disappointment in the Administration’s small increase
in funding for the National Institutes of Health. On February 2, I wrote the Presi-
dent to point out that the 2.1-percent increase in this budget is far short of the 15
percent needed to double funding over 5 years. Since that time, the National Cancer
Advisory Board has said that this budget request will “seriously damage the Na-
tional Cancer Program” and that the National Cancer Institute would fund 10 per-
cent fewer research project grants under this request. Given that the biomedical in-
flation rate in 1998 was 3.3 percent, it seems to me that a 2-percent increase will
not even keep up with inflation.

Cancer incidence will increase by 29 percent and mortality by 25 percent over the
next 10 years due to changing demographics and aging of the population. Leaders
of the Cancer March told the Senate Cancer Coalition in September that “cancer
has reached epidemic proportions and by 2010 it will reach staggering proportions.”
They pointed out that the budget of the National Cancer Institute represents 2 per-
cent of the economic burden of cancer which translates to about 1 cent invested in
research for each $10.00 paid in taxes.

As the scientific community makes unprecedented strides in understanding dis-
eases, their causes and treatments, I am profoundly disappointed in the Administra-
tion’s health research budget, especially for cancer research. What happened to the
“War on Cancer”?

Additionally, as you know, our nation is currently in the third year of welfare re-
form, and the early successes we experienced in moving families off the welfare rolls
are giving way to tougher challenges. I saw evidence of this in December when the
Department of Health and Human Services announced that California and 16 other
states failed to meet the two-parent work requirement under the Temporary Assist-
ance to Needy Families program. In addition, signs are growing that federal child
care subsidies for families on TANF will soon fall far short of demand.

As welfare reform implementation continues, we must provide states with suffi-
cient resources to successfully move families from welfare to work. We must also
ensure that HHS is implementing the welfare reform law flexibly, with an eye to-
ward helping states succeed rather than penalizing them for failure to attain rigid
work requirements. TANF and child care issues will be a major priority for me this
year.

Our nation is facing many other problems that need attention.

An estimated 43 million Americans have no insurance, and California’s uninsured
rate is the 4th highest in the country. How can we address the health needs of
America’s burgeoning uninsured population?

Medicare faces bankruptcy. How will we get it on a firm financial footing?

While the death rate is declining and we have made great strides in treating
AIDS, giving hope to people who formerly had little, AIDS incidence and deaths fall
disproportionately on minorities. For example, African Americans, who comprise
12.7 percent of the U.S. population, account for nearly 60 percent of all new AIDS
cases. And while the AIDS drug “cocktails” are effective for some people, they are
unaffordable for many.
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Managed care is ravaging health care. Obstacles are thrown up by insurance com-
panies when patients try to see their doctor. Needed treatments are arbitrarily la-
beled “cosmetic” or “experimental.” Americans have to fight faceless insurance in-
dustry accountants to get the health care they have paid for every month. I hope
you will join me in working to put care back into health care.

Again, I appreciate your coming here today, and I look forward to addressing
these concerns in today’s hearing and the coming months.

OPENING STATEMENT OF SENATOR JON KYL

Senator SPECTER We welcome our new member, Senator Kyl,
both to Appropriations full and this subcommittee.

Senator KYL. Thank you, Mr. Chairman, and welcome, Madam
Secretary. 1 appreciate the succinct summary of your long state-
ment. It was very helpful. I share the chairman’s concern about the
offset issue and I am sure we will all look forward to your response
to his questions in that regard.

I will also have to leave in about 20 minutes or so and I will sub-
mit questions to you and Dr. Varmus relating to the stem cell re-
search issue that might provide some additional guidance for us on
that.

Let me confine my questions to a bit of good news from the De-
partment just last week for my State of Arizona and ask you a
question about the future of our so-called AHCCCS program. I un-
derstand through John Kelly, the Director of the AHCCCS pro-
gram, which stands for Arizona Health Care Cost Containment
System, our Medicaid program, that the Department of Health and
Human Services just last week approved a 1-year extension of the
State’s section 1—it’s actually 1115 waiver to operate our Medicaid
program.

As you know, this extension enables the State to operate under
the existing terms and conditions of the 1115 waiver. Arizona has
operated under the waiver authority since the inception of the pro-
gram back in 1982. During this time, AHCCCS has been a national
leader in delivering quality care in an efficient manner. In fact, in
a recent study AHCCCS was rated as one of the three most effi-
cient Medicaid programs in the Nation.

While the 1-year extension is very much appreciated, the
AHCCCS program is unclear whether all the provisions of the Bal-
anced Budget Act of 1997 will be applied to the State program in
2 to 3 years or whether the waiver authority will exempt AHCCCS
from some of these provisions. There are really three related ques-
tions which I would like to pose to you.

Arizona is concerned that all of the provisions of the BBA will
apply when it seeks a renewal of the waiver in 1 year. Madam Sec-
retary, how does the BBA affect existing 1115 waivers and the re-
newal process? Is it your intention that in 3 years all section 1115
waiver States must comply with all provisions in the BBA or must
renegotiate their 1115 waivers? If States must renegotiate their
waivers, will HCFA be willing to waive some provisions of the BBA
to allow States to continue operating their existing programs?

If that is all kind of catching you off guard, you are certainly wel-
come to provide information in writing as you can.

Secretary SHALALA. I will provide it in writing, and we have com-
municated. As you know, we are working with Arizona on this
issue, and we did make an exception last time, in part because of
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Arizona’s long and successful history in their management of the
program.

Senator KyL. I might say, incidentally, initiated by then-Gov-
ernor Babbitt.

Secretary SHALALA. Thank you. I am sure he will appreciate
that. Whatever we do has to be consistent for all States. That is
the difficulty of my job. So let me say this to you: We are working
with Arizona and we understand their concerns. While I always
have to be concerned about precedent, I also think that we have
to recognize successful programs when we see them. I will give you
a detailed answer to each of those questions, but the context for
them ought to be that we really are working with the State. I think
it has been successful so far, but we have to continue that work.
We have had long internal debates about making certain kinds of
exceptions where we do have authority, but sometimes we just do
not have the authority.

Again, this restates my fundamental point about building some
nimbleness in the program to be more responsive.

Senator KYL. In particular to programs that have been success-
ful, as you pointed out.

Secretary SHALALA. Yes.

Senator KYL. I will look forward to your answers and to working
with you in any way that we can to help make this successful pro-
gram even more successful in the years to come.

Thank you, Mr. Chairman.

Senator SPECTER. Thank you very much, Senator Kyl.

Senator Inouye.

OPENING STATEMENT OF SENATOR DANIEL K. INOUYE

Senator INOUYE. Thank you.

Madam Secretary, I wish to join my colleagues in congratulating
you on your successful war against Medicare fraud, waste, and
abuse. However, during the recent recess, noting that the numbers
of physicians who are now refusing to handle Medicare patients
have increased, I had small meetings with physicians, and it is not
professional poll-taking, but all of them, in response to my inquir-
ies, suggested that it was not the fee schedule, but it was the fact
that they had so much paperwork to do and they were afraid that
they might be charged for some error.

Do you wish to make any comment?

Secretary SHALALA. In fact I was on the phone last night with
the President of the American Medical Association to reassure her.
The vast majority, 99 percent, of physicians in this country are
very honest and are trying to do the right thing. We think the laws
are pretty clear that we have to see a pattern of abuse. The Inspec-
tor General, the Attorney General, the U.S. Attorneys are increas-
ingly getting sensitive to the fact that they have to be careful.
When you look at what they have actually done, the record is very
straightforward and pretty clean that they are looking for patterns.

But sometimes we send out the wrong messages. We lump waste,
fraud, and abuse together. We are not careful in our language
about people who have made honest mistakes in terms of billing er-
rors. I think what we have to repeat is that we are partners with
the health care professionals in this country, that doctors in par-
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ticular are doing a wonderful job for our senior citizens, and that
we want to be careful both in word and deed with how we handle
our programs.

Simultaneously, when I first came up here 7 years ago and I sug-
gested—and Senator Harkin and Senator Specter will remember
this—that we were going to wage war on our own overpayments in
the system, on the fraud in the system, on the systemic underlying
crime in the system, frankly, I got laughed out of the room, because
every Secretary apparently comes up and says that. We put in
place the most systematic, systemic oversight that this program
has ever had. Last year Medicare grew by 1.5 percent. Some of that
is attributed to better accounting practices. We said to everyone:
This is not an open-ended account. If we catch you committing real
fraud, we are going to put you in jail, and we did. If we get over-
payments, we are going to put it back in the trust fund.

So, when you put together something that comprehensive, you
look like you are overzealous, compared to where you were before.
I think that finding the balance between reassuring the very fine
professionals that went into medicine and into health for the right
reasons and keeping up our rigorous oversight is a delicate act.

Medical professionals have to hear over and over again from the
highest officials in this country that we appreciate the work they
are doing, that we care about their work. If they think we are act-
ing inappropriately, they ought to tell us specifically. That is too
long of a statement, but I think that your question was very impor-
tant.

Senator INOUYE. I hope that message is being conveyed now.

I have studied your long statement and also listened to your ab-
breviated statement very carefully. Is there any significance in
leaving out violence against women?

Secretary SHALALA. No, not at all, I just assumed that I would
get a question on that because so many members of the Committee
are interested in that topic. As you probably know, this administra-
tion has taken that issue very seriously and this Committee has
made substantial investments in battered women’s shelters, in
funding systems so that health care professionals are working with
law enforcement and social service people.

The Attorney General and I chair a major private commission on
violence against women, basically on domestic violence. The private
sector is very much our partner. The business community is in-
creasingly getting involved in this issue, with television spot ads,
and an 800 number that is one of the most successful in American
history. If you call, you reach someone who will help you in your
own community. So, I think that we have been rigorous and enthu-
siastic and have expanded the Federal Government’s role. I appre-
ciate the question.

Senator INOUYE. Thank you.

Mr. Chairman, may I submit

Senator SPECTER. Yes, of course, Senator Inouye. We will main-
tain the record open until the close of business tomorrow for addi-
tional questions in writing.

Senator Stevens.
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OPENING STATEMENT OF SENATOR TED STEVENS

Senator STEVENS. Thank you very much.

Madam Secretary, it is nice to see you here.

Secretary SHALALA. It is nice to see you, sir.

Senator STEVENS. My colleagues, particularly Senator Cochran,
know I enjoy seeing you on the courts, and it is nice to be here with
you today.

Secretary SHALALA. Tennis courts. [Laughter.]

S(fnator STEVENS. Tennis courts. I did not say in the courts. I
said on.

No other Federal department has the impact on our committee
that yours does. Back in 1984, Defense was much higher than your
Department, Health and Human Services. If the trend line had
continued, Defense would be at well over $500 billion a year. This
year it is $268 billion. Your Department is $403 billion.

If there is a dividend from the end of the Cold War, your Depart-
ment has it. I think that we have to find a way to deal with some
of the great problems in your Department, particularly with regard
to medical research. Of all the places where I believe that you are
beinghaffected by tight budget caps, I think it is in the area of re-
search.

So I hope that we can work together with you in the months
ahead to try and find some way to deal with that. I see Dr. Varmus
is here. I am going to look forward to talking with him when his
turn comes, but I will not address him with questions right now.

I would hope that you would help me on one thing, however, and
I will have some questions I will submit if that is all right. But we
have run into a problem in Alaska, I am sure it is national, and
that is in our small cities, where families are eligible for Federal
assistance, the assistance is so segmented, compartmentalized, that
there is a maze of Federal and then State programs that are Feder-
ally supported, local programs that are Federally supported.

The result is there are a number of offices, even in a small city,
where a family must go in order to try to see if they can get the
assistance, particularly under WIC, but I think in terms of the
whole range of programs, nutritional and health programs that are
available for families. It means that they spend so much time going
from office to office.

Congress took the initiative and consolidated 80 Federal job
training programs into one job center concept. I wanted to ask you
if you would be willing to consider developing a pilot program this
year to see if we could not find a way to have all of the family as-
sistance programs on a one-stop basis and see how it would work.

We could have a series of things that are available in some of
those places that could actually be of great assistance to a family
and, with some volunteers, you could also even have some baby-
sitting and other kind of services available while the parents are
taking some of the children or one of the children that needs assist-
ance.

But my staff and I—Liz Connell is here—discussed this with our
Governor and he would like to recommend that we use Juneau as
a pilot area to try and see if we could, using the job center concept,
have a family center for programs coming out of your Department
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that affect families. Now, it is primarily, of course, of interest to
people in the lower income areas and to some of the minority
groups in these areas in our State.

I would like to see if you would be willing to work that out and
see if we can find a way. I think it would be more cost effective,
frankly. But it certainly would be more family-friendly than it is
right now. There is sort of stigma in a small town to have to go
to place A and then B and then C and then D to get the assistance
{:hat some of our people need for their children and for their fami-
ies.

Secretary SHALALA. Senator, I would be happy to call the Gov-
ernor and to talk this through with him and then get back to you.
In some States they have actually combined their programs. As you
have educated all of us, Alaska often has particular situations that
make it more difficult to deliver services. I would be happy to call
the Governor and take a look at what we could do to develop a
model program there. There ought to be no reason why the pro-
grams cannot all be delivered in the same location with retrained
public servants who know the programs. They can sit with the fam-
ily and see what the families need for the total family and for what
they are eligible.

Senator STEVENS. Well, maybe we are more impatient, Alaskans.
We developed the same thing for the Department of the Interior
with the Fish and Wildlife Service, the National Park Service, Bu-
reau of Land Management all in one area, so it is one stop to deal
with those land management agencies. I should think we ought to
bedable to do it with the family-related services that you are pro-
viding.

Secretary SHALALA. I think so, too, and we would be happy to
work with Alaska. I will relate this conversation to the Governor
when I call him.

Senator STEVENS. Last, I note that—and I do not want to talk
to you at length about it—my good friend Mike Phelps, who was
the inventor of the PET scan, is getting the Fermi Award. I would
hope that we would find some way, if the Nation has recognized
the value of his services in being the co-inventor of that magnifi-
cent system, I hope we can find some way to work it out so we can
get HCFA to start repaying—paying for the cost of that service for
Medicare patients.

But I did send you a letter. I do not want to go into it now. I
would like to have a chance to deal with you on that.

Secretary SHALALA. Thank you very much.

Senator STEVENS. Thank you very much.

Senator SPECTER. Thank you very much, Senator Stevens.

Senator Cochran.

OPENING STATEMENT OF SENATOR THAD COCHRAN

Senator COCHRAN. Thank you, Mr. Chairman.

Madam Secretary, thank you for letting us know the other day
that you had approved the Mississippi health insurance program.
That is going to be a very vital service, I think, to the children and
families in our State.

We also have had an opportunity recently to work with members
of your Department in trying to identify ways to save some of the
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rural health centers, clinics, hospitals, and small towns who are
confronting some very serious problems with proposed rules that
are I guess going to be promulgated by the Department under the
Balanced Budget Act, which calls for certain cuts to be made in
health care spending, mainly in the outpatient service area.

We find that these hospitals are very troubled by the prospect of
having to eliminate a lot of their outpatient services and that this
may result in the closure of some clinics and the denial of health
care services to many of the people who live in the small towns and
rural areas. I do not have a magic answer to the thing this morn-
ing, but we appreciate the members of your Department meeting
with a lot of our providers who came up from the State to talk
about this proposed rule just recently.

What is your plan or if there is a suggestion to make to the Con-
gress for either modifications in the law or other action that can
be taken to ease the squeeze, the burden that is being placed on
the small town hospitals and other providers?

Secretary SHALALA. Senator, we are looking now at what flexi-
bility we have, because Congress gave us some flexibility. We noted
in the rule that we were concerned about rural hospitals, and
whether they have an accurate coding system, and accounting sys-
tems so they code their services correctly and get reimbursed ap-
propriately. We do have some flexibility to protect low-volume rural
hospitals in existing law. But before I come back to Congress to
suggest that we need other changes, I want to make sure that we
have used all the flexibility that we have in current law. Many peo-
ple in the Department care deeply about rural hospitals and are
putting together all the flexibilities we can. That is what we re-
ported to the delegation that came to see us from Mississippi. Let
us go through that review first and then we will be happy to com-
municate with the Committee if we think there are particular
iisues that involve new legislation. We are going to try to avoid
that.

Senator COCHRAN. My only other comment is to congratulate you
for your strong support of the Head Start program. In our State of
Mississippi that has been a very popular program, and in these
same rural towns, small towns and rural areas, it has been espe-
cially helpful to students to get an early start in preparation for
school. We appreciate the Department’s budget request for that
amount of money that you have in your budget.

Secretary SHALALA. Thank you, Senator. As you know, many con-
sider Mississippi to be one of the birthplaces of Head Start and we
are very proud of the programs and also of the quality improve-
ments that are taking place.

Senator SPECTER. Thank you very much, Senator Cochran.

Senator Harkin wants to reclaim some of his time to ask ques-
tions.

Senator HARKIN. I wanted those that came before me to go ahead
and ask their questions. I just have three things that I would like
to ask, Madam Secretary.

First of all, on the medical research infrastructure in this coun-
try, as we will hear from NIH later and as we all know, tremen-
dous breakthroughs are being made every day in medical research.
With the new genetic information that we have now and the new
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processes, many of the extramural labs that we have across the
country are simply inadequate. Many of them are outdated. We
need to upgrade those extramural labs.

I have been hearing more and more about this over the last cou-
ple or three years and it has reached almost a crescendo in the last
several months. The President’s budget only requested $30 million
for extramural construction. I do not want to mix these up because
I am a strong supporter of the facility on the NIH campus. But
that has an appropriation of $40 million. So there is more going on
the NIH campus right now than for all of the extramural across
the country. I do not say that as a way of saying we should take
money off the campus.

I am just saying there needs to be more money put out for extra-
mural construction. I will shortly be introducing legislation to au-
thorize greater amounts to go out for extramural construction. I
guess my only question to you is your views on that and how you
see this playing out, not only during this budget cycle, but perhaps
even in preparing for next year and beyond.

Secretary SHALALA. Senator, thank you very much for the ques-
tion. As you know, the National Science Foundation has regularly
documented the huge laboratory needs of the major research uni-
versities in particular. I do not know whether to answer you as a
former university chancellor or as someone that has to live within
budget constraints. Let me answer first within the budget con-
straints.

Senator HARKIN. I think I would prefer to chancellor. [Laughter.]

Secretary SHALALA. Let me be very candid with you. Within
these budget constraints, we obviously barely increase the National
Institutes of Health. The President is on his way, though, to meet-
ing his 50 percent goal, in the combination of this year and the
huge increase last year. But we, internally and externally, have
never been able to make a case successfully to make major invest-
ments in the infrastructure, in the building infrastructure, even on
a matching basis. We have been more successful with individual
States. Governor Tommy Thompson of Wisconsin, for instance, and
I developed a matching program in which we raised significant
money, $P215 million over a 5-year period, and then matched it with
private money.

Many public institutions are going to governors and trying to put
plans together to invest in their research infrastructure. The com-
petition, quite candidly, internally is always between what the
bench scientists need for their research and investments in infra-
structure. The scientists will tell you, if they are candid with you,
that they would prefer to get the money for their research and let
the universities figure out a way in which they can raise the money
or find it in other ways to build the infrastructure. It is really
bricks and mortar versus the other.

From the point of view of both a chancellor and someone who has
to lead these institutions, my view is that we have to find a bal-
ance. I cannot recommend to you on behalf of the President. He has
made his submission and I must support his budget. But if we are
going to expand the National Institutes of Health, we are going to
have to simultaneously worry about the infrastructure, the build-
ings, the laboratories, and the equipment. At the same time, if I
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might mention a budget you are not responsible for, the FDA’s, we
cannot produce all this science and then have the FDA with a
small budget and expect them to keep up the approvals. So we
have to look at the entire system that we are producing here and
invest properly. I would be happy to work with you. I cannot make
a recommendation, obviously, on this budget. You can hear the
sympathy in my voice, given where I have been at various times,
and I never forget where I was before when I do this job. But I am
being as candid as I possibly can be.

Senator HARKIN. I understand that. I did not mean to put you
on the spot. I just wanted to—again, the idea being that you do rec-
ognize that we could work together to try to move ahead in that
area, and I appreciate that.

I just have two other things, one building on what Senator Coch-
ran said, a little bit different slice on that. I understand there is
a proposed regulation coming out of your Department that would
apply new criteria to the designation of the health professional
shortage areas. I am beginning to hear a lot about this in Iowa, be-
cause once you qualify for that then you get things like community
health centers, you get Medicare bonus payments for the providers,
rural health program, National Health Service Corps. All these fall
in if you qualify.

I am told the proposed regulations dramatically reduce the num-
ber of these HPSA’s in rural America. The Iowa Department of
Health estimated that under the proposed rule we would go from
20 to 6. The National Rural Health Association estimates that na-
tionally 30 percent of these service areas would be lost. Again, for
a lot of our people in rural areas, you lose that designation, they
lose the bonus payments for the providers, they lose the providers.

I am just wondering why this is happening.

Secretary SHALALA. First of all, as you know from Senator Fein-
stein’s question, populations are shifting and periodically we need
to go back and take a look at whether these areas are actually
rural now or whether they have actually changed their population.
Now, we put a rule out that got a lot of comment. It got so much
comment, Senator, that I actually extended the number of comment
days by 60 days. I actually extended the——

Senator HARKIN. He is cutting me off. Go ahead, I am sorry.

Secretary SHALALA. We got so much comment

Senator SPECTER. I was not cutting Senator Harkin off. I was
commenting that we have another panel, we have to conclude by
11:30 a.m., and we have been joined by three additional members.

Secretary SHALALA. We got so many comments on this that we
extended the comment period another 60 days. We will look at the
comments very carefully.

Senator HARKIN. All I can say is, look at them very carefully.

Secretary SHALALA. Yes.

Senator HARKIN. Because the way it is impacting—populations
may be shifting, but we have not turned out the lights yet in Iowa.

Secretary SHALALA. No, I understand that. We have a reputation
of actually listening to comments. We put out the regs for comment
and we often change what we have recommended based on the
comments.
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Senator HARKIN. One last thing. I wrote you a letter dated Janu-
ary 14th. The one thing I hear about most often in Iowa when it
concerns Head Start are the new regulations on transportation for
Head Start kids. We now have Head Start agencies in lowa buying
buses to transport Head Start kids when we have rural transit au-
thorities right there that have the buses, that can go out and pick
up these kids, take them to Head Start class, and take them home.

So the Head Start agency buys the bus, they use it once a day,
that is it, and it sits there. Yet the rural transit has the buses to
transport the kids. They have the seatbelts, their safety.

I am told that, you know why they cannot do it, Senator Stevens?
Because they do not have an arm that swings out like a bus and
says “Stop,” and it does not have a flashing light on top. I mean,
we have to have some common sense here.

Secretary SHALALA. I agree, Senator. I do not know but I will be
happy to check it out.

Senator HARKIN. Help me out. There is a lot of money going out
buying these buses.

Secretary SHALALA. Let me find out what is going on there and
what the authorities are. I am not sure it is the new regs, but I
would be happy to look at that.

Senator HARKIN. Well, we have got to do something, because
they are already starting to buy buses when we need the money
for the kids.

Secretary SHALALA. Yes; I appreciate it, Senator. Every hearing
has a question that was not in my briefing book. [Laughter.]

Senator HARKIN. Look at my letter.

Senator SPECTER. Senator Gregg.

OPENING STATEMENT OF SENATOR JUDD GREGG

Senator GREGG. Thank you.

Madam Secretary, just two questions. One, to what extent have
we prepared and are we developing our storage capabilities and
preparation capabilities for toxins relative to a terrorist action in
the area of chemical or biological, and is it distributed adequately
around the country, and is there an adequate toxin capability?

Secretary SHALALA. We are in the process of reviewing that, Sen-
ator. We would be happy to keep you up to date on what we are
doing. It is part of the national bioterrorism strategy.

Senator GREGG. Well, what are we doing? I guess I am asking,
what are we doing?

Secretary SHALALA. We will be doing some stockpiling of appro-
priate drugs and whatever we need. Whether it is going to be a vir-
tual system, so that we know where they are so that we can move
them around the country, or not, I now cannot give you a final an-
swer.

Senator GREGG. Do we have such a stockpile now?

Secretary SHALALA. Some of that is confidential and some of it
I can answer, and I will be happy to answer what type of stockpiles
we have and if we have them in certain areas.

Senator GREGG. I would like to get an answer. I understand
some of it may be confidential, so communicate it to us in whatever
way y(ilu need to. I would be interested in knowing what our status
is on that.
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Secondly, what is your position relative to recovering, the Fed-
eral Government recovering some percentage of the Medicaid set-
tlements? Maybe you already addressed that.

Secretary SHALALA. I have not. I would be happy to address it.
The President spoke to the governors yesterday and here is basi-
cally what he told them. The law says that we routinely get recov-
eries from third parties. Under the Social Security Act amend-
ments of 1968, Congress gave States the authority for suing third
parties for reimbursements. They represent the Federal Govern-
ment in those suits. They collect the money, tell the Health Care
Financing Administration what they have collected, and send us
the appropriate share under the Medicaid law. States have, over
the years since 1968, routinely sent us billions of dollars. The to-
bacco settlements are covered by that law. What the President
pointed out was that he is prepared to work with Congress and
with the governors. He does not necessarily want that money back
into the Federal Treasury. He wants to make sure, because the
issue here is reducing smoking among children, that the money is
spent on appropriate health concerns.

Last year as part of the tobacco bill we actually worked out an
agreement with the governors on a menu of things that the money
would be spent on. But our first position is the legal position we
must take under the law. Second, the President has emphasized to
the governors that he expects to be able to work something out
with the Congress and with them so that they can keep the money,
but spend it on health-related needs such as tobacco control and to-
bacco prevention.

Senator GREGG. So first, what percentage do you expect the Fed-
eral Government to recover of the recoveries that the States are
having? Secondly, I take it that percentage, you expect the Federal
Government to set up a regulatory structure to direct its expendi-
tures for health care activity?

Secretary SHALALA. No, we are not necessarily talking about a
regulatory structure. That is the kind of thing that we discussed.
If you take the percentage the Federal Government pays of Med-
icaid, it is 57 percent.

Senator GREGG. So is that the amount you expect to recover?

Secretary SHALALA. That is the amount that we will go to the
table to start negotiations. But Congress, the governors, and the
administration need to sit down and talk this through. I do not ex-
pect to set up a huge bureaucracy as a result of this. We want to
make sure that the money is spent to reduce teenage smoking and
for other health-related needs. We do expect the governors to ad-
minister the money, but there will have to be some guidance and
some agreement on how it will be spent.

Senator GREGG. So if I understand what you are saying, it is
that, take hypothetically if a State were to recover a billion dollars,
you would expect the Federal Government to have control over 57
percent of that, which would be $570 million, and that might be
under the control of the State governor, but you would expect the
Federal Government to have a say in how that percentage was
spent?

Secretary SHALALA. Senator, I cannot respond to a hypothetical.
You are trying, fairly, to pin me down on specifics. Since there is
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under the law a share that does in fact belong to Federal tax-
payers, we ought to work out a piece of legislation that ensures—
if the Congress decides that this money ought to be kept in the
States—that that money is designated by the States. The governors
reassured the President yesterday that they actually intended to do
that and they would be happy to sit down and talk this through.
So I think we can work it out with Congress. We go in with open
minds about percentages and other things. We would like to work
it out in legislation.

The President said that having the money stay in the States is
fine with him, but he believes that the money ought to be spent
on tobacco control, on tobacco-related issues, on health issues. I
heard no objection in the discussion about that. On the details, I
think that we would leave it to your leadership to sit and talk with
us and with the governors to work this out. We would like to work
it out.

Senator GREGG. Thank you.

Secretary SHALALA. You are welcome.

Senator SPECTER. Thank you, Senator Gregg.

Senator Kohl.

OPENING STATEMENT OF SENATOR HERB KOHL

Senator KOHL. Thank you, Mr. Chairman. I have a single ques-
tion for Mrs. Shalala.

As you may recall, at last year’s hearing I spoke with you about
legislation to require criminal background checks for long-term
care workers. Since then I have been pleased to work with you on
this, and I am glad to see that the background checks for nursing
home workers were included in the budget.

However, I feel strongly that it is equally important to require
checks for all long-term care workers. After all, it does little good
to stop a criminal from working in a nursing home if they can then
go on to work in a home health care agency.

Why did the administration stop short of requiring checks for all
long-term care workers, and would you support an expansion of the
background check to other long-term care settings?

Secretary SHALALA. We are reviewing the issue. We will get back
to you, Senator Kohl. For some reason, it was much more straight-
forward to go forward with the nursing homes as opposed to all of
long-term care. But we are prepared to work with you on this
issue. We want to be able to have these databases and to check
these records.

PREPARED STATEMENT

Senator KOHL. I thank you.

I thank you, Mr. Chairman. I have a prepared statement to sub-
mit for inclusion into the record at this time.

Senator SPECTER. Thank you very much, Senator Kohl, your
statement will be included in the record.

[The statement follows:]
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PREPARED STATEMENT OF SENATOR HERB KOHL

Thank you, Mr. Chairman. And I want to thank you, Secretary Shalala, for once
again appearing before this Subcomittee. It’s always good to see you, and I look for-
ward to discussing the fiscal year 2000 budget with you in more detail.

As we approach the new millenium, it 1s appropriate that we take a close look
at our values and needs, where we are and where we want to be. The first budget
of the 21st Century should reflect these goals—and we should send a strong signal
that we will make meeting these goals our top priority.

With our economy continuing its record growth and our budget in balance, we
have the unique opportunity to focus on helping our nation’s most vulnerable citi-
zens. First, we must set our sights toward creating the best opportunities possible
for our children. As more and more parents join the workforce, we must ensure that
children have a safe, stimulating place to spend their time, before their school-age
years, both before and after school hours, and during the summer months. I am
pleased to see that the President’s budget again includes increases for the Child
Care & Development Block Grant and Head Start. These programs help ensure that
child}1;en1 have a safe, educational, and recreational place to go when they are not
in school.

I am also pleased to see that the Administration is taking its responsibility of
nursing home oversight very seriously in this budget. Our nation’s senior citizens
have made our country what it is today—they deserve to be treated with respect,
care and dignity. The Administration’s Nursing Home Quality Initiative, in conjunc-
tion with legislation requiring background checks for nursing facility workers, will
help ensure that our elderly receive the best quality care possible. I look forward
to working with you, Secretary Shalala, to make these proposals a reality.

Again, thank you for appearing before the Subcommittee today. I am eager to
hear about the fiscal year 2000 budget in more detail.

OPENING STATEMENT OF SENATOR ERNEST F. HOLLINGS

Senator SPECTER. Senator Hollings.

Senator HOLLINGS. Just one question. Thank you, Mr. Chairman.

Madam Secretary, the community health centers have been
doing an outstanding job with respect to the uninsured. However,
we find, under the balanced budget agreement of 1997, that they
continue to cut Medicaid reimbursement. So, in order to take up
the slack, community health centers have been forced to spend
money allocated for uninsured patients to take care of Medicaid pa-
tients. Again, we had to increase funding by $100 million last year,
and this year you are requesting only a $20 million increase, even
in light of the substantial Medicaid cuts.

I hope you would look at that, and we might have to support
more money going into the health centers, because what we are
really doing is we are cutting back on the Medicaid costs, but then
the health centers are taking their good money and it is not getting
to the uninsured and therefore they are not getting the coverage.

Secretary SHALALA. Senator, there are a number of things going
on there, and I agree with you. The issue here for the community
health centers is, as the States move their Medicaid recipients into
managed care they pull out paying customers from the community
health centers. The community health centers are left with a larger
population of the uninsured. One of the proposals that we have in
this budget would increase the amount of money that goes to com-
munity health centers. In addition, we would help them build
themselves into networks in the community, so that they can refer
people to specialty clinics, to academic health centers, and to public
hospitals. The importance of this is we still have too many people
that are not going to get their basic care at the community health
center, but at an emergency room. Community by community, we
need a seamless system to care for the uninsured. Remember, I am
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not talking here about health insurance. I am talking about the
health care system that is there working better so that people go
to community health centers for basic care and then are automati-
cally, if they have a chronic illness or need an operation, linked up
to the specialties that they need. So in our investments in commu-
nity health centers we have to watch our basic care system in this
country for the uninsured. As we pull out Medicaid recipients, as
is happening in California, for example, Senator Feinstein, the pop-
ulation of the uninsured is larger as a percentage in those clinics
and they need different resources. But the uninsured also need a
link to specialties and to specialty hospitals. We need this system
to work in a smooth way for the uninsured, so that they are not
confused about whether they should go to an emergency room.
They need to get to the right place at the right time. The health
care system has to work even though it is fragmented.

Senator HOLLINGS. Thank you, Mr. Chairman. I will submit my
other questions.

Senator SPECTER. Thank you very much, Senator Hollings.

Before we move on to our next panel, Madam Secretary, one pa-
rochial matter that I would like your help on. On August 18th, I
wrote to HCFA Administrator Ms. DeParle concerning the assess-
ment made against Pennsylvania’s disproportionate share hospital
program. I would appreciate it if you would expedite a response to
that.

One question which I discussed for a moment with Senator Ste-
vens. According to the Congressional Research Service, there is be-
tween $3 billion and $3.5 billion in unspent temporary assistance
to needy families, welfare, block grant funds, at the end of fiscal
year 1998. The question comes to my mind whether those unex-
pended balances might be rescinded, might be made available for
NIH, Head Start.

Senator Stevens did not say no. In fact, he sort of said yes. Sen-
ator Stevens?

Senator STEVENS. Well, as a matter of fact, Madam Secretary,
those are funds according to our information that the States did
not ask for and they would have to match them in some instances
if they took them. If they are in that pipeline, we do not want to
see someone else put their hands on them. We would like to have
them for medical research. I would urge you to take a look at that.

Someone is in the budget process going to seize that. I do not be-
lieve they should leave this subcommittee’s jurisdiction. I agree
with Senator Specter, we should work together to see to it that
those budget funds are used to meet the needed areas of research,
rather than to have them moved into some other portion of the
budget.

Senator SPECTER. That would eliminate the need for the next
panel, too, Madam Secretary. [Laughter.]

Secretary SHALALA. Senator, I would not want to block your op-
portunity to hear from my very distinguished colleagues at NIH.
Let me answer quickly that these are the block grant funds that
went to the States for the TANF program, the new welfare pro-
gram.

Senator STEVENS. Right.
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Secretary SHALALA. Half the States have drawn down their
money. The other half are in the process of doing that, including
putting some of the money in rainy day funds.

Senator STEVENS. Well, that is not exactly right. They have to
take them and match them and use them. If they are going to take
them and match them and put them in the bank, why should we
borrow money so they can put it in the bank and earn money?

Secretary SHALALA. Well, Senator, because that was an eligible
activity to which Congress agreed. I would be happy to have a
lengthier conversation about these funds. I think the next quarter
will show that the governors are drawing these down faster. A
rainy day fund was a legitimate expenditure for TANF. I want to
be very protective because the governors are now faced with a wel-
fare population which needs much more intensive expenditures,
such as substance abuse problems, and are harder to get off wel-
fare. Many States were putting these moneys aside for that proc-
ess. Half the States have already drawn it down. The other half
that has not has plans for the money. So we would not want to en-
courage you to take that away. If I knew of any other pot of money,
I would identify it immediately for my colleagues at the NIH. I
want to reassure you of that.

Senator STEVENS. Mr. Chairman, if I may be full and open with
you, the President asked me to agree to reprogram some funds for
the problems related to Hurricane Mitch from defense, and we ob-
jected to that. He said, well, where should we get them? I gave him
a list of four or five areas and one of them is this.

I think that those funds are annually augmented. Those States
that did not take the moneys last year are going to get more money
this year. Now, we are not going to have them take that out and
put it in the bank. Now, that is all there is to it. We cannot work
this system that way, because we still are borrowing money on this
budget.

Sorry about that.

Senator SPECTER. Well, thank you very much, Senator Stevens.

The point is that those were unused at the end of fiscal year
1998 and I do think that would be relevant as to the inability of
the States to take the money from last year when current funds
are available. Well, it is something we want to pursue. It is a very
substantial sum of money, and I think we made a little progress.

Secretary SHALALA. Thank you, Senator.

Senator SPECTER. We really appreciate your being here, Madam
Secretary.

Secretary SHALALA. Thank you, Mr. Chairman.

Senator SPECTER. Thank you. Thank you very much.

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:]
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QUESTIONS SUBMITTED BY SENATOR ARLEN SPECTER

USER FEES

HCFA’s fiscal year 2000 budget has once again proposed a number of new user
fees, totaling $194.5 million, to supplement its program management budget. The
enactment of user fees would offset the appropriation by an amount equivalent to
the estimated collections.

Question. In light of past resistance from the provider community to the proposed
user fees, what alternative revenue sources should we consider?

Answer. The proposed user fees make good programmatic sense and fit within our
goal of increasing the efficiency of our payment systems. For example:

Charging enrollment fees to enter fee-for-service Medicare would discourage “bad
actor” providers from entering Medicare. Charging facilities a fee for their initial
survey would discourage “fly-by-night” facilities from seeking entry into the Medi-
care program. A few for duplicate claims or paper claims would reduce the costs of
processing claims and increase the efficiency of HCFA’s payment system. Processors
in rural areas with no electronic claims capability will have the opportunity to re-
ceive special waivers from the paper claims user fee. In addition, we believe that
health care providers receive significant revenues from participation in Medicare,
and the proposed user fees are small in comparison.

This year funding alternatives are not needed because, in the absence of enact-
ment of the user fees, the request for Program Management is for the full amount
needed to operate the program. HCFA is engaged in a management reform initia-
tive, highlighted in the President’s budget, that will help us make the most efficient
use of our resources and adapt to the changing health care market.

In recent years, HCFA’s Program Management budget has remained relatively
flat, while our legislative and operational challenges have continued to increase.
Congress began to address this last year when HCFA received more than an 8 per-
cent increase in program level to fund important activities such as BBA and HIPAA
implementation and Y2K remediation. HCFA’s fiscal year 2000 budget request pro-
vides for a 6.0 percent increase over fiscal year 1999, which is necessary to meet
HCFA’s expanding programmatic responsibilities, as well as priority base activities.

We thank Congress for providing the fiscal year 1999 increase, and we look for-
ward to working with Congress to address any further concerns and to ensure that
HCFA receives its full budget request for fiscal year 2000.

Question. Can HCFA officials propose outreach activities or implementation strat-
egies that might be used to asoften their concerns?

Answer. If the user fees are enacted, HCFA may propose outreach activities and
implementation strategies. The agency normally undertakes these kinds of efforts
to inform its partners and stakeholders of programmatic changes. It is their belief
that such educational activities would allay many provider concerns over the pro-
posed user fees.

Program management user fees

HCFA is proposing enrollment and claim processing fees of $92.8 million in fiscal
year 2000. It is also proposing to collect $37.7 million in fiscal year 2000 from man-
aged care plans both for filing initial applications and renewing contracts.

Question. What are the additional costs associated with the implementation of the
claims processing user fees? Specifically, will implementation tie up contractor re-
sources so that other HCFA initiatives would be delayed?

Answer. There will be some costs to Medicare contractors to make the software
changes necessary to set up a fee charging and tracking system. Although these ac-
tivities are new, they will not be so extensive as to impact the implementation of
any other HCFA initiative.

Question. How many providers will be affected by the fee for the submission of
paper claims? Apart from rural providers and those with a limited number of Medi-
care claims, who is most likely to be affected by the fee on paper claims?

Answer. Although HCFA does not have a precise count of the number of providers
that submit paper claims, approximately 17 percent of all claims submitted are on
paper. The proposed language stipulates that if a provider does not have the nec-
essary technological equipment or, if the provider, regardless of location, submits a
very limited number of Medicare claims they be allowed to request a waiver to this
fee, thereby ensuring that these providers are not impacted by this fee. The pro-
viders that will most likely be affected by this fee are those with a large number
of Medicare claims that possess the technological equipment necessary to submit
claims electronically but choose not to.
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Question. What are a provider’s costs when switching from paper to electronic
submission?

Answer. The software required to transmit claims electronically is free, as is the
technical support to answer provider questions about this software. Additional costs
would be incurred for a personal computer, modem and phone line. HCFA believes
that all but a very small percentage of providers have this equipment already. The
Administration’s legislative package includes language allowing providers to request
a waiver from this fee if they lack the necessary technological equipment.

Question. Does HCFA expect an increase in the number of paper claims, perhaps
duplicate submissions, due to confusion surrounding millennium compliance?

Answer. Yes, the agency does expect an increase in the number of paper and du-
plicate claims arising from confusion surrounding millennium compliance. HCFA’s
fiscal year 2000 budget request includes additional funding for the Medicare con-
tractors from the Public Health and Social Services Emergency Fund to cover this
contingency. The agency believes the impact of millennium confusion should dis-
sipate early in the year and the fee for processing paper and duplicate claims will
not be imposed until the second half of the fiscal year. If this is not the case, HCFA
will reevaluate the timing of the implementation of the user fee.

Question. What would be the average application fee for those managed care orga-
nizations seeking to participate in Medicare? What were the assumptions that were
made in calculating the amount?

Answer. The application fee for managed care organizations would be about
$55,000, or the cost of two-thirds of an FTE. Reviewing an organization’s applica-
tion, and its ongoing operations, is a very labor-intensive process. HCFA staff visits
the organization to conduct a legal review of the entity and its administration. This
includes monitoring for fiscal soundness and all other requirements that the plan
must meet to participate in Medicare. Agency staff also conducts an in-depth review
of the plan’s health services delivery network, marketing materials, benefit pack-
ages, and enrollment & disenrollment procedures. Ensuring they meet the require-
ments to become a Medicare managed care organization is essential in determining
that the organizations are in compliance prior to treatment of beneficiaries.

Question. Wouldn’t plans perceive this application fee as an additional barrier to
participating in the Medicare + Choice program?

Answer. HCFA assumes providers will recognize that this fee is not a barrier to
participation, but a normal cost of doing business that is similar to other fees that
they incur in their day-to-day operations in the private sector.

Question. Could the review of a plan’s application be privatized, i.e., through use
of a private sector accreditation organization that would collect fees for its work?

Answer. While this could probably be done, it seems to make as much, if not
more, sense to make HCFA responsible for this workload since the agency already
performs these activities, and already has a system in place for charging and col-
lecting this type of fee.

State survey and certification user fees

Question. What is the expected cost, by type of provider, for certification and re-
certification?

Answer. The proposed law user fees would cover 100 percent of HCFA’s costs for
the initial survey and one-third of HCFA’s cost for recertification. These user fees
would total $65 million. The table below displays the approximate total expected
cost by type of provider.

Provider type TDthBLSrL\IIEbeeI' Total cost

Skilled Nursing Facilities (SNF) 1,821 $9.0
SNF/NF 15,056 353
Home Health Agencies 9,122 12.7
Hospitals 508 7
Non-accredited Hospitals 165 A4
Others 4,205 6.9

Total 65.0

Note: Numbers are rounded for presentation purposes.

Question. Do these costs vary by state or by region?

Answer. Yes, costs would vary by State. This is due to differences in surveyor sal-
aries and the indirect costs.

Question. Are these survey costs expected to be a burden on small or rural pro-
viders? If so, how would this be addressed under the proposal?
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Answer. In keeping with the growing government-wide trend of charging user
fees, we believe that charging these fees 1s reasonable and will not impose an undue
burden on small or rural providers. The fees will vary by the size of the facility,
but will be the same for the same size facility state-wide. These fees will allow us
to oversee the Medicare program, including the significant legislative changes, while
minimizing the need for discretionary budget authority.

Increase Medicare + choice User Fees

Question. How will HCFA prioritize its efforts to educate Medicare beneficiaries
if these activities are level funded in fiscal year 20007

Answer. HCFA has an eight point National Medicare Education Program to ex-
plain Medicare + Choice. This program consists of beneficiary mailings, toll-free tele-
phone lines, Internet activities, national training and support for information givers,
national publicity campaign, State and community-based special outreach and edu-
cation, enhanced beneficiary counseling from State health insurance assistance pro-
grams, and targeted and comprehensive assessment of the education model. Fund-
ing goes first to cover the beneficiary mailing, telephone service and the Internet.
Level funding would mean we would have to limit or even forgo activities in the
other areas listed.

Question. Has the user fee been seen as deterring participation in the Medi-
care + Choice program by managed care provider groups?

