FOIA Number: 2018-0755-F

'FOIA
MARKER

This is not a textual record. This is used as an
administrative marker by the William J. Clinton
Presidential Library Staff.

Collection/Record Group: Clinton Presidential Records
Subgroup/Office of Origin:  National AIDS Policy Office

Series/Staff Member: Patsy Fleming
Subseries: National AIDS Strategy

OA/ID Number:
FolderID:

Folder Title:
HHS [Health & Human Services] Comments 9/4/96

Position:

1




+.
Lol Al
Va9/U4/390 BD 10:10 IPAA 24UL cVo <149 Lallyv dLuviRiiani Re] VY

& T DEPARTMENT OF HEALTH AND HUMAN SERVICES
£ .'/é WASHINGTON, D.C. 20201 .
: EXECUTIVE SECRETARIAT
FACSIMILE

PLEASE NOTIFY OR HAND-CARRY THIS TRANSMISSION
TO THE FOLLOWING PERSON AS SOON AS POSSIBLE:

NAME: | //a»v-e, /dﬁ_ﬂbvo-/%
ADDRESS: 4 6’/0490 |

MESSAGE:

FAX NUMBER:

OFFICE NUMBER:

FROM: GLEN HARELSON
POLICY COORDINATOR

FAX NUMBER: 202 690-7203

OFFICE NUMBER: 202 690-7699

——

NUMBER OF PAGES (INCLUDING THIS ONE):



71 | A ML S KM Al
09/04/96 WED 15:198 FAA 202 200 2loo BARL OLURELAKRIL

T b

THE WHITE HOUSE
WASHINGT®N

August 20, 1996

MEMORANDUM FOR KEVIN THURM

FROM: Patsy Fleming gz Y')‘ ?ﬁ

SUBJECT: Revised Natienal AIDS Strategy

Following our discussions, we have revised the draft National AIDS Strategy to reflect the
concems raised by the Department of Health and Human Services.

The new draft, which is enclosed, contains a greater emphasis on our achievements to date,
with particular emphasis on the accomplishments of the Clinton Administration. It identifies
key initiatives of the Administration for the coming year, based on the President’s fiscal year
1997 budget. We plan to release the National AIDS Strategy in draft form in order to seek
input from the Presidential Advisory Council on HIV/AIDS and other concerned persons.
We believe these changes have produced a tighter, more focused document that will generate

a positive public discussion.

If you have any further comments, we need them by no later than the close of business
Tuesday, August 27, 1996.

Thank you, again, for your assistance on this important project. I look forward to your

response.
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"We must develop a clear, well-articulated national plan for cénﬁontz'ng AIDS. "
The Final Report of the National Commission on AIDS
June 1993

Message from the Director of the Office of National AIDS Policy

The epidemic of HIV and AIDS constitutes a public health crisis of unprecedented
proportions. In 1993, the Office of National AIDS Policy (ONAP) was created by President
Clinton to provide a national focus and direction for the government’s response to HIV and
AIDS. More recently, President Clinton asked ONAP to develop a comprehensive National

'AIDS Strategy that would detail the Federal government’s long-term approach in responding

to this epidemic. The National AIDS Strategy has been developed by the Clinton
Administration to capitalize upon progress already made in fighting the epidemic and to
catalyze collaborative efforts among )‘ederal epartments and /gencies, communities, State
and local governments, businesses, schools, churches, families, and individuals,

The President has identified the following national goals to guide our efforts against HIV:

» To provide strong continuing support for AIDS-related research in order to find
additional treatments, a preventive vaccine to protect the uninfected, and a cure
for those currently infected;

L] To provide strong continuing support for effective AIDS prevention efforts to
continue to reduce the number of new HIV infections in the U.S.;

| To ensure that people living with HIV have access to services that are affordable,
of high quality, and responsive to their needs; and,

L To ensure that people living with HIV are not subject to discrimination.

L To provide strong continuing support for international efforts to address the HIV
epidemic.

. To ensure that research advances are translated into improved HIV prevention
programs and better care for HIV positive persons.

This document is a snapshot of where we are as a Nation and where we need to go in
achieving these national goals. It summarizes some of the key accomplishments of our
Nation’s scientific and public health professionals and identifies key areas for further effort.
In addition, the appendices to this report lay out, for the first time, detailed descriptions of
the objectives, goals, and budgets of all Agencies involved in the Federal response to HIV in

n:strat.ful
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five major areas of HIV policy: prevention, research, care, civil rights, international
activities, and translation of research into Practice. =

The National AIDS Strategy is intended to be a working document that requires regular
updating and adjustment as goals are reached and new challenges emerge. This Strategy
provides a reference point for continuing dialogues and collaborative efforts between the

'public and private sectors that are necessary to meet our national goals and objectives.