Answer. Though managed care organizations are unenthusiastic about the user
fee established in the Balanced Budget Act, we have seen nothing to indicate that
the Medicare + Choice user fees are deterring new applicants from participating in
the program. Furthermore, we have seen nothing to indicate that existing contrac-
tors have contemplated leaving the Medicare program as a result of the user fee
provision.

Question. HCFA sought expedited review and approval from OMB for a “bounce
back form” to solicit reactions from users of its Medicare + Choice website. Was this
granted? If so, was useful information gathered and changes made?

Answer. We have sought expedited clearance on two forms for www.medicare.gov.
In the fall of 1998, we sought expedited clearance for a bounceback form to obtain
feedback on the Medicare & You handbook on the website. As of the end of Feb-
ruary, we have received over 9,500 responses to the form. We have received feed-
back that is being incorporated into revisions of the handbook for next year. We
more recently sought expedited clearance for a bounceback form for the overall
www.medicare.gov site. The intent of this form is to collect feedback on the overall
site. This form will be up on the website within the next few weeks.

Question. HCFA is seeking nominations for a Citizens Advisory Panel to advise
the agency on effective educational programs. Please provide more information on
the role of this panel, expected benefits and projected costs. How will it differ from
infor{)nation initially gathered through focus groups, interviews, and expert evalua-
tions?

Answer. The Citizens Advisory Panel on Medicare Education will focus its review
on the National Medicare Education Program and our other efforts to help Medicare
beneficiaries, and those who assist them, find accurate and current information
about new Medicare options and benefits under the Medicare + Choice program. The
panel will also identify best practices in consumer health education that could en-
hance our efforts to inform and assist Medicare beneficiaries about their health plan
options. An annual report to the HCFA Administrator will summarize the panel’s
findings and any recommendations the panel may provide.

The panel will consist of 10 appointed members from among authorities in dis-
ability and chronic disease interests, minority populations, health consumer inter-
ests, seniors’ organizations, health communications and policy, research and philan-
thropic organizations, health insurers and plans, employer groups, and health pro-
viders. Additional participation is expected from other federal agencies with an in-
terest in these issues.

The panel will meet quarterly and comply fully with the Federal Advisory Com-
mittee Act, including provisions for open public meetings. The current cost estimate
is about $45,000 per meeting, including travel costs, small honoraria, and develop-
ment of background materials.

This panel will complement, rather than replace, HCFA’s existing efforts for Medi-
care beneficiary education. For example, the alliance network of over 100 national
health-related organizations currently helps HCFA to disseminate materials and un-
derstand current conditions in the community and the marketplace; however, the
alliance network does not provide policy guidance or recommendations for future ac-
tion, nor does it provide HCFA with broad exposure to best practices. HCFA’s own
evaluation and assessment activities, such as focus groups and expert evaluations,
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will continue to provide important information into existing campaigns, but will not
provide the kind of broad expert input that can occur only through a formal advisory
committee compliant with the Federal Advisory Committee Act.

CHILDREN’S HEALTH INSURANCE (CHIP)

Question. What types of CHIP outreach activities have states undertaken to date?

Answer. States are actively seeking improved methods to simplify their enroll-
ment process and to design innovative strategies to reach out to eligible populations
of uninsured children. Listed below are successful and/or promising outreach strate-
gies which States believe are resulting in significant enrollments:

Alabama

Developed many innovative partnerships. One of the more creative is between
South Baldwin Regional Medical Center-Gulf Shores and the U.S. Postal Service
(USPS). This is the first hospital in the nation to be selected for the USPS partner-
ship program. The program assigns key postal employees to work full time on com-
munity projects such as outreach at non-traditional sites during non-traditional
?ours and providing brochures, posters, and applications to medical and dental of-
ices.

Delivered an extensive physician CHIP training program throughout the State. A
variety of health organizations have received training and information on the AL-
Kids CHIP program. This has been an effective approach in distributing applica-
tions and receiving referrals of eligible participants.

Florida

Convened focus groups to facilitate development of materials for families, includ-
ing Hispanic families and those with special needs. For example, migrant farm
workers assisted in developing an easily-readable, single-page application form and
in explaining issues of great concern to immigrant families with eligible children.

Published CHIP materials in both English and Spanish, and maintains a toll-free
number with access to workers who speak Creole, Spanish, and other languages to
help families fill out the application form or answer any questions. A multi-media
campaign was also produced in Spanish and English and aired on both network and
cable television channels.

ITowa

Contracted its outreach program to a small marketing firm, implemented state-
wide training, distributed thousands of brochures to schools, providers, and other
agencies.

Received considerable support in enrolling children from the Maternal Child
Health (MCH) and Women, Infants, and Children (WIC) programs.

Promoted cultural competence by maintaining a toll-free number that is staffed
by Spanish-speaking individuals.

Louisiana

Developed major media contacts to provide opportunities for State CHIP program
representatives to appear on local TV and radio programs, including the health seg-
ment of the news.

Distributed a tri-fold brochure with an attached enrollment application, which is
credited as being the most important aspect of outreach. These brochures are placed
in high traffic locations, such as libraries and post offices, and more unconventional
locations such as apartment laundry rooms.

Maryland

Shortened the processing time for enrollment determinations by delegating this
responsibility to the local health organizations.

Distributed program information to every facility in the State which provides
services to children.

Enlisted broad-based partnerships, both private and public, to facilitate program
information dissemination and identification of uninsured children.

Massachusetts

Developed regional outreach networks focusing on local grassroots outreach,
bringing community organizations together with providers and State agency out-
reach/enrollment staff. These networks, funded by mini-grants from the State, tailor
outreach to the needs and wants of specific communities and regions of the State
and meet monthly to exchange program information and best practices in reaching
and enrolling the eligible population.
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Collaborated with local housing authorities to identify families in need of insur-
ance for children through their annual housing recertification processes and through
informational meetings and materials tailored to the languages and cultures served
by specific housing sites.

Michigan

Established numerous business partnerships with organizations such as Meijer,
K-Mart Pharmacies, Michigan Retailers Association, Michigan Grocers Association,
and Pharma to promote the program and distribute applications, as well as
partnering with the Michigan Association of Broadcasters to run some media spots
free of charge.

Employed enrollment brokers to facilitate enrollment at one centralized proc-
essing site for all MIChild applications. Also, has State agency eligibility workers
on site to process Healthy Kids applications and uses a special computerized pro-
gram to help the broker-employee refer the applicant to the appropriate program.

New Jersey

Established innovative outreach partnerships with many State agencies, including
innovations such as the Division of Motor Vehicles which mails KidCare materials
with license and registration forms, and the Department of Health and Senior Serv-
ices which provides birth registry data to the State’s program and subsequently no-
tifies new parents. Also, developed private partnerships with health care providers,
agencies, and community-based organizations.

Established an extensive volunteer network, especially with the AmeriCorp
VISTA volunteer project. VISTA volunteers actively work to identify uninsured chil-
dren from low-income working families who may be eligible for the program.
AmeriCorp has enabled the State to increase resources and strengthen its program
in terms of cost effectiveness and efficiency.

New Mexico

Trained and out-stationed over 1,000 eligibility workers to enroll children pre-
sumptively and to assist families with the enrollment process.

Launched a statewide campaign emphasizing the multi-cultural diversity of the
“New Mexikids” program through newspaper and radio spots in English, Spanish,
and Navajo. Brochures, pencils, and magnets have been distributed through various
health care providers, including all the Native American tribes.

Oklahoma

Enlisted partnerships with tribal leaders, community health centers, Head Start
centers, WIC, Department of Health, and community action agencies. The CHIP ap-
plication form was shortened from sixteen pages to one and the state eliminated the
assets test.

Developed materials and implemented a culturally-sensitive training program to
address culturally different groups and subpopulations.

South Carolina

Established extensive private partnerships with pharmacies, licensed day care
centers, schools, and religious organizations throughout the State. These organiza-
tions distribute the CHIP mail-in applications.

Enhanced its relationship with Native Americans through discussions on the Ca-
tawba Indian reservations and with the March of Dimes to provide better services
to and assist in enrolling the Native American population and the migrant and His-
panic populations, respectively.

Utah

Developed a community-level outreach program statewide with active staff partici-
pation.

Expanded the number of community partnerships to over 70 locations.

Question. How do these activities mesh with what research indicates are effective
and ineffective outreach strategies for the targeted CHIP population?

Answer. A recent publication of the National Center for Education in Maternal
and Child Health, titled “Successful Outreach Strategies: Ten Programs That Link
Children to Health Services,” indicates that “relatively little evaluation of outreach
activities has been published in the literature.” However, States are currently col-
lecting data on these issues. Some States are including a section on their application
which asks where the person heard about the program. Other States are coding cer-
tain applications to determine where the most are being distributed and completed,
i.e., through the schools, through the hospitals, etc. Because many of these programs
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are relatively young, States have yet to determine what strategies enroll the largest
numbers of people.

Question. What are the per-eligible costs associated with effective outreach strate-
gies?

Answer. HCFA has received some claims for Federal Financial Participation CHIP
outreach from some States. However, while some of these costs are broken down
into specific outreach activities, others are not. Associating costs with specific out-
reach activities is difficult. Outreach efforts are multi-faceted and individual deci-
sion making processes are complex making it difficult to determine which outreach
activities and at which point in time the outreach activity prompted the decision to
enroll. A person who decides to enroll may only do so after seeing a television ad,
hearing about it on the radio, hearing other people talk about the program, seeing
a poster, and then calling a toll-free number. Individuals may not enroll for several
weeks or months after being exposed to outreach efforts.

There may be substantial start-up costs in creating new materials and identifying
where efforts should be targeted, but outreach is really a long term investment. It
is unclear how long specific outreach activities remain effective. Additionally, cost
per eligible may vary depending on geographic area, specific population targeted, or
a variety of other factors. CHIP programs are fairly new, and States have had insuf-
ficient time to evaluate the costs and effectiveness of outreach costs per eligible.

HCFA has provided cultural competency training to regional staff to assist States
in working with community groups and other stakeholders to identify cost-effective
strategies which facilitate enrollment into CHIP. Private sector partners are also
working to create ways of assessing outreach strategies.

Measuring the effectiveness of states’ outreach activities is critical to continual
improvement of outreach efforts. HCFA is committed to assisting States in deter-
mining ways to measure successful and cost-effective outreach.

Question. What type of guidance has HCFA provided to states on these issues?

Answer. HCFA has conducted Regional Office outreach conferences, focus groups,
technical advisory panels, and prepared a series of letters encouraging States to de-
sign and implement outreach activities that will reach the largely diverse groups
of uninsured children. Formal guidance to States, offered through these letters, pro-
mote simplifying the enrollment process and developing innovative outreach prac-
tices.

For example, HCFA issued guidance to the States in a letter dated September 10,
1998, which highlighted opportunities for outreach and the flexibility States have
to simplify the application and enrollment process. The letter offered clarification of
two major eligibility-related issues that impact on enrollment: (1) the provision of
Social Security numbers for applicants and non-applicant family members and (2)
the establishment of immigration status for non-citizens.

HEALTH RESOURCES AND SERVICES ADMINISTRATION (HRSA)

Question. In its fiscal year 1999 funding request, Health Resources and Services
Administration (HRSA) expressed a need to increase the supply of: primary care
practitioners, geriatric faculty and geriatric trained practitioners, dentists with post-
doctoral degrees, and public health professionals. Please explain what has happened
in the last fiscal year to eliminate the need for funding this professional training,
especially (a) primary care physicians who often serve as gatekeepers in the growing
managed care environment; and (b) geriatric practitioners, in light of the “baby
boom” factor.

Answer. The Department recognizes that primary care, post-doctoral dentistry,
geriatric, and public health training is a critical need. However, there are also se-
vere national needs in other areas. For these particular programs, the Department
believes that other forces such as market demand, the Medicare program, the states,
and educational institutions will provide resources for training of these health care
providers.

Question. HRSA’s fiscal year 2000 funding request for health professions empha-
sizes the need for more diversity in health care providers and to improve access to
and quality of health care in underserved areas. Please provide information on other
federal programs that encourage participation of ethnic minorities in health care.

Answer. In addition to the HRSA Health Professions activities, other depart-
mental programs work to increase participation of minorities in the provision of
health care.

HRSA’s National Health Service Corps (NHSC) is a primary care, safety-net pro-
gram which recruits and places clinicians in underserved communities, including
inner city and rural areas where primary heath care programs are often difficult
to access. The NHSC Recruitment program, which includes scholarship and loan re-
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payment activities, recruits its recipients from diverse ethnic and cultural back-
grounds. For the 326 fiscal year 1998 scholarship awardees, 43 percent were minor-
ity clinicians (19 percent African American, 8 percent Hispanic, 7 percent Asian, 0.1
percent American Indian and 9 percent other). For the 521 fiscal year 1998 Federal
Loan Repayment recipients, 33 percent were minority clinicians (19 percent African
American, 9 percent Hispanic, 4 percent Asian, 1 percent Native American and 0.4
percent Pacific Islander). The percentage of NHSC providers from underrepresented
minority backgrounds exceeds those of the Nation’s health workforce and even ex-
ceeds the percentage of these individuals that comprise the Nation’s population. The
NHSC maintains a strong commitment to recruiting a diverse provider base. The
fiscal year 2000 budget proposes $115 million for NHSC activities.

The Indian Health Service (IHS) provides health professions scholarships for Na-
tive American students both to increase the number of Indian health professionals
and to assure an adequate number of health professionals are available to meet the
needs of the IHS and other organizations providing health care for Indian people.
Approximately 600 students are supported annually. Scholarships are provided for
attendance at professionals school (e.g., medicine, nursing) and for necessary pre-
professional education (e.g., pre-medicine, or pre-dentistry). Students receiving
scholarships for professional school incur a service obligation which they can dis-
charge either by working for the IHS, working for tribal or urban Indian organiza-
tions receiving IHS funds, or practicing in health professions shortage areas serving
substantial numbers of Indian people. The fiscal year 2000 budget request includes
approximately $14 million for the scholarship program.

Question. Does the need for more diversity and service in underserved areas come
at the expense of diversity in other more adequately served areas?

Answer. Increasing diversity of the health professions workforce in underserved
areas is not expected to come at the expense of diversity in more adequately served
areas. More diversity in the health professions workforce is needed throughout the
country. Currently, minorities constitute 25 percent of the total population but only
10 percent of the health care workforce. Even with HRSA training funds and the
various strategies HRSA employs for improving the diversity of the health profes-
sions workforce, minorities in the health professions are not keeping pace with mi-
nority population growth. It should be noted that studies have shown that minority
health professionals are more likely to locate in underserved areas and provide serv-
ices to ethnic populations. Thus, diversifying the health professions workforce im-
proves access to health care for underserved populations.

HIV AND MINORITIES

Question. What specific projects and programs are planned at HRSA, CDC, and
SAMSHA to address the problem of HIV/AIDS in racial and ethnic communities?

Answer. For fiscal year 1999, the U.S. Department of Health and Human Services
will spend $156 million to enhance the Federal response to HIV/AIDS in racial and
ethnic minority communities. Of these funds, $144 million will be administered by
HRSA, CDC, and SAMHSA. This funding is spread across three broad categories:
technical assistance and infrastructure support; increasing access to prevention and
care, and building stronger linkages to address the needs of specific populations.

The specific Initiative projects and programs planned at HRSA, CDC and
SAMHSA include:

Health Resources and Services Administration (HRSA)

Targeted Provider Education ($2.8 million).—This initiative will target providers
serving racial and ethnic minority populations at high risk within defined service
areas—adolescent medicine, prison medicine providers, juvenile correctional facili-
ties, homeless shelters, drug treatment, family planning providers, and OB/GYNs.
It will also improve the capacity of minority providers/institutions to directly provide
assistance, care and services through telemedicine and related efforts.

Peer Education Community Training Institute ($2.0 million)—This program will
support the training and development of knowledgeable peer educators to work
within their minority communities on treatment education, to increase the aware-
ness, acceptance and appropriate utilization of effective new therapies among HIV-
infected persons.

Capacity Building Demonstration Project ($1.0 million).—This investment ex-
pands a multi-city demonstration project focused on outreach to minority commu-
nity-based organizations not already receiving federal dollars. It assists CBOs to de-
velop and maintain linkages with other service sites to complete the continuum of
medical care and support services needed for HIV infected minority populations, and
to improve their ability to receive and retain federal grants and diversity their fi-
nancial support to improve stability.
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Title IV Programs of the Ryan White CARE Act ($12.2 million)—To support care
and access to research for children, women, youth and families impacted by HIV/
AIDS. More than two-thirds of this program’s clients are African-American or His-
panic. This program was continued from fiscal year 1998.

Integrated Services/Ryan White Special Projects of National Significance
($135,000).—Continued funding from fiscal year 1998 for a project developing mod-
els of care linking HIV ambulatory care with mental health, substance abuse treat-
ment and other important HIV-related services targeting African-Americans and
Latinos in the Los Angeles area.

Help for CBOs ($100,000).—To develop and pilot test a training program for mi-
nority CBOs in three cities by April 1999, continuing funding from fiscal year 1998.

Healthy Start ($950,000).—These funds will be used to meet a new requirement
of the Healthy Start program that says all Healthy Start projects conduct HIV/AIDs
related activities for about 1 million childbearing-age African-American women in
Healthy Start communities, including outreach, screening and counseling.

Community Health Centers Service Delivery ($1.0 million).—Also continued from
fiscal year 1998, this is designed to provide innovative outreach and primary care
services in heavily impacted racial and ethnic minority communities.

Ryan White Title I Emergency ($5.0 million)—This supplemental funding from
Congress is going to eligible metropolitan areas with more than 30 percent African-
American and Latino HIV/AIDS cases to improve the quality of care and health out-
comes.

Ryan White Title III Planning Grants ($3.0 million)—These grants help
community- based organizations located in medically underserved areas (both rural
and urban) plan primary care services for African-American communities heavily
impacted by HIV/AIDS.

Ryan White AIDS Education and Training Centers ($2.0 million).—This will pro-
vide Historically Black Colleges and Universities support for training minority pro-
viders in up-to-date treatment standards for persons with HIV/AIDS.

Centers for Disease Control and Prevention (CDC)

Technical Assistance and Capacity Development ($5.0 million, CDC, HRSA, NIH,
SAMHSA, and OPHS).—These funds will be invested in new approaches to deliv-
ering technical assistance and nurturing the development of service delivery capac-
ity within minority communities in need of HIV prevention and treatment services.

Community Development Grants for HIV/STD /TB/Substance Abuse /Integration /
Linkages ($4.0 million, CDC with HRSA and SAMHSA).—These grants will go to
local communities to support needs assessments and planning processes to integrate
HIV, STD, TB and substance abuse prevention and care.

HIV Prevention Among Gay Men of Color ($7.0 million)—These funds will support
HIV prevention organizations serving gay men of color for the delivery of heath edu-
cation, outreach, counseling and testing, prevention case management and formal
referral to services. Technical assistance will also be provided to support a durable
capacity to deliver effective prevention interventions and services

Linkages of Incarcerated Populations with Community Prevention and Care ($5.0
million)—Funds will support collaborative demonstration and service enhancement
projects to develop discharge planning/community integration models for prevention
case management for HIV-infected inmates upon release, facilitate formal linkages
into care upon discharge, and ensure continuation of ongoing HIV medical therapies
during transition to community-based care.

Prevention Education and Early Identification Project ($6.2 million, CDC and NIH
with HRSA and SAMHSA).—These funds will support the development of new and
innovative early identification strategies to reach high risk populations and create
linkages with care, with a focus on adolescents and women of color.

Minority Community-Based Organizations (CBO) and Prevention ($4.0 million).—
This continues fiscal year 1998 competitive funding, through state and Local health
departments, for racial and ethnic minority CBOs in 30 high-priority areas for HIV
prevention in African-American and Latino communities.

Prevention Among HIV Positive Persons ($3.9 million)—To continue fiscal year
1998 funding for five HIV prevention demonstration projects, especially for racial
and ethnic minorities and others that have a tough time accessing treatment and
prevention services.

HIV Prevention Through STD Treatment ($1.7 million).—Continued funding from
fiscal year 1998 for enhanced syphilis elimination efforts in 13 areas heavily im-
pacted by the disease. Syphilis disproportionately impacts communities of color and
early STD detection and treatment reduces the risk of HIV transmission.

Prevention for Gay Men ($800,000).—Continued funding from fiscal year 1998 for
universities and organizations to conduct behavioral research on the effectiveness of
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HIV prevention interventions for gay men, especially racial and ethnic minorities.
Also for testing new interventions.

Reducing Transmission ($400,000).—Continued from fiscal year 1998, these funds
will help CDC develop population-specific strategies to better target prevention re-
sources and help CBOs expand their ability to provide effective interventions.

Better Targeting of Community Prevention Funding ($15.0 million)—CDC will
work with states to make HIV Prevention Community Planning allocation decisions
reflective of their HIV demographics, and will use the funding for redirection to Af-
rican-American and Latino communities as necessary.

Directly Funded CBOs ($10.0 million).—For direct funding of grant applications
of indigenous organizations with a history of working with African-American com-
munities to target high-risk populations.

Technical Assistance ($2.5 million).—For national, regional and Local minority or-
ganizations to provide technical assistance to minority CBOs that are in the direct
funding program.

Faith Based Initiatives ($1.5 million).—For developing HIV and substance abuse
prevention programs at divinity schools located at Historically Black Colleges and
Universities, and for expanding the ability of other faith-centered programs in this
area.

Commaunity Development ($4.0 million). To be used to create new community de-
velopment grants for African-American areas heavily impacted by HIV/AIDS that
will lead to the integration of HIV/AIDS, STD, TB, and substance abuse prevention,
treatment and care in these communities.

Pilot Prison Programs ($2.5 million).—These funds will be used to work with state
and Local corrections officials to track the impact of HIV/AIDS within prisons, guide
effective prevention and treatment interventions, and help link those about to be re-
leased to sources for community-based care.

HIV-Positive Research and Prevention Models in Minority Communities ($1.0 mil-
lion).—To start research projects that evaluate innovative prevention interventions
for HIV-positive African-American women and their sex partners. This will com-
plement existing CDC research on developing interventions for HIV-positive men.
In addition, CDC’s $10 million demonstration program eliminating racial and ethnic
health disparities will fund approximately 30 sites to develop community action
plans designed to identify and implement effective interventions aimed at improving
health disparities in racial and ethnic populations. HIV/AIDS is one of the six
health disparities targeted by the Departmental Initiative.

Substance Abuse and Mental Health Services Administration (SAMHSA)

Outreach Grants ($7.5 million, SAMHSA /CSAT).—These grants will support sub-
stance abuse outreach workers in African American and Hispanic communities in
those cities with high HIV/AIDS case rates, increasing HIV testing outreach and for-
mal linkages with both substance abuse treatment and HIV prevention and care.

Substance Abuse Prevention/HIV Care Capacity Grants ($5.0 million, SAMHSA/
CSAP).—These grants will fund substance abuse treatment programs that want to
expand their HIV expertise, and those HIV care programs that want to offer sub-
stance abuse services.

Programs for Women and Children ($9.0 million)—The Congress has directed
that $9 million be used for comprehensive treatment for women and their children.

Substance Abuse Treatment for Men ($7.0 million).—In addition to targeted pro-
grams for women and children, the Congress has directed an additional $7 million
to support substance abuse treatment programs that include an HIV component.

Center for Substance Abuse Prevention ($8.5 million).—The Congress has directed
an additional $6 million to complement $2.5 million in the President’s budget re-
ques}iil to be targeted to prevention services for African American and Hispanic
youth.

Setaside for Linkages with HIV Services ($2.5 million)—Establish linkages be-
tween substance abuse treatment and HIV services within SAMHSA’s new Targeted
Capacity Expansion initiative, and place an earmark of $2.5 million within the pro-
gram next year for an integrated substance abuse and HIV care component.

Question. Which HHS agencies have received portions of the $50 million amount
in the Office of the Secretary of HHS and what projects and programs will these
funds be supporting?

Answer. The Public Health and Social Services Emergency Fund (PHSSEF) in-
cludes $50 million to address the HIV/AIDS crisis in racial and ethnic minority com-
munities through specifically targeted programs that respond to the changing demo-
graphics of the disease. These funds will be used for high priority prevention and
treatment needs in areas heavily impacted by HIV/AIDS and will complement exist-
ing and previously planned targeted HIV/AIDS activities regarding communities of
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color. Initiatives to be supported with these resources include the following activities
(with lead agency noted):

Outreach Grants ($7.5 million, SAMHSA /CSAT).—These grants will support sub-
stance abuse outreach workers in African American and Hispanic communities in
those cities with high HIV/AIDS case rates, increasing HIV testing outreach and for-
mal linkages with both substance abuse treatment and HIV prevention and care.

Substance Abuse Prevention/HIV Care Capacity Grants ($5.0 million, SAMHSA/
CSAP).—These grants will fund substance abuse treatment programs that want to
expand their HIV expertise, and those HIV care programs that want to offer sub-
stance abuse services.

Community Development Grants for HIV/STD |TB/Substance Abuse [ Integration/
Linkages ($4.0 million, CDC with HRSA and SAMHSA).—These grants will go to
local communities to support needs assessments and planning processes to integrate
HIV, STD, TB and substance abuse prevention and care.

HIV Prevention Among Gay Men of Color ($7.0 million, CDC).—These funds will
support HIV prevention organizations serving gay men of color for the delivery of
heath education, outreach, counseling and testing, prevention case management and
formal referral to services. Technical assistance will also be provided to support a
durable capacity to deliver effective prevention interventions and services

Linkages of Incarcerated Populations with Community Prevention and Care ($5.0
million, CDC).—Funds will support collaborative demonstration and service en-
hancement projects to develop discharge planning/community integration models for
prevention case management for HIV-infected inmates upon release, facilitate for-
mal linkages into care upon discharge, and ensure continuation of ongoing HIV
medical therapies during transition to community-based care.

Prevention Education and Early Identification Project ($6.2 million, CDC and NIH
with HRSA and SAMHSA).—These funds will support the development of new and
innovative early identification strategies to reach high risk populations and create
linkages with care, with a focus on adolescents and women of color.

Targeted Provider Education ($2.8 million, HRSA).—This initiative will target
providers serving racial and ethnic minority populations at high risk within defined
service areas—adolescent medicine, prison medicine providers, juvenile correctional
facilities, homeless shelters, drug treatment, family planning providers, and OB/
GYNs. It will also improve the capacity of minority providers/institutions to directly
provide assistance, care and services through telemedicine and related efforts.

Peer Education Community Training Institute ($2.0 million, HRSA).—This pro-
gram will support the training and development of knowledgeable peer educators to
work within their minority communities on treatment education, to increase the
awareness, acceptance and appropriate utilization of effective new therapies among
HIV-infected persons.

Provider /Peer Education Project Through Telecommunications ($1.5 million,
NIH).—This initiative supports the utilization of Internet technologies within minor-
ity community-based organizations to make available up-to-date information, multi-
media presentations, re-broadcasts of treatment education and adherence cur-
riculum sessions, and serve as centralized resource for treatment information publi-
cations and conferences.

Capacity Building Demonstration Project ($1.0 million, HRSA).—This investment
expands a multi-city demonstration project focused on outreach to minority commu-
nity-based organizations not already receiving federal dollars. It assists CBOs to de-
velop and maintain linkages with other service sites to complete the continuum of
medical care and support services needed for HIV infected minority populations, and
to improve their ability to receive and retain federal grants and diversity their fi-
nancial support to improve stability.

Community Leadership Development ($3.0 million, OPHS).—These funds will sup-
plement the Minority Community Health Coalition Grants administered by the Of-
fice of Minority Health, and support an initiative in partnership with the leadership
of a broad spectrum of minority business, civic, and professional associations/organi-
zations to develop effective strategies to engage all sectors of local communities to
address HIV/AIDS in minority communities.

Technical Assistance and Capacity Development ($5.0 million, CDC, HRSA, NIH,
SAMHSA, and OPHS).—These funds will be invested in new approaches to deliv-
ering technical assistance and nurturing the development of service delivery capac-
ity within minority communities in need of HIV prevention and treatment services.

Question. What plans have been made for the $54 million contained in the HHS
fiscal year 1999 budget? Describe the $24 million in continuing activities begun in
fiscal year 1998, and the $30 million in new fiscal year 1999 activities.

Answer. Of the $55.5 million included in the fiscal year 1999 President’s Budget
as part of the Administration’s Initiative to address HIV/AIDS among racial and
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ethnic minority populations, $25 million will continue activities begun in fiscal year
1998 and $30.5 million will support new activities. The activities supported are de-
scribed below:

CONTINUING ACTIVITIES

Centers for Disease Control and Prevention (CDC)

Minority Community-Based Organizations (CBO) and Prevention ($4.0 million).—
This continues fiscal year 1998 competitive funding, through state and Local health
departments, for racial and ethnic minority CBOs in 30 high-priority areas for HIV
prevention in African-American and Latino communities.

Prevention Among HIV Positive Persons ($3.9 million)—To continue fiscal year
1998 funding for five HIV prevention demonstration projects, especially for racial
and ethnic minorities and others that have a tough time accessing treatment and
prevention services.

HIV Prevention Through STD Treatment ($1.7 million)—Continued funding from
fiscal year 1998 for enhanced syphilis elimination efforts in 13 areas heavily im-
pacted by the disease. Syphilis disproportionately impacts communities of color and
early STD detection and treatment reduces the risk of HIV transmission.

Prevention for Gay Men ($800,000).—Continued funding from fiscal year 1998 for
universities and organizations to conduct behavioral research on the effectiveness of
HIV prevention interventions for gay men, especially racial and ethnic minorities.
Also for testing new interventions.

Reducing Transmission ($400,000).—Continued from fiscal year 1998, these funds
will help CDC develop population-specific strategies to better target prevention re-
sources and help CBOs expand their ability to provide effective interventions.

Health Resources and Services Administration (HRSA)

Title IV Programs of the Ryan White CARE Act ($10.2 million).—To support care
and access to research for children, women, youth and families impacted by HIV/
AIDS. More than two-thirds of this program’s clients are African-American or His-
panic. This program was continued from fiscal year 1998.

Integrated Services/Ryan White Special Projects of National Significance
($135,000).—Continued funding from fiscal year 1998 for a project developing mod-
els of care linking HIV ambulatory care with mental health, substance abuse treat-
ment and other important HIV-related services targeting African-Americans and
Latinos in the Los Angeles area.

Help for CBOs ($100,000).—To develop and pilot test a training program for mi-
nority CBOs in three cities by April 1999, continuing funding from fiscal year 1998.

Healthy Start ($950,000).—These funds will be used to meet a new requirement
of the continuing Healthy Start program that states all Healthy Start projects con-
duct HIV/AIDs related activities for about 1 million childbearing-age African-Amer-
icalm women in Healthy Start communities, including outreach, screening and coun-
seling.

Community Health Centers Service Delivery ($1.0 million).—Also continued from
fiscal year 1998, this is designed to provide innovative outreach and primary care
services in heavily impacted racial and ethnic minority communities.

Office of Minority Health (OMH)

Minority Community Coalition Demonstration Grants ($748,225).—Funding for
this program was awarded in fiscal year 1999 to continue work begun through five
grants in fiscal year 1998 to implement health education and outreach programs to
reduce risk factors for HIV/AIDS transmission in minority communities.

Bilingual / Bicultural Demonstration Grants ($500,000).—The Office of Minority
Health received $500,000 in fiscal year 1999 to continue its work from fiscal year
1998 on projects to increase access to bilingual/bicultural HIV/AIDS education and
prevention services for racial/ethnic minority populations.

Office of Minority Health Resource Center ($341,000).—Funding for fiscal year
1999 will allow this center to continue providing the public with information and
technical assistance on issues affecting the health of racial and ethnic minority pop-
ulations. The centers database of minority health information, including HIV/AIDS
information, is accessible through a toll-free telephone line (with Spanish and
English-speaking information specialists) or a site on the World Wide Web.

National Minority AIDS Council ($100,000).—To maintain the continued coopera-
tive agreement between the Office of Minority Health and the Council, fiscal year
1999 funding was appropriated. In fiscal year 1998, the office of Minority Health
provided $100,000 to: (1) cosponsor the U.S. Conference on AIDS; (2) disseminate
and share information related to the National Minority HIV Plan, and (3) develop
and conduct a one year national educational campaign on protease inhibitors.
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NEW ACTIVITIES

Centers for Disease Control and Prevention (CDC)

Better Targeting of Community Prevention Funding ($15.0 million)—CDC will
work with states to make HIV Prevention Community Planning allocation decisions
reflective of their HIV demographics, and will use the funding for redirection to Af-
rican-American and Latino communities as necessary.

Pilot Prison Programs ($2.5 million)—These funds will be used to work with state
and Local corrections officials to track the impact of HIV/AIDS within prisons, guide
effective prevention and treatment interventions, and help link those about to be re-
leased to sources for community-based care.

HIV-Positive Research and Prevention Models in Minority Communities ($1.0 mil-
lion)—To start research projects that evaluate innovative prevention interventions
for HIV-positive African-American women and their sex partners. This will com-
plement existing CDC research on developing interventions for HIV-positive men.

Substance Abuse and Mental Health Services Administration (SAMHSA)

Center for Substance Abuse Prevention ($2.5 million).—The Congress has directed
an additional $6 million to complement $2.5 million in the President’s budget re-
ques}t1 to be targeted to prevention services for African American and Hispanic
youth.

Setaside for Linkages with HIV Services ($2.5 million).—Establish linkages be-
tween substance abuse treatment and HIV services within SAMHSA’s new Targeted
Capacity Expansion initiative, and place an earmark of $2.5 million within the pro-
gram next year for an integrated substance abuse and HIV care component.

National Institutes of Health (NIH)

Research Initiatives ($7.0 million).—These funds will be used to diversify HIV/
AIDS research involving communities of color, including raising the number of Afri-
can-American and Hispanic principal investigators in HIV behavioral and clinical
research, providing outreach education to minority physicians and at-risk popu-
lations, and expanding population-based research on African-Americans and His-
panics.

Question. What projects and programs are planned for the territories, such as the
Virg};n Islands, where the HIV/AIDS case rate is “more than twice the national case
rate?”

Answer. The Department have been in dialogue with Delegate Donna Christensen
to discuss the impact of HIV/AIDS on the population of the Virgin Islands, and
strategies to effectively address the unique challenges it presents. The Virgin Is-
lands had the third highest AIDS case rate among the states and territories for the
period of July 1997 to June 1998, with a cumulative total of 393 AIDS cases re-
ported since the institution of AIDS surveillance. Among the Department’s fiscal
year 1999 activities, the Centers for Disease has set aside $500,000 in fiscal year
1999 for HIV prevention efforts in the U.S. Virgin Islands. The Office of AIDS Re-
search in the National Institutes of Health is also exploring setting up a training
meeting in the Virgin Islands provide treatment updates and cutting edge informa-
tion to physicians and other health care providers. In other areas, these meetings
have been the beginning of identifying a base of providers serving the HIV-affected
population and nurturing the development of future research interests. The Health
Resources and Services Administration has been supporting HIV/AIDS provider
education in the Virgin Islands through the AIDS Education and Training Program
(AETC) grant awarded the New York Region. Through additional resources provided
by the Congress in fiscal year 1999, the AETC program will be developing new part-
nerships with Historically Black Colleges and Universities for these activities.

BIOTERRORISM PREPARATION

Question. Would you explain how the Department is progressing with its bioter-
rorism preparedness effort?

Answer. In this, the first year of the DHHS anti-Bioterrorism initiative, the De-
partment has launched the implementation of several activities. The fiscal year
1999 Anti-Bioterrorism Operating Plan, developed in concert with the Centers for
Disease Control and Prevention (CDC), the Office of Emergency Preparedness (OEP)
and the National Institutes of Health (NIH), was submitted to Congress outlining
a variety of activities that would be undertaken this fiscal year.

With respect to the funds provided to CDC for surveillance and the pharma-
ceutical stockpile, we are pleased to report that CDC has already prepared and re-
leased a Program Announcement to state health departments inviting them to apply
for funds to initiate planning and implementation of several anti-bioterrorism activi-
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ties. These funds, to be awarded as cooperative agreements, focus on five separate
areas, for which a state health department could apply for one or several. These five
focal areas are: State Preparedness Planning and Readiness Assessment; Surveil-
lance and Epidemiology Capacity; Laboratory Capacity-Biologic Agents; Laboratory
Capacity-Chemical Agents; and the Health Alert Network. A total of approximately
$41 million will be available to fund cooperative agreements in these areas, broken
down as follows:

[In millions of dollars]

Preparedness Planning and Readiness Assessment ..........coccoeeeeviienieniieeneennne 1.3
Surveillance and Epidemiology Capacity .. 17.88
Laboratory Capacity-Biologic Agents ........ . 8.8
Laboratory Capacity-Chemical Agents ... . 4
Health Alert NetWork .......ccooiiiiiiiiiiiiieieeee ettt s 19

With respect to the stockpile, CDC has established a branch within the National
Center for Environmental Health with specific responsibility to plan for and manage
the stockpile and associated activities. These would include the purchase, storage
and delivery of pharmaceuticals, supplies and equipment. CDC is working closely
with OEP on threat assessment; treatment protocols for the threats identified;
phased-in procurement of stockpile items, by priority; and delivery and distribution
mechanisms for contents of the stockpile. CDC will also engage in dialogues with
DOD and DVA to discuss mechanisms for procurement, storage and shipment of
stockpile items. Furthermore, there are a number of issues that are being reviewed
and assessed so that informed decisions can be made, e.g., exact locations of various
stockpile items; what constitutes a “trigger” event that would result in deployment
of stockpile contents; long term care of victims of a bioweapons attack, etc.

The Office of Emergency Preparedness has also embarked on a number of activi-
ties with respect to enhancing medical and public health consequence management
at the local level. To date OEP has already contracted with 27 cities to develop Met-
ropolitan Medical Response Systems (MMRS). In fiscal year 1999, HHS will initiate
another 20 city systems.

OEP is also increasing the size of the deployable National Medical Response
Teams (NMRTSs) from 24 to 48 individuals per team to ensure a robust response to
either chemical or biological terrorist attacks. The amount of specialized pharma-
ceuticals for each team will be significantly augmented so that each team will have
the capacity to treat up to 5,000 victims (an increase from the current maximum
of 1,000).

OEP will continue to deploy, exercise and train in a multi-agency setting with the
Departments of State, Defense, and Energy, FBI, EPA and state and local govern-
ments to ensure a coordinated medical response. It is also OEP that will detail per-
sonnel to staff the health and medical section of the recently established National
Domestic Preparedness Office in the FBI.

Question. What is CDC’s role in this initiative? How many states are currently
involved? Do you plan to collaborate with all the states? If so, how long will that
take?

Answer. The role of the Centers for Disease Control and Prevention (CDC) in the
bioterrorism initiative is to develop the Nation’s ability to detect and respond to a
silent bioterrorist attack, and lead the public health response in the event of a ter-
rorist attack that involves biological or chemical agents. To this end the CDC is in-
tensifying its efforts to upgrade the nation’s public health laboratory, epidemiology
and surveillance capacities. CDC is also expanding training and communication ca-
pacities for State and local health agencies.

Presently, CDC is working with the Association of State and Territorial Health
Officers (ASTHO) and the National Association of City and County Health Officers
(NACCHO) on issues related to the infrastructure needs of the State and local
health departments in order to assure that the health communities are able to con-
duct an immediate, efficient and effective response to a biological or chemical ter-
rorist attack. On an ongoing basis, CDC provides direct technical assistance around
issues of laboratory testing and methods, epidemiology and surveillance, and pro-
gram development and support to the nation’s public and private health community
through site visits, consultation, training and educational presentations. In addition,
on February 26, 1999, a request for applications was provided to 62 State, local and
territorial health agencies. The approximate amount of funding available is
$41,000,000. The purpose of these funds is to assist successful applicants in the
areas of: (1) preparedness planning and readiness assessment, (2) enhanced surveil-
lance and epidemiology capacity, (3) expanded laboratory capacity for biological and
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chemical agents, and (4) the development of a Health Alert Network. Funding will
be awarded through cooperative agreement in mid-August 1999.

Question. How do HHS activities mesh with the anti-bioterrorism efforts of other
agencies, such as the Department of Justice, Department of Defense, and the Fed-
eral Emergency Management Agency?

Answer. HHS is the lead Federal agency with responsibility for health and med-
ical consequence management for terrorist attacks and natural disasters, under the
Federal Response Plan managed by FEMA and PDD-62. The Department seeks to
develop complementary medical response capabilities at local and national levels.
HHS works closely with other agencies especially the relevant components of the
Departments of Justice (DOJ), Department of Defense (DOD), Department of Vet-
erans Affairs (VA), and the Federal Emergency Management Agency (FEMA)—to
ensure that plans for managing the medical consequences of terrorist acts are well
integrated with our emergency response systems. The Department has used an
interagency review process to review contracts related to some of our bioterrorism
initiatives.

Question. How long do you think it will take for this country to complete its bio-
terrorism preparedness effort?

Answer. Speaking for the civilian sector and within the medical and public health
parameters, it is impossible to provide a definitive response to this question. After
the first three to five years of implementation of the anti-bioterrorism strategy that
DHHS has articulated in both the fiscal year 1999 Operating Plan and in the Jus-
tification of fiscal year 2000 Estimates for the Appropriations Committees, will be
in a better position to assess what has been accomplished so far and what remains
to be done.

PUBLIC HEALTH INFRASTRUCTURE

The President proposes that an additional $94 million be appropriated to fund
these public infrastructure activities.

Question. What resources are being contributed by states and the private sector
to strengthen the public health infrastructure?

Answer. The $94 million you mention is aimed at strengthening science for public
health action. It includes $22 million to construct needed laboratories at CDC, $15
million to improve health statistics, and $12 million to support the National Occupa-
tional Research Agenda., and $45 million for the public health surveillance initiative
which includes food safety, hepatitis C, emerging infectious diseases, and bioter-
rorism surveillance. This $94 million is supplemented by an additional $20 million
for bioterrorism surveillance requested through the Public Health and Social Serv-
ices Emergency Fund.

Although most of these specific initiatives do not require additional contributions
by the States, many of CDC’s programs depend on state and local governments and
private organizations. For example:

States and local governments participate in cooperative agreement programs
aimed at infectious disease. The average State in-kind contribution for the Emerg-
ing Infections Program (EIP) is approximately $233,000. California has put an addi-
tional $1.955 million in next year’s budget for emerging infectious diseases and food
safety activities.

Nearly all immunization grantees provide support at some level. In 1998, South
Carolina contributed $4.8 million to supplement immunization program operations
and purchased vaccine totaling $2.3 million. California contributes about $3.5 mil-
lion dollars annually to support growth and development of local and regional im-
munization registries and to enhance public-private partnerships to improve pre-
school immunization levels.

Many of the chronic disease prevention programs require State matching funds.
For instance, the National Breast and Cervical Cancer Early Detection Program and
the National Program of Cancer Registries require States to provide $1 for each of
$3 Federal funds provided.

Question. Realistically, what will happen if these activities are not funded at the
full proposed levels?

Answer. These increases are needed to move us toward the public health system
we will need for the 21st century. Without the lab funding, scientists would have
to continue using World War II barracks for labs. Without the bioterrorism surveil-
lance funding, we will continue having an inadequate network of State/major metro
area laboratories for early identification and characterization of disease outbreaks,
and will not be able to establish an Emergency Response Unit to provide rapid field
assessments in the event of a suspected release of a biological agent. The food safety
funding is needed to expand DNA fingerprinting to additional pathogens, to speed
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up responses to food borne disease outbreaks. Without the emerging infectious dis-
ease funding, CDC could not provide financial and technical assistance to 10 State
and large local health departments for enhanced surveillance and response to
emerging diseases. Without the Hepatitis C funding, CDC would have a more lim-
ited HCV information and education campaign, and demonstration projects in select
high prevalence States or major cities would not be initiated. Without the health
statistics funding, CDC could not help States implement a major revision to the
international coding system for mortality, or assist States in moving to electronic
systems that will improve quality and timeliness. Without the funding for the Na-
tional Occupational Research Agenda (NORA), there will be inadequate research on
what needs to be done to control occupational hazards causing illness, injury, death,
and their related economic and social burden.

Question. Would you describe how the national hepatitis C public information
campaign will operate.

Answer. The National Hepatitis C Public Information Campaign will consist of a
multi-layered campaign of both media and public education materials that seek to
raise awareness of the potential seriousness of HCV infection; educate persons
transfused before 1992 that they are at risk of infection and should be tested; and
motivate transfusion recipients to seek testing and medical follow-up if infected.
This campaign will be launched in early May 1999 with a media briefing, which will
be followed by both print and radio public service announcements (PSAs), consumer
outreach material for health providers, press releases, fact sheets, media copy, story
ideas for magazines and TV, and public transit advertisements (PSAs). In addition,
patient groups likely to have been transfused, health care professionals who care for
such patients, voluntary health organizations/patient advocacy groups will be in-
vited to a series of regional workshops which will provide education about the risk
of transfusion-acquired HCV infection, and which will also encourage and facilitate
the identification and testing of persons who might have acquired hepatitis C from
a transfusion.

TOBACCO ISSUES

Proposed increase in federal cigarette excise tax

The President’s fiscal year 2000 budget calls for a 55 cents-a-pack increase in the
Federal cigarette excise tax to “offset tobacco-related Federal health care costs.”
Under the Balanced Budget Act of 1997 (BBA: Public Law 105-33), the current Fed-
eral excise tax of 24 cents per pack is already set to increase by 10 cents on January
1, 2000, and an additional 5 cents on January 1, 2002. The fiscal year 2000 budget
proposes that the full 15-cents increase take effect on January 1, 2000. The excise
tax proposals in the fiscal year 2000 budget would generate estimated receipts of
$8 billion in fiscal year 2000, decreasing to $6.4 billion in fiscal year 2004.

The fiscal year 2000 budget estimates that tobacco-related health care will cost
DOD, VA, the Indian Health Service, and the Federal Employees Health Benefits
Program $8.0 billion in fiscal year 2000, increasing to $8.9 billion in fiscal year
2004.

Question. Precisely how does the Administration propose to spend these additional
cigarette tax revenues?

Answer. Tobacco-related health problems cost the Federal government billions of
dollars each year. In the case of tobacco, the Administration is seeking reimburse-
ment to the taxpayer for costs directly attributable to the tobacco companies. Exclu-
sive of Medicaid and Medicare, the Administration has calculated the annual to-
bacco-related health care costs in fiscal year 2000 for four major Federal programs.
These include Veterans Affairs ($4.0 billion), the Federal Employees Health Benefit
program ($2.2 billion), Defense ($1.6 billion), and the Indian Health Service ($0.3
billion).

Question. Is the revenue from the 1997 BBA tax increase already earmarked, and
if so, for what?

Answer. Current tobacco taxes are deposited in the general fund. The increases
enacted in the 1997 BBA were used to help Congress and the Administration meet
the overall deficit elimination goals, while also financing selected tax cuts and man-
datory program improvements, such as the new Children’s Health Insurance Pro-
gram.

Question. How much of the Federal cost of tobacco related health care is already
compensated by current or scheduled taxes?

Answer. The current excise taxes on tobacco products were neither designed nor
intended to compensate the Federal government for such costs. Similarly, the excise
taxes that States receive were not a factor in the recent Multistate Settlement
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Agreement. That agreement recognized that those taxes were not designed nor in-
tended to compensate the States for health care costs.

FEDERAL MEDICAID REIMBURSEMENT

Background

The Medicaid statute requires states to reimburse the Federal government for its
share of any Medicaid expenditures that states recover from liable third parties.!
Overall, HCFA pays about 57 percent of total Medicaid benefits spending. State
Governors and attorneys general are strongly opposed to any efforts by HCFA to
recover a portion of the Master Settlement Agreement (MSA) payments, arguing
that the states brought the lawsuits against the industry without any Federal as-
sistance and are entitled to all the funds awarded in the settlement. The National
Governors Association (NGA) supports a bipartisan Senate bill introduced by Sen-
ator Hutchison (S. 346), which would prohibit Federal recoupment of MSA funds.
The Administration opposes S. 346 because it lacks any guarantee that the funds
will be used for tobacco-control and other public health programs. The President’s
fiscal year 2000 budget includes a 5 year projection of HCFA recoupment of MSA
funds, starting at $4.6 billion in fiscal year 2001 and increasing to $4.8 billion in
fiscal year 2004.2

Question. Are you willing to allow the states to keep all the MSA funds, and if
so0, under what conditions?

Answer. The President has made very clear the Administration’s desire to work
with Congress and the States to enact legislation that resolves the Federal claim
in exchange for a commitment by the States to use that portion of the settlement
for shared priorities which reduce youth smoking, protect tobacco farmers, assist
children and promote public health.

Question. Is it reasonable to expect states to agree to restrictions on how they
spend the money?

Answer. Under current law, States are required to pay these amounts to the Fed-
eral government. The President recommends allowing States to keep these funds,
instead of remitting them, in exchange for a commitment by the States to use that
portion of the settlement for shared priorities.

Several states are already pouring millions of dollars into tobacco-control pro-
grams. Some of them are using state cigarette tax revenues to fund the programs
(e.g., CA, MA, AZ), while others are receiving individual settlement payments from
the industry (e.g., MS, FL, TX, MN). Perhaps as early as this summer, 46 states
will begin to receive MSA funds.

Question. Is the HHS (e.g., CDC) providing assistance to states such as Florida
and California, which are already spending millions of dollars on anti-tobacco activi-
ties, to help them design and implement effective tobacco-control policies?

Answer. Yes, all States that have received dramatic infusions of funding for to-
bacco prevention and control in recent years have received in-depth technical assist-
ance from CDC. In 1998, the four settlement States—Florida, Minnesota, Mis-
sissippi, and Texas—received in-depth technical assistance. At the State’s request,
CDC assisted Florida in every aspect of setting its primary program goals and build-
ing its infrastructure to implement the $200 million pilot program. At the State’s
request, CDC began working with Mississippi in July 1997, when the State settled
with the tobacco industry. Consultation on evaluation have intensified since 1997
and several critical elements developed for the Florida pilot program evaluation
were quickly disseminated to Mississippi. When Texas settled in January 1998,
CDC brought the Texas Department of Health staff into the consultation loop with
Mississippi and Florida. All aspects of the planning program implementation and
evaluation were rapidly transferred to Texas. Minnesota settled its case in May

1The Medicaid statute establishes that it is the state’s responsibility “to ascertain the legal
liability of third parties * * * to pay for care and services available under the [state’s Med-
icaid] plan.” Under the statute, states are authorized to pursue through the courts third party
recoveries and provide the Federal government with its share of any recovered funds (Sections
1902(aX25) and 1903(d) of the Social Security Act). The Federal Government is not authorized
by the Medicaid statute to sue third parties directly.

2These estimates represent approximately 57 percent of the total annual payments to the
states, before any of the adjustments, reductions, or offsets. Determining the specific portion of
each state’s MSA payment that reflects Medicaid reimbursement for treating smoking-related
illnesses would be extremely complex. Although the state tobacco lawsuits were widely seen as
an attempt to recover smoking-related Medicaid costs, states used a variety of legal approaches
to sue the industry. In many cases, Medicaid claims were only one component of states’ lawsuits.
Non-Medicaid recoveries (e.g., damages and penalties for violations of state antitrust and con-
sun:ier protection laws) would not be subject to any Federal share requirements under the Med-
icaid statute.
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1998. Minnesota Department of Health staff had been working with CDC prior to
the settlement to harmonize multiple State tobacco control plans developed by State
coalitions and advisory committees. The Minnesota Partnership for Action Against
Tobacco, Tobacco Workgroup of the Minnesota Health Improvement Partnership,
and the Minnesota Blue Cross Blue Shield are planning a comprehensive statewide
tobacco prevention and control program. The timing, structure, and technical quality
of the new programs funded by State settlements will be highly dependent upon the
national leadership, coordination and technical assistance efforts supported by CDC.

Question. Does HHS plan to develop a national strategy to tie together the to-
bacco-control efforts of all the states?

Answer. In fiscal year 1999, CDC is funding all 50 States, the District of Colum-
bia, and the territories, for core tobacco control programs, thereby establishing the
National Tobacco Control Program. This program combines the 32 States and the
District of Columbia funded through CDC with States previously funded by the Na-
tional Cancer Institute. A nationwide tobacco control system will allow for coordina-
tion of State and Federal efforts:

Diffusion of information on “best practices” in tobacco control and prevention;

Build and expand upon CDC’s current efforts with States;

Put in place programs that work, and achieve economies of scale; and

Evaluate outcomes to ensure that tobacco control provides a good return on in-
vestment, and that Federal government and States are held accountable for positive
outcomes.

Question. What is the current state of the research on effective strategies to dis-
courage youth from smoking and chewing tobacco?

Answer. Most people who start smoking are younger than age 18. Several studies
have shown that school-based tobacco prevention programs can significantly reduce
or delay adolescent smoking. Tested science-based programs have produced dif-
ferences in smoking prevalence between intervention and nonintervention groups
ranging from 25 percent to 60 percent and persisting for 1 to 5 years after comple-
tion of the programs. They are more effective if supplemented by booster sessions
and community wide programs involving parents and community organizations and
including school policies, mass media, and restrictions on youth access. Tobacco use
prevention education needs to start in elementary school and continue through mid-
dle and high school grades.

Numerous published studies have shown that the combination of enforcing laws
that restrict tobacco sales to minors and educating merchants can reduce illegal
sales of tobacco to minors. A graduated system of civil penalties on the retailer, in-
cluding temporary revocation of tobacco licenses in areas where tobacco retail li-
censes are required, has been shown to be an effective enforcement strategy. It is
critical that access restrictions be combined with a comprehensive program that re-
duces the availability of tobacco from friends who are not minors and limits the ap-
peal of tobacco products.

Tobacco advertising and promotion activities appear both to stimulate adult con-
sumption and to increase the risk of youth initiation. Children buy the most heavily
advertised brands and are three times more affected by advertising than are adults.
One study estimated that 34 percent of all youth experimentation with smoking in
California between 1993 and 1996 can be attributed to tobacco promotional activi-
ties.

Finally, programs that successfully assist young and adult smokers in quitting
can produce a quick and significant public health benefit.

ORGAN TRANSPLANTATION AND ALLOCATION ISSUES

Question. Explain the actions taken by HHS so far to respond to the requirement
in the omnibus appropriation to work with the IOM and the GAO to report on organ
allocation policies of the OPTN. Describe working relationships HHS has with IOM
and GAO.

Answer. Based on the Omnibus Consolidated and Emergency Supplemental Act
of 1999, and at the request of the IOM and the GAO, Departmental staff have met
with the principals at the IOM and GAO to discuss the study. While the Depart-
ment has not been requested by the IOM to be directly and substantively involved
in the study to date, we are available to them to provide data and other forms of
assistance as needed and have recently provided the IOM with reference documents
cited in the OPTN regulation. The Department also testified at the IOM’s initial
Steering Committee (along with the GAO and others in the transplant community)
and agreed to provide whatever data and analyses the IOM needs to complete its
task.
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1Ques£ion. What is the status of the required report and its expected date of com-
pletion?

Answer. The IOM has announced that a series of three meetings will be held in
March, April and May in Washington, DC and Irvine California to discuss various
aspects of the study. It is projected that the study will take six months to complete
and we anticipate the IOM report to be completed by September.

Question. In the pending regulations for the OPTN issued on April 2, 1998, HHS
adopted the following performance goals for organ allocation: standardized listing
criteria, standardized criteria for determining medical status, and policies that give
priority to those whose needs are most urgent, taking into account differences in
waiting times and similarities in medical status. Explain current Federal organ allo-
cation policies (including the liver allocation guidelines), and how the HHS’s per-
formance goals are assessed relative to those policies.

Answer. The current organ-specific allocation policies are voluntary. They are de-
veloped and implemented by the United Network for Organ Sharing, the federal
contractor for the Organ Procurement and Transplantation Network (OPTN). How-
ever, these policies are not implemented uniformly nationwide. The OPTN permits
organ transplant programs, states, or regions, to agree to alternate methods for
sharing donated organs. For examples, see attached “variances.”

Current OPTN organ allocation policies generally allocate organs in a geographi-
cally tiered system under which organs are offered to suitable transplant patients
within a local geographic areas, and if no suitable match can be found, then to
transplant patients outside the local area within an OPTN region (with one excep-
tion, New York State, the regions are multi-state) then finally to other patients na-
tionwide. Patients are ranked within each of these geographic areas based on a
number of criteria, including medical urgency. The time patients have waited for a
transplant generally is used as a tie breaker if more than one suitable candidate
is waiting. The “local” area is typically the service area of the transplant program’s
organ procurement organization, although as noted above, broader sharing is per-
mitted under variances that have been approved by the OPTN. In addition, for cer-
tain donated kidneys that are good medical matches for waiting patients, national
sharing is required.

The OPTN has adopted standardized minimum listing criteria and medical ur-
gency (status) definitions for liver allocation, and for liver and heart allocation give
substantial weight to medical urgency.

The HHS performance goals build on the OPTN’s practices and are intended to
better fulfill the National Organ Transplant Act. They require the transplant com-
munity to rely more on medical criteria for organ allocation (as directed by the stat-
ute) and eliminate the reliance on non-medical geographic boundaries. The first two
performance goals (standardized minimum listing criteria and uniformly defined
status categories) build on the approach the OPTN has taken already for liver allo-
cation. The third regulatory criterion—reducing disparities in waiting times among
similarly situated transplant candidates, consistent with sound medical judgment—
is consistent with the statute which directs that the allocation system treat patients
equitably.

The HHS performance goals are not, however, specific allocation policies which
can be compared to current OPTN policies. Rather, these goals are to be imple-
mented by allocation policies developed by the transplant community and, therefore,
comparison of OPTN- developed policies with the allocation policies to be developed
under the regulations cannot be made at this time.

Question. What are the short- and long-term economic and social costs associated
with current organ allocation policy?

Answer. There are substantial short- and long-term economic costs associated
with the current allocation system.

As discussed in the preamble to the Department’s regulation, the transplant in-
dustry may account for $3.5 billion in estimated billed charges. There are several
measures that each partially describe the costs of the current system: wide geo-
graphic disparities in waiting times; deaths; reduced quality of life; and, life years
unnecessarily lost.

The recent 1997 Report of the OPTN: Waiting List Activity and Donor Procure-
ment illustrates how waiting times vary, even in adjacent geographic areas. For pa-
tients with blood type O (the most common blood type) the median waiting time was
511 days in New York City, while the median waiting time in bordering northern
New Jersey was 56 days. In Iowa, which had the shortest waiting times among the
66 OPO areas, the wait was 46 days, compared with neighboring Nebraska at 596
days. There may be other contributing causes, such as more aggressive listing,
which could account for some of this variation; however, much of it is caused by the
current allocation system, which emphasizes arbitrary geographic boundaries as a
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basis for organ allocation. Patients trying to select a transplant program under the
current system are forced to decide how to factor these longer waits, an concomitant
increased risk of death while waiting into choices about which program to select.

Another indication of the costs of the current system are the deaths of patients
awaiting transplants. Under the current system, deaths for patients awaiting trans-
plants have increased from 1,502 in 1988 to 4,065 in 1996. OPTN modeling of alter-
native liver allocation policies suggests that some of these deaths are unnecessary.

For patients awaiting kidney transplants, (over two-thirds of the waiting list and
over one-half of the annual transplants), the costs are both unnecessary deaths
which occur while waiting (about 1,800 in 1996) and a diminished quality of life
while on dialysis.

A cost which represents yet another measure of the costs of the current system
is the avoidable years of life lost. It is difficult to quantify the magnitude of these
costs, as compared to those life years unavoidably lost due to the general shortage
of donated organs or other factors. This difficulty stems from the fact that neither
the OPTN nor others have developed models to demonstrate the magnitude of this
cost on organs other than livers. The liver modeling results, however, are instruc-
tive. Both the OPTN model and a model which uses somewhat different assump-
tions suggest that alternatives to the OPTN-developed liver allocation system that
reduce the reliance on the current artificial “local” geographic boundaries, even al-
ternatives that do not fully address the regulation’s three performance goals, would
“save” life years. In addition, the alternatives modeled reduced deaths overall.

Question. In December 1996, 3 days of departmental hearings on organ transplan-
tation were held. In December 1997, the Clinton Administration launched the Na-
tional Organ and Tissue Donation Initiative whose goal is to increase the national
supply of organs by 20 percent in 2 years. What has the Department done to pursue
the realization of that goal.

Answer. In the 14 months since the launch of this multi-faceted and multi-year
Initiative, several of the Initiative’s proposed projects that show promise of increas-
ing donation have been implemented or initiated. As an example, the Initiative
called for a Federal rule requiring hospitals to refer all deaths to organ procurement
organizations (OPOs). In response, HCFA issued a final rule, effective August 21,
1998, for Conditions for Hospital Participation in Medicare and Medicaid Programs
that requires referral of all deaths and imminent deaths to the OPO and adequate
training for hospital-based staff who request donation. Modeled after Pennsylvania’s
successful required referral law, we anticipate that this rule, in conjunction with
other Initiative efforts, will yield a 20 percent increase in donation by August 2000.
In support of this rule, HCFA and HRSA are jointly planning conferences to develop
guidelines for training hospital-based requesters. These conferences will also review
best practices for hospital and OPO collaboration and their interaction with poten-
tial donor families.

In 1998, the Department sponsored a 2-day conference to identify best practices
for evaluating strategies to increase donation. This conference led to the identifica-
tion of a number of important approaches which need to be further explored. As a
result of the increase in the 1999 HRSA Appropriation, a new extramural grant pro-
gram is currently being developed which will focus on methods to increase donation.
In addition, the Department hopes to serve as a model for all government agencies
and employers by encouraging HHS employees to consider donation. Donation infor-
mation materials have been provided to approximately 100 federal government
agencies for distribution, and pay stubs have included donation messages.

The Initiative also provides electronic information to the public through its own
web site (www.organdonor.gov), as well as a web site developed in partnership with
the National Kidney Foundation (www.kidney.org) to provide information to donor
families and the general public, and another through the University of Michigan
(www.transweb.org/journey) to educate school-age children about donation and
transplantation.

Question. Discuss any partnership agreements achieved or planned between the
HHS and nongovernmental organizations to increase organ and tissue donation.

Answer. HHS is developing a broad national partnership of public, private, and
volunteer organizations to assist in the implementation of the Initiative. A Partner-
ship Kit has been developed with resources to aid in educational activities. The fol-
lowing examples show the variety of organizations and activities in several arenas
supporting the National Organ and Tissue Donation Initiative:

In the health care community, the American Medical Association and the Amer-
ican Academy of Family Physicians are partnering with HHS to encourage physi-
cians to make donation materials available in their offices and to discuss donation
with their patients.
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The legal field is involved through a partnership between the American Bar Asso-
ciation and HHS in which attorneys are encouraged to discuss donation with their
clients during estate planning.

In the educational setting, the American College Health Association, a national
organization with 900 member institutions, has been funded by HRSA in a dem-
onstration project that will implement and test the effectiveness of college campus
campaigns to increase donation.

The faith community has supported a number of efforts, including a partnership
between the Congress of National Black Churches, representing 65,000 congrega-
tions with an excess of 20 million parishioners, and HHS in a national project to
educate its members about organ, tissue, and bone marrow donation.

Businesses also are involved in partnerships, such as The Home Depot’s program
to conduct organ and tissue donation education activities for employees.

In one of several efforts to focus on minority issues, the National Minority Organ
and Tissue Transplant Education Program is designed to empower minority commu-
nities to become involved in education activities to increase the number of minority
donors.

Donor and recipient groups are involved in awareness and appreciation programs,
such as the National Donor Recognition Ceremony and Workshop conducted in col-
laboration with the National Kidney Foundation’s National Donor Family Council.

National Donor Day—Saturday February 13, 1999. The “celebration of life” volun-
teers from the transplant community prepared a one-day blitz to promote donor
awareness. HHS, along with the Saturn Corporation and the United Auto Workers
and other nationwide groups, partnered in this event. Volunteers visited partici-
pating Saturn Corporation automobile dealers and learned how donating “Five
Points of Life”—whole blood, platelets, umbilical cord blood, bone marrow, and
organ and tissue donation, can extend life to others.

SLOW SPENDING OF TANF FUNDS

Background

The 1996 welfare reform law replaced the Aid to Families with Dependent chil-
dren (AFDC) program with TANF. The TANF program provides fixed block grants
to the states. The basic TANF block grant is $16.5 billion annually for fiscal year
1997 through fiscal year 2002. TANF also includes supplemental and bonus funds.
TANF grants remain available for use by the states without fiscal year limitation.
Though TANF grant awards are made quarterly, actual cash (outlays) is not trans-
ferred to the states until they make expenditures in their TANF programs. As of
September 30, 1998, TANF balances (grants that have not been outlaid to the
states) totaled $7.1 billion. Some of this balance reflects funds obligated but not yet
expended by the states. The Department of Health and Human Services (DHHS) es-
timates that obligated and unexpended TANF funds totaled between $3 billion and
$3.5 billion at the close of fiscal year 1998.

The President’s fiscal year 2000 budget proposes some savings from freezing a
special supplemental grant targeted to states with high population growth and low
historical welfare spending per poor person. An estimated 17 states qualify for this
supplemental grant; most of these states are in the South or West.

Question. What accounts for the slow spending of TANF funds?

Answer. We have received a great deal of information from States regarding the
reasons for the delays in their TANF spending.

First, caseloads have dropped sharply, and many States did not expect or budget
for such a decrease. State legislators generally appropriated fiscal year 1998 TANF
funds in the first half of calendar year 1998. Since then, unexpectedly sharp case-
load declines gave States additional funds to serve needy families. However, it takes
time to develop and implement new spending initiatives. Many States required leg-
islative action to reprogram large amounts of funds from one activity, such as cash
assistance, to another such as post-employment supportive services. Fiscal year
1999 legislatures are now in session, and States are now appropriating the addi-
tional funds resulting from such unexpectedly large caseload declines.

Second, many States are still continuing to change the focus of their TANF pro-
grams from income support to work support. State are finding that many of families
remaining on the rolls face severe barriers to employment, such as low levels of edu-
cation and skills, substance abuse, mental health problems, and disability. These
barriers can require major investments to overcome. As many TANF families begin
to hit time limits, it will become critical for States to make additional investments
with their TANF funds in order to get these families into the workforce and stay
employed.



55

According to the latest data, 17 States obligated all their fiscal year 1997 and fis-
cal year 1998 TANF funds: Alaska, Arkansas, California, Connecticut, Delaware, Il-
linois, Indiana, Maine, Massachusetts, Mississippi, Missouri, Montana, Ohio, Or-
egon, Texas, Virginia and Wyoming. We expect to see States obligating and spend-
ing more of their TANF funds in fiscal year 1999, as State appropriations decisions
made this year move toward spending more on work activities and the intensive
services necessary to help recipients find jobs and succeed in the workforce.

Question. Have states increased or decreased their spending per family under
TANF compared with AFDC? By how much?

Answer. AFDC and TANF spending per family measures are not directly com-
parable, since States have much more flexibility under TANF to invest in services
that families need to move from welfare to work and to provide supports for working
families. States are offering a wider array of services under TANF than was allow-
able under the former AFDC, JOBS and the Emergency Assistance programs. In ad-
dition, States are not required to report on the number of families receiving services
that are not defined as “assistance,” such as one-time only assistance. Therefore,
any figure showing TANF spending per case will not reflect all families being served
by States under TANF.

However, it is possible to compare spending on cash assistance between the two
programs. In fiscal year 1996, the last full year of the AFDC program, the total av-
erage monthly benefit per case was $374. In fiscal year 1998, the total average
monthly spending per case on “cash and work-based assistance” was $383, a two-
and-a-half percent increase.

Question. The President’s budget projects increases in TANF outlays in fiscal year
2000. Do these projections indicate expected caseload increases, or do you expect
spending per TANF family to increase?

Answer. We expect TANF outlays to increase in fiscal year 2000 due to increases
in State spending on TANF families. As TANF caseloads have declined, State are
finding that many of families remaining on the rolls face severe barriers to employ-
ment, such as low levels of education and skills, substance abuse, mental health
problems, and disability. These barriers can require major investments to overcome.
These investments will require greater than average TANF funding per recipient.

In addition, some States have not had time to enact legislation to shift the focus
of their TANF programs from cash assistance to work support. We expect a substan-
tial increase in TANF spending as State appropriations decisions made last year
translate into additional expenditures for new services.

Question. The budget documents show a balance of $7 billion in unexpended
TANF grants at the end of FY1998. The DHHS has been reporting a different bal-
ance of between $3.0 billion and $3.5 billion. Could you explain the difference be-
tween the budget numbers and the DHHS figures?

Answer. The $3 billion figure represents the cumulative unobligated balance (from
both fiscal year 1997 and fiscal year 1998 TANF funds) as reported by States as
of September 30, 1998. The unobligated balance represents the amount of TANF
grants that States have not yet obligated (that is, entered into contracts or made
other binding spending plans). The $7 billion figure is the cumulative TANF cash
balance remaining in the Treasury as of September 30, 1998. This balance rep-
resents funds that have not been drawn down (or, “outlaid”) by States and includes
funds that States have already committed to spend.

Question. DHHS reports that states have obligated, but have yet to expend some
funds. What types of activities are these obligations for? Do subgrants to counties
or other localities count as state obligations in the TANF program?

Answer. Obligations refer to amounts States have committed to spend, but have
not yet spent. According to our financial regulations, obligations represent the
amount of orders placed, contracts and subgrants awarded, and similar transactions
that will require payment by the State during some future period. An example of
this may include funds a State has committed to pay under a contract for computer
systems, but which the State has not yet paid. Subgrants to counties or other local-
ities may count as State obligations in the TANF program.

Question. How much of the fiscal year 1998 balance reflects state “rainy day”
funds? Are these funds adequate, inadequate, or more than adequate to meet the
extra costs of a recession should it start this year?

Answer. States are not required to report information on their “rainy day” funds,
so we do not know how much of the unobligated balance has been dedicated by
States for that purpose. As part of the welfare reform legislation, Congress gave
States the authority to save unspent TANF funds for future contingencies. In the
event of a recession, States will have these TANF funds available, along with funds
from the Contingency Fund. As part of the fiscal year 2000 Budget, we are pro-



56

posing to uncap the Contingency Fund to make it more responsive to State needs
during an unforeseen recession.

Question. What is the Administration’s rationale for proposing to freeze the sup-
plemental grant targeted to states with high population growth and low historical
expenditures per poor person?

Answer. The TANF Supplemental Grants were intended to provide additional
funds to States with high population growth and/or low per capita welfare spending
that might be burdened by a fixed TANF block grant. However, since the enactment
of welfare reform, the 17 States receiving these Supplemental Grants have on aver-
age experienced the same, or even greater, caseload declines as other States. There-
fore, the Administration proposes to freeze these Supplemental Grants for fiscal
year 2000 at their fiscal year 1999 levels. The 17 States will still receive Supple-
mental Grants totaling $159.7 million in fiscal year 2000, but won’t receive the
automatic 2.5 percent increase authorized by PRWORA.

Background

The President’s fiscal year 2000 budget proposes a series of welfare-to-work initia-
tives, including a $1 billion extension of the Department of Labor’s welfare-to-work
grant program, welfare-to-work housing vouchers, and job access grants. It also pro-
poses a major child care initiative to increase funding for the Child Care and Devel-
opment Fund (CCDF) by $7.5 billion over the next 5 years. Under TANF, states also
have the flexibility to use block grant funds for welfare-to-work and child care ac-
tivities.

Question. Given the amount of unspent TANF money available, are these addi-
tional dollars necessary?

Answer. States need to invest both TANF and Welfare to Work (WtW) resources
to ensure that all welfare recipients, including those with the greatest barriers to
employment, can move to self-sufficiency within the time limits.

The President’s Budget requests $1 billion to continue the work begun under the
current Welfare to Work program, which is administered by the Department of
Labor and provides funds to State and local areas that help the hardest-to-employ
welfare recipients and non-custodial parents get and keep their jobs.

The proposed reauthorization of the Welfare to Work program has two main objec-
tives:

To continue to provide transitional assistance to hard-to-employ current and
former welfare recipients living in high-poverty areas; and, To strengthen families
by helping noncustodial parents increase their employment and earnings so they
can better support their families.

The unspent TANF money available is simply inadequate to meet these goals. (It
is important to note that 17 States have obligated all their TANF funds for fiscal
year 1997 and fiscal year 1998, and these States do not have “unused” TANF funds
left to spend on child care and Welfare-to-Work services.) States are finding that
many of the families remaining on the rolls face barriers to employment such as
limited education and skills, substance abuse or mental health problems, or a dis-
ability. These barriers can require major investments to overcome—investments
greater than the average TANF funding per recipient. WtW is the only program
with funds dedicated to the hardest to serve welfare recipients. Furthermore, WtW
funds can be spent on those who have exhausted their TANF time limit but are still
in need of employment services.

Question. Are there any work activities funded under the Department of Labor’s
welfare-to-work grant program that cannot be funded under TANF using already
available funds?

Answer. States need to invest both TANF and WtW resources to ensure that fami-
lies with the most intensive service needs (such as those with low skill levels, sub-
stance abuse problems, and disabilities) can move to self-sufficiency. The WtW grant
program has a more specific purpose than TANF, with funds are directly targeted
to help harder-to-serve TANF recipients and non-custodial parents. As caseloads de-
cline, States are finding that many of the families remaining on the rolls face bar-
riers to employment such as limited education and skills, substance abuse or mental
health problems, or a disability. These barriers can require major investments to
overcome—investments greater than the average TANF funding per recipient. WtW
is the only program with funds dedicated to the hardest to serve welfare recipients.
Furthermore, WtW funds can be spent on those who have exhausted their TANF
time limit but are still in need of employment services. Therefore, additional WtW
funds will ensure that the hardest-to-employ welfare recipients living in the highest
pi)verty areas will get the help they need to secure work and succeed in the work
place.
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If States use WtW funds to help these very important groups of individuals, they
need not amend their State TANF plans or possibly redefine their State statute.
Whereas, to fully help non-custodial parents using TANF funds may well involve de-
fining this parent as a member of an eligible TANF family. This could easily mean
a need to alter State law and amend the TANF plan.

Furthermore, some States wish to reserve a share of their Federal TANF funds
for a rainy day; they want to know they have additional funds available should they
experience a population increase or a regional recession.

As we continue to move persons off the rolls, it is essential that all of these funds
be available to meet the most intense needs of the harder-to-serve population.

Question. Can states fund the activities of the proposed welfare-to-work housing
voucher and job access grant programs with TANF funds?

Answer. TANF funds may be used in a wide variety of ways that are consistent
with the goals of the TANF program. The uses may include providing housing as-
sistance and other supportive services that help families attain and maintain em-
ployment. Examples of such supportive services include, but are not limited to,
transportation, child care, job readiness assistance, case management, job training
and re-training activities, job retention services, and post-employment follow-up
services.

The Department of Housing and Urban Development welfare-to-work rental
voucher initiative supports our welfare-to-work efforts by providing rental subsidies
to families. These subsidies follow the family and enable them to move to decent
housing that is closer to employment and training opportunities or service sites such
as day care facilities without requiring the family to incur excessive rental costs.
Thus, this program will further help TANF-eligible families transition from welfare
to work.

Similarly, the Department of Transportation has also contributed to the welfare
reform efforts through its Job Access program. This program assists States and lo-
calities in developing flexible transportation services that connect welfare recipients
and other low income persons to jobs and other employment related services. States
may use Federal TANF funds to meet the cost-sharing requirement of the Jobs Ac-
cess program.

Question. Can states spend the currently unused TANF money on child care?

Answer. As of September 30, 1998, 17 States had obligated all their fiscal year
1997 and fiscal year 1998 TANF funds, and therefore do not have any “unused”
funds to spend on child care. The remaining States may spend their unobligated bal-
ances on child care, but may be reluctant to do so for several reasons. While case-
loads have dropped dramatically nationwide, States face critical challenges as they
attempt to help the remaining welfare families move into the workforce and gain
self-sufficiency. This next stage of welfare reform may prove costly, and States may
be reluctant to use their TANF funds on child care when they anticipate new spend-
ing on the increasing share of their caseload with major barriers to employment
such as illiteracy, substance abuse and mental health issues. Also, some States may
choose to use their unobligated balances as “rainy day” reserves to cover the in-
creased costs of an unforeseen economic downturn.

Our child care initiative is designed to provide assistance low income working
families—not necessarily welfare families. This proposal prevents welfare from
being the only way for low-income families to gain access to child care. In far too
many parts of the country, the only child care available is for welfare families mak-
ing the transition to work. Low- income families, many of whom never have been
on welfare, pay on average 25 percent of their incomes on child care.

Our requested increase of $7.5 billion over 5 years for the Child Care and Devel-
opment Fund will dramatically increase the availability and affordability of child
care for low income working parents. These funds, together with the existing child
care funds, will enable States to provide assistance for an additional one million
children by 2004, for a total of 2.4 million children. We are also requesting $3 billion
for the Early Learning Fund, which will provide challenge grants to States and com-
munities to promote school readiness, and improve early learning and the quality
and safety of child care.

USES OF TANF BLOCK GRANTS

Background

A state is permitted to use Federal TANF funds for all activities it was allowed
to conduct under welfare programs operated under pre-TANF law: cash benefits,
emergency aid, child care, and work and training activities. Additionally, states may
use TANF funds for activities “reasonably calculated” to accomplish the purposes of
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the program.3 Though the activities permitted under TANF are relatively broad,
providing Federal TANF “assistance” to a family triggers the application of certain
program requirements to that family: work requirements, child support require-
ments, reporting requirements, and time limits. The DHHS issued proposed regula-
tions on November 20, 1997 detailing rules for the expenditure of funds and applica-
tion of TANF requirements. Final regulations have yet to be published.

Question. In proposed regulations, DHHS sets the rules for expenditure of funds,
including defining when TANF requirements apply and what constitutes a family
receiving TANF “assistance.” When will these regulations be finalized?

Answer. We expect the regulations to be published this spring.

Question. Do you think that the absence of final regulations about the uses of
TANF funds has slowed state program innovations and contributed to the slow
spending of TANF funds?

Answer. While some States may be hesitant to undertake new spending initiatives
in the absence of final rules, we have advised them that they may operate their
TANF programs in accordance with a reasonable interpretation of the statute until
we issue the final rules. Thus, States could undertake new initiatives that were con-
sistent with a reasonable interpretation of the statute without fear of incurring pen-
alties. We have also used every available occasion (such as conferences and meet-
ings with States, intergovernmental groups, and advocates) to inform States and
other interested parties there are clear opportunities to use TANF funds in a variety
of innovative ways to help all families attain and maintain self-sufficiency. Finally,
we have emphasized the importance of helping harder-to-serve family members
overcome employment obstacles, so that all clients have the chance to succeed.

Background

TANF permits limited transfers (up to 30 percent of the grant) to the Child Care
and Development Fund (CCDF) and Social Services Block Grant (SSBG). For fiscal
year 1997 through fiscal year 2000, transfers to S SBG are ftuther limited to 10
percent of the TANF block grant. For fiscal year 2001 and later years, transfers to
SSBG are limited to 4.25 percent of the TANF block grant. The President’s budget
proposes to accelerate to fiscal year 2000 the scheduled reduction in the share of
TANF funds that may be transferred to SSBG.

Through June 30, 1998, states have transferred only 3 percent of their fiscal year
1998 TANF grant to CCDF. Through June 30, 1998, states transferred 5 percent of
their fiscal year 1998 TANF grant to SSBG.

Question. Why do you think states are using only a small part of their authority
to transfer funds from TANF to the CCDF?

Answer. Twenty-eight States took advantage of the option to transfer TANF funds
to child care in fiscal year 1998, transferring some $740 million. The amount of
TANF funds transferred to child care tripled between fiscal year 1997 and fiscal
year 1998. In addition, some States may be reluctant to transfer their TANF funds
to child care when they anticipate new spending on the portion of their welfare case-
load with major barriers to employment. States may also save some portion of their
TANF funds as “rainy day” reserves to cover the costs associated with an unforeseen
economic downturn.

Question. What types of requirements apply to transfers to the Child Care and
Development Fund. Is there a deadline for the obligation and expenditure of these
funds?

Answer. Funds transferred from TANF to the Child Care and Development Fund
(CCDF) are subject to the requirements applicable to the Discretionary Fund of the
CCDF. As indicated in the CCDF Final Rule (45 CFR 98.60), States must obligate
their Discretionary Funds either in the year they are received (or transferred from
TANF) or in the succeeding fiscal year. They must liquidate (expend) their funds
by the end of the third fiscal year. Thus, if a State transfers funds to child care
in fiscal year 1999, it must obligate these funds by the end of fiscal year 2000 and
must expend these funds by the end of fiscal year 2001.

Question. What is the Administration’s rationale for proposing to accelerate (to fis-
cal year 2000) the scheduled reduction in the share of TANF funds that may be
transferred to SSBG?

Answer. As you may recall, Congress included a provision in the Transportation
Equity Act of the 21st Century (Public Law 105-178) to reduce the percentage of
TANF funds that States may transfer to Title XX from 10 percent to 4.25 percent,

3The stated purposes are to provide assistance so that children may be cared for in their own
homes; end dependence of needy parents on government benefits by promoting job preparation,
work, and marriage; prevent and reduce the incidence of out-of-wedlock births; and encourage
the formation and maintenance of two-parent families.
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beginning in fiscal year 2001. In light of the $471 million increase that we are pro-
posing for the Title XX SSBG program for fiscal year 2000, our budget recommends
that Congress take action to make the transfer cap reduction to 4.25 percent effec-
tive in fiscal year 2000. This approach will allow States to spend their TANF funds
for the investments critical to help welfare families move into the workforce and
gain self-sufficiency, while providing the States with additional funds for other so-
cial services and populations.

Question. Approximately how many persons or families have been served by
TANF transfers to SSBG? What types of services have states funded using TANF
transfers to SSBG?

Answer. States are not required to report how many persons they are serving spe-
cifically with TANF transfers to SSBG. States may use funds transferred from
TANF to SSBG for the same type of services funded with their annual SSBG allot-
ment. Data show that most States use SSBG to support child care (47 States), child
protective services (46 States), home-based services (45 States), and case manage-
ment (38 States). States reported spending 22 percent of funds on child welfare (fos-
ter care, adoption and protection services), 15 percent on child care, 10 percent on
home-based services, and 7 percent on prevention and intervention services.

CONTINGENCY FUND

TANF includes a “contingency fund,” which would provide matching grants to
states that meet certain criteria. There are both state and national caps for the con-
tingency fund. A state’s contingency funds are limited in each year to 20 percent
of its TANF block grant, and nationally contingency funds cannot be more than
$1.96 billion. To qualify for contingency funds a state must have high and increas-
ing unemployment or food stamp caseloads 10 percent higher than in fiscal year
1995. It must also meet a maintenance of effort requirement stricter than the over-
all TANF maintenance of effort requirement. To date, one state received contingency
funds. The President’s fiscal year 2000 budget proposes to rescind the TANF contin-
gency fund and replace it with a new, uncapped contingency fund that is not de-
scribed.

Question. What analysis has the Administration done to show that the current
contingency fund would be inadequate to meet the needs of the states during a re-
cession? What provisions of the contingency fund would bar needy states from re-
ceiving sufficient Federal funds: the unemployment or food stamp caseload quali-
fying criteria, the spending requirements, or the caps on state and national contin-
gency funds?

Answer. We have not had the opportunity to examine the adequacy of the Contin-
gency Fund during a recession. The Administration’s budget estimates assume that
favorable economic conditions will continue. Furthermore, it would be difficult to de-
velop an accurate analysis of the demand on the Contingency Fund under a reces-
sion. It would be insufficient to estimate the number of States that would meet the
Fund’s trigger requirements, as other uncertain variables include the number of
States meeting the Contingency Fund maintenance of effort (MOE) requirements
and the amount of expenditures that exceed the MOE level.

Some members of Congress, States, and advocacy groups and have criticized the
Fund’s cap, saying that the $1.96 billion would be insufficient in the event of an
unforeseen economic downturn. As stated in last year’s Report on the Status of the
Contingency Fund, the Administration noted that funding of the Contingency Fund
would likely be insufficient during a severe recession.

Question. The budget does not specify the details of the Administration’s contin-
gency fund policy. Aside from uncapping it, what changes to the contingency fund
do you propose to make?

Answer. The Administration is currently developing a legislative proposal that
will make the Contingency Fund more responsive to State needs in the event of an
unlforedseen economic downturn. We will transmit it to Congress as soon as it is fi-
nalized.

Question. Has the Administration done any analysis to show what the effects of
its policies would be under varying economic circumstances? For example, how much
Wou})d the proposal cost if there were a recession comparable to the 1990-91 reces-
sion?

Answer. It is not possible to develop an accurate estimate of the need for Contin-
gency Funds under a recession like that of the early 1990s. Due to the changes
made to the Food Stamps program by welfare reform, comparable Food Stamps
caseload data for that time period is not available to assess the number of States
that would have meet the Food Stamp trigger.
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However, in last year’s Report on the Status of the Contingency Fund, we pro-
vided some context by looking at the number of States that would have met the un-
employment rate trigger during the early 1990’s and the number of months they
would have done so. During the period 1991 though 1994, 39 States would have met
the unemployment trigger for at least one month, and would have been eligible to
receive provisional payments from the Contingency Fund in 34 percent of the
months during that time period. To assess the adequacy of the Contingency Fund,
one would need to know how many States would meet the Contingency Fund MOE
requirements and the amount of expenditures exceeding the MOE level.

ADMINISTRATIVE COST ALLOCATION

Background

Before the 1996 welfare law, states often charged “common” administrative costs
for administering cash welfare, Food Stamps, and Medicaid to the Aid to Families
with Dependent Children (AFDC) program. When AFDC was replaced by the TANF
block grant, all costs charged to AFDC—including common administrative costs for
administering AFDC, Food Stamps, and Medicaid—were folded into the TANF block
grant. The Agricultural Research Act of 1998 prospectively reduces the Federal re-
imbursement for food stamp administrative costs by the food stamp “share” of com-
mon administrative costs included in the TANF block grant. The President’s fiscal
year 2000 budget proposes to make similar reductions in the Federal reimbursement
for Medicaid administrative costs. Additionally, the Administration now requires
states to split the common costs for administering TANF and other public assistance
programs with all “benefitting programs,” including food stamps and Medicaid.

Question. How much will fiscal year 2000 Food Stamp and Medicaid spending be
increased because of the Administration’s requirement that common costs be split
among TANF, food stamps, and Medicaid?

Answer. With the repeal of the AFDC program and the enactment of TANF,
states began to amend their public assistance cost allocation plans to charge activi-
ties to programs in the proportion to which the programs benefitted from those ac-
tivities. This change in the way states began to allocate costs was consistent with
OMB circular A-87 and generally accepted accounting principles, although it dif-
fered with general practice under the AFDC program, where legislative history
called for common costs to be assigned to AFDC. Our projections, which are based
on determinations pursuant to Section 16(k) of the Food Stamp Act, include the fol-
lowing increases as a result of the way states are allocating common costs:

1999 2000 2001 2002 2003 2004

Food Stamps $226 $230 $235 $240 $250 $255
Medicaid 295 306 325 345 375 405

With the fiscal year 1999 President’s Budget, the administration required states—
including those that had not already submitted revised cost allocation plans—to
move to this cost allocation approach for TANF, Food Stamps and Medicaid, and at
the same time, it proposed reducing Medicaid and Food Stamp administrative costs
to recapture these costs that were included in the TANF block grant. The Food
Stamp administrative expenditures were reduced as part of the Agriculture Re-
search, Extension, and Education Reform Act of 1998. In the fiscal year 2000 budg-
et, the administration again proposes to reduce Medicaid administrative costs,
which are increasing as states allocate costs among all three programs. This pro-
posal is projected to save $1.2 billion over five years, net of increased TANF spend-
ing.

Question. Do any programs other than Food Stamps and Medicaid have to pick
up administrative costs formerly charged to AFDC/TANF?

Answer. All Federal programs are expected to allocate and charge administrative
costs based on their relative benefit unless there are statutorily-based exceptions.
The only major program that States should have been charging some administrative
costs to AFDC is the Child Support Enforcement program. Current ACF regulations
prevent these administrative costs from being paid for by the Child Support En-
forcement program—which has an enhanced Federal matching rate. The amount
and extent of these potential charges is not easily known, but they would be rel-
atively small in comparison to the Medicaid and Food Stamps cost allocation deter-
Xlinations made under the Agriculture Research, Extension and Education Reform

ct.

Question. The Administration’s proposal cuts Medicaid spending based on pre-
1996 common administrative costs, when AFDC eligibility conferred automatic Med-
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icaid eligibility. The 1996 welfare law delinked cash welfare and Medicaid eligibility.
How many states still determine cash welfare (TANF) eligibility in a different office
from where Medicaid eligibility is determined?

Answer. Very few states still determine TANF eligibility in a different office from
where Medicaid eligibility is determined. Specifically, five States’ staffs are not co-
located and six States comprise both joint and separate staffing (depending on the
county in some States).

HEAD START

Question. Head Start has received large increases in funding in recent years.
What assurances can you give the Committee that these new funds can be used ef-
fectively without sacrificing the quality of Head Start?

Answer. In the last several years Head Start has made a significant investment
in improving quality in Head Start. We have made available significant funding in-
creases to programs to allow them to address quality issues, particularly issues re-
lated to improving the quality and number of staff employed by Head Start pro-
grams. Salaries have been increased, training opportunities have been expanded
and new, needed, staff have been hired. At the same time we have been investing
in quality we have been clear to programs that they must use these resources well
and deliver services of consistently high quality. Where programs have failed to do
this, we have advised them of the need to improve and have made available support
resources to help them. Programs that could not or would not improve were termi-
nated and, in fact, since 1993 more than Head Start 100 programs have either been
terminated or have relinquished their grant.

In fiscal year 2000, we will continue this “carrot and stick” approach. Last year’s
Head Start reauthorization increased the allocation of new funds dedicated to qual-
ity. Based on this formula, the President’s budget request, if appropriated, would
provide for almost $257 million in quality improvement funds. These funds will
allow programs to continue to invest in program improvement by improving staff
salaries to attract and retain quality staff, by adding additional staff in such impor-
tant areas as family workers and by improving staff training. We will continue the
efforts we began in fiscal year 1999 to focus a portion of these new funds on increas-
ing the number of Head Start teachers with degrees in early childhood education,
or related fields, as required by the recently reauthorized Head Start Act. We will
also continue to insist that programs provide high quality services or we will move
to discontinue their grant. This Administration is fully committed to Head Start
quality and the President’s proposed fiscal year 2000 budget will continue previous
efforts to assure that every enrolled child and family in Head Start receives services
of consistently high quality.

Question. The President has stated a goal of serving 1 million children in Head
Start by 2002. Was the budget request derived by calculating the amount needed
to reach that goal, irrespective of any needs assessment? What is the motivation be-
hind such a large funding increase, given the fact that the program has already
grown so substantially?

Answer. The President has long been committed to serving 1 million children in
Head Start. According to the most recent census data, there are almost 1.8 million
poor children in this country who are either three or four years old, as well as 2.6
million poor children under the age of three. The President’s commitment to serving
1 million children will meet just a small percentage of this need.

The fiscal year 2000 budget proposal was made in a time of tight budget con-
straints and the need to make difficult decisions about which programs should be
considered as priorities, proposed for funding increases, and which programs should
not. The President’s fiscal year 2000 increase, if appropriated, would represent the
largest single year increase for Head Start and is intended to enhance program
quality and continue the path started several years ago of increasing enrollment to
reach, eventually, 1 million children. Although Head Start has seen significant
growth in the last several years, this Administration believes this increase is impor-
tant to both allow Head Start programs to reach out to additional, unserved chil-
dren and families as well as to allow programs to better meet the needs of currently
enrolled families, many of whom are being significantly impacted by welfare reform
and the need to find quality child care for their children. While much has been done
in the last several years, there continues to be much that needs to be done to give
as many of America’s disadvantaged children as possible a true “Head Start.”
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ADMINISTRATION ON AGING

Question. The President is requesting $125 million for a new “National Family
Caregiver Support Program.” Could you explain the goals of this program and how
the funds will be spent? Will you take steps to gain authorization for this program?

Answer. The fiscal year 2000 budget includes a new $125 million National Family
Caregiver Support Program which will provide essential assistance to approximately
250,000 families caring for an older relative. Legislation to authorize this Program
was submitted to Congress on January 15th, 1999. The National Family Caregivers
Support Program consists of five components.

—Individualized information on available resources to support caregivers;

—Assistance with locating services from a variety of private and voluntary agen-
cies;

—Caregiver training (e.g., the easiest and safest way to give someone a bath),
support groups, and counseling to help caregivers cope better with the emo-
tional & physical stresses of dealing with the disabling effects of a family mem-
ber’s condition;

—Respite care provided in the home, an adult day care center, or over a weekend
in a nursing home or assisted living facility;

—Limited supplemental services to fill service gaps.

—Families, not social services agencies or government programs, provide most as-
sistance to elderly persons who need help with everyday tasks, such as bathing,
dressing, getting out of bed and toileting.

—The demands of providing this care can be very emotionally and physically
draining. Studies show that half of all caregivers are themselves over 65, V5 are
employed full time, and caregivers have higher rates of depression than non
caregivers of the same age.

—Families need periodic help with these responsibilities in order to sustain them-
selves as caregivers. Studies have shown that respite care both relieves care-
giver stress and can also delay nursing home entry for as long as a year.

Key Information

Of the funds for the National Family Caregiver Program:

—88 percent will be allocated by population-based formula grants to State agen-
cies on aging which will allocate the fund to local area agencies on aging which
collaborate with community service providers.

—10 percent of the program’s funds will support innovation grants to enable the
development and testing of program innovations to better address specialized
caregiving issues, such as the development of emergency caregiving back-up
systems, and to meet the needs of special populations, such as families in spe-
cific ethnic and minority communities or families in rural areas. 20 percent of
these funds will be allocated to Indian Tribal projects.

—2 percent of the funds are dedicated to national activities of significance includ-
ing program evaluation, training, technical assistance, research, and public edu-
catign efforts to be conducted collaboratively by the AoA and other parts of
HHS.

—This program is designed to be flexible to meet families’ widely varying needs
for services. The level of service provided to an individual family is based on
an objective assessment of its needs.

—Services provided by the Family Caregiver Support Program are generally not
provided by other Federal programs.

—Medicaid.—While Some States cover respite care under their Medicaid home
and community based waiver programs, to qualify, the individual needing care
must be assessed as needing nursing home care and have less than $2,000 in
liquid assets. In addition, State waiver program ceilings often prevent even
those who are eligible from receiving services.

—Medicare.—Medicare covers only limited personal care.

YEAR 2000 COMPLIANCE

Question. According to GAO, only 16 percent of state Medicaid systems were Y2K
compliant? Does that fit with your assessment?

Answer. The GAO’s report was done last summer and was based solely on self-
reported information mailed to the GAO in response to a survey instrument that
looked at the status of code renovation across a number of welfare-related programs
including, but not limited to, Medicaid.

Since that time, HCFA has brought on an independent verification and validation
(IV&V) contractor to perform on-site visits to every State to evaluate their Y2K
progress.
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A number of States have made significant progress since the GAQO’s report, but
we remain concerned that others are still struggling to make their systems compli-
ant. It is difficult for us to provide a percentage that are compliant because we will
not have completed our site visits to all States until the end of April. After collecting
this information, we believe it will take at least another month to analyze the re-
sults. We also plan to continue our site visits by visiting some of the States a second
time, and, possibly, a third time between now and the end of the calendar year.

While the States are responsible for these systems, we believe we have a responsi-
bility to not only track their progress but provide as much technical assistance as
possible. For that reason, our contractor is making recommendations for corrective
additions, re-allocation of resources, etc., where they believe States need to give ad-
ditional attention and consideration. Of course, it is up to the States to use this in-
formation to the extent they believe appropriate since they know their systems and
resources best.

I would like to point out that the GAO’s survey only focused on one aspect of this
problem—renovation of the code. While that is certainly a critical piece, HCFA’s
contractor is also concerned with the status of testing of the code once the changes
have been made, the amount of outreach States are doing with regard to their data
exchange partners including the provider communities, and the mission critical
interfaces which State Medicaid systems depend upon to know who is eligible for
the program and to make accurate and timely payments to providers. All of these
were described in another GAO report on Y2K as being important, but their survey
was not able to cover each of these topics in depth. From HCFA’s perspective, how-
ever, only when these and other criteria are met, will we, based on our contractor’s
analysis, consider the State Medicaid programs to be fully Y2K compliant.

Question. What does HCFA plan to do to ensure that beneficiaries continue to re-
ceive medical services and providers are paid if some states’ systems fail? .

Answer. HCFA has been encouraging State Medicaid Directors and Children’s
Health Insurance Program (CHIP) Directors to develop contingency plans in the
event of the failure of State payment systems. HCFA plans to contract with a firm
to review State contingency plans with an eye towards making suggestions to make
the plans as strong as possible. HCFA believes that if any States are faced with sys-
tems which do not operate properly in January, 2000, such States would continue
to pay providers on an estimated payment basis until the systems are restored to
normal working conditions.

Question. Has HCFA developed a business contingency plan for sates that cannot
meet the Y2K deadline?

Answer. While it is HCFA’s position that States are responsible for developing
their own business contingency plans, we realize that States need both policy guid-
ance and technical assistance in developing the plans. HCFA has provided some
general information about contingency planning to States, but have not yet placed
any requirements on them. HCFA is now revising its plans on this and will be send-
ing out information to States shortly which will require them to develop contingency
plans, refer them to some additional general guidance on contingency planning that
HCFA is using, and provide specific policy guidance for their use, including methods
to enroll beneficiaries and pay providers if their regular systems fail. HCFA will
also consider actions that HCFA or other Federal government agencies could take
in the event of a State Medicaid system failure.

1Que?stion. Has HCFA given states any guidance to help them develop contingency
plans?

Answer. Yes. HCFA has engaged the services of an independent verification and
validation (IV&V) contractor which is visiting all 50 States plus the District of Co-
lumbia. The contractor is not only taking stock of the States’ readiness for Y2K, but
is also making suggestions to them concerning contingency planning. Furthermore,
HCFA has provided information to States about where they can find helpful hints
about contingency planning on the Internet and in other documentation. HCFA is
now working on more specific direction and guidance for States, and will require
States to develop and submit contingency plans. In addition, HCFA plans to con-
tract for resources to review each contingency plan submitted, identify weaknesses,
and provide assistance to States in strengthening their contingency plans.

Question. In your November 1998 Y2K quarterly report to OMB, HHS reported
a Y2K cost of $942 million for HCFA and noted that this cost could increase by $350
million. That cost estimate went down in February 1999. Could you explain what
accounts for this adjustment in funding requirements? Do you anticipate spending
addé)tional funds from the $2.25 billion in Y2K emergency funds for civilian agen-
cies?

Answer. The scope and complexity of the Y2K project is constantly evolving as we
learn more about the problem. We continue to update our budget estimates to re-
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flect our latest thinking surrounding this issue. Changes in HCFA’s budget esti-
mates since the November 1998 quarterly report are primarily due to two factors:
(1) the use of pessimistic assumptions and (2) inclusion of cost estimates for imple-
mentation of contingency plans.

We developed two sets of assumptions surrounding our Y2K funding needs: “most
likely” and “pessimistic.” In November, HCFA’s budget estimates were based on the
set of assumptions “most likely” to occur, but did indicate that these costs could in-
crease significantly should some of our “pessimistic” assumptions occur. Since the
development of these budget estimates we have accepted the self-certifications of al-
most 70 percent of external systems and all internal systems, so we felt that it was
appropriate to remove the reference to our “pessimistic” assumptions in the latest
budget estimates.

The budget estimates contained in the November 1998 quarterly report also in-
cluded HCFA’s initial attempt to estimate costs associated with the implementation
of contingency plans. At that time, HCFA estimated that the agency could require
approximately $311.2 million in contingency funding should problems occur necessi-
tating implementation of contingency plans. The agency’s recent quarterly report
does not include costs of implementing contingency plans in its budget and spending
estimates. HCFA will be developing the details of its contingency plans over the
next few months and may include costs of implementation in future budget esti-
mates.

At this time, we believe HCFA’s latest budget estimates will support the Y2K
funding needs of the agency. We will continue to update our budget estimates as
the Y2K project evolves.

Question. Has HCFA developed a Medicare business contingency plan which can
be implemented should system failures occur? How much does HCFA plan to spend
in developing, implementing, and testing this plan? Has the plan been tested?

Answer. HCFA is following the GAO recommended model for contingency plan-
ning and is now in phase three (contingency planning). HCFA is now developing ap-
propriate alternatives and selecting the best strategy for each critical process identi-
fied in its business impact analysis, and writing the contingency plans. HCFA ex-
pects to complete all phases of its contingency planning by June 30, 1999. Testing
of each plan will occur once the plan is completely documented and all necessary
decisions confirmed. HCFA will make needed modifications, based on testing, before
June 30, 1999.

The current budget estimates include funding to support contingency planning for
both external and internal systems. Because of the unknown factors surrounding
the implementation of contingency plans, HCFA has not included the costs of imple-
menting these plans in its budget estimates. HCFA will be developing the details
of its contingency plans over the next few months and may include costs of imple-
mentation in future budget estimates.

Question. Has HCFA developed and executed end-to-end tests that include all sys-
tems involved in processing Medicare claims? Do these tests involve providers of
services and financial institutions?

Answer. HCFA’s end-to-end testing requirements includes testing that fully exer-
cises all hardware and software being used in the production environment under
HCFA’s control to process the Medicare work. HCFA is requiring contractors to test
data exchanges with Medicare servicing banks and providers. Contractors are re-
quireél to test with providers, to confirm successful submission of claims with a fu-
ture date.

Question. How will HHS assure that the billions of dollars in Federal grant pay-
ments are not disrupted when the new fiscal year begins in October?

Answer. I consider it a priority that the payment of Federal grants will occur
without disruption in fiscal year 2000. The HHS Federal grants payment system,
the Payment Management System (PMS), operates as a centralized electronic pay-
ment system and fiscal intermediary between the recipient and the Federal grant
awarding organization. HHS expects to have the existing legacy PMS certified as
Y2K compliant and implemented by June 1999. A business continuity and contin-
gency plan has been developed and will be tested by June. In addition, a replace-
ment and reengineered PMS will be tested and available for implementation before
the end of fiscal year 1999.

NURSE ANESTHETISTS

Question. I have heard from a number of constituents over the past several years
regarding HCFA’s Proposed Conditions of Hospital participation in Medicare specifi-
cally on the anesthesia related issue. When do you expect to finalize this rule, and
what, if any, are the delays in the issuance?
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Answer. The proposed rule was published in the Federal Register on December
19, 1997. The proposed rule received approximately 60,000 comments. More than
20,000 of the comments discussed physician supervision of nurse anesthetists. We
have not set a date of issuance for the final rule.

STEM CELLS

Question. Madam Secretary, as you know, this subcommittee held three hearings
on stem cell research (12/2/98, 1/12/99, and 1/26/99). On January 15, the DHHS
issued a legal opinion that NIH could proceed with stem cell research, if the stem
cells were derived with private funds. Dr. Varmus indicated that NIH will move to
establish guidelines and procedural protections to assure that any stem cell research
would be done ethically. What steps are now being taken in the aftermath of the
issuance of the legal opinion?

Answer. NIH is in the process of convening a working group of the Advisory Com-
mittee to the Director (ACD) to develop guidelines that specify what work using
these cells can and cannot be supported with NIH funds and to outline restrictions
on the use of such funds in the derivation of the cells. The working group will also
be asked to develop an oversight process for the review of research proposals which
propose to conduct research utilizing these pluripotent stem cells. The working
group will meet in public session and will be composed of scientists, clinicians, the
lay public, ethicists, and lawyers; former members of the Human Embryo Research
Panel may be asked to participate. NIH already has two thoughtful sets of guide-
lines which will inform these efforts—the 1994 Report of the Human Embryo Re-
search Panel and the regulations regarding Research on Transplantation of Fetal
Tissue (section 498A of the Public Health Service Act). Once developed, guidelines
for research utilizing human pluripotent stem cells will be published in the Federal
Register for public comment. The NIH will not be funding any research using
pluripotent stem cells until guidelines are developed and widely disseminated and
an oversight process is in place.

Question. On February 11, 1999, seventy Members of the House wrote to you re-
garding stem cell research, and on February 12, 1999, you received a similar letter
from seven Senators. Both of these letters opposed the Department’s legal opinion
that would allow stem cell research to go forward. In your opinion, if stem cell re-
search were not to go forward because of this opposition, would you regard this as
a setback for public health? How soon could stem cell research be initiated with
NIH funding? Is the intent of the Department to move ahead with NIH-sponsored
stem cell research? If there is a substantial research and public health benefit to
be derived from stem cell work, shouldn’t the Department do all it can to see to it
that NIH resources be committed as soon as possible?

Answer. It is essential that the Federal Government play a role in funding and
overseeing the conduct of this research so that all scientists—both privately and fed-
erally funded—have the opportunity to pursue this important line of research. Fed-
eral funding will provide oversight and direction that would be lacking if this re-
search were the sole province of industry and academe. We hope the guidelines and
oversight process will be operational within the next several months.

MEDICARE MANAGED CARE PULLOUTS

Last fall, 50,000 Medicare beneficiaries lost their managed care options as the re-
sult of nearly 100 HMOs either cutting back on their service areas or terminating
their government contracts.

Question. What impact did this have on beneficiaries? Were they forced to change
doctors or did they lose prescription drug coverage?

Answer. No beneficiary lost Medicare coverage as result of these withdrawals.
Beneficiaries who live in areas without managed care options (or those who have
these options but don’t choose to exercise them) receive their Medicare benefits
through the original Medicare program. HCFA does not collect information on spe-
cific physicians used by beneficiaries in managed care plans, so it is difficult to de-
termine if they were forced to change doctors. However I want to note than many
physicians who participate with Medicare + Choice plans also participate in the fee-
for-service Medicare plan, so some beneficiaries may not have had to switch doctors.
With respect to drug coverage, some of the beneficiaries who had drug coverage may
have lost such coverage because the fee-for-service Medicare plan does not cover out-
patient prescription drugs. Others may have purchased a Medicare supplemental
policy that covers drugs.

I would also like to note that some of the 50,000 beneficiaries who lost their man-
aged care option as a result of the pullouts now have a managed care option avail-
able. In two of the counties where there were no managed care options available
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to Medicare enrollees of terminating plans, new or expanding Medicare + Choice or-
ganizations now provide managed care choice. Those counties are Monroe County,
Florida (Beacon Health Plans) and Muskigum County, Ohio (Health Plan of Upper
Ohio Valley).

Question. How do you explain this exodus of Health Maintenance Organizations
from Medicare?

Answer. There were several factors influencing Medicare + Choice (M + C) plans’
decisions to withdraw from the Medicare managed care program. I would like to tell
you about those factors, but I would also like to tell you about what the administra-
tion is doing to help beneficiaries affected by the withdrawals.

The American Association of Health Plans asked HCFA in September to allow
plans to revise their adjusted community rate (ACR) proposals. HCFA told the Asso-
ciation that we would not allow revisions to the previously approved ACRs because
many beneficiaries would receive fewer benefits than they would have absent the
revision while, at the same time, paying more for their health care.

BBA changes in HMO payment rates and contracting standards have been
blamed for the recent plan terminations and service area reductions. While the BBA
changes may have been a contributing factor, the upheaval in the Medicare market
comes at a time of change for the entire HMO industry. The majority of HMOs are
suffering financial losses, or experiencing reduced profitability in all lines of busi-
ness and organizations are re-evaluating business decisions made in earlier times
when different circumstances prevailed. As an example of market changes on the
order of those in Medicare managed care, 20 percent of participating HMOs dropped
out of the FEHBP program at the end of 1998 (although not many FEHBP enrollees
were affected by the pull-outs).

The recent upheaval in the Medicare market is not unprecedented. It is reminis-
cent of similar upheaval in the Medicare risk program in the late 1980s, when what
was then an essentially new program turned out to be an unattractive market for
many HMOs.

With respect to those areas not currently served by a Medicare managed care
plan, the President recently announced a new policy to expedite the approval of
health plans applying to enter markets without Medicare managed care plans.
HCFA is working hard to speed up its review and approval of plans seeking to enter
markets without Medicare managed care options. HCFA is giving these applications
first priority for review and will expedite their entrance into the market as long as
}hey meet the solvency, quality, and other standards necessary to protect bene-
iciaries.

HCFA has also reduced administrative burdens for M+ C plans. For instance, on
February 17, HCFA issued a portion of the M +C final rule which reduces several
administrative burdens dealing with provider participation, health assessments, ter-
mination notices, coordination requirements, and other areas. Additionally, HCFA
will issue a comprehensive final rule this fall that will give further consideration
to reducing these burdens. The final version of the Quality Improvement System for
Managed Care (QISMC) substantially reduced the number of its requirements, par-
ticularly reducing the number of quality improvement projects from 13 to 2 per
year. HCFA has also extended the time period for implementation of these projects,
and are working with M+C organizations to implement the compliance require-
ments for the new regulatory and QISMC provisions over an extended time period.

Finally, the President’s budget package proposed that the deadline for adjusted
community rate proposals be extended from May 1 to July 1. This will enable M+ C
organizations to develop more informed estimates of their costs than they were able
to produce last year.

Question. Your budget proposes increasing fees assessed managed care plans with
Medicare plus Choice contracts from the current level of $95 million to $150 million.
Isn’t this likely to further deter health plans from operating Medicare managed care
programs?

Answer. As I stated earlier, we know that M + C organizations are unenthusiastic
about user fees, but we have seen no evidence that the fees have either caused plans
to leave the Medicare program or dissuaded potential applicants from joining the
program. Note that in 1998, the $95 million user fee amounted to about half of a
percent of the premium HCFA pays to Medicare 4+ Choice organizations. In 1999, due
to an increase in overall program expenditures, $95 million amounts to about a
third of a percent. Should the 2000 appropriation reach $150 million, it will return
to the 1998 impact—more than a third, but probably still less than half of a percent
of the premium. Therefore, after accounting for increased Medicare payments to
M+ C organizations, the impact of a $150 million user fee in 2000 will be about the
same as the $95 million user fee was in 1998.
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We have concluded that, because the impact is relatively the same in 1998 and
2000, organizations’ behavior concerning participation will be relatively the same—
new applicants will not withdraw their applications because of a increased user fee,
and existing plans will not leave the program because of an increase.

QUESTIONS SUBMITTED BY SENATOR TED STEVENS
HEALTH CARE FINANCING ADMINISTRATION (HCFA) YEAR 2000 COMPUTER COMPLIANCE

As the nation’s largest health insurer, Medicare expects to process over a billion
claims and pay $288 billion in benefits annually by the year 2000. The consequences
of its systems not being Y2K compliant could be enormous. In September 1998, GAO
issued a report that concluded that HCFA and its contractors were severely behind
schedule in addressing the Year 2000 issue for its Medicare claims processing sys-
tems. According to GAO, HCFA has spent $606 million to address the Y2K problem
and plans to spend an additional $330 million for Y2K contingencies.

Question. With close to $1 billion budgeted and grave concerns that its systems
will not be compliant by January 1, 2000, how does HCFA plan to ensure that all
Medicare claims are processed and that all eligible participants receive their bene-
fits?

Answer. Just to clarify, HCFA’s current Y2K budget and spending estimates are
approximately $606 million. This estimate includes the estimated $168.4 million ob-
ligated in fiscal years 1996 through 1998 to support Y2K activities. This estimate
also includes the agency’s fiscal year 1999 budget estimate of $287.6 million and its
fiscal year 2000 budget request for $150 million to support Y2K efforts.

HCFA is confident that the Medicare claims that reach our systems will be proc-
essed correctly and that records of payments will be sent to providers and the bank-
ing system. Remediating provider systems so that they can produce and send
claims, and ensuring that the providers bank can receive and process payment is
beyond HCFA’s responsibility and resources.

However, we are engaged in a very proactive outreach effort to make providers
aware of what they need to do, and to provide information and tools to assist efforts
to renovate and test. Further, we have alerted providers that they must be able to
submit electronic claims in a Y2K compliant format in order to be paid for the serv-
ices they render. We have notified providers, physicians and suppliers that they
must begin submitting electronic claims in the Y2K compliant format as of April 5,
1999. Failure to submit claims in this format will result in the return of the claim
to the provider without processing it for payment. We view this as a powerful incen-
tive for providers to work toward compliance.

Question. Has HCFA developed a program to assure that Managed Care Organi-
zations will be Y2K compliant and have business continuity and contingency plans
in place this year?

Answer. HCFA has taken a number of actions to ensure that its Medicare man-
aged care organizations (MCOs) are Y2K ready. HCFA included in its 1999 con-
tracts with Medicare + Choice plans and other risk plans a provision that requires
the plans to become Y2K ready. The agency has also provided its compliance defini-
tion and testing guidelines to MCOs and has notified MCOs that they are required
to certify their Y2K readiness as of March 31, 1999. We are also planning to conduct
a series of conferences for MCOs to discuss HCFA’s Y2K readiness requirements in
March and April of 1999.

The agency will be acquiring the services of an independent verification and vali-
dation (IV&V) contractor to assess the risk associated with MCO certifications and
conduct on-site review of MCOs judged to be at high risk. MCOs whose on-site re-
views reveal deficiencies will be required to submit corrective action plans. Correc-
tive action plans will be reviewed by the IV&V contractor and, possibly, be re-visited
for verification and validation.

We believe it is also important for MCOs to recognize the risks associated with
the Y2K problem and develop contingency plans. HCFA has notified MCOs to begin
Y2K contingency planning, submit their contingency plans to HCFA for review, and
submit monthly progress reports on their contingency planning efforts.

Question. On February 38,1999, $93.4 million in emergency appropriations were re-
leased to HCFA. Do you expect that you will be requesting additional funds from
the emergency fund?

Answer. At this time, we believe our latest budget estimates will support the Y2K
funding needs of the agency. We plan to continue to update our budget estimates
as the Y2K project evolves. Should we encounter additional funding needs, such as



68

funding to support the implementation of contingency plans, we will go through the
establishment process and work with the Congress to obtain the required funding.

MEDICAL DEVICES, PROCEDURES AND DRUGS

Within your Department the Food and Drug Administration has the responsibility
to determine the safety and efficacy of new medical treatments, devices and drugs.
The FDA’s process for approval is rigorous and well-defined. It is considered the
“gold standard” for the world. Once the FDA has determined that a medical treat-
ment, diagnostic procedure, device or drug is safe and effective for labeled indica-
tions, that approval generally acts as a “green light” for the private insurance mar-
ket to begin paying for that service or medication.

Question. What is being done to assure that Medicare beneficiaries have equal
and timely access to the latest technology?

Answer. A revamped process for making Medicare’s national coverage decisions
has been and remains among my highest priorities. Our new process will be respon-
sive, open, and participatory—ensuring that we have the views of not just the best
medical and scientific resources in the Nation, but also that we hear from a wide
range of concerned parties, including consumers and the industry. This process will
be published in the Federal Register this summer. We review an issue as soon as
there is sufficient evidence of its medical effectiveness, even if only for a limited use.
In order that we and the medical and research communities remain in contact, we
have always been willing to meet with researchers prior to design of clinical trials
or other research to ensure that they understand the amount and type of informa-
tion we usually require in order to make a national coverage decision. This helps
us move quickly and effectively to review new procedures and technologies.

In fact, several of our most recent national decisions dealing with some of the
most contemporary developments in technologies and procedures (transmyocardial
revascularization, cryosurgery of the prostate, cardiac monitoring by bioimpedence)
have involved services about which we offered suggestions as to the amount and
kind of information that could lead to a positive coverage decision. In such cases,
the parties’ willingness to work with us, consider the advice, and produce informa-
tion timely enables us to make decisions in a very short time. Further, we are work-
ing right now with the Food and Drug Administration to examine ways in which
both agencies can work together to share information with interested parties to in-
crease their awareness of our roles and requirements, and to help facilitate the re-
view process.

Question. Specifically, does Medicare have an expedited coverage determination
process for breakthroughs with respect to medical devices, procedures and drugs?

Answer. We do not have a separate, fast-track process. I am confident that our
revamped process for making national Medicare coverage decisions will be able to
respond in a timely manner when such issues arise. Our work in assembling the
best clinical, scientific and other experts, as well as qualified representatives of con-
sumers and the industry, as the backbone of our new Medicare Coverage Advisory
Committee, will enable us to respond to these issues with the baseline of solid, evi-
dence-based policy and decision making as our number one consideration. Our work
with the Food and Drug Administration to move toward better public understanding
of our respective roles and requirements and to facilitate our processes with mutual
efficiency will also contribute to our ability to be aware of and prepared for fast-
moving issues and to respond effectively. We are considering how we might develop
a process, for example, that would channel parties to HCFA at an earlier point in
their work with FDA, so that we can apprise them of the informational require-
ments for Medicare coverage and other issues.

RURAL HEALTH AND USER FEES

The budget proposes to collect $55 million in user fees from doctors and other pro-
viders of Medicare services by imposing a $1 penalty on any reimbursement claim
which is not submitted electronically.

Question. Wouldn’t this primarily target doctors in rural communities who may
not have the resources to purchase the necessary computer equipment?

Answer. No. Providers, regardless of location, who currently do not have computer
equipment, or do not have the resources to purchase computer equipment, can re-
quest a waiver of this fee. The Administration’s legislative proposal gives providers
the option to request a waiver based on their not having, or not being able to afford,
the necessary computer equipment.

Question. What would a hard-pressed rural doctor have to do to obtain an excep-
tion from this user fee?
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Answer. Providers would need to request a waiver from the fee indicating the rea-
son, e.g. they do not possess, or cannot afford, the required computer equipment,
or they do not submit a sufficient number of Medicare claims to warrant purchasing
the necessary computer equipment.

QUESTIONS SUBMITTED BY SENATOR JON KYL
SECTION 1115 WAIVER

I understand through John Kelly, Director of the Arizona Health Care Cost Con-
tainment System (AHCCCS), that the Department of Health and Human Services
has recently approved a year extension of the state’s Section 1115 waiver to operate
our Medicaid program. As you know, this extension enables the state to operate
under the existing terms and conditions of the 1115 waiver. Arizona has operated
under 1115 waiver authority since the inception of the AHCCCS program in 1982.
During this time, AHCCCS has been a national leader in delivering quality care in
an efficient manner. In fact, in a recent study, AHCCCS was rated as one of the
three most efficient Medicaid programs in the nation. (Citizens for a Sound Econ-
omy study, 1997.) While the one year extension is certainly appreciated, the
AHCCCS program is unclear whether all the provisions of the Balanced Budget Act
of 1997 will be applied to the state program in two to three years, or whether the
waiver authority will exempt AHCCCS from some of these provisions. Arizona is
concerned that all of the provisions in the BBA will apply when they seek a renewal
of their waiver in one year.

Question. Madame Secretary, how does the BBA affect existing 1115 waivers and
the renewal process?

Answer. The BBA contains a limited exemption from new managed care require-
ments for waiver programs under section 1115 and 1915(b). Specifically, section
4710(c) provides that none of the provisions contained in sections 4701 through 4710
of the BBA will affect the terms and conditions of any approved waiver under sec-
tion 1915(b) or 1115 of the Act, as the waiver stood on the date of the BBA enact-
ment—August 5, 1997. We believe that this provision was intended to give States
some flexibility in how the BBA would impact their approved waiver programs and
provide time for States to come into compliance with new requirements. The provi-
sion exempts section 1115 and 1915(b) waivers only from those BBA provisions re-
garding Medicaid Managed Care contained in Chapter 1 of Subtitle H of the BBA.
I{,l s%eciﬁcally did not apply to other chapters or provisions contained elsewhere in
the Act.

The extent to which a State’s approved 1115 waiver program will not be required
to come into compliance with these new requirements will be determined by several
factors. In general, any provision of a waiver program that is specifically addressed
in the State’s waiver proposal, statutory waivers, special terms and conditions, oper-
ational protocol, or other official State policy or procedures approved by HCFA as
of August 5, 1997, would not be affected by the BBA provisions (even if it differs
from the BBA managed care requirements) as long as the waiver in effect at that
time is in place.

Further, section 4757 of the BBA amended section 1115(e)(2) of the Act to permit
a specific 3-year extension of 1115 waiver authority for certain statewide, com-
prehensive health care reform programs, under “the same terms and conditions . . .
that applied to the project before its extension under this subsection.” 1115 dem-
onstrations that qualified under this provision would therefore maintain their ex-
emptions from the BBA provisions in the 3-year period granted for an extension
under this authority. However, several States (including Arizona) do not meet the
requirements for a 3-year extension under this authority. These either do not meet
the time limits for submission of an extension request that were in the BBA or are
not statewide demonstrations. The BBA managed care provisions would apply to
these programs as of the date their current section 1115 authority expired. How-
ever, the BBA does not preclude waivers of specific requirements nor preclude per-
mitting Federal financial participation for costs not otherwise matchable in these in-
stances. These determinations would have to be made on a State by State and provi-
sion by provision basis.

Arizona’s experience in their recent 1l-year extension is an example of how this
process will work. The State wanted to maintain its enrollment/disenrollment proc-
ess, which differs from that in the BBA. Arizona requested continuation of its waiv-
er of section 1903(m)(2)(A)(vi), which contains the enrollment/disenrollment require-
ments, and after consideration, this waiver was granted.
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Question. Is it your intention that in three years all Section 1115 waiver states
must comply with all provisions in the BBA, or must renegotiate their 1115 waiv-
ers?

Answer. With respect to States that are granted 3-year extensions under section
4757 of the BBA, we are not yet clear on how the continuation of these demonstra-
tions and exemptions from BBA requirements are to be addressed when the 3-year
extensions expire.

Question. If states must renegotiate their waivers, will HCFA be willing to waive
some provisions of the BBA to allow states to continue operating their programs?

Answer. The Secretary may consider waivers if the Secretary determines the pro-
gram meets or exceeds the beneficiary protection standards of the BBA. As with Ari-
zona’s recent experience, a determination will have to be made on a provision-by-
provision basis, balancing the beneficiary protections and other provisions in the
BBA against the state’s policies and procedures in its demonstration and the need
for flexibility in administering the program.

QUESTIONS SUBMITTED BY SENATOR ToM HARKIN
TOBACCO

The President announced in his State of the Union address that the Federal gov-
ernment will proceed with a suit against the tobacco industry for tobacco-related
costs in Federal health programs, including the Medicare program.

Question. To what extent is HHS working with the Department of Justice in pre-
paring the suit, and what is the Administration’s time frame for moving forward?

Answer. The Department of Justice is forming a task force to prepare to litigate
to recover these costs. The task force will file the lawsuit when the preparatory
work has been completed; they will be working to bring appropriate suits as soon
as possible. We have met with the Department of Justice on this, and supplied legal
and factual material. We plan to assist Justice as needed over the course of the
work of the DOJ Task Force.

As you know, the Governors are in town this week and one item at the top of
their agenda is the fate of the $195 billion settlement the states reached last year
with the tobacco industry. I believe that because the state suits were based on Med-
icaid recovery, the Federal government has the right to collect its share of those
Medicaid costs. Therefore, I was pleased to see that the President’s budget assumes
a Federal share of 57 percent (the average Medicaid matching rate) of those funds.

Question. However, recovering the Federal share is not going to be easy here in
the Congress. It is critical that the Administration take a tough line. Do you intend
to take a tough line, and if an agreement is not reached with the states, will HCFA
withhold the Medicaid dollars?

Answer. Thank you for supporting our collection efforts. As you know, current
Medicaid law requires HCFA to recoup the Federal share (on average 57 percent)
of all State third-party liability collections, including the recent State tobacco settle-
ments. Since US taxpayers paid a substantial portion of the Medicaid costs that
were the basis for the State settlements, the Budget assumes that the Federal gov-
ernment will follow the law and claim its share of the proceeds.

The Administration supports legislation that would enable States to retain these
funds in exchange for making a commitment that the Federal share of the settle-
ment’s proceeds will be spent on shared national and State priorities: to reduce
youth smoking, protect tobacco farmers, improve public health, and assist children.

It is for this reason that the Administration has delayed action on claiming the
Federal share of the State tobacco settlements until fiscal year 2001 so that we can
fvork with the States and Congress over the next year on mutually agreeable legis-
ation.

QUESTIONS SUBMITTED BY SENATOR HERB KOHL

As you may recall, at last year’s hearing I spoke with you about my legislation
to require criminal background checks for long-term care workers. Since then, I
have been pleased to work with you on this initiative, and am glad to see that back-
ground checks for nursing home workers were included in the budget. However, I
feel strongly that it is equally important to require checks for all long-term care
workers. After all, it does little good to stop a criminal from working in a nursing
home if they can then go on to work in a home health care agency.



71

Question. Why did the Administration stop short of requiring checks for all long-
term care workers? Would you support an expansion of the background check to
other long-term care settings?

Answer. HCFA’s statutory authority limits the types of settings it may regulate.
It does not have authority to regulate some settings that are considered long-term
care, e.g., adult residential care, assisted living and similar settings. We understand
there has been marked growth in the number of these long-term care settings, in-
cluding home health agencies, over the last several years. As such, we will evaluate
expanding background checks to other long-term care facilities that participate in
Medicare and Medicaid.

We believe that the Nation’s elderly need reasonable safe-guards when they are
living in settings that provide personal, supportive and medical care. While we wish
to ensure that no care giver with a criminal past be a care giver to a person who
may be cognitively and physically dependent, we believe it may be more constructive
if we first take several intermediate steps before the introduction of legislation re-
quiring background checks of all workers:

Evaluate the effectiveness of the fiscal year 1999 appropriation provisions to es-
tablish within the Department of Justice a voluntary process that would permit
nursing home operators to query the FBI database for criminal background checks.

Develop a national criminal abuse registry, as proposed in the President’s Budget
and assess how it may be expanded beyond nursing home employees.

Determine the number of individuals impacted by legislation requiring people
working in long-term care to have a criminal background check. This includes agree-
ing on the settings that would be part of the definition of long-term care.

Question. As I'm sure you are aware, nursing home operators are concerned about
the costs of these background checks. Do you believe that the benefits of conducting
checks outweigh the costs? What steps do you think can be taken to minimize those
costs? Would the Administration be willing to consider proposals to divide the costs
between the nursing facilities and the government?

Answer. HCFA believes that these background checks are an important part of
our goal to better protect the Nation’s elderly. In addition, the background checks
should reduce the nursing homes’ vulnerability to costs from litigation. We also be-
lieve that this initiative is cost-effective and should be included as a price of doing
business for nursing home operators. User fees are a method of encouraging pro-
viders to internalize the costs of activities that are crucial to the proper functioning
of the program. In some cases, such as criminal background checks, the cost of the
activity also benefits the provider’s private sector business. Because we recognize
the costs involved, we have proposed in legislation to limit the amount of the fees
to the lesser of the actual cost of the background check, or $50.

Private sector companies engage in many forms of risk mitigation, such as check-
ing the credentials of professional staff and bonding those with financial responsibil-
ities. The Government has never entered into an arrangement of sharing costs for
such activities, and we believe that this proposed requirement should not be an ex-
ception.

As you know, last July, the Aging Committee held a hearing about serious prob-
lems of malnutrition and neglect in some California nursing homes. As a result, the
Administration has significantly stepped up their oversight of nursing homes, and
your fiscal year 2000 budget calls for 5203 million for inspection activities. However,
some of that increase is paid for with user fees.

Question. In the event that Congress again rejects such user fees this year, does
the Administration still intend to pursue this increase? How will it be paid for?

Answer. Unlike last year, HCFA’s budget request this year is not reduced by the
amount of the proposed user fees. The Administration is proposing that for any user
fees that are enacted, HCFA’s requested program management funding level would
be reduced by the amount estimated to be received from such enacted user fees.
Therefore, HCFA’s request assumes funding sufficient to effectively administer its
program whether the users fees are enacted or not.

The fiscal year 2000 budget includes $1.2 billion for the Child Care & Develop-
ment Block Grant. However, there is growing evidence that there is a real shortage
of child care for infants and toddlers ages 0-3, and that care for these younger chil-
dren in considerably more expensive.

Question. What plans does the Administration have to meet this need? Do you
agree that we should expand the infant and toddler set-aside in the Block Grant
as part of this effort?

Answer. We have asked for an additional $1.155 billion in fiscal year 2000 to ex-
pand the availability of subsidies to working families. States would have the flexi-
bility afforded them under the CCDBG Act to direct the use of these funds, for ex-
ample, using them to pay higher rates to infant and toddler providers.
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In each of the last 3 years Congress has earmarked $50 million specifically for
activities to increase the supply of quality care for infants and toddlers. States have
been especially appreciative of this targeted funding as it has allowed them to ad-
dress the critical need they face for this care. We favor any initiative that increases
the availability of quality child care for infants and toddlers.

In the fiscal year 2000 budget, we have requested the $50 million earmark for
quality care for infants and toddlers. This reflects our continued commitment to
quality care for infants and toddlers and to giving States the flexibility to meet their
individual supply shortages.

Additionally, the Administration has proposed an Early Learning Fund (ELF) of
$600 million in fiscal year 2000 for the specific purpose of purposes of improving
the quality of child care for children under age 5 and of promoting the healthy de-
velopment during a child earliest years.

I am very concerned that the Long-term Care Ombudsman program continues to
be severely underfunded. The Ombudsman is often the first person a family contacts
for help when someone is abused or neglected in a long-term care facility. They
work as advocates for these families to make sure that abusive and neglectful situa-
tions are corrected. Although we managed to provide a $3 million increase for the
Ombudsman for fiscal year 1999, that is still insufficient to meet these needs.

Question. Why has the Administration decided to level fund this vital program
again this year?

Answer. We agree that the patients in long-term care facilities should be assured
that the services they receive are of the highest quality. Poor performing homes
need to know that corrections must occur. The Ombudsman program is part of a
major Department initiative to strengthen performance in nursing homes. HCFA
will expand State inspection and enforcement efforts, establish a national patient
abuse registry, and improve Federal oversight of State surveyor activity. We will
also be seeking legislation to require nursing homes to conduct criminal background
checks of employees. The Department will also be establishing a “Nursing Home
Compare” website that residents and their families can use to compare the quality
and safety record of nursing homes in their area.

In fiscal year 2000, we intend to sustain the increased funding level of $12.2 mil-
lion provided by Congress this past year for the Ombudsman program. The tight
discretionary spending caps have forced us to make very limited program expan-
sions. For the Administration on Aging, we are proposing a new National Family
Caregiver Support Program and seeking expansion of the home-delivered nutrition
services. One of the objectives of the new Caregiver Program is to maintain frail
older persons in their homes for longer periods.

QUESTIONS SUBMITTED BY SENATOR DIANNE FEINSTEIN
FEDERAL MEDICAL ASSISTANCE PERCENTAGE

The Federal medical assistance percentage rate for California, as for other states,
is based on a per capita income using a Census Bureau estimate of the state’s popu-
lation. However, Governor Davis believes the Census Bureau’s numbers undercount
the state’s population, which results in an overestimation of California’s per capita
income and a subsequent lowering of California’s FMAP rate. According to the Gov-
ernor, the state Department of Finance keeps more accurate records relying in part
on driver’s license change of address data, which is current through November 1998.
The Census Bureau relies solely on tax returns, which are current only through the
first quarter of 1997. For example, of the three major drivers of population change—
births, deaths, and migration, the primary area of discrepancy is migration. For a
period of 1990 through 1998, the Census Bureau estimates a net out-migration of
more than 13,000 while California’s data indicates a net in-migration of more than
755,000.

Question. I think that we can all agree that the more accurate data is the best.
What steps can the BHS take to use more accurate data, such as that generated
by the Department of Finance, in determining the FMAP for California’s Medicaid
program?

Answer. No one can disagree with the statement about accurate data. We all pre-
fer accurate data. The law requires, however, that HHS use the per capita state in-
comes as generated by the Department of Commerce. Commerce (Census) has de-
cided (and the decision has been upheld by the Supreme Court) that it will not use
numbers adjusted for the Census undercount for calculating per capita incomes or
for any other use involving the distribution of Federal funds.



73

Discussion

The major contribution of the data generated by the Department of Finance is
that they use the estimates of the undercount in the 1990 Census to decrease the
average incomes of each State and they feel they have more accurate data on immi-
gration than Census provides. Since the undercount tends to include a concentration
of minority populations, those states with large concentrations of minorities should
do better if adjustments are made. Of course, better information on immigrants will
also benefit those States with large immigrant populations.

A 1992 Census decision, published on January 4, 1993 and later upheld by the
Supreme Court, however, says that for distributions of Federal funds, the Census
population numbers unadjusted for undercount must be used. The decision was
reached after considerable research, public comment, and discussion. In spite of a
large majority of public comments in favor of using adjusted data for disbursement,
Census (and the court) decided not to use adjusted numbers for disbursing Federal
funds. The deciding arguments seemed to be that:

The estimated undercount was small (on the order of 1.6 percent nationwide) and
to make the adjustment for States might improve the accuracy, but for small areas
the adjustment would probably not improve the accuracy of the resulting population
numbers and the resulting distributions of funds. Because they felt that consistency
was important, they did not adjust State numbers either. To do otherwise would be
to violate that decision. Similarly, to use State data on immigration would violate
the decision and would violate current law.

HHS has very little discretion about how it calculates the FMAP. Section 1905
(b) of the Social Security Act requires that HHS use the average incomes as cal-
culated by the Department of Commerce and that those average incomes be used
in a very specific way to calculate the FMAP. To change the FMAP calculation
would require Congressional as well as executive action to amend the Social Secu-
rity Act. In addition, (depending on the change) changing the FMAP might require
overturning the 1993 Census decision referred to above.

Still, HHS is always willing to discuss any effort to improve the payment method-
ology for Medicaid expenditures and to cooperate with Congress to enact a better
methodology into law.

Two parent work requirements under welfare reform.—In December, HHS an-
nounced that California failed to meet its two parent work requirement under wel-
fare reform for two parent families. Only 24.5 percent of two parent families in Cali-
fornia met the work requirement, as opposed to the 68 percent required by law. Six-
teen other states and the District of Columbia also failed to meet the requirement.
HHS has penalized California $7 million this year for failure to meet the require-
ment. The state is preparing a request that the penalty be waived, primarily be-
cause California had not fully implemented welfare reform in fiscal year 1997.

Question. How is HHS disposed to view requests for penalty waivers from Cali-
fornia and the other states that failed to meet the two parent work requirement
under welfare reform?

Answer. HHS is currently reviewing requests for reasonable cause exceptions
from the work participation penalty from California and other States that failed to
meet the minimum two-parent participation rate. We are considering all such re-
quests carefully. As the statute provides, we will not impose a penalty against a
State if we determine that it had reasonable cause for failing the two-parent rate.
If we find that a State did not have reasonable cause, we will work with that State
to develop a corrective compliance plan to rectify the problem. We do not impose
penalties against States that achieve compliance under an approved corrective com-
pliance plan. For any State that remains subject to a penalty, we will be reducing
the amount of its penalty liability based on the degree of non-compliance, as re-
quired by the statute.

Question. Will most states be able to get the penalties waived if they develop
plans to employ more two parent welfare families?

Answer. The law permits a State to submit a corrective compliance plan that out-
lines how the State will correct the violation and how it will insure continuing com-
pliance with the requirements. If we accept a State’s plan and it fully corrects the
violation within the time period specified in the plan, then we do not impose a pen-
alty on the State.

A plan to employ more two-parent families would be a natural element of cor-
recting a violation of the two-parent participation requirement. However, we expect
States to submit corrective compliance plans that fully address their compliance
issues, including identification of measurable outcomes to be achieved within a spec-
ified period of time.

Question. Do you feel that the failure of 17 states to meet the two parent work
requirements says about the appropriateness of the requirement?
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Answer. The fiscal year 1997 participation rates reflect the very earliest period
of implementation of the new welfare program. They are based on no more than one
quarter’s performance for any State. It would be premature to judge the appro-
priateness of the participation goals based on these limited and early data. More-
over, efforts in working with two-parent families vary greatly from State to State.

The Administration continues to encourage States to make the investments nec-
essary to work with all families on their caseload, especially two-parent cases, and
to use all available Federal and States resources.

Question. In other words, are we asking states to meet unattainable goals?

Answer. Given that nearly half of the States subject to the requirement for fiscal
year 1997 met the two-parent participation rate, we cannot say that the goals are
unattainable. While they are clearly very demanding, caseload reduction credits
{)1ay1 a significant role in reducing the target two-parent rates to more attainable
evels.

Adequacy of federal child care funding for families on welfare—Under current
Child Care and Development Block Grant (CCDBG) levels, California receives $333
million annually, enough to fund 79,000 child care slots each month. The State puts
over $1 billion annually of its own money into child care for children on welfare.
But there are 1.13 million children on welfare in California. Existing funding is not
sufficient to place all of these children in child care so that their parents can leave
welfare for work.

Question. By HHS’ own estimate, child care funding in the Child Care and Devel-
opment Block Grant serves only 10 percent of eligible children. In California, there
are 1.13 million children on welfare, but only about 79,000 per month receive child
care subsidies from the CCDBG. How can the Administration realistically expect
states to move people from welfare to work when no affordable child care is avail-
able for their children?

Answer. This question points to a very real need—not only for additional subsidy
funds—but for funds for capacity building to ensure that families moving from wel-
fare to work have access to safe and affordable child care. We know also that many
States make difficult choices in designing child care programs and have to juggle
priorities. Due to scarcity of funding, many States put TANF children in the top pri-
ority of children to be served under the CCDBG. It is even more difficult for States
to address the needs of working poor families.

For TANF families, States can use TANF funds for child care subsidies in addi-
tion to CCDBG funds. While we do not have figures on the numbers of children re-
ceiving child care through the TANF program, California has reported significant
direct TANF expenditures on child care in fiscal year 1998—over $71.5 million. Cali-
fornia also transferred $100 million in TANF funds to the CCDBG in fiscal year
1998. And although our data is not complete yet, we agree that numbers point to
}he need for additional CCDBG subsidy funds and resources to build capacity in the
uture.

By our latest estimates in fiscal year 1997, some 1.25 million children in the U.S.
were served by subsidies from the funds governed by the Child Care and Develop-
ment Block Grant. Under President Clinton’s initiative, by fiscal year 2004, we hope
to serve some 2.4 million children under the CCDBG Act. This is still far short of
the %)é)roximately 10 million children we estimate to be income eligible for the

Question. Can you describe in more detail the President’s proposal for a new Early
Learning Fund?

Answer. The proposed ELF will assist States and localities in promoting quality
child care, early childhood development, and early learning for children under the
age of five.

Services will be delivered at the community level based on a community needs as-
sessment. States would provide challenge grants through a competitive grant proc-
ess to their communities. Each community would develop approaches to enhance the
quality of child care for young children using selected benchmarks, national accred-
iting organization standards, and locally tailored goals. Not less than 70 percent of
the funds would be used to serve low-income communities.

In keeping with this principle of community involvement, the following kinds of
activities, which research show are important for quality, could be undertaken with
these funds:

Parenting Education.—using Even Start, community based resource centers, home
visiting programs, family literacy centers, preschools/schools, etc.

Information and Referral.—initiatives to develop/increase consumer education in-
formation/referral services that assist parents locate and assess the quality of child
care services.
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Family Child Care Networks.—reating/sustaining family child care networks that
connect home-based providers to quality child development education and support.

Provider Training.—training child care providers on basic child development
training, first aid, CPR, etc, as determined by local needs assessment.

Improving Staffing Ratios.—increase staff/child ratios, reduce group size.

Licensing | Accreditation Assistance.—helping child care providers meet State/local
licensing and accreditation standards.

Standards Enforcement.—increasing the numbers of qualified licensing and stand-
ards enforcement staff and activities to improve monitoring and enforcement of
State and local health and safety standards.

Health Services.—linking child care providers to health professionals and linking
children to health care services, including mental health services.

Care for Special Needs Children.—supporting the inclusion of young children with
special needs, increasing the quality of their care.

Salary | Benefit Enhancements.—assisting programs to increase their quality and
continuity of care by retaining highly qualified staff.

Performance measures of the goals to be achieved through ELF activities will be
established in consultation with localities. In summary, the ELF will provide States
and communities with the resources to build on existing approaches—or locally
identified needs—that will support school readiness in child care.

Question. How similar is this proposal to the grants to Local collaboratives pro-
gram outlined in S. 17, the Child Care ACCESS Act, a bill that I am co-sponsoring?

Answer. We are very pleased that you and your Democratic colleagues introduced
S.17 which provides meaningful assistance to help low-and middle-income families
find and afford quality child care. The activities under S. 17 and our proposed Early
Learning Fund are very similar in their purpose of involving communities in im-
proving the quality of child care and early childhood development for our youngest
children. For example, S. 17 provides for “activities designed to strengthen the qual-
ity of child care for young children and expand the supply of high quality child care
services for young children”. Our proposal specifically mentions “provider training,
improving staffing ratios, licensing and accreditation assistance, standards enforce-
ment, and salary and benefit enhancement”—all of which could also be seen as al-
lowable activities under S.17. Furthermore, both proposals place an emphasis on
serving low-income areas.

There are some differences between the two proposals in how assistance is deliv-
ered between the State and communities, as well as in the cost-share structure be-
tween the Federal and State partners. Despite these differences, both proposals
vsilolllclld make essential investments seek to enhance the quality of services for young
children.

HEALTH RESEARCH CUTS

The fiscal year 2000 budget proposes only a 2.1 percent increase for NIH. Con-
gress increased NIH by 15 percent last year. The Cancer March (September) Re-
search Task Force has recommended that the National Cancer Institute’s budget be
increased to $10 billion over the next 5 years (The fiscal year 2000 proposal is $2.7
billion, up $65 million or 2 percent).

Question. Doesn’t an up-and-down budget, a yo-yo budget, discourage scientists
from pursuing research, young scientists from being researchers?

Answer. While avoiding the up and down on the NIH budget would be desirable,
the President had enormous restraints on his overall budget. Still, the President’s
request of $15.9 billion for NIH represents a 17 percent increase over two years for
medical research and keeps NIH on path for a nearly 50 percent increase over five
years. With the fiscal year 2000 funds, NIH plans to support a record total of nearly
30,000 research project grants. This includes over 7,600 new and competing awards,
which while less than in fiscal year 1999, still represents the second highest annual
total in history. The President has also committed to increasing resources for NTH
medical research by nearly 50 percent over the next five years. The levels of re-
sources available in both fiscal year 1999 and fiscal year 2000 should provide ample
opportunities for bright, young scientists to begin to make their mark in the medical
research arena. In fact, Dr. Harold Varmus, the Director of NIH, has indicated that
within the 2.1 percent increase proposed for NIH for fiscal year 2000, NIH is com-
mitted to ensuring that the number of new investigators does not erode. We would
welcome young scientists joining with NIH to help spend some of our requested
$15.9 billion in advancing our knowledge of what causes diseases, such as cancer,
AIDS, and diabetes; and discovering how to diagnose them earlier and more accu-
rziltely, treat them successfully, and ultimately, prevent their occurrence in the first
place.
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Question. Commendably, you are proposing that Medicare cover routine patient
costs of participating in cancer clinical trials. Now, only 2 percent of cancer patients
participate. Won’t this funding level mean a loss of resources for training and con-
ducting those trials?

Answer. Within the $15.9 billion requested for fiscal year 2000, NIH expects to
spend nearly $512 million in direct research training programs, about $1 million
more than in fiscal year 1999. This will support a cohort of 15,693 research trainees.
NIH continues to regard clinical trial research as a priority. NIH expects to provide
nearly $1.6 billion across all the Institutes and Centers for the support of clinical
trials in fiscal year 2000. This is an increase of over $49 million, representing a 3.2
percent increase over fiscal year 1999, compared to the total NIH increase of 2.1
percent. Clinical trials by just the National Cancer Institute are expected to grow
by 2.4 percent in fiscal year 2000, to a funding level of $474 million. In addition
to NIH resources, the fiscal year 2000 President’s budget for the Health Care Fi-
nancing Administration proposes to begin in fiscal year 2001 a three-year, $750 mil-
lion demonstration project to cover the costs of patient care for Medicare bene-
ficiaries who choose to participate in selected cancer clinical trials.

Cancer Research Coordination.—Some cancer researchers say that within NTH
and in fact within the Federal government there is little to no coordination of cancer
research. In NIH there are several institutes and government wide, there is, for ex-
ample, Centers for Disease Control, the Veterans Administration, the Defense De-
partment.

Question. How does NIH coordinate among NIH institutes and among all agencies
to government to (1) avoid duplication in research and (2) to close gaps in areas that
are receiving inadequate attention?

Answer. While the National Cancer Institute (NCI) generally has the lead within
the Federal government on most cancer research, many research questions of inter-
est to NCI deal with issues that are also related to the mission of other NIH insti-
tutes and other entities within the Federal government. In order to avoid duplica-
tion and to help ensure that proper attention is provided to all promising areas, NCI
is engaged in many efforts of collaboration and coordination with other Federal
agencies.

Interagency coordinating groups.—One of these efforts is to organize or participate
in specific interagency coordinating groups. For example, in the area of environ-
mental cancer, NCI organized the Interagency Collaborative Group on Environ-
mental Carcinogenesis over 17 years ago. Other members of this group include the
National Institute of Environmental Health Sciences; the National Library of Medi-
cine; the National Toxicology Program; the Centers for Disease Control and Preven-
tion (CDC); the Food and Drug Administration (FDA); the Armed Forces Institute
of Pathology; the U.S. Army Biomedical Research and Development Laboratory; the
Consumer Product Safety Commission; the Department of Energy; the Department
of Labor/Occupational Safety and Health Administration; the Department of Trans-
portation; the National Institute of Standards and Technology; and the Smithsonian
Institution. NCI and CDC, especially its National Center for Environmental Health,
also have regular meetings to identify and evaluate areas for joint collaborations.

CDC also participates in funding with NCI the National Cancer Policy Board.
This board has been established by the National Academy of Sciences to bring to-
gether constituencies concerned about cancer control with those who conduct re-
search and deliver health services. Given that cancer remains the second leading
cause of death among women in the United States, NCI has been committed to the
support of the goals and objectives of the National Action Plan on Breast Cancer
(NAPBC), which unites the efforts of all HHS and other Federal agencies and pri-
vate sector groups and is coordinated by the Office on Women’s Health within the
Office of the Secretary. Three senior NCI scientists serve on the NAPBC Steering
Committee, and a number of NCI staff are active participants in the NAPBC work-
ing groups.

Research collaborations.—There are numerous examples of coordinated cancer re-
search. For instance, NCI has a close working relationship with the National Insti-
tute of Allergy and Infectious Diseases, and the NIH Office of AIDS Research in co-
ordinating research on AIDS and AIDS-related malignancies. CDC is also involved,
along with the Department of Energy and the Nuclear Regulatory Commission, in
NCT’s ongoing studies related to the cancer-associated effects of the Chernobyl nu-
clear power plant accident and the nuclear weapons programs of the former Soviet
Union. NCI and the CDC are also coordinating the preparation and storage of cell
lines derived from the only relatively large, representative, population-based collec-
tion of blood samples of the U.S. population. This collection of cell lines is expected
to significantly facilitate the evaluation of gene-gene and gene-environment inter-
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actions in development of a variety of human diseases including, but not limited to
cancer.

In radiation-related research, NCI and CDC’s National Center for Environmental
Health have a Memorandum of Understanding to highlight the respective roles of
these agencies and identify specific approaches to coordinate activities. NCI, in col-
laboration with CDC and the Department of Veterans Affairs, is currently updating
its radioepidemiologic tables. These tables, originally prepared by NCI, present data
linking risk for cancer to exposure to radioactive materials, and are based on com-
plicated calculations and risk assumptions. The Department of Veterans Affairs is
requesting the update because the original tables date back to the mid 80’s.

Cancer control.—One of the more prominent interactions between NCI and CDC
is the noteworthy transition of tobacco control research to application seen in the
transfer of the successful American Stop Smoking Intervention Study (ASSIST) re-
search program in 17 States from NCI to CDC for full implementation across the
nation. NCI also holds regular meetings with CDC’s Office of Smoking and Health
for the purpose of coordinating tobacco initiatives.

Cancer Surveillance.—NCI and CDC are both sponsoring organizations of the
North American Association of Central Cancer Registries (NAACCR) which works
toward coordinating population-based cancer registries, including NCI’s Surveil-
lance, Epidemiology, and End Results (SEER) Program and CDC’s National Pro-
gram of Cancer Registries. NCI is also working with CDC to determine how to add
questions on health behaviors, screening, and health status to the 1999/2000 Na-
tional Health Interview Survey Supplement, and discussions are ongoing on the use
of other surveys in which NCI might be able to participate. NCI is providing support
for a DNA repository that is being established as part of the CDC-supported Na-
tional Health and Nutrition Examination Survey (NHANES) III. This repository will
be available for studying genetic polymorphisms in about 1,000 people.

Cancer Education.—Several years ago, NCI began developing a Partnership Ini-
tiative for cancer education programs that includes agreements between NCI and
other Federal agencies, voluntary organizations, and the corporate sector. For exam-
ple, in a cost-saving partnership with the Food and Drug Administration, the Can-
cer Information Service (CIS), NCI's nationwide cancer information, referral, and
outreach service, is providing callers with referrals to FDA-certified mammography
facilities. The NCI is also partnering with CDC to insure the best utilization of Fed-
eral resources for breast and cervical cancer screening services provided by CDC
through its State health department grantees. On June 15, 1996, the United States
Postal Service issued a 100 million new breast cancer awareness stamps and
launched a unique partnership with the Cancer Information Service. Each sheet in-
cluded the CIS toll-free telephone number—1-800—-4—-CANCER. The effort also in-
cluded coordinated community outreach efforts throughout the country to raise
awareness about breast cancer and what to do about it.

NCI is also providing educational program support to the partnerships between
NCI and the Department of Defense and the Department of Veterans Affairs to in-
crease access to clinical trials. Since the Health Care Financing Administration
launched its awareness campaign on Medicare coverage for mammograms, the CIS
telephone service has also been alerting Medicare-eligible callers interested in mam-
mograms to the HCFA benefits. NCI and CDC staff, in conjunction with the Na-
tional Action Plan on Breast Cancer, are also collaborating on the development of
genetic education materials, including a CD-ROM about genetic testing.

Cancer information dissemination.—Since 1995, NCI and CDC have collaborated
on efforts to improve the access of underserved populations to the CIS through work
with state health departments. The NCI and CDC also cooperate on the “5 A Day”
Program, which seeks to spread the message that a diet rich in fruits and vegeta-
bles may help prevent cancer. The NCI offers supplements to CDC grantees to in-
corporate evaluation materials for the “5 A Day” activities in their States into their
own projects. NCI and CDC also collaborated recently on an advertisement in Fam-
ily Circle Magazine encouraging readers to consume at least 5 servings of vegetables
and fruits per day.

Question. Do we need a better mechanism? When will we conquer cancer?

Answer. In 1971, Congress passed the National Cancer Act, increasing resources
for cancer research and broadening the mandate of the National Cancer Institute
(NCI), the principal Federal agency supporting and conducting cancer research. It
created the National Cancer Program (NCP) to encompass the research programs
of the NCI and relevant programs of other National Institutes of Health (NIH) insti-
tutes, centers, and divisions (ICDs), Federal agencies, and non-Federal organiza-
tions. The National Cancer Program has enabled a very active and wide ranging na-
tional program for waging war against this disease.
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Coordination of the many activities that comprise the National Cancer Program
calls for exchange of information, avoidance of overlap and duplication, support of
the many areas of expertise needed to overcome cancer, and recognition and stimu-
lation of research opportunities that lead to understanding the etiology and biology
of cancer and thus provide the means to control and prevent it. NCI acts as the
facilitator of this concerted effort against cancer.

As evidenced by the improving statistics for cancer incidence and mortality, we
have made considerable progress in unraveling the mystery of cancer causation and
developing some effective treatments. There is still much to be done and we look
forward to a continuing strong effort to rid the nation of this disease.

Question. What do we need to do to conquer cancer?

Answer. NCI has stated that a three-pronged approach is necessary to achieve
progress in conquering cancer which would: (1) sustain the proven research pro-
grams that have enabled us to come this far; (2) seize extraordinary opportunities
to further progress made possible by our previous research discoveries; and (3) cre-
ate and sustain mechanisms that will enable us to translate rapidly our findings
from the laboratory into practical applications that will benefit everyone.

Progress is needed on many fronts and the Department is ready, within its avail-
able resources, to pursue all scientific opportunities as they arise. As examples of
areas where additional progress is needed before cancer is likely to be conquered,
it is important for scientists to determine the most effective age to begin cancer pre-
vention programs related to risk factors such as tobacco use, sun exposure, and diet
and nutrition. Increasing the access of the research community to recent advance-
ments in mouse models of human cancer is also important to the fight against this
disease, as is the need to expand access of patients to clinical trials to test novel
approaches to the treatment and prevention of cancer.

Improvements are needed in our abilities to detect cancer at its earliest stages,
when the chances for longer-term survival following treatment are the greatest. To
address this, NCI is planning to launch the Early Detection Research Network, an
interdisciplinary, multi-center effort to discover and coordinate the evaluation of
early biological indicators, or biomarkers, of an elevated risk or presence of a cancer.
We also expect that tumor diagnosis and classification will be revolutionized in the
coming years as emerging knowledge in molecular genetics is applied; tumors will
be more accurately diagnosed when the system of tumor classification is changed
from a visual to a molecular basis.

Unprecedented opportunities exist to exploit recent advances in biology, chem-
istry, and technology to accelerate the discovery and testing of new cancer therapies.
NCI is currently taking steps to accelerate and improve the system for costly and
specialized process involved in drug synthesis, formulation, pharmacology, and toxi-
cology testing necessary to launch initial clinical trials. The meet the complex chal-
lenges of cancer, we also need to train new kinds of scientists that cross disciplinary
boundaries; increase our training of physicians in the skills of clinical research; and
attract increased numbers of minority students and young scientists into all aspects
of cancer research.

Breast cancer, environmental risk factors.—Breast cancer advocates charge that
genetics does not account for all cancers, citing how rates vary significantly between
and within countries. Women in Japan have about 5 times lower breast cancer rates
than women in the U.S. And rates in the Northeastern U.S. are substantial higher
than in the South. These advocates maintain that NH-I/NCI does not give sufficient
attention to environmental risk factors.

Question. Do you agree?

Answer. The National Cancer Institute (NCI) has a long history and an increasing
investment in studying environmental causes of cancer. In fiscal year 1997, NCI
spent $405 million in this area which has expanded to an estimated $480 million
in fiscal year 1999, an 18.5 percent increase. NCI supports a range of studies to
identify the mechanism of action of non-infectious agents, conditions, or procedures
contributing to the development of cancer. Recently, NCI has recognized the genetic
components of cancer, and has a variety of genetic research programs supported at
about $90 million. This field is expected to provide a new set of tools for exploring
the complex research questions of the environmental contribution to the develop-
ment of cancer.

It has been very difficult to identify environmental causes of cancer. For example,
in the area of common breast cancer, we know that high doses of irradiation are
dangerous. But not many women who get breast cancer have a history of high dose
irradiation. So, we are also studying radon exposure, x-ray use, and whether sub-
groups of women have special susceptibility. NCI has many studies looking at chem-
ical, soil components, air and electromagnetism.
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We do not have a definite culprit yet. This means we must keep looking for new
tools and new forms of analysis that will illuminate the problem in a way we can
understand. The reason that it is so challenging to find environmental causes of
cancer is that we are all exposed to multiple chemicals and molecules in the water,
air, and food. Each incident is a very low exposure level with a cumulative effect
over many years. Thus, measurement of the cause and assessment of the later effect
are quite complex problems. The development of the field of genetics may offer ele-
gant tools for solving the measurement and assessment issues. The genomic tech-
niques being advanced in cancer research today can give us ways to address the
roles of inheritance, exposure to environmental stressors or microorganisms, and the
development of cancer. Some genes involved in human cancers have already been
identified and mapped to a location on the human genome. Characterizing the activ-
ity of these genes in cellular functions is central to determining the roles that they
play in the development and progression of cancer. The use of a new technology,
c¢DNA microarrays, may also provide a major breakthrough for environmental can-
cer as well as benefitting a number of endeavors in business and criminal justice.
The microarray technology allows us to trace to genetic differences in the cancer
cells. NCI's current efforts with microarrays focus on lymphoma research and have
produced a chip called the Lymphochip. Analysis using the lymphochip reveals the
fingerprints of genetic pre-disposition and exposure to environmental carcinogens.

Question. How do you involve advocates in planning and priority setting?

Answer. The role of patients and advocates in decision-making at the National
Cancer Institute (NCI) has grown in recent years as NCI's mechanisms for obtain-
ing and utilizing their input have expanded.

In 1996, NCI established the Office of Liaison Activities (OLA) to serve as a cen-
tral point of contact and link to cancer advocacy organizations, and to strengthen
NCT’s relationships and cooperation with these groups. With the help of that office,
the NCI Director, Dr. Richard Klausner, established the Director’s Consumer Liai-
son Group (DCLGQG), the first all-consumer advocate advisory committee at NCI and
the National Institutes of Health (NIH). The DCLG is a landmark initiative that
brings together a diverse group of consumer advocates and scientists on a regular
basis to address key issues in cancer research.

By virtue of its own work, and by facilitating the broader participation of other
consumer advocates in various NCI activities, the DCLG: (1) ensures that cancer pa-
tients help to shape the course of NCI’s efforts to eradicate this disease; (2) provides
a rich source of ideas and viewpoints for NCI; (3) gives the cancer advocacy commu-
nity an opportunity to provide input in the planning of NCI programs and future
directions; (4) is a channel for consumers to voice their opinions and concerns; and
(5) provides NCI with advice and feedback from the consumer community on a
broad array of issues.

NCI's OLA also facilitates and tracks other NCI activities involving cancer con-
sumer advocates, including the following:

Participation on a variety of NCI advisory committees, including the National
Cancer Advisory Board (NCAB), and review groups to help NCI determine the cur-
rent state of research in the most prevalent cancers affecting men and women, such
as prostate and breast cancers.

Participation on Planning Committees to identify new extraordinary opportunities
for research to be addressed in the future.

Participation in workshops in 1996 and 1997 to shape the research priorities of
the Office of Cancer Survivorship (OCS), which was established in 1996.

Participation in a workshop in the fall of 1998 to identify gaps in reproductive
research for cancer survivors sponsored by NCI's Cancer Therapy Evaluation Pro-
gram.

Serving on NCI peer review groups evaluating special competitions for contracts
and grants. In 1998, for example, consumers served as full voting members of a peer
review panel evaluating grant applications received in response to NCI's request to
develop research projects in cancer survivorship which were awarded in the fall of
1998. This year, NCI expanded its use of consumers in review panels for grants to
cancer centers and for grants supporting Specialized Programs of Research Excel-
lence on specific cancers. They also participate in the review of grant and contract
applications for clinical studies and population-based (epidemiological) research.

Recognizing the importance of receiving input from all areas of the cancer re-
search enterprise, NCI continues to reach out to various constituency groups
through a number of mechanisms to seek guidance on promising new avenues of re-
search. This approach is most recently exemplified through NCI's Progress Review
Groups (PRGs) in Breast and Prostate Cancer.

The PRGs were first convened in 1997. They were charged with developing a na-
tional plan consisting of a description of ongoing scientific activities and investiga-
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tions relevant to breast and prostate cancer and listing, in priority order, the sci-
entific opportunities that should be pursued. Each Review Group was composed of
prominent members of the scientific, medical, industrial, and advocacy communities
in order to represent the full spectrum of expertise needed to develop comprehensive
recommendations on the cancer research agenda.

In January 1999, the NCI held meetings with each PRG to discuss this response
and found that the PRG members are pleased with both the Institute’s overall re-
sponse and the Institute’s response to individual recommendations. NCI and the
PRG members plan to meet in a year to discuss the progress of the implementation
and to address any necessary mid-course corrections.

Overall, both the NCI and the participants were pleased with the outcome of the
PRGs, and we consider the approach to be a notable success. The PRG mechanism
was particularly successful in providing a foundation on which future research di-
rections can rest. However, the process was long, time-consuming, and costly, and
NCI staff and PRG members found the PRG process itself to be too intensive to do
routinely for all cancers. That said, NCI learned a great deal about what works and,
just as importantly, what does not work in conducting a review of this magnitude,
and it is quite possible that a streamlined version of the PRG process will be em-
ployed in the future for other cancers.

Qgestion. What is the proper balance, between genetic vs. environmental risk fac-
tors?

Answer. This question has a complex answer that has been much discussed at
NIH, in Congress, and among our many advisory groups in the context of directing
funds to specific diseases and in the setting of basic research priorities. A particu-
larly important issue in balancing genetic and environmental research priorities is
the contribution basic research makes to the eventual solution of medical problems.
Basic research enables the new insights into the disease that may lead to a new
cure or treatment. About half the NCI budget is devoted to basic research, the core
of our national cancer research program. These basic research projects may appear
initially to be unrelated to any specific disease, but often contribute substantially
to the long chain of discoveries leading to improved health.

There is no “right” amount of money, percentage of the budget, or number of
projects for genetic vs. environmental risk factors. NCI responds to the needs of
breast cancer researchers and public health needs, by weighing multiple factors in-
cluding the incidence, severity, and cost breast cancer as well as scientific merit as-
signed by peer review, the likelihood of an important result, the necessity to ensure
diversity in the portfolio.

We recognize a desperate need to find accurate markers of breast cancer that are
sensitive and predictive for the development of this dreadful disease so that it can
be caught early. NCI has launched a major program, the Cancer Genome Anatomy
Project (CGAP), now funded for $8 million, which has the potential to provide this
information by discovering new leads on the genetic basis of breast cancer.

The overall goal of CGAP is to achieve the comprehensive molecular characteriza-
tion of normal, precancerous, and malignant cells. Toward that end, NCI has imple-
mented several CGAP components to provide an information and technology infra-
structure for the biomedical researchers. One of these components, the human
tumor gene index (TGI), was fully implemented in May 1997 with the initial goal
of identifying genes expressed during development of tumors in five major cancer
sites—markers for breast, colon, lung, ovary, and prostate. For breast cancer, the
TGI has produced more than 15,000 DNA sequences from 11 ¢cDNA libraries derived
from human breast tissue and tumors, resulting in the discovery of over 350 human
genes never seen before in any human tissue. The next step is to assess the poten-
tial value of these newly discovered genes in molecular diagnostics and to develop
sensitive and specific tests for the early detection of cancer. We will probably find
that the majority of these genes are expressed elsewhere in the body, or as a result
of a process other than development of breast cancer. However, we are excited about
this new tool’s potential to help us develop a test for early detection of cancer.

NCTI’s new initiative “The Director’s Challenge: Toward a Molecular Classification
of Tumors” will provide $50 million over five years to exploit emerging comprehen-
sive molecular analysis technologies to change the way tumors are classified from
their microscopic appearance to their molecular characteristics. In this initiative, in-
formation and reagents developed through the CGAP program will be utilized to de-
velop molecular profiles of breast and other tumors and correlate gene expression
patterns with a variety of clinical parameters. This research, carried out by multi-
disciplinary groups, will focus on the application of modern molecular technologies
to the analysis of specimens from breast and other tumors, including comparisons
between normal, precancerous and malignant tissues. The primary goal of this ini-
tiative is to define profiles of molecular alterations in tumors that can be used to
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define specific subsets of patients, for example node-negative breast cancer patients,
in which the biological heterogeneity is high. Such profiles will lay the groundwork
for future studies to validate the clinical utility of molecular-based classification
schemes. A tangible goal of this initiative is the generation and dissemination to the
scientific community of the extensive, information-rich data sets expected to result
from these projects.

To promote progress in early detection of breast and other tumors, NCI is estab-
lishing a multi-institutional consortium to develop, evaluate and validate biomark-
ers for cancer detection and risk assessment. This consortium will allow us to take
the potential markers discovered through CGAP and test them in people with or at
risk for cancer. This initiative, the Early Detection Research Network, is funded for
$61 million over five years and will link centers of expertise in tumor biology,
diagnostics technologies, and clinical trials methodology in academia and industry
to develop high-throughput assays suitable for clinical testing. With a focus on
breast cancer, these assays will involve advanced analytic tools that permit a de-
tailed examination of the molecular basis of carcinogenesis, provide the ability to
identify the molecular and cellular signatures of cancer, and to explore gene-envi-
ronment interactions relevant to early detection. To expedite the discovery and de-
velopment of more sensitive and specific markers for early and aggressive disease,
NCI will also establish links between activities of the Network and programs in aca-
demia and industry that are developing libraries of all known secreted proteins in
mammalian cells.

Feinstein clinical trials database.—The FDA Modernization Act of November 1997
requires HHS to establish a database of all clinical trials so that patients and physi-
cians can find out what research is being conducted on various diseases. This bill,
now law, also required creation of a toll-free telephone number.

Question. I know there have been some planning meetings. What exactly is the
status? When will it be operational? When can I call that toll-free number and find
out about a trial?

Answer. The FDA Modernization Act required establishment of a database of clin-
ical trials and also a toll-free telephone number for disseminating the database in-
formation. Thus, creation of the database, including a search engine, is a first step,
with the toll-free telephone a later step. The database information is well underway,
with seven separate databases now available on NIH’s Home Page at http:/
www.nih.gov/health/trials/index.htm. These seven are: CancerTrials; AIDS clinical
trials; trials conducted at the NIH Clinical Center in Bethesda, Maryland; eye dis-
ease trials; rare disease trials; heart, lung and blood disease trials; and trials for
infectious, immunologic, and allergic diseases. A central search engine is being de-
veloped by the National Library of Medicine that can automatically search all of the
databases and at the same time, other NIH institutes are building their databases
of clinical trials that will eventually be linked to the central search engine. Our plan
is to have all the NIH clinical trials on the Internet by the end of 1999. We will
also be establishing a clinical trials database to which other Federal agencies and
the private sector will submit information (as required by the law), with a goal of
beginning this database in 2000. The toll-free telephone system will depend upon
having these linked databases established and operational. We are already starting
to plan for the toll-free telephone line, however. A Request for Proposals (RFP) is
being developed now for a two-year study to determine how best to set up the toll-
free telephone line, aimed at learning how to do this in the most effective, cost-effi-
cient manner and also to pilot some options for the public service. In the meantime,
NIH does have some toll free telephone lines that people can use to learn about clin-
ical trials (in addition to getting other health-related information). The most well
known is the Cancer Information Service, 1-800—4—CANCER. The other NIH toll-
free telephone numbers can be found on the NIH Home Page at http:/www.nih.gov/
news/infoline.htm.

Medicare cuts.—The administration has proposed substantial cuts in Medicare
funding to hospitals. These are in addition to cuts enacted under the Balanced
Budget Act of 1997. California hospitals will have Medicare payments cut by over
$5.2 billion with the majority of cuts taking place after the year 2000. User fees on
hospitals and doctors totaling $1.516 billion for Medicare services are also proposed.

California hospitals had negative operating margins in 1997-1998 according to
the California office of Statewide Health Planning and Development. HHS officials
have quoted 16 percent hospital margins, but note that this figure represents aggre-
gate, national data and said their figures could not be broken down by region.

Question. Has the Department measured how prior and proposed cuts affect par-
ticular regions or states? In California for example, the average length of hospital
stay is one day shorter than the national average because of the heavy prevalence
of managed care.
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Answer. We have thoroughly assessed the potential impacts of a zero update to
the hospital inpatient prospective payment amounts for fiscal year 2000, and believe
that hospitals are well able to absorb those impacts. Hospitals’ Medicare costs per
case declined in real terms from 1994 through 1997, while payments under the pro-
spective payment system increased each of those years. As a result, in 1997, hos-
pitals’ Medicare operating margins were 16.1 percent higher-than the 1995 margins
which prompted Congress to enact a zero update to the prospective payment
amounts under the Balanced Budget Act.

In California, hospitals’ Medicare operating margins have been among the highest
in the country recently. In 1997, for example, Medicare payments exceeded hos-
pitals’ costs by 23.6 percent. California hospitals have successfully reduced average
lengths of stay well below the national average. Because shorter lengths of stay gen-
erally mean lower costs, this is a big factor in their above-average operating mar-

ns.

Question. Has the Department considered how cuts in Medicare will affect the
ability to provide services to those presently served by Medicare and those for who?

Answer. As noted above, the latest available data show that Medicare is paying
well in excess of hospitals’ costs. Thus, we do not believe that holding Medicare pro-
spective payments at their fiscal year 1999 level in fiscal year 2000 will adversely
affect hospitals’ ability to provide services to Medicare beneficiaries. To the contrary,
we believe that a zero update represents a prudent and appropriate course designed
to allow the Hospital Insurance Trust Fund to benefit from hospitals’ efficiency im-
provements over the last several years.

Health professions shortages.—The budget proposes complete elimination (0 fund-
ing) of the Primary Care Medicine and Dentistry Program which provides practi-
tioners who are trained to work in underserved areas—400 nationwide in the fiscal
year 1999 budget. The program received $80 million in fiscal year 1999. A total re-
duction in all health professions programs of $50 M. is requested. The National
Health Service Corp which provides incentives for health practitioners to practice
in underserved areas was able to only fund 60 percent of the requests for providers
in underserved areas in 1999 and the Department has proposed no additional fund-
ing for these unmet needs.

Question. California has many underserved urban and rural areas, 183 in primary
care, by one count. How can you expand the availability of health services by reduc-
ing training of qualified health professionals?

Answer. The Department recognizes that the training of primary care physicians
and physician assistants is a critical need. However, there are also severe national
needs in other areas. For these particular programs, the Department believes that
other forces such as market demand, the Medicare program, the states, and edu-
cactiional institutions will provide resources for training of these health care pro-
viders.

Tobacco settlement funds, federal share—States settled with tobacco companies in
the fall of 1998 for $206 billion. California will get approximately $25 billion. Cur-
rent Federal law requires recoupment of the Federal share of Medicaid funds, and
the administration had received some funds from earlier settlements by individual
states but has suspended such efforts for the present.

White House domestic policy adviser Bruce Reed has said that the Administration
will oppose legislation that would permit the states to keep these settlement funds
outright. He said that the administration will work with the states and Congress
to resolve the Federal claim in exchange for a commitment to use the Federal por-
tion on shared priorities, citing youth smoking, improved public health, and assist-
ance to children. The fiscal year 2000 budget includes recoupment of $9.1 billion in
recoupment through 2004.

Question. What are the Department’s plans to go ahead with the recoupment?

Answer. Current Medicaid law requires HCFA to recoup the Federal share (on av-
erage 57 percent) of all State third-party liability collections, including the recent
State tobacco settlements. Since US taxpayers paid a substantial portion of the
Medicaid costs that were the basis for the State settlements, the Budget assumes
that the Federal government will follow the law and claim its share of the proceeds.

However, the Administration will work with the States and the Congress to enact
tobacco legislation that, among other things, resolves these Federal claims in ex-
change for a commitment by the States that the Federal share of the settlement’s
proceeds will be spent on shared national and State priorities: to reduce youth
smoking, protect tobacco farmers, improve public health, and assist children.

It is for this reason that the Administration has delayed action on claiming the
Federal share of the State tobacco settlements until fiscal year 2001 so that we can
fvork with the States and Congress over the next year on mutually agreeable legis-
ation.
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Question. The argument has been advanced that the settlement resolves other
issues besides Medicaid, including antitrust issues. What plans does the Depart-
ment have to discuss with the states how the Federal claim is to be determined?

Answer. The Administration believes that Medicaid costs were the basis for the
States’ recovery. Regardless of each State’s litigation against the tobacco companies,
all of the States specifically agreed to include present and future Medicaid claims
in the settlement. Current Medicaid law requires HCFA to recoup the Federal
share—on average 57 percent—of all State third party liability collections, including
the recent State tobacco settlements. Since the Federal government paid a substan-
tial portion of the Medicaid costs that were the basis for the State settlements, the
Budget assumes the Federal government will claim its share of the proceeds. How-
ever, the Administration proposes to work with the States and with Congress to
enact tobacco legislation that, among other things, resolves these Federal claims in
exchange for a commitment by the States to use tobacco money to support shared
State and national priorities which reduce youth smoking, promote public health,
help children, and assist tobacco farmers and their communities.

Question. What role will the Department take in the Administration’s plans to
work with states about use of tobacco settlement funds? What services would the
Department target and what flexibility would go to the states in the use of the
fundsg How can we assure that they will be used for tobacco-related health pur-
poses?

Answer. The President has made clear his desire to work with Congress on legis-
lation that would waive of the Federal share of the multistate tobacco settlement
if the States agree to use these funds for shared State/Federal priorities to reduce
youth smoking, protect tobacco farmers, assist children, and promote public health.
The Department has been working closely with other parts of the Administration
on this issue.

Bioterrorism initiative.—You have proposed $230 million to counter bioterrorism
threats, for vaccine research and development, public health surveillance, and Local
Metropolitan Medical Response Systems. The Department of Defense and Depart-
ment of Justice would also receive funds for training.

Over $300 million was appropriated nationwide in fiscal year 1999. In California,
the bulk of funds to date for emergency response has been directed to the largest
metropolitan areas. There have been a rash of threats involving anthrax in recent
months, over 20 alone in Los Angeles. Threats also have been directed at Congress,
and Federal agencies, very recently.

Question. How is the Department coordinating its initiatives with other Federal
agencies and with state and Local agencies?

Answer. HHS works closely with several other agencies to ensure that plans for
managing the medical consequences of terrorist acts are well integrated with our
emergency response systems. We work especially closely with the relevant compo-
nents of the Departments of Justice (DOJ), Defense (DOD), and Veterans Affairs
(VA), and with the Federal Emergency Management Agency (FEMA). Some exam-
ples of this cooperation include: providing medical technical assistance to the Fed-
eral Bureau of Investigation (FBI) when confronted with situations or threats poten-
tially involving anthrax; supporting emergency medical care and assistance to US
citizens overseas through specific requests from the State Department; participating
in activities of DOJ’s National Domestic Preparedness Office; and involving other
agencies in an interagency process to review contracts to related to some of HHS’s
bioterrorism initiatives. HHS is also represented on the Weapons of Mass Destruc-
tion Preparedness Working Group.3

Question. How has the Department prioritized resources to target for funds?
Should metropolitan areas be the first priority?

Answer. Departmental resources have been targeted to five primary areas: (1) de-
terrence of biological terrorism; (2) surveillance for unusual outbreaks of illness; (3)
medical and public health response; (4) development of a national pharmaceutical
stockpile; and, (5) research and development.

States and local communities are the primary priorities for funding. For example,
the Centers for Disease Control and Prevention (CDC) is working to upgrade public
health capability to counter bioterrorism through State and local health depart-
ments, and within CDC. The medical and public health response initiative works
extensively through local governments to develop Metropolitan Medical Response
Systems (MMRS). The MMRS development program, begun in fiscal year 1995, tar-
gets the largest metropolitan areas in the United States and seeks to improve local
capability and capacity to respond to a terrorist event. There are 27 cities currently
engaged in the MMRS development process. HHS intends to begin development in
20 additional metropolitan areas during fiscal year 1999, and to work with the first
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27 cities to enhance the biological preparedness component of the systems. For fiscal
year 2000, we are requesting funds to start systems in 25 more cities.

Question. In addition to the first responders such as fire, police, and EMS, other
aspects of the health care infrastructure will be involved, including hospitals and
emergency departments. How is the Department planning to include assistance to
such entities in its initiatives?

Answer. The MMRS development program contractually requires communities to
develop integrated systems plans for the public health and medical response to inci-
dents involving weapons of mass destruction. This planning process must include
not only the traditional emergency response agencies (e.g., police, fire, EMS,
HAZMAT), but also hospitals and other critical public health agencies.

In an effort to improve the local capability and capacity to respond to the con-
sequences of biological terrorism, the Department is planning to revisit the 27 origi-
nal MMRS cities to develop plans for the public health and medical consequences
of biological terrorism and naturally occurring pandemics.

Closely related to this effort, CDC has been tasked to strengthen the nation’s pub-
lic health infrastructure. CDC will award cooperative agreements to State health de-
partments, to help upgrade State and local surveillance capabilities. These agree-
ments will focus on State and local preparedness, enhancement of detection, epide-
miological and laboratory capabilities, and the Health Alert Network.

Question. Does the Department have any special plans to address the issue of
threats and hoaxes in its initiatives?

Answer. The response to threats and hoaxes regarding any form of terrorism, in-
cluding bioterrorism, is in the crisis management domain of the FBI. The FBI col-
laborates closely with HHS in analyzing threats involving the terrorist use of weap-
ons of mass destruction, to determine their credibility and the response required.
Many recent threats have been determined to be hoaxes. Since there is always an
element of anxiety with regard to any terrorist threat, particularly biological, HHS
has coordinated with the FBI to develop procedural advisories directed toward the
FBI field elements who investigate such threats.

Y2K planning.—An August 1998 GAO report said that HCFA’s systems sup-
porting Medicare are not Year 2000 compatible, that HCFA was “far behind” in re-
pairing and testing systems. HHS has said they planned to have all HHS systems
“millennium compliant” by December 1998.

Question. Can we assure Medicare beneficiaries that they will see no disruption
in payments and services in January 2000?

Answer. HCFA has made significant progress in readying its computer systems
for the Year 2000, and will continue its aggressive work to ensure that health care
providers will be paid for the care they give to Medicare beneficiaries. Although
HCFA can assure that Medicare’s claims processing and payment systems will func-
tion, continuity of care will depend on the providers’ ability to continue to operate
their offices and generate claims that can be processed by those systems. Doctors,
hospitals, and other providers are responsible for ensuring that their systems are
Year 2000 compliant. Because of its concern for continuity of care to Medicare bene-
ficiaries, HCFA has embarked upon an unprecedented outreach effort to help its
partners meet their responsibility, as we are meeting ours.

Lead screening.—A GAO report has documented that very few children on Med-
icaid are screened for lead. California has more than 200,000 children with elevated
levels of lead in their blood. Lead toxicity can harm cognitive development and at
higher levels can case seizures, coma and death. Federal law requires Medicaid pro-
grams to ensure that children receive lead screening.

Question. What are you doing about this? Are you enforcing this requirement?

Answer. The Health Care Financing Administration is establishing a Lead
Screening Workgroup to implement and follow-up on the progress toward fulfilling
the recommendations of the GAO report. Members of the workgroup include the
Centers for Disease Control and Prevention (CDC), the Health Resources and Serv-
ices Administration (HRSA), Agency for Health Care Policy and Research (AHCPR),
and the Administration for Children and Families (ACF). We are in the process of
developing a comprehensive departmental action plan for implementing the rec-
ommendations.

In addition, HCFA has several action items which we will be addressing in the
next few months. We are releasing a letter to all State Medicaid Directors reit-
erating our mandatory policy on lead screening and the importance of lead screening
for Medicaid eligible children. We also intend to clarify our policy on several reim-
bursement issues which GAO raised.

We are also in the process of revising the HCFA-416, the annual reporting form
for Early and Periodic Screening, Diagnostic and Treatment (EPSDT) services, to in-
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clude a line item which will require states to report how many children received
screening blood lead tests.

Children’s health insurance program (CHIP).—The Children’s Health Insurance
Program (CHIP) is a Federal program enacted in 1997 to increase availability of
health insurance for children and has been implemented in California as the
Healthy Families Program. For children who are not eligible for Medi-Cal but whose
families are poor at less than 201 percent of poverty level, insurance is available
at cost of $4-$9 per child per month (up to maximum of $27). California has re-
ceived $859 million each year for fiscal year 1997, fiscal year 1998, and fiscal year
1999 for a total of $2.577 billion for the three years in Federal funds. Enrollment
has been slow in California and other states. As of mid-February 1999, 71,958 Cali-
fornia children were enrolled out of 250,000—385,000 who are eligible.

Impediments to enrollment in California include a complicated application and
fear by immigrant parents that signing up their children could affect U.S. residency
and invite retaliation by the INS.

Question. When will the new funding for outreach be available to states?

Answer. The Administration’s fiscal year 2000 budget includes two outreach pro-
posals. Neither proposal makes new funds available, but increases state flexibility
in using existing funding.

These proposals are:

Expanding the use of outreach funding authorized under welfare reform

This proposal would permit States to expand the use of a special $500 million
Medicaid fund, enacted in the 1996 welfare law, now aimed at outreach for children
losing welfare, to fund outreach to other children eligible for Medicaid, and to new
children eligible for CHIP. In addition, the proposal would remove the sunset on the
fund, currently scheduled for fiscal year 2000. This proposal is expected to increase
Medicaid spending by $345 million over the next five years, including both adminis-
trative expenses and benefits.

Establishing a separate 3 percent CHIP outreach cap

Under this proposal, spending for CHIP outreach would be removed from the 10
percent administrative cap and a separate 3 percent outreach cap would be estab-
lished. States would be permitted to use an additional 3 percent of their total bene-
fits expenditures for outreach. This proposal will allow States to increase spending
on outreach, which will lead to accelerated outreach and benefits spending under
the allotments. We expect that the overall CHIP spending baseline on outreach and
benefits will increase $875 million from fiscal year 2001-2004 as States identify
more CHIP-eligible kids.

Question. What efforts is the Department making to accelerate enrollment in Cali-
fornia, especially in clarifying eligibility criteria with the Immigration and Natu-
ralization Service?

Answer. The CHIP law provides states with significant flexibility in designing
their CHIP programs, including outreach. The Department continues to work with
California and supports its efforts to increase enrollment in Healthy Families. A
representative from HCFA attends California’s monthly Board meetings of the Man-
aged Risk Medical Insurance Board (MRMIB), and participates in the State’s
monthly joint meetings of the Healthy Families Advisory Committee and the Edu-
cation and Outreach Committee. In addition, HCFA has participated in the public
meetings of the workgroup that advises the State in its effort to revise the Healthy
Families application. The first meeting was a public meeting attended by advocates,
counties, providers, and other stakeholders; and the latter two meetings involved a
wide range of advocates and counties. We have provided regular feedback to the
State on 1its application revision efforts.

HCFA also holds regular discussions with both the California Department of
Health Services (DHS), which oversees the State’s outreach activities for Healthy
Families, and with MRMIB, the agency that administers Healthy Families.

All of the State’s outreach efforts have a focus on the Hispanic population, which
comprises 75 percent of the Healthy Families Program’s target population (His-
panics comprise 60 percent of all uninsured children who are eligible for Medi-Cal).
HCFA continues to work with the State to improve outreach to Hispanics by getting
California’s revised application out as soon as feasible, providing direct funding for
outreach to community-based organizations, widely distributing information about
the Immigration and Naturalization Service (INS) policy to the Hispanic commu-
nity, and improving outreach to those Hispanics whose eligibility is clear. The De-
partment supports California’s efforts to solicit further policy clarification from the
INS and is working closely with the White House and INS to accomplish this goal.
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QUESTIONS SUBMITTED BY SENATOR ROBERT C. BYRD
THE MEDICARE SUBVENTION DEMONSTRATION

The Department of Health and Human Services (HHS), in conjunction with the
Department of Veterans Affairs (VA), is conducting a demonstration project to pro-
vide important information on treating dual eligible, Medicare-VA beneficiaries. It
is important to ensure that these beneficiaries receive quality health care.

b?z;estion. What is the status of this demonstration and when will results be avail-
able?

Answer. There currently is no demonstration project between the Department of
Health and Human Services and the Department of Veterans Affairs. Because sec-
tions 1814(c) and 1835(d) of the Social Security Amendments prohibit Medicare pay-
ments to any Federal provider of services (except Indian Health Service), we cannot
enter into a demonstration to pay for care at VA facilities for dual-eligible bene-
ficiaries without statutory authorization.

A memorandum of agreement was signed by the two Departments in September
1997 which provides the framework for a demonstration, pending authorization. We
are providing technical assistance to Senate staff on legislation which would both
protect the Medicare trust funds, and test the impact of a subvention demonstration
on access to care for beneficiaries, quality of care, and cost of the program to the
two Departments and beneficiaries.

We received authorization in section 4015 of the Balanced Budget Act of 1997 to
conduct a subvention demonstration with the Department of Defense at six sites.
This demonstration is now operational and is being evaluated by an independent
evaluator, as well as the General Accounting Office. Because the last two sites
began delivering services in January 1999, it will be about another year before we
have preliminary results on the program.

Y2K AND RURAL HEALTH CARE

In many industries, the larger players are better situated in terms of addressing
the Year 2000 computer problem (Y2K). In the health care industry, I am concerned
that smaller health care providers may not be as far along in ensuring that their
systems are ready for the new millennium, especially in rural areas where these
providers are so important to the people they serve.

Q?uestion. Is HHS working with rural hospitals to help them become Y2K compli-
ant?

Answer. HCFA is working on outreach to all Medicare providers to alert them to
the need to resolve their Y2K problems and has made available a set of self-help
materials to guide providers toward Y2K readiness. HCFA meets with a number of
major medical associations regularly, including the National Rural Health Associa-
tion. Also, HCFA is working to increase our efforts in the rural communities, be-
cause such communities may not have the resources available to take ready advan-
tage of our Internet materials.

In an unprecedented step in January 1999, HCFA sent letters to over 1.3 million
Medicare providers to provide important information regarding Y2K, and has
trained speakers in all HCFA regional offices so they may present Y2K information
to local and state provider groups, especially in rural areas.

Question. What outreach efforts have been made, and where can rural health pro-
viders turn, for Y2K information?

Answer. As mentioned previously, HCFA sent letters to all Medicare providers,
has trained speakers to do Y2K outreach to State and local provider groups, and
meets regularly with the National Rural Health Association (NRHA) and other rural
health groups.

In addition, HCFA made a presentation at NRHA’s recent annual Rural Health
Policy Institute, attended by over 275 individuals from over 41 States to convey the
Y2K message. Representatives from HCFA have attended rural health forums in
Spearfish, South Dakota, and Lansing, Michigan, and plan to attend sessions in
many other areas of the country to reach rural providers. Also, in a letter to every
Member of Congress, HCFA offered to go to their districts to present the Y2K mes-
sage to their provider constituencies.

HCFA will intensify its efforts to reach rural providers by:

Collaborating with additional rural provider associations;

Talking with software vendors and billing services with a heavy rural provider cli-
?ntele to see what efforts those organizations are doing to prepare their customers
or Y2K;

Ensuring that rural provider group meetings are attended by HCFA speakers to
convey the Y2K message; and
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Encouraging rural associations to strengthen their own outreach efforts to their
members.

Further, providers can contact their Medicare contractor for free Y2K-ready soft-
ware.

DIETARY GUIDELINES

It is my understanding that HHS is working in conjunction with the U.S. Depart-
ment of Agriculture to update the Dietary Guidelines which provide important nu-
trition and health guidance to Americans. The fifth edition of the Guidelines is to
be published in the year 2000. The section which addresses alcohol will likely be
examined in this process. In recent years, research has been reported about alcohol’s
health benefits while other studies have shown health risks associated with alcohol
use. The National Institute on Alcohol Abuse and Alcoholism (NIAAA) is currently
conducting research on moderate drinking.

Question. Given the ongoing research at the NIAAA about the health benefits and
health risks of moderate drinking, can we be sure that accurate and complete infor-
mation will be available to provide to the American public?

Answer. NIAAA’s data on health benefits and health risks of moderate alcohol
consumption are available to the U.S. Department of Agriculture’s Dietary Guide-
lines Advisory Committee. Numerous studies on this topic have been completed, and
several more are underway. At this time, however, the data are incomplete. While
research indicates that moderate alcohol consumption provides certain benefits, not
enough is known about its risks. Another concern is that appropriate dosages for
health benefits are not firmly established. In addition, the dichotomous view that
alcohol is either only beneficial or only harmful is too simplistic. An alcohol dose
that is beneficial to the heart, for example, may be implicated in other diseases.

Many areas of risk associated with moderate alcohol use must be further delin-
eated. For example, some studies indicate that moderate drinking is a risk factor
for hemorrhagic stroke and breast cancer. Experimental studies in animals suggest
that alcohol is a cocarcinogen or a tumor promoter. The mechanisms by which ma-
ternal alcohol intake damages the developing fetus remain unclear, as do the dos-
ages of alcohol that trigger those mechanisms.

While most people who drink do so moderately and without problem, some people
should not drink at all, because they are genetically or environmentally vulnerable
to alcoholism and its consequences. Also unknown at this time is the effect that a
generalized public-health prescription for alcohol intake would have on progression
to heavy drinking and alcoholism among this vulnerable group, as well as those in
whom such risk factors are absent. It is worth noting that alcoholism is a very prev-
alent disease, from which 14 million adult Americans suffer.

Currently, NIAAA devotes $3 million to the study of health benefits and health
risks of moderate alcohol consumption.

UNDERAGE DRINKING

I wrote to you in January to urge you to update the reports issued in 1991 by
the HHS Inspector General regarding youth and alcohol. The information in these
reports has been helpful in understanding the scope and nature of our nation’s un-
derage drinking problem. However, the data is outdated.

Question. Do you anticipate directing the HHS Inspector General to update these
reports, and when might this be accomplished?

Answer. Your request was forwarded to the Office of Inspector General and the
Inspector General agrees that it is important and timely to update this work. The
OIG is currently developing a study proposal for the fiscal year 2000 work plan and
expects that this study would be complete by the end of fiscal year 2000.

APPALACHIAN LABORATORY FOR OCCUPATIONAL SAFETY AND HEALTH

Question. What is the number of Full-Time Equivalents (FTE) for the Division of
Safety Research and the Division of Respiratory Disease Studies at this facility in
fiscal year 1999, and the number projected for fiscal year 20007

Answer. CDC expects the Division of Safety Research to use 107 FTE in fiscal
year 1999 and in fiscal year 2000. CDC expects the Division of Respiratory Disease
Studies to use 135 FTE in fiscal year 1999, and in fiscal year 2000.

Question. Please provide the funding level for the above-mentioned Divisions in
fiscal year 1999, and the projected level for fiscal year 2000.

Answer. For the Division of Safety Research, CDC’s budget includes $11.8 million
in fiscal year 1999 and $12.1 million in fiscal year 2000. CDC’s budget includes
$12.0 million for the Division of Respiratory Disease Studies in fiscal year 1999, and
$12.3 million in fiscal year 2000.
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THE NEW OCCUPATIONAL SAFETY AND HEALTH LABORATORY

Question. How many FTEs are at this facility in fiscal year 1999, and what is the
projected number of FTEs at this facility for fiscal year 2000?

Answer. In both fiscal year 1999 and 2000, CDC’s estimate for the number of FTE
for the facility is 303.

Question. Please furnish the funding level required for staffing and research for
fiscal year 2000 at this facility.

Answer. The funding level in fiscal year 1999 is $36.0 million. The proposed fiscal
year 20}(1)0 funding level is $38.5 million, including both intramural and extramural
research.

QUESTIONS SUBMITTED BY SENATOR SLADE GORTON

The Administration is proposing another Medicare reduction beyond those in-
cluded in BBA 97 of nearly $9 billion over 5 years, including a market basket freeze.
The market basket freeze is being proposed at a time when even MedPAC is recom-
mending a 0.7 percent update.

Question. What is the justification for freezing hospital rates? Do you anticipate
that it will impact on patient care?

Answer. The results of our analysis are consistent with those of MedPAC. That
is, through 1997, hospitals’ Medicare costs per case continued to decline in real
terms. This marked the fourth consecutive year of declining costs per case. Medicare
PPS payments continued to rise throughout this period until the one-year freeze en-
acted by the BBA for fiscal year 1998. Based on the high Medicare operating mar-
gins during fiscal year 1996 and fiscal year 1997, we are confident that another one-
year freeze in updates to hospitals’ PPS payments is warranted, given the fact that
hospitals’ costs per case would have to have increased by nearly 6 percent per year
since fiscal year 1997 for Medicare payments and costs to have reached the break-
even point.

As the inpatient hospital prospective payments compensate in excess of costs, on
average, and as the system makes special provision for groups of institutions facing
more difficult financial situations (such as smaller rural hospitals), we expect that
Medicare rates will continue to support quality care for our enrollees.

According to MedPAC, hospitals now paid 82 cents on the dollar for outpatient
services. Once the BBA goes into full effect, it will go down to 78 cents. Rural hos-
Fitals get 73 cents on the dollar, while cancer hospitals will get 58 cents on the dol-
ar.

Question. If a hospital has a high volume of Medicare patients, such as some of
the ones in my state, how would you expect it to survive if Medicare continues to
pay ?less than the cost of actually providing patient care, particularly outpatient
care?

Answer. In the beginning of the Medicare program, we paid hospitals for fur-
nishing outpatient services to Medicare beneficiaries based on the costs hospitals in-
curred to provide those services. Medicare legislation in the late 1980s made some
changes to move away from recognizing full costs. For example, section
1861(v)(2)(S)(ii) of the Social Security Act (the Act) requires that for calculating out-
patient payments for hospitals (other than sole community and critical access hos-
pitals), we recognize only 90 percent of the costs hospitals incur for capital costs and
94.2 percent of the costs they incur for operating costs. In addition, Congress at-
tempted to “level the playing field” across ambulatory sites in sections 1833(I)(3)(A)
and 1833(n)(1)(A) of the Act by requiring that we pay for certain hospital outpatient
surgical, radiology and other diagnostic procedures based on the lower of (1) the hos-
pital’s costs or (2) a blended amount based, in part, on their costs and, in part, on
the amount that Medicare pays under fee schedules in other ambulatory settings,
i.e., ambulatory surgical centers and physician offices. As a result of changes such
as these, we currently pay hospitals less than their full costs.

Section 4523 of the Balanced Budget Act establishes a prospective payment sys-
tem (PPS) for hospital outpatient services. This section requires payments under the
new system to be based on an amount which reflects what the Medicare program
would have paid for hospital outpatient services in 1999 under the current payment
system plus what beneficiaries would have paid in 1999 as coinsurance under the
new prospective payment system. To the extent that PPS payments are based on
current Medicare program payments, they will incorporate the current level of cost
reductions that hospitals experience now. Under the PPS, beneficiaries will pay less
than they currently pay. Therefore, to the extent that PPS payments are also based
on what beneficiaries will pay under the new system, hospitals will experience addi-
tional reductions in payments.
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In the September 8, 1998, proposed rule for the hospital outpatient PPS, we esti-
mated that, in the aggregate, hospitals will experience a decrease in payments of
3.8 percent as compared to current payments they receive for hospital outpatient
services. Our proposed rule estimates that rural hospitals and cancer centers will
experience even greater decreases. However, in the proposed rule, we state that
HCFA plans to do additional analyses to examine the way these hospitals coded
their bills in order to try to determine whether their coding practices can explain
the negative impacts. We also state that, although we have not provided for any
payment adjustments in the proposed rule, following our analyses we will consider
Wheicher an adjustment is needed to moderate the impact on these types of hos-
pitals.

Many of the hospitals in my state are rural and they are just now beginning to
feel the adverse impact of the BBA on their ability to deliver patient care services.
The BBA has produced a number of unintended consequences that I suspect will be
exacerbated by an additional reduction in Medicare spending. Many of these hos-
pitals also operate a skilled nursing facility and a home health agency in order to
serve their communities, and are being squeezed in all these areas.

Question. How do you intend to address some of these problems?

Answer. When Congress passed the Balanced Budget Act of 1997, it included sev-
eral provisions designed to aid certain rural hospitals. Payments to certain Medi-
care-dependent small rural hospitals were increased. Many hospitals that had lost
their status as Rural Referral Centers were reinstated. The Medicare Rural Hospital
Flexibility Program, providing reasonable cost reimbursement to hospitals des-
ignated as Critical Access Hospitals, was established. We have done all that we can
to ensure these provisions specifically targeting rural hospitals have been expedi-
tiously implemented. Furthermore, Medicare has had a number of provisions in
place for some time that are designed to give preferential payment treatment to
rural hospitals. We are confident that these provisions will continue to ensure that
rural Medicare beneficiaries will have access to quality hospital care into the future.

HCFA estimates an overall decrease in claims volume, the first time since the in-
ception of the program more than thirty years ago, of over 1 percent. You state that
this decrease is attributable to beneficiaries taking advantage of the Medi-
care + Choice options offered under BBA 97.

Question. Please explain how you concluded there would be a decrease in the
number of Medicare beneficiary claims when available information indicates that
there may not be a large, if any, increase in Medicare + Choice enrollees.

Answer. When HCFA began formulating the fiscal year 2000 President’s budget
request in April 1998, we had actual claims data for fiscal year 1997 and the first
few months of fiscal year 1998. Workload analysis at that time showed that claims
volumes were still increasing, but not by as much as we had previously expected.
The volume we projected for fiscal year 2000—925 million claims—was a slight de-
crease relative to the fiscal year 1999 President’s budget, but it reflected what we
felt was a statistical trend toward smaller increases in the fee-for-service workload.

This trend has continued. We currently project that the fiscal year 1999 claims
workload will be higher than fiscal year 1998. Consistent with this, our fiscal year
2000 estimate represents a moderate increase over the volume currently projected
for fiscal year 1999. However, both the fiscal year 2000 estimate and the fiscal year
1999 current projection are lower than they were a year ago in the fiscal year 1999
President’s budget.

Question. You allude in your budget that as HCFA moves down the road of funda-
mental reform, the Administration will review legislative proposals to increase the
stability of HCFA’s funding. Please explain what kind of legislative proposals you
are considering.

Answer. In recent years, HCFA’s Program Management budget has remained rel-
atively flat, while our legislative and operational challenges have continued to in-
crease. Congress began to address this last year when HCFA received more than
an 8 percent increase in program level to fund important activities such as BBA and
HIPAA implementation and Y2K remediation. HCFA’s fiscal year 2000 budget re-
quest provides for a 6 percent increase over fiscal year 1999, which is necessary to
meet HCFA’s expanding programmatic responsibilities, as well as priority base ac-
tivities. We thank Congress for providing the fiscal year 1999 increase, and we look
forward to working with Congress to ensure that HCFA receives its full budget re-
quest for fiscal year 2000.

HCFA is also engaged in a management reform initiative, highlighted in the
President’s budget, that will help us make the most efficient use of our resources
and adapt to the changing health care market.

The Administration will work with the Committee to explore funding options. We
note that the fiscal year 2000 budget includes user fee proposals which would de-
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crease the funding required by annual appropriations, and we will be pleased to
share additional funding proposals once they are more fully developed.

QUESTIONS SUBMITTED BY SENATOR KAY BAILEY HUTCHISON

As you may be aware, states that sued the tobacco industry asserted in their com-
plaints a wide variety of causes of action, including everything from state consumer
protection statutes to racketeering, to antitrust violations. And while many states
did assert direct health care costs, including Medicaid costs, in their lawsuits, others
did not, and still others had their Medicaid claims thrown-out by the courts. In any
event, virtually none of the settlements, except Florida, even mentions Medicaid.

Question. In light of this, how can you justify the Administration’s budget submis-
sion, which assumes that every single dollar recovered by every state as part of
their tobacco suit 50 settlements is directly attributable to Medicaid costs?

Answer. The Administration believes that Medicaid costs were the basis for the
States recovery. Regardless of each State’s litigation against the tobacco companies,
all of the States specifically agreed to include present and future Medicaid claims
in the settlement. The Department of Justice has determined that by releasing the
tobacco companies from all current and future claims in the settlement, the States
gave up both State and Federal Medicaid claims in exchange for the tobacco settle-
ment funds. Tobacco-related Medicaid costs are at least $13 billion a year, according
to independent estimates, and the States are receiving only about $8 billion a year
in exchange for giving up their claims.

Current Medicaid law requires HCFA to recoup the Federal share—on average 57
percent —of all State third party liability collections, including the recent State to-
bacco settlements. Since the Federal government paid a substantial portion of the
Medicaid costs that were the basis for the State settlements, the Budget assumes
the Federal government will follow the law and claim its share of the proceeds.
However, the Administration proposes to work with the States and with Congress
to enact tobacco legislation that, among other things, resolves these Federal claims
in exchange for a commitment by the States to use tobacco money to support shared
State and national priorities which reduce youth smoking, promote public health,
help children, and assist affected rural communities.

Question. If it is the position of your Department and of this Administration that
current law entitles the Federal government to recoup some of these settlement
funds, why was the $18.9 billion not included in your budget baseline, i.e., your as-
sumptions of Federal revenue under current law?

Answer. I'm going to have to leave budget scoring to Jack Lew, the Director of
OMB. My hope as Secretary of HHS is to ensure that the Federal share of State
tobacco funds are used to support shared State and national priorities which reduce
youth smoking, protect tobacco farmers, improve public health and assist children.
Wit}f{out such legislation, States would not have to spend one penny to reduce youth
smoking.

Question. If the budget submission assumes that states will somehow agree to
spend $18.9 billion of their settlement funds to pay for programs that are presently
the obligation of the Federal government, what basis if any do you have to assume
that states will agree to such an arrangement? (i.e., has any state government indi-
cated to your Department that they are willing to assume any Federal obligations
in exchange for a relinquishment of any Federal claim to tobacco settlement funds?)

Answer. The Administration would support legislation that waives Federal
recoupment in exchange for States agreeing to use the Federal share of to fund
shared State/Federal priorities related to reducing youth smoking, protecting to-
bacco farmers, improving public health, and assisting children. The Administration
does not propose to have States assume Federal obligations; we propose for States
to use these funds to increase their investment in shared State/Federal priorities.

Question. If the states do not agree to assume $18.9 billion in Federal obligations,
through what specific mechanism do you plan to recoup these state settlement
funds, and beginning on what date? Isn’t in fact the plan to cut Federal Medicaid
payments to states in the same amount that you feel belongs to the Department?

Current Medicaid law requires HCFA to recoup the Federal share (on average 57
percent) of all State third-party liability collections, including the recent State to-
bacco settlements.

Since U.S. taxpayers paid a substantial portion of the Medicaid costs that were
the basis for the State settlements, the Budget assumes that the Federal govern-
ment will follow the law and claim its share of the proceeds.

However, the Administration will work with the States and the Congress to enact
tobacco legislation that, among other things, resolves these Federal claims in ex-
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change for a commitment by the States to use tobacco money to support shared
State and national priorities which reduce youth smoking, promote public health
and children’s programs.

It is for this reason that the Administration has delayed action on claiming the
Federal share of the State tobacco settlements until fiscal year 2001 so that we can
fvork with the States and Congress over the next year on mutually agreeable legis-
ation.

Question. Since the Administration’s position is that the Federal government will
relinquish any claim to state settlement funds in exchange for being able to tell
states exactly how to spend those funds, what specific programs and in what specific
amounts does the Administration want states to spend their settlement dollars?

Answer. The Administration seeks to work with States and the Congress. The Ad-
ministration does not seek legislation that specifies exactly how much States should
spend on each program. However, the Administration believes that every state
should spend at least some of their tobacco settlement funds on programs to reduce
youth smoking, and other shared priorities.

Question. What assurances can you give to states that at the end of five years
(i.e., after fiscal year 2004), the Federal government will help states continue to
fund programs at the artificially high levels you ask them to, or do you simply ex-
pect states to dramatically cut these programs once the five-year agreement with
the Federal government ends?

Answer. The Administration seeks legislation that, like last year’s McCain bill,
would waive recoupment of the Federal share of all years’ tobacco payments, not
just the next few, so long as states maintain their commitment to spend funds on
shared Federal and state priorities to prevent youth smoking, protect tobacco farm-
ers, improve public health, and assist children. As a result, there should not be a
dramatic change in available resources in fiscal year 2004.

Question. Since I represent Texas, my immediate concern is for my state’s roughly
$17 billion settlement agreement. Can you tell me, of the $18.9 billion your Depart-
ment plans to seize from the states, how much will be seized (recouped) from Texas,
and during what years?

Answer. While the Administration has certain national, aggregate, expectations
about the likely timing and magnitude of payments the Federal government would
be required to seek from States under current law, it has not subdivided the annual
estimates by State. Under current law, Texas is required to reimburse the Federal
government for its share of Medicaid expenses that are reimbursed by third parties,
including the tobacco companies. While the national average rate is 57 percent, the
Federal government currently pays 62 percent of the cost for Texas’ Medicaid pro-
gram.

Question. What specific legal basis does your Department have for seeking
recoupment of state tobacco settlement funds? Do you have a legal opinion from the
Justice Department, the Health Care Financing Administration, or other agency to
thisleffec;;? If so, could you please provide the Subcommittee with a copy of any such
analyses?

Answer. Current Medicaid law requires HCFA to recoup the Federal share (on av-
erage 57 percent) of all State third-party liability collections, including the recent
State tobacco settlements. Since US taxpayers paid a substantial portion of the
Medicaid costs that were the basis for the State settlements, the Budget assumes
that the Federal government will follow the law and claim its share of the proceeds.

On November 3, 1997, the Health Care Financing Administration sent a letter to
the State Medicaid Directors, reminding them of their statutory obligation under
1903(d) of the Social Security Act. As described in the statute, States must allocate
from the amount of any Medicaid-related expenditure recovery “the pro-rata share
to which the United States (Federal government) is equitably entitled.” This letter
is attached for your information, along with the HCFA fact sheet on tobacco
recoupment.

QUESTIONS SUBMITTED BY SENATOR DANIEL K. INOUYE
CHILD WELFARE TRAINING—AMERICAN INDIAN/ALASKAN NATIVES

In response to Congress’ recommendation for the past 2 years that $130,000 be
available to colleges that enroll American Indian and/or Alaskan Natives, the Ad-
ministration states in its fiscal year 2000 proposal that 6 grants were awarded in
1998 and that the grants would be continued in 1999.

Question. Who received these grants and what was the exact dollar amount of the
grants? What is the plan for continuing these grants in fiscal year 2000?
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Answer. fiscal year 1998 Section 426 Child Welfare Training Grants. In fiscal year
1998, the Department funded six grants for social work training to schools that en-
roll American Indian and/or Alaskan Natives. The total amount of funds awarded
was $439,950.

The grantees and the amount of the total individual grants is as follows:

Grantees Amount
University of Utah, Graduate School of Social Work—Project Title:
“Intermountain Indian Child Welfare Training Partnership” ................. $74,906

Arizona State University, School of Social Work—Project Title:
“Traineeship in Professional Social Work Education for American Indi-
ans for Practice in Public Child Welfare Agencies” .......cc.ccccoceevvvercreennnnn. 75,000
University of Alaska-Anchorage, Department of Social Work—Project
Title: “Alaska Native/American Indian Tribal/Public Child Welfare

Traineeships INItiative” ........ccccooviiiiiiiienieiiee e 69,120
University of Maine, School of Social Work—Project Title: “Social Work

Education for Native American Students” ..........ccccceovieieiiieeeciniececiieeeennns 69,924
Grand Valley State University, School of Social Work—Project Title: “So-

cial Work Education for Tribal Staff and Potential Staff” ....................... 75,000

University of Washington, School of Social Work—Project Title: “A Com-
munity Development Approach to Training Social Workers for Indian
Child WElare” .......cc.veieecuiieeeiieeeiee ettt e et e et e e e e tee e e earee e s aaeeesnnnes 75,000

These grants were awarded for a 2-year project period. They will receive a con-
tinuation grant in fiscal year 1999 funded at the same amounts noted above. The
fiscal year 2000 budget requests $7 million for child welfare training; however, spe-
cific priority areas have yet to be determined. These grantees will be eligible to com-
pete for these funds.

PHYSICIAN OVERSIGHT OF CERTIFIED REGISTERED NURSE ANESTHETISTS (CRNAS)

Question. What is the status of your proposal to delete the requirement for anes-
thesiologist oversight of CRNAs for Medicare reimbursement?

Answer. The proposed rule was published in the Federal Register on December
19, 1997. The proposed rule received approximately 60,000 comments. More then
20,000 of the comments discussed physician supervision of nurse anesthetists. The
contents of the final rule are still being considered.

EMERGENCY MEDICAL CARE FOR CHILDREN (EMSC)

I strongly support the Emergency Medical Care for Children program and was
concerned by what I saw in the budget report. The President’s Budget proposal com-
bines EMSC with 3 other programs under the heading of Critical Care Programs.
Two of these programs, Trauma Care EMS and Poison Control Centers, are new
programs with no prior funding. The budget proposal recommends specific funding
for each of the four programs, with EMSC receiving $15,000,000. I am concerned
that if the full request of $22,500,000 is not appropriated, funding for the other pro-
grams will be at the expense of the EMSC program.

Question. How will HRSA ensure EMCS receives the recommended $15,000,000
appropriation?

Answer. While it is proposed that all four programs be included in an administra-
tive cluster, organized under and directed from within a single branch within
HRSA’s Maternal and Child Health Bureau, the request for funding does not in-
clude a consolidation of existing program authorities. As such, funding would go to
each program as appropriated and would not be diverted to other programs without
the consent of the Appropriations Committees.

NATIVE HAWAIIAN HEALTH CARE/HUI

Question. In the fiscal year 2000 budget proposal, you indicate that the 1997 Ha-
waiian HUI proposal recommended by the Administration for New Start funding
was not accepted due to a lack of organizational readiness to begin providing serv-
ices. What specific weaknesses were identified, and what technical assistance has
been provided to the HUI project to ensure they have a competitive application for
the upcoming grant cycle?

Answer. The HUI proposal submitted in the 1997 Health Center new Start/Ex-
pansion grant application cycle was not selected because of lack of readiness. The
HUI proposal was to support an integrated delivery system of Health Centers with
an administrative support organization to receive the grant funds. At the time of
application, the development of the network was still in the planning stages and
would not be ready to receive funds and be operational within the required time
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frame. The network corporate structure and organizational relationships had not
been defined and would not be ready prior to time funding decision were to be made.
Recognizing the value of the proposed integrated delivery system, HRSA provided
funds to the Hawaii Primary Care Association to provide ongoing technical assist-
ance in developing the corporate relationship between the Health Centers making
up the HUI and to develop the integrated network in order for these organizations
to be competitive in the fiscal year 1999 Health Center new start/expansion grant
application cycle.
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DENNIS P. WILLIAMS, DEPUTY ASSISTANT SECRETARY, BUDGET,
DEPARTMENT OF HEALTH AND HUMAN SERVICES

INTRODUCTION

Senator SPECTER. We will now turn to the distinguished panel
from the National Institutes of Health. In the interest of time, we
are going to move right ahead. Dr. Varmus has brought his own
name tag up.

The National Institutes of Health has been, as I say with some
frequency, the crown jewel of the Federal Government. I also add,
perhaps the only jewel of the Federal Government sometimes.

I note on the budget request which had been submitted by the
National Institutes of Health, and I have pressed Dr. Varmus on
this in the past—the request of the NIH before the Office of Man-
agement and Budget went to work on it was $19.3 billion, which
would be a very substantial increase over the $15.6 billion that we
have at the present time. With the achievements at NIH, it has
been the view of the Congress, with the initial work being done by
the counterpart with Chairman Porter and ranking member Obey
on the House side and Senator Harkin and myself on the Senate
side back in the subcommittee and the full committee and the Sen-
ate and the House, to really find the funding for the National Insti-
tutes of Health.

PREPARED STATEMENT OF SENATOR HARKIN

So we welcome you here, Dr. Varmus, with a very distinguished
array of scientists, and note the recent achievements on cancer and
on the stem cells, and look forward to your testimony.

Senator HARKIN. Senator Specter I ask that my prepared state-
ment be inserted into the record.

Senator SPECTER. Your statement will be inserted into the record
at this point.

[The statement follows:]

PREPARED STATEMENT OF SENATOR ToM HARKIN

I want to welcome Dr. Varmus and his colleagues from NIH today. NIH is the
premier medical research institution in the world. The research it funds is key to
maintaining the quality of our health care and key to finding preventive measures,
cures and the most cost effective treatments for the major illnesses and conditions
that strike Americans.

But I must say that I am disappointed in the President’s budget request for NIH.
Last year, this subcommittee was able to secure a $2 billion increase for NIH—set-
ting a course to double NIH funding over five years. The Administration’s request
for fiscal year 2000 is extremely short sighted when it comes to support for finding
cures, more cost effective treatment and preventions for the many diseases and dis-
abilities that hit millions of Americans every year. I hope to work closely with Sen-
ator Specter this year to build on last year’s increase for NIH as we move to dou-
bling funding for NTH over a five-year period.

One, but certainly not the only, reason that we must continue this support for
medical research at NIH is the truly awe-inspiring potential benefits of stem cell
research. Our Chairman has now held three hearings on the issues surrounding
stem cell research. At those hearings, I have had the opportunity to express my sup-
port for this research and my concurrence with the opinion of the HHS General
Counsel that research using stem cells is eligible for federal funding. Now it is time
to move forward. Dr. Varmus, I expect that you will keep me updated on how you
intend to encourage and support quality, ethically-sound research in this area over
the coming months.

Thank you, Mr. Chairman—I look forward to hearing from our witnesses.
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SUMMARY STATEMENT OF DR. HAROLD VARMUS

Dr. VARMUS. Thank you, Mr. Specter. I will be extremely brief
in view of the time. I am here representing the NIH for the sixth
time and pleased to be doing so.

The President is requesting $15.933 billion, an increase of $320
million over our appropriated funds for 1999. This request builds
on last year’s extraordinary $2 billion increase, a 15 percent in-
crease, and keeps us just ahead, as the Secretary mentioned, of the
President’s 5-year plan to increase the budget of the NIH by 50
percent over 5 years.

Because time is so short, indeed shorter than we had anticipated,
my statement and those of the Institute directors arrayed behind
me will be submitted for the record. In those statements you will
see the recounting of many recent successes in the war that NIH
is waging against disease: the success we have had in gathering in-
telligence about biological systems and about how those systems
fail, and the success we have had in testing strategies to combat
the enemy in the battlefield.

The most frequent question that we have been asked in this
budget season is the simple one: How are we managing the $2 bil-
lion of increased funding that we received in fiscal year 1999? In
order to expedite that discussion, the Institutes and the central
NIH have provided the committee with a comprehensive analysis—
that you all have received—that displays the many new initiatives
that we have undertaken in fiscal year 1999, initiatives that are
aligned in these documents according to spending mechanism.

As you leaf through these documents, you will see a highly var-
ied research program that exploits new advances in genetics and
biochemistry, imaging technology, and many other disciplines. You
will read about new means for training investigators and encour-
aging them to participate in biomedical sciences, including clinical
scientists and those who represent computer science and engineer-
ing and chemistry and many other allied disciplines that contribute
so much to the biomedical research effort.

Finally, you will see many efforts to address the major threats
to the health of our own citizens and to people throughout the
world.

PREPARED STATEMENT

We have been able to initiate so many programs in fiscal year
1999 because of the powerful start that this committee and your
counterparts in the House and the administration have allowed us
to make to the goal of increasing the NIH budget by 50 percent
over 5 years. We will continue all of these programs in fiscal year
2000, and by using a conservative financial management scheme
we will be able to begin even more programs, as outlined in our
Congressional justification.

Mr. Chairman, my colleagues and I look forward to discussing
these many new activities with you today and we will be pleased
to answer any questions you may have.

[The statement follows:]



98

PREPARED STATEMENT OF DR. HAROLD VARMUS

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. The President
in his fiscal year 2000 budget has proposed that the B&F receive $148.4 million,
a decrease of $43 million from the comparable fiscal year 1999 appropriation. This
includes $40 million forward funding in the fiscal year 1999 appropriations act to
complete funding for the Mark O. Hatfield Clinical Research Center.

ROLE IN THE RESEARCH MISSION

The B&F appropriation funds the design, construction, improvement, and major
repair of the facilities in which the NIH conducts medical research and administers
nationwide research programs that seek to improve the Nation’s health. The appro-
priation supports the design and construction of new facilities for NIH research pro-
grams and the continuing renovation, alteration, and repair of existing facilities.

The B&F portfolio of research, administration, and associated facilities and the
physical infrastructure that supports them are critical to the success of NIH’s mis-
sion. Requisite facilities, properly sized, configured, equipped, and serviced enable
NIH staff to work efficiently and productively. Conversely, a misfit between the
state of a facility and the needs of its occupants can create costly barriers including
loss of productivity and health and safety risks.

MASTER PLAN

The NIH is moving forward with a new blueprint to guide future development on
the campus. The updated master plan that was approved by the National Capital
Planning Commission (NCPC) in February 1996 for the Bethesda campus identifies
programmatic requirements in terms of personnel and physical facilities; establishes
concepts for future development and land use, buildings, utilities, open space, cir-
culation and traffic management for the next twenty years; and illustrates how
needs for laboratory and clinical research, administrative, and support space can be
accommodated. An updated Master Plan for the NIH Animal Center in Poolesville
was completed in the fall of 1996.

The master plan is the guiding beacon as the NIH maintains its forward pace in
the midst of a sorely needed major facility improvement program. The center piece
of this program is the new Mark O. Hatfield Clinical Research Center (CRC) now
under construction. When completed, this combined hospital and clinical research
facility will replace the 40-year-old, outmoded and deteriorated patient care wards
and research space with state-of-the-science facilities designed and built to support
medical research into the new century.

The Mark O. Hatfield Clinical Research Center is only part of the facility im-
provement story. Most of the NIH research facilities across the nation are, like the
facilities the new Clinical Research Center is replacing, old, outmoded, and poorly
suited to the demands of modern medical research. They lack the appropriate lay-
out, types of electrical service, laboratory gases, telecommunications, and environ-
mental controls needed today. Moreover, many of the facilities were built before the
adoption of model building codes. Some lack fire suppression systems and other life
safety systems now considered essential. Others contain asbestos, insufficient heat-
ing ventilation and air conditioning, and architectural barriers for the disabled.

Through a carefully planned and effectively managed B&F Program, the NIH is
addressing these conditions at each of its sites. On the Bethesda campus, the im-
provement program includes replacement and some new research buildings and ren-
ovations to existing laboratory and administrative facilities. At the NIH Animal
Center, the improvements are targeted toward increasing the research capacity of
the center by modernizing and increasing the capacity and reliability of the utility
systems and by adding laboratory animal facilities with sufficient procedure areas
to support present and future animal models. At the National Institute of Environ-
mental Health Sciences, Research Triangle Park, North Carolina, minor improve-
ments are needed in the immediate future. In the past five fiscal years, the B&F
Program has supported improvements at the Rocky Mountain Laboratory, Ham-
ilton, Montana. This includes safety and reliability upgrades to existing infrastruc-
ture and utilities systems, as well as funds to construct a new laboratory facility
to provide biosafety level 3 containment space for the conduct of multi-drug resist-
ant tuberculosis research. At the Caribbean Primate Research Center, Sabana Seca,
Puerto Rico, the budget request includes funds to perform an environmental audit
related to the closure of an inactive sewer system.
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MARK O. HATFIELD CLINICAL RESEARCH CENTER

The Mark O. Hatfield Clinical Research Center is an addition to the existing War-
ren G. Magnuson Clinical Center Complex and will house the clinical research pro-
gram of the NIH. The NIH places the highest priority on the renewal of the hospital
portion of the existing Clinical Center Complex. In addition to patient-related re-
search, the existing Clinical Center Complex contains approximately 40 percent of
the research space on the Bethesda campus and is the keystone of the NIH Intra-
mural Research Program. The initial and critical phase in the renewal of this valu-
able resource is the Mark O. Hatfield Clinical Research Center (CRC). The new fa-
cility will contain patient care, treatment, and clinical research facilities. These new
facilities replace existing laboratories, patient wards, and support facilities that
have deteriorated from overuse and are not adequately serviced to meet current re-
search requirements. The CRC will be the heart of the NIH Intramural Research
Program, as the original Clinical Center Complex is now.

The state-of-the-art research hospital with 250 beds, allied clinical facilities, and
adjacent research laboratories for work that is closely intertwined with patient re-
search activities, will be located to the North of the existing Building 10 complex
and ambulatory care research building. The research hospital will be approximately
610,000 square feet and will be served by an additional 250,000 square feet of new
space dedicated to laboratory and program support.

The CRC project is scheduled to be completed in 2002. To meet this aggressive
schedule, the CRC is currently being fast-tracked, i.e., the construction will start
while the design is being developed. Site preparation work for the CRC began in
September 1997 and is nearing completion. It includes demolition of existing struc-
tures on the project site; modification of the existing south entrance to the Clinical
Center to facilitate construction of the new CRC on the north side of the Clinical
Center; relocation of utilities; and realigning Center Drive, the principal roadway
on the NIH campus. In the next year, significant progress will be made: the design
will be fully completed; the excavation and the building foundation will be substan-
tially completed; and construction of the building structure will be underway. To
maintain the CRC on schedule and within budget, a cost and schedule containment
program has been developed and implemented. This includes a formal value engi-
ne}elzl°(iing1 analysis, reviews by outside experts, and the development of a project cost
schedule.

CENTRAL VIVARIUM

Studies in the NIH master plan document the need for new replacement research
facilities on the site of the present day central animal facilities, which is outmoded,
expensive to maintain, and inadequate to sustain modern animal research. In order
to meet the need for improved, expanded animal facilities, a new central vivarium
is planned. The fiscal year 2000 request will initiate the design of a multi-level ani-
mal facility to consolidate ongoing programs in the sprawling and aging Building
14 and 28 complex, as well as to meet the research needs for emerging animal mod-
els, including non-mammalian models, with a modern and compact structure hous-
ing common functions. The new facility will meet the majority of the needs of the
NIH intramural program on the NIH Bethesda campus primarily in one centralized
location. This crucial project will support animal research and is an integral compo-
nent of a major objective of NIH’s Master Plan to better utilize its land by creating
available space for the construction of other potential facilities in the future.

ESSENTIAL SAFETY AND HEALTH IMPROVEMENTS

The NIH continues to place a high priority on safety and health requirements nec-
essary to meet critical infrastructure and environmental improvements to existing
facilities to comply with safety and health regulations and support ongoing research
programs. As buildings age and health and safety guidelines and regulations
change, renovations and upgrades are necessary to ensure the safety and health of
the building’s occupants. The projects within the Essential Safety and Health Im-
provement initiatives address these issues. Without the improvements funded by
this portion of the Buildings and Facilities appropriation, the NIH eventually would
not be able to continue to safely use many of its older facilities. Valuable research
capacity would be lost, laboratories would have to be shut down, animal facilities
closed, and research activity curtailed. Therefore the projects funded by this portion
of the appropriation are vital in order for the NIH to continue to use virtually all
the buildings on the main campus; NIHAC; and facilities in Frederick; Baltimore;
Hamilton, Montana; and other satellite locations.
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The fiscal year 2000 request for the Essential Safety and Health Improvements
initiatives includes: the continued phased removal of asbestos-containing materials
from various NIH buildings; the implementation of the plan to correct fire and life
safety deficiencies in NIH buildings on the campus and at the NIH Animal Center;
the construction of the upgrade of the utility infrastructure at the NIH Animal Cen-
ter, Poolesville; the ongoing rehabilitation of NIH animal research facilities; and
continuation of the environmental assessments/remediation program. All of these
projects are driven by federal and local regulations, policies and national accredita-
tion requirements.

REPAIR AND IMPROVEMENT PROGRAM

The Repair and Improvement (R&I) program supports major repairs, maintenance
and improvements to the physical plant that supports the main NIH campus in Be-
thesda, as well as to field stations that are the responsibility of the NIH. The goal
of the R&I program is to sustain efficient and effective facility performance through-
out the life cycle of the facility to meet ongoing requirements of the NIH research
mission. The costs for some of the projects are recurring and substantial. For exam-
ple, roofs, roads, structures and building and underground utilities require regularly
scheduled repairs, ad hoc repairs and maintenance to preserve or achieve reliable
and safe conditions. For other projects, the costs are largely one-time, often unpre-
dictable expenditures for major items of equipment requiring emergency repair or
replacement such as transformers, chillers, and cooling towers.

RENOVATIONS AND SYSTEM UPGRADES

The fiscal year 2000 B&F request also provides funds for the Building 10 Transi-
tion Program which support modifications within the existing Clinical Center Com-
plex to provide effective integration of the new addition and the remaining diag-
nostic, treatment, support, and research areas housed in the existing building. In
addition, the NTH needs to construct an additional electrical substation and upgrade
the existing west substation in order to support the new CRC as well as other new
facilities coming on line.

FISCAL YEAR 2000 BUDGET SUMMARY

The fiscal year 2000 request for Buildings and Facilities is $148.4 million. This
amount includes $40 million appropriated in Public Law 105-277 for the Mark O.
Hatfield Clinical Research Center, the fourth and final funding increment to com-
plete construction. The B&F request totals $30.5 million for essential safety and
health improvements composed of $3.5 million for the phased removal of asbestos
from NIH buildings; $5 million for the continuing upgrade of fire and life safety de-
ficiencies of NIH buildings; $16 million for the upgrade of the utility infrastructure
at the NIH Animal Center, Poolesville; $5 million for the continued support of the
rehabilitation of animal research facilities; and $1 million to continue the program
of environmental assessments and remediation. In addition to the essential safety
and health improvements, the fiscal year 2000 request includes: $10 million to ini-
tiate the design of the Central Vivarium; $7.2 million for the Building 10 transition
program; and $10 million for the construction/upgrade of electrical substations. The
fiscal year 2000 request also includes $50.7 million for the continuing program of
repairs, improvements, and maintenance that is the true keystone of the B&F pro-
gram.

GOVERNMENT PERFORMANCE AND RESULTS ACT (GPRA)

The activities of the B&F Program are covered within the NIH-wide Annual Per-
formance Plan required under the Government Performance and Results Act
(GPRA). The fiscal year 2000 performance goals and measures for NIH are detailed
in this performance plan and are linked to both the budget and the HHS GPRA
Strategic Plan which was transmitted to Congress on September 30, 1997. NIH’s
performance targets in the Plan are partially a function of resource levels requested
in the President’s Budget and could change based upon final Congressional Appro-
priations action. NIH looks forward to Congress’ feedback on the usefulness of its
Performance Plan, as well as to working with Congress on achieving the NIH goals
laid out in this Plan.

PREPARED STATEMENT OF DR. RUTH L. KIRSCHSTEIN

Mr. Chairman, Members of the Committee: We are pleased to be here today to
discuss the fiscal year 2000 budget request for the Office of the Director (OD). As
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you know, the OD provides leadership and coordination in the areas of policy and
management related to the research activities of NIH, both extramural and intra-
mural. In addition, the OD is responsible for a number of special programs, estab-
lished within its purview, and for leadership and management of centralized sup-
port services and functions essential to the operations of the entire NIH.

The President in his fiscal year 2000 budget has proposed that the OD receive
$218.2 million, an increase of $5.1 million over the comparable portion of the fiscal
year 1999 appropriation. Including the estimated allocation for AIDS in both years,
total support proposed for the OD is $262.7 million, an increase of $6.2 million over
the fiscal year 1999 appropriation. Funds for OD efforts in AIDS research are in-
cluded within the Office of AIDS Research budget request.

The NIH, comprising some 24 Institutes and Centers, (or ICs), conducts a vast
program of medical research and training designed to advance medical knowledge
and to sustain the Nation’s medical research capacity. Attainment of these goals re-
sults in improved health for all Americans, enhancing the quality of life for our citi-
zens, and benefitting the Nation’s economy.

As has been expressed throughout these hearings, NIH is in a unique position to
address public health needs and pursue promising scientific opportunities in the
prevention, diagnosis, and treatment of disease. The OD mission is to provide the
means—the leadership and administrative and management activities—whereby the
specific research ICs can conduct their activities in the core program areas of re-
search, research training and career development, and the support of research facili-
ties. The OD provides a structure and framework for the conduct of the activities
of the ICs in a manner that is responsive to promising research opportunities and
technologies, yet addresses public health needs. Specifically, the OD guides and sup-
ports research by setting priorities; allocating funding among these priorities; devel-
oping policies based on scientific opportunities and ethical and legal considerations;
maintaining peer review processes; providing oversight of grant and contract award
functions and of intramural research; communicating health information to the pub-
lic; facilitating the transfer of technology to the private sector; and providing funda-
mental management and administrative services such as financial accounting and
personnel, property, and procurement management, administration of equal employ-
ment practices, and plant management services, including environmental and public
safety regulations of facilities. The principal OD offices providing these activities in-
clude the Office of Extramural Research (OER), the Office of Intramural Research
(OIR), and the Offices of: Science Policy, Communications, Legislative Policy and
Analysis, Equal Opportunity, and Management. This request contains funds to sup-
port the functions of these offices.

To further influence research activities and to address targeted public health
needs and specific components of medical research, the OD maintains several trans-
NIH offices and programs that focus on a particular aspect of research and foster
and encourage research in that particular area. These OD offices address a variety
of health needs and research areas, including programs to coordinate prevention ac-
tivities in the ICs and to improve the health of women and minority populations;
activities to examine the use of dietary supplements; research related to social and
behavioral patterns in the maintenance of health; and efforts to promote research
on rare diseases. I will now discuss the budget requests of these trans-NIH offices
in greater detail.

It should be noted that, as enacted by legislation for fiscal year 1999, research
related to complementary and alternative medicine, previously supported in the OD,
is now being undertaken by the newly established National Center for Complemen-
tary and Alternative Medicine (NCCAM).

The budget requests of the remaining trans-NIH offices are presented below.

THE OFFICE OF RESEARCH ON MINORITY HEALTH AND THE NIH MINORITY HEALTH
INITIATIVE

Minorities at all stages of life suffer poorer health and higher rates of premature
death than do non-minority populations. The Office of Research on Minority Health
(ORMH) was established to address these health disparities and to promote medical
research aimed at improving the health status of minority populations throughout
their lifespan. The Office also supports programs to expand the ability of minority
scientists to participate in all aspects of medical research. As such, the budget re-
quest supports numerous collaborative activities with the ICs in the areas of re-
search, research training and career development. Specifically, ORMH will support
research activities by providing grant supplements for research on diseases that dis-
proportionately affect minorities in the U.S., such as lupus, asthma, and hyper-
tension, and, in developing countries, such as malaria, tuberculosis and AIDS.
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The Minority Health Initiative (MHI) is a comprehensive program with a focus
on developing and testing interventions that will reduce the disproportionate burden
of disease among minority populations and developing successful strategies to pro-
mote health behaviors across the life span. Collaboration with the ICs focuses on
research training, across the educational pipeline, to ensure the appropriate rep-
resentation of minorities in health research related careers. MHI sponsors specific
projects to develop therapies for sickle cell disease, to develop prevention and control
strategies for prostate cancer, to address diabetes among Hispanics and Native
Americans, to treat hypertension among Asian and African Americans, and to sup-
port initiatives to decrease injury and death due to violence in minority youth, re-
duce unintended pregnancy in minority women, and support initiatives to reduce in-
fant mortality in inner city populations.

Research training programs include the Bridges to the Future program, the Mi-
nority International Research Training (MIRT) program, and the Comprehensive
Partnerships for Mathematics and Science Achievement (CPMSA) program.
Through the ORMH, NIH stimulates and fosters minority research activities among
the ICs, and is evaluating these activities, through review by the Advisory Com-
mittee on Research on Minority Health which met twice during the fiscal year
1998-1999 period. Presently the committee is engaged in the development of a com-
prehensive strategic plan for minority research and training which it intends to sub-
mit to the NIH Director at the end of fiscal year 1999.

THE OFFICE OF DISEASE PREVENTION

Within the OD, the Office of Disease Prevention (ODP) has several specific pro-
grams that strive to place new emphasis on the prevention and treatment of dis-
ease.

The Office of Dietary Supplements (ODS) stimulates research on the use of die-
tary supplements, to benefit health and prevent disease. During fiscal year 2000,
the ODS will continue to develop the Botanical Centers Initiative. In fiscal year
1999 a Request for Applications was issued. It is expected that funds for this activ-
ity will be awarded in fiscal year 1999. The purpose of the initiative is to foster
interdisciplinary research to evaluate the health effects of botanicals. The ODS will
continue to support investigator initiated studies through Research Enhancement
Awards Program (REAP) awards and joint program announcements with the ICs.
These address areas such as thiamine deficiency, use of vanadium salts and anti-
folates; and protocols that investigate the effect of dietary supplements on antibiotic-
induced hearing loss and loss of bone density in athletes. ODS will continue public-
oriented information pages on specific dietary and botanical supplements. Finally,
the ODS will continue to conduct conferences and workshops to encourage new re-
search initiatives in this field.

To address unrecognized public health needs, the Office of Rare Diseases develops
and disseminates information on rare diseases and conditions and forges links be-
tween investigators having ongoing research activities in this area. The ORD sup-
ports workshops and symposia to stimulate research interest and to identify re-
search opportunities related to rare diseases. These workshops have resulted in a
determination of research priorities, the development of research protocols, and cri-
teria for diagnosing and monitoring rare disorders such as head and neck cancers,
AIDS related malignancies, sleep control, hereditary ataxias, and unusual palsies
and dysplasias. In fiscal year 2000, the ORD, with the National Human Genome Re-
search Institute (NHGRI), will support an information center to respond to the nu-
merous requests for information about rare and genetic disorders. In addition, the
ORD, with the NIH ICs and the FDA Center for Biologies Evaluation and Research
(CBER) will continue to pursue its initiative to develop gene therapies for rare
monogenic diseases.

THE OFFICE OF BEHAVIORAL AND SOCIAL SCIENCES RESEARCH (OBSSR)

Many of our most serious health concerns are related to behaviors. Recognizing
this, the Office of Behavioral and Social Sciences Research (OBSSR) was established
to address the role of behavior and social factors in the prevention and management
of disease. The OBSSR increases the scope of, and support for, behavioral and social
science across all of NIH. The office develops initiatives to stimulate research in
th%sle areas and to ensure that findings from this research are disseminated to the
public.

In conjunction with the NIH ICs, the OBSSR is focusing on three trans-NIH ini-
tiatives: Innovative Approaches to Disease Prevention through Behavior Change;
Educational Workshops on Interdisciplinary Research; and the Mind/Body Research
Initiative. The Behavior Change Initiative encourages the study of innovative be-
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havioral interventions that address risk factors such as tobacco use, lack of exercise,
improper diet and alcohol abuse. The Interdisciplinary Workshops Initiative builds
on previous successful efforts and is designed to introduce young investigators in
one discipline to the concepts and methods of another discipline with a goal of facili-
tating interdisciplinary research collaborations that cross sociobehavioral and bio-
medical studies.

The Mind/Body Initiative has been developed in response to Congressional con-
cern about the impact of stress on numerous medical conditions, and will establish
centers that will foster mind/body approaches to health. Basic research as well as
clinical applications will be supported and will focus on three areas: (1) the influence
of beliefs, attitudes, and values on physical health; (2) the determinants or ante-
cedents of health-related beliefs, attitudes, or values; (3) and stress management ap-
proaches to disease treatment and prevention. The OBSSR and 12 NIH ICs, are co-
sponsoring this initiative utilizing specialized center awards. Applications have been
solicited under an RFA and are to be submitted for review by April of 1999.

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 health concerns of women, that women are appropriately included as sub-
jects in research protocols and clinical trials, and that women are encouraged to
pursue careers in medical research. The Office has revised its science-based agenda,
Research on Women’s Health for the 21st Century, based on a series of public hear-
ings and scientific workshops. ORWH will use its funds to stimulate, initiate, and
expand women’s health research by supporting research grants, RFAs, Program An-
nouncements, and Research Enhancement Awards in the priority areas identified by
this report. In fiscal year 2000, ORWH will implement selected research initiatives
and programs including an initiative on the molecular/genetic and physiological
bases for sex differences related to health and disease; research on renal and
urogynecologic disorders; and gastrointestinal and digestive diseases. Additional re-
search efforts will be focused on: allergic, immune and autoimmune diseases such
as lupus, arthritis and chronic pain, heart disease, alcohol and drug use, reproduc-
tive health and prevention of diabetes. The ORWH will also continue to develop and
implement programs to advance the careers of women in science and to provide op-
portunities to increase the number of young investigators in multidiciplinary basic
and clinical research related to women’s health.

OTHER OD ACTIVITIES

The OD also supports a number of additional NIH programs that promote sci-
entific research and enhance research career development.

The Office of Extramural Research (OER) coordinates the Academic Research En-
hancement Award (AREA) program that provides grants to institutions that award
degrees in health sciences but are not major recipients of NIH grant funds. These
awards enable college students to participate in research projects and encourages
them to pursue careers in medical research. OER also sponsors the Extramural As-
sociates Research Development Award (EARDA) program that provides competi-
tively awarded grants to institutions that have a significant enrollment of underrep-
resented minority students who, with their faculty, participate in medical research
programs. The grants are designed to provide faculty at these institutions with
skills needed to become more competitive in obtaining Federally sponsored research
funds.

The NIH, through the Office of Intramural Research (OIR), maintains loan repay-
ment and scholarship programs as important instruments for recruiting high quality
candidates in basic and clinical research positions. The request contains funds for
the NIH Clinical Research Loan Repayment Program and the Undergraduate Schol-
arship Program, both for individuals from disadvantaged backgrounds; and for the
Loan Repayment Program for General Research. Each program provides for the pay-
ment of educational costs in return for specific commitments of service in NIH’s in-
tramural research facilities.

The Office of Science Policy coordinates several science education activities that
benefit both students and teachers and encourage students to consider careers in
research. Further, through OSP, the NIH will expand its role in addressing science
policy issues related to ethical concerns by coordinating the enhanced functions of
the NIH Recombinant DNA Advisory Committee, and the activities of the Sec-
retary’s Advisory Committee on Genetic Testing and the Secretary’s Advisory Com-
mittee on Xenotransplantation.
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The request also includes funds for a Discretionary Fund to permit the Director
to respond to new and emerging high priority research opportunities such as vaccine
study, gene mapping and imaging.

MANAGEMENT IMPROVEMENTS

Striving to maximize administrative effectiveness, NIH is continuing efforts to im-
plement the recommendations of the comprehensive study of administrative prac-
tices and costs undertaken at the request of the Subcommittee. These endeavors are
expected to enhance the overall efficiency and effectiveness of the agency’s business
operations, in order to ensure that NIH’s first-rate research enterprise is supported
by exemplary administration. The Director of NIH has appointed an Implementa-
tion Oversight Committee (I0OC) to monitor implementation and make recommenda-
tions to him. This Committee is co-chaired by the Director, National Institute of
Dental and Craniofacial Research and the NIH Deputy Director for Management
(DDM) and includes representatives of the Executive Officer, Intramural Research
and Administrative Officer communities within the ICs. Particular emphasis is
being given to high priority areas such as accounts payable, property management,
procurement, personnel delegations, and information technology management.

The activities of the OD are covered within the NIH-wide Annual Performance
Plan required under the Government Performance and Results Act (GPRA). The fis-
cal year 2000 performance goals and measures for NIH are detailed in this perform-
ance plan and are linked to both the budget and the HHS GPRA Strategic Plan
which was transmitted to Congress on September 30, 1997. NIH’s performance tar-
gets in the Plan are partially a function of resource levels requested in the Presi-
dent’s Budget and could change based upon final Congressional Appropriations ac-
tion. NIH looks forward to Congress’ feedback on the usefulness of its Performance
Plan, as well as to working with Congress on achieving the NIH goals laid out in
this Plan.

The fiscal year 2000 budget request for the Office of the Director is $218.2 million.

PREPARED STATEMENT OF DR. RICHARD D. KLAUSNER

Mr. Chairman and Members of the Committee: This has been a year of real
progress in cancer research. For the past three years in appearing before you, I have
emphasized the dramatic changes in the science and technology of cancer research,
changes that we at the National Cancer Institute (NCI) are fostering and facili-
tating. We are all convinced that these changes can and will be applied to reducing
the burden of cancer and that they will accelerate the continuing reduction in can-
cer incidence and mortality that we first reported two years ago.

ADVANCES IN CANCER TREATMENT AND PREVENTION

This year, I would like to illustrate some of the tangible advances made just over
the past year in the prevention and treatment of specific cancers. Of course, this
only represents a fraction of what we do in order to understand the causes and na-
ture of cancer. It is fitting to report on clinical trials results in this, the 50th anni-
versary of the introduction of the modern, randomized controlled trial. In many
ways, these trials are the culmination of the research pipeline. They establish the
real value of innovation and change the practice of medicine to benefit people with
or at risk for cancer. Let me highlight a few examples which illustrate several im-
portant themes. First, we are beginning to approach the prevention of cancer in ad-
dition to its treatment. Second, we are continuously optimizing even our conven-
tional therapies in order to improve patient outcome. Third, we are beginning to tai-
lor therapy to more precise diagnostic categories of cancer, which is made possible
by a new age of molecular diagnostics. Fourth, we have begun to test novel thera-
pies targeting the molecular machinery of cancer, heralding the future of cancer pre-
vention and treatment.

This year, we reported the successful results of the first major cancer prevention
trial carried out by one of the NCI-funded clinical trials group, NSABP. It is an ex-
ample of a mechanism-based intervention aimed at preventing this common cancer.
By treating women who have elevated risk for breast cancer with a partial estrogen
antagonist, tamoxifen, a 50-percent reduction in incidence of breast cancer was ob-
served over the course of the study. There was a 70 percent reduction in breast can-
cer incidence for those breast cancers expressing estrogen receptors, whereas there
was no change in incidence of breast cancers that lacked this receptor which is the
molecular target for the drug. This study showed that we can reduce the risk of
breast cancer. Much remains to be studied and tamoxifen is far from perfect in
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terms of its effectiveness and its side effects. It is, however, an important and land-
mark beginning.

The optimization of existing therapies continues to be an important approach to
improving the outcome for cancer patients. Years of clinical trials to optimize chem-
otherapy regimens for children with acute lymphocytic leukemia (ALL) have re-
sulted in a current cure rate of 75-80 percent. About 20 percent of children with
ALL have poor prognostic characteristics and a much bleaker outcome. Results of
a new trial using a modified chemotherapy regimen has resulted in a 70 percent
drop in the rate of treatment failures in these high risk children under 10 years
of age; these children have a 5-year event-free survival of 84 percent with this new
regimen.

Nasopharyngeal cancer is relatively rare in the United States but quite common
in Asia. Chinese American men have a 15-20 fold higher rate of this cancer than
white American men. While nasopharyngeal cancer has been known to be respon-
sive to radiotherapy or chemotherapy, a trial comparing the former to a combination
of radiotherapy plus Cis-Platin + 5-FU was stopped early because of profound ben-
efit. The 3-year survival in the radiotherapy alone group was 47 percent, whereas,
the combined group had a 78 percent 3-year survival, and a 60-percent reduction
in mortality.

DIFFERENTIAL RESPONSE TO THERAPY

Why some patients respond to a given therapy and others, with ostensibly the
same disease, do not, is a central puzzle we are beginning to solve. One likely expla-
nation is that the responders actually have a different disease than the non-re-
sponders. In a recently reported series of studies, one explanation for outcome dif-
ferences in breast cancer has apparently emerged. About 30 percent of breast can-
cers make too much of a protein called, HER2/neu. These cancers appear to be more
aggressive and new studies showed that these cancers respond significantly better
to elevated doses of anthracycline drugs than cancers that don’t overexpress this
protein. This conclusion came from the analysis of several breast cancer treatment
trials that were not originally designed to answer the question about the role of
HER2 in the response to therapy. These subsequent analyses were done in order
to explain why some women responded better to higher doses of therapy while oth-
ers did not. Critical studies such as these require that scientists who have new ideas
and new technologies have access to tissue samples that are linked to important
clinical data. Over the past year, we have created a new approach to funding more
of these important correlative studies and have developed a new set of mechanisms
to expedite interactions between researchers with good ideas and researchers with
access to tissue banks.

One of the ultimate goals of cancer research is to uncover the molecular machin-
ery of each cancer in order to target prevention and therapies to that machinery.
The great hope is that such targeted approaches will prove to be both more effective
and less toxic than our current approaches. This past year, based upon clinical trials
results, the FDA approved the first two monoclonal antibodies, Herceptin® and
Rituximab,” for the treatment of cancer. Each is directed at a molecule expressed
on the surface of specific types of human cancer.

Herceptin® is directed against HER2, a protein discovered almost 20 years ago,
and proposed as a potential therapeutic target almost 15 years ago. This new drug
was tested this year against metastatic breast cancer, the most deadly and least
treatable stage of this disease. When such patients are treated with the drug taxol,
only 16 percent experience a clinical response of tumor shrinkage. However, with
the addition of Herceptin,© 42 percent of patients have anti-tumor responses and
these women experience a statistically significant prolongation of survival. As hoped
for, Herceptin® added relatively little toxicity. Now, we are working with the com-
pany that developed Herceptin to rapidly expand the evaluation of this agent in ear-
lier stages of breast cancer and in the treatment of other cancers, such as ovarian,
which overexpress the target of this drug.

Non-Hodgkin’s lymphoma is newly diagnosed each year in over 55,000 Americans.
It is one of the few cancers whose incidence has been rising. Fifty percent of those
diagnosed will die of their disease and, as with so many cancers, we need new, more
effective and less toxic therapies. Twenty years ago, basic immunologic research
identified a molecule, CD20, specific to the surface of B lymphocytes which was also
highly expressed on the surface of most lymphomas. An antibody directed against
this molecule was shown to be able to kill cells and thus began a 15-year odyssey
to engineer an anti-CD20 antibody which could be used in treatment. Last year,
such an engineered antibody, Rituximab,” was approved by the FDA. It is becoming
the treatment of choice for patients with low grade lymphoma. It is as effective at
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inducing remission as chemotherapy but with very little toxicity. As with all such
advances, we do not stop there but use these findings as a stepping stone for further
development. Multiple clinical trials are underway to broaden the cancer targets for
Rituximab,” to combine it with chemotherapy and, in a very promising develop-
ment, to arm the antibody with radionuclides. Early phase II studies with I131-
labelled anti-CD20 show it to be five times more effective at inducing long-term dis-
ease-free survival than the best available chemotherapy. These promising results
will need to be validated in definitive clinical trials with the hope that this new ex-
ample of molecular therapy will profoundly alter the outlook for these cancer pa-
tients.

These examples are just a sampling of recent clinical trials culminations. Our
clinical trials not only examine new treatment regimens but also evaluate ways of
reducing toxicity, decreasing pain and suffering and improving the short and long-
term quality of life for cancer survivors.

We are now instituting the first major reform and restructuring of the NCI na-
tional clinical trials system since it was established 40 years ago. The goal of this
restructuring is to make this national resource function even better by:

(1) creating a new peer review system that will allow and encourage any scientist
to propose the best ideas for large-scale clinical trials,

(2) providing a complete menu of clinical trials options that will be available to
all patients and all participating physicians,

(3) improving the operating characteristics of the clinical trials system, reducing
barriers to participation, speeding the conduct of the trials and enhancing the effi-
ciency and effectiveness of these important studies,

(4) moving to adequately fund this research system, and

(5) improving our communication processes to provide everyone with comprehen-
sible information about clinical trials.

These changes will mean more clinical trials culminations over the next several
years. This fiscal year, we have provided a 30 percent increase in funding to our
national clinical trials system to enable these changes. Among other changes, this
will allow us to increase the number of new trials initiated and to address more
questions within all of our trials.

We have also restructured our clinical trials capabilities within our intramural re-
search program. This coming year, we intend to initiate definitive clinical trials to
test the benefit of novel vaccine therapies directed against non-Hodgkin’s lymphoma
and melanoma, the two major cancers whose incidences are rising in the U.S.

Clinical trials are the culminations of the research pipeline that must be filled,
if we are to build on the progress made to date.

IMPROVING CANCER DETECTION

Two years ago, we set up the Cancer Genome Anatomy Project (CGAP) to system-
atically identify the gene expression patterns that characterize human cancer. It is
time now to begin to apply the gratifying progress of this project in order to develop
new molecular classification schemes for patients with cancer. If successful, this will
fundamentally change our approach to diagnosis, to the choice of therapy and to our
ability to predict patient outcome. The Director’s Challenge is a $50 million program
to challenge the scientific community to accomplish just that and to deliver a new
generation of diagnostic and prognostic practices to patients with cancer.

We are anxious to realize the dream of having sensitive and accurate tests to de-
tect cancer early when it is most curable. CGAP has enabled the discovery of lit-
erally hundreds of potential markers for cancer over the past two years. For exam-
ple, one year ago, we knew of no potential unique marker for ovarian cancer. Today,
CGAP has provided 400 candidates ready to be tested. With the new funds we re-
ceived this year, we are establishing the Early Detection Research Network to, for
the first time, create a national research infrastructure to rapidly develop and test
such potential markers for cancer. We are hoping that such tests will give us accu-
rate, predictive and simple blood tests for all types of cancers.

The ability to detect, diagnose and evaluate cancer by imaging is a critical part
of our approach to these diseases. We have never had a rapid way to evaluate the
constantly changing technologies within the context of clinical trials. To remedy
that, this year, we established the diagnostic imaging research network. This net-
work will begin by addressing important clinical questions, such as defining the role
of CT scanning and magnetic resonance imaging in the staging of women with cer-
vical cancer.

There is a great need to assure that we fill and expand the pipeline of new agents
for the prevention and treatment of cancer. This past year, we initiated a new pro-
gram called RAID (for Rapid Access to Interventional Development) in order to fund
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the rapid transition of new therapeutic reagents from the laboratory to the clinic
after rigorous peer review in order to identify the most promising proposals. In its
first year, RAID will fund 20-30 new therapeutics for such rapid development. Due
to its initial success, we hope to be able to expand RAID and are also adding a new
program called RAPID to offer the same process for agents aimed at preventing can-
cer.

Progress against cancer takes place through both the development of knowledge
and of new technologies. New technology often enables the discovery of new knowl-
edge as well as the application of that knowledge to people with, or at risk for, can-
cer. Evaluating, reviewing and funding research aimed at acquiring new knowledge
requires different approaches than for technology development. For these reasons,
this year, we created a new grant mechanism called the Phased Innovation Award
which is already proving to be a highly sought after award tailored to technology
development.

NEW EFFORTS IN 1999

New resources over this past year has enabled us to initiate a wide range of new
research programs and projects. These include new programs in tobacco-related re-
search, initiatives in basic biobehavioral and health communications research and
a variety of programs aimed at more rapidly translating basic discoveries to clinical
testing in prevention, detection, diagnosis and treatment.

The progress we are making in cancer research does not equally reach all Ameri-
cans. Minorities and the underserved often have higher incidence and mortality
rates and poorer outcomes. The NCI supports an extensive research program aimed
at identifying and explaining the unequal burden of cancer in our diverse society.
This year, we will expand our support of cancer control and research infrastructures
in minority and underserved communities as one component of addressing the un-
equal cancer burden.

We have improved and enlarged our programs to monitor cancer burden and to
identify environmental factors that may contribute to that burden. This year, we
will publish, for the second time, a 25-year survey of cancer mortality rates, cancer-
by-cancer, for all 3000 U.S. counties. This will serve as the basis for our ongoing
search for clues to environmental, regional and occupational causes of cancer.

A two-year strategic effort to redesign our training and career development pro-
grams aimed especially at strengthening clinical research, multi-disciplinary train-
ing and training opportunities for minorities and the underserved, has begun to be
implemented with a 30 percent increase in dollars aimed at training and career de-
velopment in fiscal year 1999 over fiscal year 1998.

Our Cancer Centers Program which was redesigned two years ago, has grown to
include 5 new centers in parts of the country which had not had NCI-designated
cancer centers over the past two years and we expect to fund 2—4 new centers in
the current year.

Finally, a 15 percent increase in dollars in the 1999 research projects grants pool
is enabling us to fund approximately 400 additional projects and a total of 1229
competing grants this year, including our AIDS research program.

This year, the President has proposed a 2.4 percent increase in the NCI cancer
budget to $2,732,795,000. This will allow us to continue to support the many initia-
tives that I have outlined for you. Funds for AIDS research are included with the
request of the Office of AIDS Research.

The activities of the NCI are covered within the NIH-wide Annual Performance
Plan required under the Government Performance and Results Act (GPRA). The fis-
cal year 2000 performance goals and measures for NIH are detailed in this perform-
ance plan and are linked to both the budget and the HHS GPRA Strategic Plan
which was transmitted to Congress on September 30, 1997.

PREPARED STATEMENT OF DR. CLAUDE LENFANT

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Heart, Lung, and Blood Institute (NHLBI)
for fiscal year 2000, a sum of $1,759.8 million, an increase of $41.2 million above
the comparable fiscal year 1999 appropriation. Including the estimated allocation for
AIDS, the total support proposed for NHLBI is $1,825.8 million, an increase of $42.7
million over the comparable fiscal year 1999 appropriation. Funds for NHLBI efforts
in AIDS research are included within the Office of AIDS Research budget request.

The activities of the NHLBI are covered within the NIH-wide Annual Perform-
ance Plan required under the Government Performance and Results Act (GPRA).
The fiscal year 2000 performance goals and measures for NIH are detailed in this
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performance plan and are linked to both the budget and the HHS GPRA Strategic
Plan which was transmitted to Congress on September 30, 1997. NIH’s performance
targets in the Plan are partially a function of resource levels requested in the Presi-
dent’s Budget and could change based upon final Congressional Appropriations ac-
tion. NIH looks forward to Congress’ feedback on the usefulness of its Performance
Plan, as well as to working with Congress on achieving the NIH goals laid out in
this Plan.

FISCAL YEAR 1999 INITIATIVES

We are very appreciative of the support provided by the Committee for fiscal year
1999. Let me begin by describing some new programs that we have put in place—
added efforts that would not have been possible in the absence of the generous in-
crement in appropriated funds.

The NHLBI has expanded its program of specialized centers of research in pedi-
atric cardiovascular disease. Congenital heart disease, the most common type of
birth defect, affects about 32,000 newborns annually according to the National Hos-
pital Discharge Survey. In addition, many children in the United States suffer from
acquired cardiovascular disorders. An increase in the number of centers and in the
funding level for this program will ensure that full advantage is taken of the ex-
traordinary research opportunities that exist to address this pressing public health
need.

The Study of Coronary Revascularization and Therapeutics Evaluation (SOC-
RATES) will address treatment of patients with chronic coronary heart disease who
suffer from cardiac ischemia. Both pharmacologic and revascularization approaches
are widely used to relieve anginal pain, but evidence suggests that a more aggres-
sive approach that goes beyond symptom relief and aims to maximize blood flow to
the heart muscle may be beneficial. This trial will examine the benefits of such an
approach in terms of morbidity and mortality, quality of life, and health care costs.

Although diabetic patients suffer greatly from their primary illness, most die of
cardiovascular disease, not of diabetes itself. The Institute has issued requests for
proposals to conduct the Prevention of Cardiovascular Disease in Diabetes Mellitus
trial. This 9-year study seeks to determine whether the occurrence of major cardio-
vascular events in type 2 diabetes patients can be reduced by one of several regi-
mens to control blood sugar, lipid, and blood pressure levels. It addresses an urgent
public health problem that is expected to become even greater as the number of
Americans who are obese, who are elderly, or who are members of minority groups
with a particular susceptibility to diabetes grows.

A new program of basic research will bring the modern approaches of molecular
medicine to bear on the problem of abdominal aortic aneurysm. This increasingly
common vascular disease often goes undetected until a rupture occurs, often with
fatal consequences. Investigators will explore factors involved in its initiation, pro-
gression, and rupture, with the ultimate goal of uncovering effective strategies for
management and prevention.

Despite major advances in understanding asthma and developing new therapeutic
modalities to control symptoms and prevent exacerbations, effective therapies are
not widely used in the pediatric health care community. Moreover, the long-term ef-
fects and side effects of asthma medications in children, especially children under
12 years of age, are not well understood. An interactive Pediatric Clinical Asthma
Research Network is being established to evaluate current and novel therapies and
management strategies for children with asthma. It is anticipated that one outcome
of the network—an approach we have used for adult asthma research—is to pro-
mote rapid dissemination of findings to the health care community. The Institute
has also begun a program of basic research to uncover the mechanisms underlying
changes in the structure and composition of the airways that accompany asthma,
in the expectation that gains in fundamental knowledge will eventually suggest new
strategies for prevention.

Strong interest continues in the research finding, reported last year, that retinoic
acid stimulates growth of new air sacs, or alveoli, in the lungs of mice who have
experimentally induced emphysema, and this work is now being extended to
nonhuman primates. Moreover, the NHLBI has launched a program of clinical cen-
ters to conduct preliminary studies preparatory to testing this approach in human
patients. A new program of basic research has also been set in motion to improve
understanding of how alveolar formation is regulated at the genetic, cellular, and
molecular levels. Its findings are expected to lead ultimately to clinical interventions
to help the patient who has an inadequate number of alveoli as a result of aberrant
lung development, injury, or disease.
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In the area of blood safety, a new program will focus on development of assay
methods for the detection of Creutzfeldt-Jakob (CJD) disease. This rare, but invari-
ably fatal, disease causes degeneration of the central nervous system. Recent reports
of blood donors who were diagnosed with CJD after having made a number of dona-
tions stimulated concern about possible transmission by blood components, but an-
swers to that and other questions about CJD have been impeded by the lack of an
assay system. The goal of this initiative is to develop a system capable of screening
donated blood and donors of organs or tissues.

Currently available treatments for Cooley’s anemia involve lifelong transfusions
of red blood cells every 2 to 4 weeks, but the transfusions also result in toxic
amounts of iron being absorbed by the body. Removal of the excess iron is an expen-
sive, burdensome procedure that often leads to poor patient compliance. The
Cooley’s anemia research community has, for some time, urged the NHLBI to estab-
lish a clinical research network to facilitate exploration of alternative and less oner-
ous treatments and, ultimately, find a cure for Cooley’s anemia. The Institute is
pleased that it is now able to move forward in this important area.

RESEARCH ADVANCES

According to the National Hospital Discharge Survey, more than 800,000
revascularization procedures are performed in the United States each year, either
through coronary artery bypass grafting or angioplasty. These treatments extend
and improve life, but they are very expensive and not always successful. Just re-
cently, scientists demonstrated that by injecting into the heart DNA that encodes
for a vascular growth factor, blood flow could be restored in patients with severely
blocked coronary arteries. As the safety and reliability of this approach become more
firmly established, it is expected to revolutionize our ability to provide cost-effective
treatment to many patients with established coronary disease.

The mature human heart has no ability to regenerate cells that die; therefore, the
only hope for patients with end-stage heart failure is heart transplantation—an op-
tion that carries considerable risk and is quite limited by the unavailability of donor
hearts. However, promising new approaches are emerging from basic science labora-
tories. Scientists have been successful in transplanting leg muscle cells of rabbits
into damaged areas of their hearts. Remarkably, these skeletal muscle cells
engrafted and took on the appearance and function of heart muscle cells. With fur-
ther development, such an approach could usher in a new era of treatment options
for an increasingly prevalent, ultimately fatal, disease.

For some time, infections have been implicated in the development of athero-
sclerosis, and now it appears that this may be the case with asthma, as well. Re-
searchers have found Mycoplasma pneumoniae, the microorganism responsible for
what is colloquially termed “walking pneumonia,” in the airways of a large propor-
tion of adults with chronic asthma. Moreover, antibiotic treatment of such patients
improves lung function, reduces inflammation, and perhaps eases debilitating symp-
toms as well. This surprising discovery suggests an entirely new approach to asth-
ma treatment and prevention.

The field of blood stem cell transplantation illustrates the rapid pace at which
science is moving. When I became director of the NHLBI in 1982, the notion that
transplantation could be done successfully with marrow from an unrelated donor
seemed speculative, at best. Ten years later, the feasibility of unrelated-donor trans-
plantation was well established, and the search was on for alternative sources of
stem cells. At that time, we provided funding for a futuristic proposal from the New
York Blood Center to collect and bank the umbilical-cord blood of newborns that is
usually discarded, but is rich in stem cells. We now have the results of the first 562
transplants performed using this cord blood, and they are truly remarkable. Success
rates of cord blood transplants—even when donorrecipient tissue types were imper-
fectly matched—were comparable to the outcomes achieved with closely matched un-
related-donor marrow transplants. Because cord blood is readily available, can be
collected at no risk to the newborn donor, and is less likely than bone marrow to
transmit infection, this approach may provide new hope for thousands of patients
in need of a transplant.

Meanwhile, we have much reason to believe that stem cell transplants may offer
a solution to the suffering of patients with severe sickle cell disease. Among 49 chil-
dren who received bone marrow stem cells from matched sibling donors through an
NHLBI-supported research program, 94 percent have survived to date and the vast
majority have experienced considerable improvement in their disease. Quite re-
cently, medical history was made when a 12-year-old boy received the first cord
blood transplant for sickle cell disease. We are following progress in this area close-
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ly, in the expectation that a cure for sickle cell disease may ultimately be within
reach.

PREVENTION AND EDUCATION

Despite the many exciting scientific opportunities that promise future benefits, we
have not lost sight of our public health mission and our imperative to use the
knowledge that we have available today to benefit the people of this country. A re-
cent analysis of data from the Framingham Heart Study is giving new momentum
to our research and education/prevention efforts. It revealed that one out of every
two men, and one out of every three women, in the United States will develop coro-
nary heart disease at some point during their lifetimes. This constitutes a stag-
gering burden on the nation, when one considers the premature death, the loss in
quality of life, and the expense of hospitalizations, medications, and procedures to
treat this disease. Moreover, the study indicates that even among people who reach
age 70 with healthy hearts, one-third of men and one-fourth of women will develop
coronary heart disease during their remaining years. Thus, the myth that those who
navigate their middle years disease-free are somehow invulnerable is just that. The
message from these findings is that prevention of coronary heart disease is
f\f{erybody’s business, that it must start early, and that it must continue throughout
ife.

To ensure that the maximum benefit is derived from our research programs, we
frequently and critically assess new discoveries and incorporate them into our rec-
ommendations for health care practitioners, patients, and the public. Last summer,
for instance, we released The Clinical Guidelines on the Identification, Evaluation,
and Treatment of Overweight and Obesity in Adults: The Evidence Report in co-
operation with the National Institute of Diabetes and Digestive and Kidney Dis-
eases. This represents the first time that a panel of experts thoroughly examined
the scientific evidence for risks associated with excess weight and its treatments,
and developed recommendations on that basis.

We are continually evolving in our ability to make our educational materials ac-
cessible and useful to their intended audiences, and our Web site has provided note-
worthy new opportunities. Health care practitioners can now access our Asthma
Management Model System, an information management tool designed to facilitate
science-based medicine in long-term asthma management. Live Healthier, Live
Longer is an interactive site for patients with heart disease. It features a “Virtual
Grocery Store,” a “Cyber Kitchen,” a “Cyber Cafe,” a “Fitness Room,” and a resource
library to assist patients in lowering their blood cholesterol levels. And, as we ex-
ploit the new technologies, we continue to employ some time-honored methods for
reaching the average American: Our Healthy Heart Handbook for Women is now
beillllg promoted on the back of two million cereal boxes, compliments of General
Mills.

We are confident that our approach, which is driven both by compelling public
health needs and by extraordinary scientific opportunities, will continue to yield
similarly gratifying results in the future.

PREPARED STATEMENT OF DR. HAROLD C. SLAVKIN

Mr. Chairman and Members of the Committee: The President in his fiscal year
2000 budget has proposed that the National Institute of Dental and Craniofacial Re-
search (NIDCR) receive $225.7 million, an increase of $5.3 million (or 2.4 percent)
over the non-AIDS portion of the fiscal year 1999 appropriation. Including the esti-
mated allocation for AIDS, total support proposed for NIDCR is $244.1 million, an
increase of $5.7 million over the fiscal year 1999 appropriation. Funds for NIDCR
efforts in AIDS research are included within the Office of AIDS Research budget
request.

WHAT’S IN A FACE

Several hundred genes of the face, jaws, mouth and teeth have been identified
since we met last year, adding to our capacity to address the many diseases and
disorders that afflict our Nation. In 1912, Octave Crouzon published the first sci-
entific paper using the term “craniofacial.” NIDCR-supported scientists have now
identified, sequenced and mapped the gene responsible for Crouzon’s syndrome—a
point mutation in the fibroblast growth factor receptor 2 gene. Craniofacial encom-
passes the human face, and reflects a research portfolio that ranges from the pre-
natal developmental processes that form the human face and dentition, to the pleth-
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ora of local and systemic diseases and disorders that attack dental, oral, and
craniofacial tissues and structures throughout the lifespan.

BURDEN OF DENTAL AND CRANIOFACIAL DISEASES AND DISORDERS

Dental and craniofacial diseases and disorders are among the most common
health problems affecting the people of the United States and around the world.
Data on the burden imposed by selected dental and craniofacial diseases and dis-
orders are presented in Poster 2. These conditions range from birth defects like cleft
lip and palate , injuries to the head and face, and severe malocclusions, to dev-
astating head and neck cancers. Oral infections such as dental caries, periodontal
diseases, and herpes simplex lesions are commonly seen in our population. Orofacial
pain is a major component of temporomandibular joint diseases (TMD), Bell’s palsy,
trigeminal neuralgia and fibromyalgia. In addition, dental and craniofacial condi-
tions are common manifestations of both systemic diseases and treatment of such
diseases. These manifestations include oral candidiasis, mucositis, xerostomia (dry
mouth) and some forms of periodontal diseases. Many dental and craniofacial health
problems have a disproportionately high impact on particular population subgroups.

IDENTIFYING THE BUILDING BLOCKS OF THE HUMAN FACE

Genes that regulate the constellation of biological processes required to form the
human face are being discovered. This rapidly expanding knowledge database for
the craniofacial genome is becoming the new foundation for molecular medicine and
dentistry. Numerous craniofacial syndromes are now diagnosed using gene-based
criteria. However, if we acknowledge that the making of the face is not a simple
sequential cause-effect problem, we are brought face-to-face with the complexity and
nonlinear nature of a developing biological system. Progress on identifying the ge-
netics of human facial syndomes is summarized in Poster 3.

What is exciting and new is our realization that the chemistry of making a human
face requires many variable combinations of circuits of biological information. This
realization is made possible by recent advances in DNA chips or microarray tech-
niques, some of which have been supported with NIDCR funds. Different kinds of
knowledge about faces, including microarray data, are illustrated in Poster 4. Rath-
er than gene-by-gene approaches, microarray provides a strategy to pursue func-
tional genomics by analysis of thousands of genes during a precise stage of
craniofacial development within specific cells or tissues. This technology also fosters
knowledge discovery, or mining of databases, enhances our capacity to extract po-
tentially useful information and enables the search for global interrelationships.
This is referred to as “data mining” and is rapidly advancing through the develop-
ment of “siftware” software. Meanwhile, investigations into the molecular biology of
facial development and numerous craniofacial syndromes are discovering new pieces
to the biological puzzle of the design and fabrication of the craniofacial-dental com-
plex. DNA chips are also being used to accelerate the completion of microbial, ani-
mal and human genomes. Transgenic animal models such as the zebrafish and the
mouse are being used to explore the functional significance of the multiple combina-
tions of genes required for making the human craniofacial complex. Benefits from
these discoveries include gene-based diagnostics for hundreds of inherited
craniofacial birth defects, and gene-based therapeutics and biomaterials for the re-
pair and regeneration of the tissues of the human face. So—what’s in a face?

The panels of Poster 5 highlight the following selected research advances.

IMMUNIZATION FOR DENTAL CARIES

Fluoride and dental sealants are the mainstays of our Nation’s dental caries pre-
vention efforts, but much more needs to be done if we are to address the most com-
mon childhood disease. Nearly 40 percent of children aged 2-9 years develop caries
in primary teeth!. Disparities are found in the burden of disease; 25 percent of U.S.
children aged 5-17 account for 80 percent of the disease burden in that age group!.

Tooth decay is an infectious disease caused by Streptococcus mutans; a bacterial
microbe that can be transmitted from mother to infant, and that can colonize the
surfaces of teeth in early childhood. Research from animal models and preliminary
human studies now suggest the feasibility of a molecular-based immunization for
dental caries. A current NIDCR-sponsored project is developing plantibodies, anti-
bodies directed against specific Streptococcus mutans antigens, which are produced
by genetically engineered plants and then can be eaten to confer passive immunity.

1Kaste LM, Selwitz RH, Oldakowski RdJ, Brunelle JA, Winn DM, Brown LdJ: Journal of Dental
Research 75: 631-641, 1996.
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The immunoglobulin A (IgA) antibodies directed against the Streptococcus mutans
antigens have been found effective in preventing recolonization on the enamel tooth
surface by Streptococcus mutans. To date, animals and humans fed plantibodies
have shown no toxic side effects. A phase I clinical trial of plantibodies in children
“at risk” for rampant dental caries is under way.

NIDCR MICROBIAL GENOMICS PROJECTS

Understanding how microbes function in complex ecosystems is a critical step to-
wards controlling the numerous infections they cause. One of these microbes,
Candida albicans, is a yeast that lives on the mucous membranes of the mouth and
under certain conditions creates a life-threatening systemic infection. Candida
causes a variety of infections ranging from mucosal infections in generally healthy
persons to life-threatening systemic infections in individuals with impaired or com-
promised immunity. Candidiasis is one of the earliest and most common opportun-
istic infections to occur in the oral cavity of HIV-infected individuals. Because of the
few safe and effective antifungal drugs, along with what appears to be increased
drug resistance to the most common treatments for candidiasis, it is important to
rapidly complete the Candida genome and then use this knowledge database for
functional genomic studies with microarray technology to identify and develop inno-
vative and effective new drugs.

The completion of the Candida genome is expected by the end of this calendar
year. The anticipated database will contain genes related to yeast reproduction,
drug resistance, and pathogenicity. We also anticipate the completion of four other
microbial genome studies designed to understand the molecular biology of important
opportunistic oral/dental pathogens including Porphryomonas gingivalis, Strepto-
coccus mutans, Actinobacillus actinomycetemcomitans and Treponema denticola.

ADVANCES IN UNDERSTANDING ORAL CANCER

Recent findings from NIDCR-sponsored projects are addressing Dbasic,
translational and clinical research questions. How do oral epithelial cells become
malignant? How can we detect precancerous cells? How can we develop “smarter”
therapies without toxic side effects? How can we prevent or reduce the burden of
oral cancer? Three different tumor suppression mechanisms have recently been dis-
covered: DOC-1, PTEN, and E-cadherin. DOC-1 is a new tumor suppressor gene
and the protein it encodes is expressed in normal human tissues including oral
keratinocytes. However, DOC-1 protein is not detectable in human oral cancers.
This discovery suggests that a faulty DOC-1 gene may contribute to the develop-
ment of oral cancer. PTEN is another tumor suppressor gene discovered to be defec-
tive in many advanced human cancers, including those in the head and neck region.
NIDCR scientists have suggested how loss of PTEN may lead to cancer progression.
E-cadherin is a cell-surface membrane protein that mediates cell to cell adhesion.
E-cadherin was discovered to regulate the growth and survival of oral squamous
cancer cells. Importantly, anti-E-cadherin antibodies inhibit the growth of oral can-
cer cells. Understanding the genetic basis for cancers afflicting the head and neck
provides the opportunity to develop new diagnostics and preventive strategies.

NEW ERA OF THERAPEUTICS

NIDCR scientists are in the forefront of developing the next generation of gene-
based therapeutics and biomaterials. The advances have the potential to address a
wide range of oral, dental, craniofacial and systemic health problems. Poster 6 sum-
marizes selected promising research areas. Salivary glands. I am pleased to report
that gene therapy to restore salivary gland function was successful in an animal
model, and work on the development of an artificial salivary gland to produce saliva
is-in progress. Salivary gland dysfunctions are problematic for patients with
Sjogren’s syndrome, cystic fibrosis, and tissue damage resulting from radiation ther-
apy. Bone and joint tissues. A new mouse model of osteoporosis has been developed,
and results from work on gene therapy in arthritic rats are promising. Research on
bone morphogenetic proteins (BMPs) and cartilage-derived morphogenetic proteins
(CDMPs) is directed to therapeutic regeneration of these tissues. Disorders of bone
and joint tissue pose a large national health problem that will grow larger with the
aging of the population. Tooth enamel. Our capacity to design and fabricate an
enamel bioceramic is progressing. Five tooth enamel genes have been identified,
sequenced and mapped to chromosomes and their protein products are now being
used in new strategies for enamel repair and regeneration. Pain. We are continuing
to learn how to stimulate the body’s natural “therapeutics.” An animal model of
gene therapy to stimulate production of beta-endorphins may be the basis of a fu-
ture treatment for chronic pain conditions. Wound healing. A variety of new mol-
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ecules have been discovered that may enhance soft as well as hard tissue wound
healing. Sometimes unexpected discoveries in one field open the door to a new line
of research in a different field. Secretory leukocyte protease inhibitor (SLPI), a com-
ponent of saliva known to inhibit HIV, is now being explored as a potential therapy
for defective wound healing.

The activities of the NIDCR are covered within the NIH-wide Annual Perform-
ance Plan required under the Government Performance and Results Act (GPRA).
The fiscal year 2000 performance goals and measures for NIH are detailed in this
performance plan and are linked to both the budget and the HHS GPRA Strategic
Plan which was transmitted to Congress on September 30, 1997. NIH’s performance
targets in the Plan are partially a function of resource levels requested in the Presi-
dent’s Budget and could change based upon final Congressional Appropriations ac-
tion. NIH looks forward to Congress’ feedback on the usefulness of its Performance
P}lan,Plas well as to working with Congress on achieving the NIH goals laid out in
this Plan.

This is an exciting time for NIDCR and for the NIH. We are poised to capitalize
on the many significant advances in fundamental science, especially in genetics,
structural biology, molecular, cellular and developmental biology, the neurosciences,
computer science and innovations in imaging technologies. Our Nation’s investment
in biomedical research has paid enormous dividends and will continue to do so well
into the next century.

PREPARED STATEMENT OF DR. PHILLIP GORDEN

Mr. Chairman and Members of the Committee: I am pleased to testify on behalf
of the research programs, progress and opportunities of the National Institute of Di-
abetes and Digestive and Kidney Diseases (NIDDK). Our institute has responsibility
for the national biomedical research effort to combat some of the most important,
chronic diseases in this country, including diabetes, endocrine and metabolic dis-
eases; digestive diseases and nutritional disorders; and diseases of the kidney, uro-
logic tract and blood. These diseases inflict tremendous suffering and health care
costs on the American people because they are life-long, debilitating, and often re-
lentless. The President in his fiscal year 2000 budget proposed that the NIDDK re-
ceive $1,002.7 million, an increase of $23.4 million (2.4 percent) over the comparable
fiscal year 1999 appropriation. Including the estimated allocation for AIDS, total
support proposed for NIDDK is $1,021.1 million, an increase of $23.9 million over
the fiscal year 1999 appropriation. Funds for NIDDK efforts in AIDS research are
included within the Office of AIDS Research budget request.

The activities of the NIDDK are covered within the NIH-wide Annual Perform-
ance Plan required under the Government Performance and Results Act (GPRA).
The fiscal year 2000 performance goals and measures for NIH are detailed in this
performance plan and are linked to both the budget and the HHS GPRA Strategic
Plan which was transmitted to Congress on September 30, 1997. NIH’s performance
targets in the Plan are partially a function of resource levels requested in the Presi-
dent’s Budget and could change based upon final Congressional Appropriations ac-
tion. NIH looks forward to Congress’ feedback on the usefulness of its Performance
P}:an,Plas well as to working with Congress on achieving the NIH goals laid out in
this Plan.

As the Nation turns the page to the 21st century, the NIDDK will be celebrating
its 50th anniversary. Thus, it is a time for both reflecting upon the Institute’s ac-
complishments and looking forward to the promise of future research advances. In
this vein I would like to strike two important themes. The first is to emphasize our
clinical advances and their special relevance to the treatment and prevention of dis-
ease. The second is to underscore the vital basic science discoveries that create the
technology that drives these advances. Both aspects of research are critically impor-
tant and must be strongly supported and nurtured.

CLINICAL ADVANCES AND THEIR SPECIAL RELEVANCE TO THE TREATMENT AND
PREVENTION OF DISEASE

A major multicenter, large-scale clinical trial in patients with type 2 diabetes has
clearly demonstrated the efficacy of good blood sugar control in ameliorating the
microvascular eye, kidney, and nerve complications. This study is an important con-
firmation of the NIDDK’s major Diabetes Control and Complications Trial, which
demonstrated similar benefits in type 1 diabetes. In addition, the recently completed
type 2 trial demonstrated that good blood pressure control produced a major benefit
in decreasing macro vascular events such as stroke. These findings give new empha-
sis to the value of early treatment in type 2 diabetes. They also reinforce the impor-
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tance of our Diabetes Prevention Program, a major clinical trial for which recruit-
ment is almost complete. This trial focuses on adding a prevention strategy to exist-
ing therapeutic approaches. It is especially addressed to our minority populations
who are disproportionately affected by type 2 diabetes.

Previously, we considered end stage renal disease to be an inexorable consequence
of severe kidney complications of diabetes. Recent studies now show that the type
of long-term glucose control that can be accomplished by pancreas transplantation
can actually lead, over a long period of time, to a reversal of these complications.
These remarkable findings have revolutionized our clinical thinking about the pro-
gression of the kidney complications of diabetes and have reinforced the importance
of glucose control as demonstrated in other studies.

Advances in producing immune tolerance to enable transplant recipients to accept
and retain donated organs and tissue have given new emphasis to the field of trans-
plantation and its role in the treatment of diabetes and end-stage renal disease. To
capitalize on these achievements, we are investing in a new intramural effort focus-
ing on both kidney transplantation and pancreatic islet cell transplantation. We are
also pursuing a major multi-institution initiative in islet cell transplantation. These
endeavors are an excellent example of how NIDDK program development is shaped
by emerging scientific opportunities that are created by technology development.

In hepatitis C, the NIDDK intramural program carried out the initial studies
demonstrating the therapeutic efficacy of alpha interferon. This advance was pos-
sible because of fundamental studies showing that this type of agent could inhibit
viral replication and because of biotechnology advances permitting the manufacture
of such compounds. These studies spurred further drug development and a more
profound understanding of the nature of the hepatitis C virus. As a result, we now
have a new combination therapy using alpha interferon and another anti-viral
agent, ribavirin. Used together, these drugs lead to long-term remission of hepatitis
C infection in up to 40 percent of individuals. Furthermore, using knowledge about
the various subtypes of viruses that lead to this disease, we can tailor this thera-
peutic strategy more effectively to individual patients. These developments con-
stitute a significant therapeutic advance in a disease that affects over four million
Americans and is the leading cause of end-stage liver disease.

For the debilitating bone disease, osteoporosis, we have introduced a number of
therapeutic strategies founded on basic research and made possible by the tech-
nology revolution. During the past year, researchers have demonstrated that para-
thyroid hormone, an important regulator of bone metabolism, has an important ben-
eficial effect in increasing bone density. This research adds another impressive clin-
ical tool to the treatment and understanding of osteoporosis.

IMPORTANT BASIC DISCOVERIES CREATE TECHNOLOGIES THAT DRIVE CLINICAL
ADVANCES

In obesity research, the initial discovery of the major energy regulator, leptin, in
a mouse model of obesity led to the discovery in rodents of multiple gene mutations,
which control critical aspects of both eating and energy regulation. These findings
have now led to the discovery of at least five different genetic defects in humans
that lead to obesity. These important research advances have relevance not only to
gurbunderstanding of obesity per se, but also to the inter-relationship of obesity and

iabetes.

While leptin itself may not prove to be a major therapy for obesity, it has clearly
led us in directions that are likely to produce major therapeutic progress. In addi-
tion, these discoveries have infused our obesity research portfolio with innovative
ideas for further understanding of the molecular basis of obesity. This research, in
turn, is expected to reveal new therapeutic targets. For example, we are making a
substantial investment in a multi-center clinical trial to demonstrate the health
benefits of long-term, voluntary weight loss. This clinical trial will be conducted in
obese patients with type 2 diabetes. In this way, we will test both lifestyle and drug
strategies highly relevant to both obesity and diabetes.

In addition, our major investment in genetic and functional genomics research has
led to the discovery of at least six separate genetic defects in rare forms of type 2
diabetes. These studies have stimulated collaborative research to penetrate the com-
plexity of genetic abnormalities in both type 1 and type 2 diabetes. Expansion of
these studies is now under way, with an emphasis on the kidney complications of
diabetes. Thus, we are now making a major commitment to a large-scale study of
the genetics of diabetes per se and the genetic susceptibility to diabetic renal dis-
ease.

Ground-breaking discoveries of genes that cause cystic fibrosis, polycystic kidney
disease, and hemochromatosis are leading to investments to an understanding of the
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functions of these genes. These discoveries give us the opportunity to develop
screening strategies for early intervention in the iron-overload syndromes, such as
hemochromatosis. They likewise provide promising opportunities to discover new
therapeutic strategies for other liver diseases, Cooley’s anemia, and neuro-
degenerative diseases.

Our endocrine program has provided the basis for understanding the development
of designer-type drugs, such as estrogen compounds. Technology has enabled re-
searchers to devise novel drugs, which have specific beneficial effects on certain tis-
sues, such as bone, and do not carry the adverse effects on breast and uterus seen
in the more classic estrogen preparations. We are now beginning to understand the
basis for this type of tissue specificity, which affords us the opportunity to use
knowledge derived from basic research to develop clinical approaches to endocrine-
responsive cancers, such as prostate and breast cancer.

INFRASTRUCTURE DEVELOPMENT

To sustain and enhance these clinical advances, and the fundamental science that
drives the technologic applications from which they flow, it is imperative that we
maintain a strong infrastructure of support. The first and perhaps most important
component of the research enterprise is “human infrastructure.” We are renewing
our efforts to strengthen research training and career development to ensure that
we have the cadre of talented scientists needed for the 21st century. We are encour-
aging and participating in the NIH-wide effort to bolster the recruitment and train-
ing of modern-day clinical investigators. We are also making a major investment in
biotechnology centers in an attempt to use the most modern approaches to both
gene discovery and its application to gene function and to therapeutic advancement.
Complementing these activities are NIDDK’s participation in trans-NIH infrastruc-
ture initiatives such as the zebrafish and mouse genome efforts to provide critical
research resources to investigators.

Other examples abound demonstrating that an insight gained from undifferen-
tiated, technology-based laboratory research is often transformed into a clinical
stride forward, with widespread application to various disease processes. For in-
stance, the generation of new knowledge about the physiology of erectile function
has helped pave the way to the development of agents such as Viagra. Another ex-
ample is the use of modern technology to develop antibody treatment for refractory
Crohn’s disease, and to gain insights into processes that are implicated in areas of
women’s urologic health such as interstitial cystitis and incontinence.

Genetic engineering techniques enabled the production of synthetic human eryth-
ropoietin, a hormone useful in treating the anemia of end-stage renal disease and
other conditions. Most recent studies have shown that a modified form of erythro-
poietin, linking two molecules together, can create a more potent drug with a longer
half-life. With this new approach, it is possible to reduce the cost of this treatment
while maintaining its efficacy.

We are also able to conceptualize totally new and promising strategies based on
a more profound understanding of underlying disease processes. Because of clinical
studies made possible by high-technology basic research, we are developing new pre-
vention strategies to fight disease. For example, both animal and human studies of
type 1 diabetes demonstrate a shift from beneficial to destructive inflammatory me-
diators of the immune system called cytokines. With this knowledge, we are formu-
lating innovative, prevention-oriented approaches, including the development of spe-
cial reagents aimed at interdicting this process.

Modern technology lets us visualize disease at the molecular level; measure and
assess biologic events in amazingly precise ways; develop therapies that are site-
specific; and test hypotheses in sophisticated model systems. The application of
these technologies to basic research questions in the laboratory is often the critical
first step to combating disease.

At the threshold to the 21st century, we are on the brink of enormous clinical
progress. In some diseases areas, we sense extraordinary research momentum pro-
pelling us forward toward major medical advances. In other areas, we are still at
an “interface” between an important, clinically-relevant finding that augurs even-
tual application to the practice of medicine. In still others, much more basic re-
search needs to be done before clinical insights can surface. In every field, however,
the technology revolution is moving basic research forward into the clinical arena
at an unprecedented and truly exciting pace.
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PREPARED STATEMENT OF DR. GERALD FISCHBACH

Mr. Chairman and Committee Members: Mr. Chairman and members of the Com-
mittee. I am pleased to present the President’s non-AIDS budget request for the
NINDS for fiscal year 2000, a sum of $890,816,000, which reflects an increase of
$20,842,000 over the comparable fiscal year 1999 appropriation. Including the esti-
mated allocation for AIDS, total support requested for NINDS is $920,970,000, an
increase of $21,563,000 over the fiscal year 1999 appropriation. Funds for the
NINDS efforts in AIDS research are included within the Office of AIDS Research
budget request.

Thank you for the opportunity to appear before this Committee. I am Gerald
Fischbach. I assumed this challenging job with great enthusiasm seven months ago,
after 30 years of research, teaching, and academic administration. My enthusiasm
is based on the rapid advance of neuroscience research at all levels of analysis from
molecules to mind, and on the desperate need to apply those new discoveries to the
devastating disorders of the nervous system. Scientific opportunities are abundant,
the need for preventing and treating nervous system diseases has never been great-
er, and the confidence of the public in biomedical research has never been stronger.

Perhaps because it is so complex, the nervous system is also very vulnerable. The
immature nervous system is subject to muscular dystrophies, spinal muscular atro-
phy, autism, hereditary ataxias, cerebral palsy, and many other developmental dis-
orders. Among the common maladies in the mature nervous system are stroke, trau-
ma, multiple sclerosis, brain tumors, and chronic degenerative disorders such as
amyotrophic lateral sclerosis, Parkinson’s, and Alzheimer’s disease. Nervous system
diseases rob people of their ability to feel, to move, to remember, and, ultimately
of their identity. They place unspeakable burdens on families as well as patients.

The mission of NINDS is to reduce the burden of neurological disorders by con-
ducting and supporting research on the normal and diseased nervous system. To
move toward achieving this mission, we have initiated a new, intensive planning
process. More than 100 leading neuroscientists, drawn from the extramural commu-
nity and the intramural program, joined our staff and members of the lay public
to suggest areas of opportunity in the coming two to three years. This is the first
step in an ongoing effort to set priorities in an era of changing needs and opportuni-
ties. An overview of our current highest priorities can be stated simply. We must:

—attack neurodegenerative disorders over the entire life span.

—promote research on development of the immature nervous system and on re-
generation in the mature nervous system.

—gain a greater understanding of synapses and circuits in the brain to develop
more effective therapies for disorders such as epilepsy and chronic pain and to
understand brain mechanisms underlying normal cognition and memory loss.

—understand the crucial supporting roles of glia and other non-neuronal cells in
the normal brain and in disorders like brain tumors and multiple sclerosis.

—provide infrastructure support for the national neuroscience enterprise, promote
the 1distribu‘cion of crucial and currently scarce resources, and expand clinical
trials.

The anatomical, physiological, and biochemical complexity of neural circuits chal-
lenges the ingenuity of scientists working on the brain. Fortunately, useful sim-
plifications have emerged that bring order to observations previously thought to be
unrelated and bring basic neuroscience closer to clinical application. For example,
nerve cells in all species use the same mechanisms to generate signals. Likewise,
similar molecules determine the birth, maturation and death of nerve cells in hu-
mans, monkeys, mice, flies, and worms. Lower organisms can, therefore, help eluci-
date mechanisms of human disease. Another simplification is that the same proc-
esses influence nerve cell death in seemingly different conditions. In both acute and
chronic disorders many cells die by activating intrinsic “cell suicide” programs. If
we can stop cell death in one condition, then the insights gained will, very likely,
apply to other disorders as well.

Molecular genetics is a unifying force in all biology. Because more than half of
our genes are expressed in the brain, the potential contribution of genetics to under-
standing nervous system disorders is extraordinary. But I also want to stress that
patterns of electrical activity, or, to use another word, “experiences,” play an enor-
mously important role in shaping brain circuits. The interplay between genes and
the environment reveals that circuits in the mature brain can change to a remark-
able degree. This “plasticity” is the best hope for recovery of function following acute
insults or during chronic disease. Genetically engineered neurotrophic factors, im-
plantation of stem cells, and novel behavioral paradigms are therefore likely future
therapies.
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PARKINSON’S AND OTHER NEURODEGENERATIVE DISORDERS

Parkinson’s disease is marked by a characteristic “resting” tremor, a progressive
slowing of voluntary movement, muscular rigidity, postural instability, and, in some
cases, progressive dementia. This is a complex disorder, but there is a sense of re-
newed optimism with new surgical and medical therapies emerging. We are com-
mitted to supporting a vigorous and expanding program of research in Parkinson’s
disease and to moving toward full implementation of the Morris K. Udall Parkin-
son’s Disease Research Act.

NINDS now supports five clinical trials in Parkinson’s disease, including implan-
tation of cells that produce and release dopamine, a chemical neurotransmitter es-
sential for the normal function of circuits that regulate voluntary movements. An-
other approach aims to surgically reduce the brain’s overactive inhibition of move-
ment. Other trials seek to slow the loss of dopamine containing neurons with drugs
that minimize oxidative damage. This is a good beginning, but additional ap-
proaches are needed.

In no area of medicine is the potential for harnessing human stem cells greater
than in diseases of the nervous system. This year brought significant progress to-
ward the development of neural stem cell therapies with encouraging results in ani-
mal models of Parkinson’s disease. Scientific and ethical considerations must be ad-
dressed, but these early successes bring us closer to early trials in Parkinson’s dis-
ease and other disorders.

Surgical ablation of the globus pallidus is designed to restore the balance between
brain circuits that initiate movement and other circuits that inhibit movement. A
new study suggests that unilateral pallidotomy may be effective when medical ther-
apy has failed. Patients are now being followed to see how long the benefits last.
This success clearly shows that analysis of circuits as well as analysis of molecules
and individual cells is crucial for progress in treating nervous system diseases.

Another promising treatment for Parkinson’s disease is chronic electrical stimula-
tion delivered through electrodes implanted deep within the brain’s movement con-
trol centers. The Food and Drug Administration has approved deep brain stimula-
tion (DBS) for treatment of certain types of tremor. New evidence, mostly from Eu-
rope, suggests that DBS delivered to other brain movement centers can relieve more
debilitating symptoms of Parkinson’s disease, such as muscular rigidity and paucity
of movement. There are tantalizing hints that DBS may even slow the progression
of the disease. DBS emphasizes the importance of electrical activity on brain cells,
and DBS may be useful for many other nervous system disorders.

On other fronts, several labs are exploring new neurotrophic factors that have po-
tent actions on dopamine nerve cells and novel agents that interrupt the enzyme
cascade that leads to nerve cell suicide. Studies of inherited forms of Parkinson’s
disease, Alzheimer’s disease, and ALS are also leading to crucial clues about the
non-inherited “sporadic” cases. Although most cases of these diseases are not inher-
ited, the same pathways are probably involved. Findings in each neurodegenerative
disease are informing studies of the others.

SPINAL CORD INJURY

Severed nerve cells in the central nervous system can be coaxed to regrow and
reach toward their abandoned targets. However, the growth of axons (nerve fibers)
is limited by inhibitory factors. After regrowth, the next challenge is to reconstruct
the precise connections required for coordinated movement. In the spinal cord we
now know that the disconnected circuits below the lesion remain intact. We plan
a major effort to uncover factors that will facilitate regrowth of dormant nerve cell
axons, and that will guide their “recognition” of correct target cells to reestablish
control of local circuits in the spinal cord that are responsible for locomotion and
other coordinated movements.

To repair the injured adult spinal cord, reactivating the mechanisms that wire up
the nervous system during early development will almost certainly be essential. We
plan to develop novel funding mechanisms that bridge the gap that now seems to
separate developmental neurobiologists from those interested in regeneration and
rehabilitation. This effort may serve as a model for the back-and-forth interplay be-
tween basic and clinical studies that is needed as we move from treatment of symp-
toms toward cures.

EPILEPSY

Seizures are caused by “electrical storms” in the brain, during which groups of
nerve cells fire electrical impulses at a high rate and in synchrony. Here too genet-
ics, circuits, electrical activity, and mechanisms of neuronal plasticity are emerging
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as unifying themes. In the coming year we will emphasize the opportunities that
studying the genetics of affected families are uncovering for understanding and
treating epilepsy.

Defects in single genes cause more than 100 forms of epilepsy. In many cases, the
“disease genes” encode proteins that generate the electrical impulses that carry in-
formation along and between nerve cells. These crucial proteins are the molecular
switches that regulate the orderly flow of information in the nervous system. Each
presents a target for developing new and better drugs. In the past year, scientists
discovered a new class of mutations that lead to epilepsy. Genes have been discov-
ered that influence the migration of neurons from where they are “born” in the em-
bryonic brain to their proper places in the adult brain. When mutated, these genes
cause global, catastrophic brain malformations or more subtle defects involving only
small groups of neurons. The more subtle defects, revealed by new, high resolution
brain imaging, are far more common than previously suspected, and may explain
many seizures previously categorized as of unknown cause. As is the case for many
inherited diseases, more than one gene may be involved in susceptibility to seizures.
Epilepsy is an excellent place to begin a analysis of multigenic disorders. We are
optimistic that the time is right to eliminate epilepsy rather than simply minimize
the symptoms.

STROKE

A new study suggested that more than 700,000 strokes occur each year in the
United States, far more than previously suspected. Still, most people, especially the
elderly who are at high risk, cannot identify the symptoms of stroke. These facts
are particularly disturbing because NINDS t-PA clinical trials have shown that
treatment within the first three hours of onset of a “brain attack” can improve the
outcome. These treatments are costly, but, in the long run, they save money by re-
ducing long-term disability. NINDS has mounted a large public education program
geared at patients and physicians to improve early detection and treatment. We con-
tinue to search for new approaches for preventing stroke and for minimizing, or re-
versing, the damage that does occur.

CLINICAL RESEARCH

Recognizing the opportunities cited above and many others, we have created a
new division of Clinical Trials and Experimental Therapeutics within the NINDS
extramural program to promote and guide our efforts. A critical issue in clinical re-
search is the need for surrogate markers and early diagnostics. In neurodegernative
disorders many nerve cells are already lost before the first obvious signs of disease
are manifest. We must diagnose degenerative diseases earlier in their course to de-
velop effective interventions. Expanded clinical research also depends on training a
new and diverse generation of clinical investigators.

Our goal is clear. We must cure or prevent all neurodegenerative disorders, acute
and chronic, that affect infants, children, adults, and the elderly. We must reduce
the devastating damage caused by disorders such as epilepsy and multiple sclerosis,
not just mask the symptoms. We must learn to repair the damaged nervous system,
not just halt degeneration. We must apply insights of modern brain science to the
problems of mental life, from the emotional void of autism to the cognitive decline
of aging. At the beginning of my career these goals were unattainable. Now they
are within our reach.

The activities of the NINDS are covered within the NIH-wide Annual Perform-
ance Plan required under the Government Performance and Results Act (GPRA).
The fiscal year 2000 performance goals and measures for NIH are detailed in this
performance plan and are linked to both the budget and the HHS GPRA Strategic
Plan which was transmitted to Congress on September 30, 1997. NIH’s performance
targets in the Plan are partially a function of resource levels requested in the Presi-
dent’s Budget and could change based upon final Congressional Appropriations ac-
tion. NIH looks forward to Congress’ feedback on the usefulness of its Performance
Pﬁan, 1as well as to working with Congress on achieving the NIH goals laid out in
this Plan.

PREPARED STATEMENT OF ANTHONY S. Fauct, M.D.

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 2000. The President proposes that the NIAID receive $789.2
million, an increase of 2.4 percent for NIAID non-AIDS research activities. Including
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the estimated allocation for AIDS research activities, total support proposed for the
NIAID is $1.6 million, an increase of 2.4 percent over the comparable fiscal year
1999 appropriation. Funds for NIAID AIDS research efforts are included in the Of-
fice of AIDS Research budget request.

DOMESTIC AND GLOBAL HEALTH: REDUCING THE BURDEN OF INFECTIOUS DISEASES

A central goal of NIAID is to reduce the burden of infectious diseases, which re-
main the leading cause of death worldwide and the third leading cause of death in
the United States. This is a daunting challenge since newly recognized diseases
such as AIDS are superimposed on old foes such as malaria and tuberculosis, which
continue to exact a huge toll. In today’s world, the enormous volume of international
travel and trade has largely erased the distinction between domestic and global
health problems. Americans are vulnerable to infectious diseases that emerge any-
where in the world: a virulent strain of influenza virus, for example, could reach
our shores in less than a day from virtually anywhere on the globe. A bioterrorist’s
attack could impact wide geographical areas; microbes do not stop at borders.

Further compounding the problem of infectious diseases is the widespread emer-
gence of drug-resistant pathogens. For example, the World Health Organization esti-
mates that strains of the tuberculosis bacterium resistant to one or more drugs have
infected up to 50 million people worldwide. Because of drug resistance, nearly 10
percent of invasive pneumococcal infections in the United States 1997 were untreat-
able with the three leading classes of antibiotics. Many other common diseases are
increasingly resistant to standard drugs, including infections with common bacteria
such as staphylococci, sexually transmitted diseases, and food-borne illnesses.

Against this backdrop, the Institute’s multi-faceted efforts in understanding dis-
ease-causing microbes and how they develop drug resistance, delineating the human
immune response to pathogens, and developing new diagnostics, interventions and
vaccines, are critical to our ability to address current microbial threats, as well as
those that will inevitably emerge in the future.

HIV/AIDS IN THE UNITED STATES

Considerable progress has been made against one of the world’s leading infectious
causes of death, the human immunodeficiency virus (HIV), the cause of AIDS. In
the United States, the number of new AIDS cases and AIDS-related deaths has
dropped dramatically. Among people aged 25 to 44, AIDS is now the fifth leading
cause of death; just three years ago it was the leading cause of death in this age
group. The recent decline in HIV related mortality in the United States is due to
several factors, particularly the increased use of potent combinations of antiHIV
drugs. The development of 15 licensed antiretroviral drugs has been facilitated by
NIAID-supported basic research on HIV and the immune system. In addition, many
of the pivotal clinical trials of these medications have been conducted within the
NIAID network of clinical trials programs.

Despite the improved prognosis for HIV infected individuals in the United States
and other western countries, it is essential that we not become complacent with re-
gard to the HIV/AIDS epidemic. The rate of new HIV infections in the United States
approximately 40,000 per year continues at an unacceptably high level. In addition,
many HIVinfected individuals have not responded adequately to currently available
antiHIV drugs, cannot tolerate their toxicities and side effects, or have difficulty ad-
hering to complex dosing schedules.

These realities underscore the importance of NIAID’s ongoing research into learn-
ing more about the HIV disease process and developing the next generation of
antiretroviral therapies, including those aimed at targets in the viral replication
cycle not addressed by current therapies.

AIDS VACCINE AND PREVENTION RESEARCH

Elsewhere in the world, the HIV epidemic continues to accelerate, notably in sub-
Saharan Africa, Asia, the Indian sub-continent, and certain countries in the former
Soviet Union. The expansion of the epidemic in the developing world, where expen-
sive anti-HIV drugs are beyond reach of all but the privileged few, underscores the
urgent need for a safe and effective HIV vaccine. A sustained commitment to basic
and applied HIV vaccine research is critical, as is the further development of topical
microbicides and other approaches to HIV prevention.

As part of the NIAID effort in HIV vaccine development, the Institute has award-
ed more than 100 grants in a special program that fosters innovative research on
HIV vaccines. Many novel approaches to an HIV vaccine are now being pursued,
including vectored vaccines, which employ harmless viruses engineered to carry
genes encoding one or more HIV proteins. Phase I and Phase II studies of this ap-
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proach in the United States have yielded promising results. The Institute also is a
partner in the NIH Vaccine Research Center (VRC), a new program involving NIH
scientists with expertise in immunology, virology and vaccine development.

GENOMIC SEQUENCING

Genomic sequencing technology has revolutionized medical research and is inti-
mately linked to the Institute’s mission. Although this technology is most often asso-
ciated with the Human Genome Project, it is less widely known that numerous
projects are underway to sequence the genomes of disease-causing microbes. These
initiatives promise to speed vaccine and drug development, as well as to facilitate
studies of disease pathogenesis and drug resistance. In 1998 alone, NIAID-sup-
ported researchers reported the complete genomic sequence of three important
pathogens: the agents of chlamydia, syphilis and tuberculosis, as well as the se-
quence of one of the chromosomes of the malaria parasite Plasmodium falciparum.
Significantly, no good vaccine exists for these four diseases. The new genomic se-
quence data promises to provide important insights regarding the components of
these organisms that might be incorporated into candidate vaccines.

NIAID MALARIA RESEARCH

Malaria is one of the most devastating emerging and re-emerging diseases. It
claims 1.5 to 2.7 million lives each year in tropical and subtropical regions of the
world, according to the World Health Organization (WHO). Every 30 seconds, a
child dies of malaria. As a partner in the Multilateral Initiative on Malaria (MIM),
NIH is facing the challenges of malaria with laboratory, fieldbased and clinical re-
search efforts within the NIAID intramural research program in Bethesda, Md., at
grantee institutions elsewhere in the United States, and in collaboration with for-
eign colleagues in Africa, Asia, South America, and the Pacific region. In this en-
deavor, we and our colleagues in the MIM have an important new ally, World
Health Director General Dr. Gro Harlem Brundtland, who recently launched the
ambitious “Roll-Back Malaria” program.

VACCINE DEVELOPMENT

The importance of vaccines in the control of infectious diseases cannot be over-
stated—they provide safe, cost effective and efficient means of preventing illness,
disability and death from these diseases. Indeed, vaccines are the only human inter-
ventions that have actually eradicated diseases: the last case of smallpox anywhere
on earth occurred in 1977, and polio has been eradicated from the western hemi-
sphere, the western Pacific region, and virtually all of Europe. The complete elimi-
nation of polio, and perhaps other vaccine-preventable diseases, is within our grasp.

Each of the core scientific disciplines of NIAID—immunology, microbiology and in-
fectious diseases—contributes to the development of new vaccines. Progress in basic
research as well as technical advances have created opportunities for improving the
safety and efficacy of existing vaccines as well as for developing vaccines for dis-
eases for which no vaccines are currently available.

ROTAVIRUS VACCINE LICENSED

NIAID intramural research spanning 25 years recently culminated in the licen-
sure of a vaccine against rotavirus, a leading cause of life-threatening childhood di-
arrhea. Widespread use of the rotavirus vaccine promises to reduce the 160,000
emergency room visits and 50,000 hospitalizations necessitated by rotavirus infec-
tions each year in this country, according to the Centers for Disease Control and
Prevention (CDC). Global use of the vaccine could significantly lessen the impact
rotavirus diarrhea, which affects 130 million infants and children each year, result-
ing in more than 870,000 deaths, according to the WHO.

CONJUGATED HIB VACCINES: A CONTINUING SUCCESS STORY

Another notable success in vaccinology is the development of conjugated vaccines
to protect children under two years of age from Haemophilus influenzae type B
(Hib), a microbe which can cause meningitis, deafness and mortality in young chil-
dren. The success of Hib conjugate vaccines has been extraordinary: more than 35
countries have followed the lead of the United States and adopted these vaccines
into their immunization programs, cutting the incidence of invasive Hib disease to
negligible levels wherever the vaccine has been used. In the United States only 258
cases of invasive Hib disease among children younger than 5 years were reported
in 1997, a 97-percent reduction from 1987. The Children’s Vaccine Initiative has es-
timated that conjugated Hib vaccines, if used routinely and in the same proportion
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of+ children as other childhood vaccines, could prevent about 70 percent of the esti-
mated 400,000 annual Hib-related deaths worldwide.

TUBERCULOSIS VACCINE RESEARCH

Last year, TB claimed the lives of nearly 3 million people, more than any other
single infectious disease, according to the WHO. Clearly, an effective TB vaccine is
needed, as well as new therapeutics. The Institute is working to develop a TB vac-
cine with a twotiered approach: basic research into the pathogenesis of the disease
and the host immune response to infection with the TB bacterium; and applied re-
search into vaccine candidates. Several experimental vaccine approaches appear
promising, and the NIAID recently joined forces with public and private sector
health agencies to formulate a “blueprint” to speed TB vaccine development.

RESPONDING TO THE THREAT OF BIOTERRORISM

Recent terrorist attacks such as those in New York, Oklahoma City and Tokyo,
the uncovering of advanced biological weapons in Iraq and the former Soviet Union,
and other events have reinforced the urgent need to prepare for possible biological
attack. As recently articulated by President Clinton, the NIH and NIAID have a
central role is countering the threat of bioterrorism. The Institute has developed a
bioterrorism research plan that consists of basic research into the pathogenesis and
genetics of organisms which might be used in bioweapons, as well as the develop-
ment of techniques for rapid identification of natural and bioengineered microbes,
new therapies against these microbes, and vaccines to prevent infections with these
agents. Our efforts are focused on four organisms known to be potential agents of
bioterrorism: smallpox, anthrax, tularemia and plague. Important initiatives include
collaborative research with the Department of Defense to identify antiviral drugs
with the potential to treat or cure smallpox infections, and efforts to develop an im-
proved anthrax vaccine.

NEW APPROACHES TO IMMUNOLOGIC DISEASES

The immune response is central to human health. However, the immune system
can go awry, as in the case of autoimmune diseases, in which a person’s immune
system targets their own organs or tissue. Collectively, autoimmune diseases afflict
several million Americans, an estimated five percent of the population. The human
and financial burden of these diseases is immense. To address the problem of auto-
immune diseases, a trans-NIH working group has develop cross-cutting initiatives
to address various aspects of autoimmunity, including the roles of environmental,
infectious and genetic factors in these diseases, as well as innovative therapies such
as stem cell and islet cell transplantation. An important area of emphasis is the in-
duction of tolerance. By blocking only those components of the immune system that
attack healthy tissues, it may be possible to treat autoimmune diseases while avoid-
ing immunosuppressive drugs that dampen not only the deleterious immune re-
sponse, but also responses needed to protect a person from infections and cancers.

In addition to its applications in autoimmunity, tolerance induction holds extraor-
dinary promise in transplantation biology. Researchers have shown that novel ap-
proaches to tolerance induction allow long-term, rejection free survival of trans-
planted kidneys and insulin-producing islet cells in monkeys, without immuno-
suppressive drugs. A comprehensive NIAID tolerance research plan has been devel-
oped to identify research gaps and opportunities, and to outline areas of future basic
and clinical research in autoimmunity, transplantation, asthma and allergic dis-
eases.

CONCLUSION

The activities of NIAID are covered within the NIHwide Annual Performance
Plan required under the Government Performance and Results Act (GPRA). The fis-
cal year 2000 performance goals and measures for NIH are detailed in this perform-
ance plan and are linked to both the budget and the HHS GPRA Strategic Plan
which was transmitted to Congress on September 30, 1997. NIH’s performance tar-
gets in the Plan are partially a function of resource levels requested in the Presi-
dent’s Budget and could change based upon final Congressional Appropriations ac-
tion. NIH looks forward to Congress’ feedback on the usefulness of its Performance
P}'llan,Plas well as to working with Congress on achieving the NIH goals laid out in
this Plan.

The Institute is poised to take advantage of unprecedented scientific opportunities
in immunology, microbiology and infectious diseases. With a strong research base,
talented and committed investigators, and the availability of powerful new research
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tools, NIAID looks to the new millennium with confidence that new advances that
will have significant impact on the health of our nation and the world are within
our grasp.

PREPARED STATEMENT OF DR. MARVIN CASSMAN

Mr. Chairman and Members of the Committee: The President in his fiscal year
2000 budget has proposed that the National Institute of General Medical Sciences
(NIGMS) receive $1.194 billion, an increase of $28 million over the comparable fiscal
year 1999 appropriations. Including the estimated allocation for AIDS, the total sup-
port proposed for NIGMS is $1.227 billion, an increase of $29 million over the fiscal
year 1999 appropriation. Funds for NIGMS efforts in AIDS research are included
within the Office of AIDS Research budget request.

I am pleased to present to you the programs of the National Institute of General
Medical Sciences (NIGMS). The NIGMS mission is to support basic biomedical re-
search that is not targeted to specific diseases, but that increases understanding of
life processes and lays the foundation for advances in disease diagnosis, treatment,
and prevention. The Institute also has a major role in training the next generation
of scientists. As part of this effort, we attempt to ensure that biomedical research
has access to the broadest possible intellectual resources in our society, through pro-
grams that provide research and training support for underrepresented minorities.

A LOOK BACK

I would like to begin by describing two important recent research advances that
illustrate the long-term nature of the research we support, the way in which it often
draws from observations made in a number of different organisms, and the speed
with which many of these fundamental studies become relevant to the human condi-
tion.

The first advance involves an essential component of the cell, called the
microtubule. Microtubules are long, stiff structures that extend through the cell
[Figure 1] and are involved in such key functions as cell division and the movement
of material within the cell. An understanding of the structure and function of the
microtubule has been a major scientific goal for several decades.

Recently, investigators supported by NIGMS have determined the three-dimen-
sional structure of the units that make up the microtubules, called tubulin. Of par-
ticular interest is the fact that the anti-cancer drug, Taxol, acts by binding to
tubulin. The location of the Taxol on the tubulin molecule is clearly visible in this
structure. The identification of the binding site for Taxol will help in developing new
anti-cancer drugs.

This very important structure was determined by a relatively novel technique.
Since tubulin spontaneously aggregates into very large sheets, the usual methods
for detailed structure determination, X-ray diffraction and nuclear magnetic reso-
nance, could not be used. Instead, the researchers used a powerful variant of elec-
tron microscopy, which is increasingly being applied to the analysis of large, com-
plex structures. Development of this tool has been supported by NIGMS for more
than two decades, and is now coming to fruition in this and other research areas.

A second major research advance is in the understanding of one of the most per-
vasive and, until recently, least understood aspects of biological systems, the circa-
dian rhythm. This pattern of activity, with a periodicity of about 24 hours, appears
to be present everywhere one looks, from plants to yeast to