In that light, the Office of National AIDS Policy is seeking direct input from the Presidential
Advisory Council on HIV/AIDS, national and community-based organizations, state and local
government, clinicians and researchers, members of the infected and affected community,
and other individuals and organizations who can contribute to this historic document. This
Strategy is being released, first, in draft form to allow for maximum input to the first of an
ongoing national effort to chart and plan Federal efforts in response to the epidemic of

HIV/AIDS.

The development of a National AIDS Strategy is an historic undertaking. No previous

Administration has undertaken so broad a Planning effort that: (1) involves all Kederal

gepanments and /gencies that engage in HIV-related efforts; (2) reaches out to communities
d the private séctor; and, (3) identifies areas where the Federal government should focus

its efforts.

The National AIDS Strategy was drafted in consultation with, and with guidance from,
numerous groups and individuals. Within the Federal government, this effort began at the
Agency level. Members of the Interdepartmental Task Force on HIV and AIDS (IDTF)
representing all Federal Agencies involved in the national response to HIV and AIDS,
identified their HIV-related goals, objectives, and highlighted areas requiring special
attention.

Individuals living with HIV and AIDS, their families, friends, loved ones, and care givers
made vital contributions to this Strategy. Numerous non-governmental groups and
organizations have also been consulted including the Presidential Advisory Council on
HIV/AIDS, participants in the historic White House Conference on HIV and AIDS, the
ONAP-sponsored regional briefings, patient and consumer advocates, health care
professionals, community-based organizations, educators, religious leaders, and business
leaders. The earlier insights provided by the National Commission on AIDS, the Institute of
Medicine and National Research Council, the General Accounting Office, and the Office of
Technology Assessment have also been extraordinarily helpful in developing the National
AIDS Strategy.

As a Nation, we face great challenges, but we are also facing equally great opportunities.
After fifteen years, AIDS remains a terrible national tragedy that has affected — and wi]l

n:strat.ful
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continue to affect -- far too many people in this Nation and around the world. But we have
made tremendous progress in our understanding of HIV and HIV disease, ways we can treat

continuing public-private partnerships that are essential to our success, Together, with
steadfast commitment, courage, and leadership, we will win the battle against HIV and

AIDS.

Patricia S. Fleming
Director, Office of National AIDS Policy

nistrat ful
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- “For nearly every American with eyes and ears open, the face of AIDS is no
longer the face of a stranger. Millions and millions of us have now stood at
the bedside of a dying friend and grieved. Millions and millions of us now
know people who have had AIDS and who have died of it who are both gay
and heterosexual. Millions and millions of us are now forced to admit that
this is a problem which has diminished the life of every American. *

President Clinton, December 1, 1993, Georgetown University

I. INTRODUCTION

Goals of the National Strategy
The President has identified the following national goals to guide our efforts against HIV:

= To provide strong continuing support for AIDS-related research in order to find
additional treatments, a preventive vaccine to protect the uninfected, and a cure for
those currently infected;

n To provide strong continuing support for effective AIDS prevention efforts to
continue to reduce the number of new HIV infections in the U.S.;

n To ensure that péople living with HIV have access to services that are affordable, of
high quality, and responsive to their needs; and,

L To ensure that people living with HIV are not subject to discrimination.

L To provide strong continuing support for international efforts to address the HIV
epidemic.

L To ensure that research advances are translated into improved HIV prevention
programs and better care for HIV positive persons.

Scope of the HIV/AIDS Epidemic

The epidemic of Human Immunodeficiency Virus (HIV) and Acquired Immunodeficiency
Syndrome (AIDS) presents unique social, economic, and public health challenges to
governments and individuals here in the United States and around the world. While
significant progress has been made in understanding the disease and developing treatments
since the first case was reported in the U.S. in June 1981, HIV remains a deadly infection
for which there is no vaccine, no cure, and for which there is an expanding but still limited

n:strat.fol
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inventory of available treatments. An average of 100 Americans are diagnosed with AIDS
every day and a similar number of men, women, and children become infected with HIV
every 24 hours. [Richard — are You certain these numbers are correct?] Globally, 7,500
people become infected each day.

An Expanding Public Health Threat

As of December 1995, the Centers for Disease Control and Prevention (CDC) had received
reports of 513,486 cases of AIDS among persons in the U.S. and 319,849 of these persons
have been reported to have died as a result of complications related to HIV. Since 1987,
AIDS has risen from being the 15th cause of death among all Americans to the 8th. AIDS is
now the leading cause of death among Americans aged 25 to 44 (See Figure 1). In 1995
alone, approximately 74,000 new cases of AIDS were reported in the U.S. and more than
46,000 AIDS related deaths were reported to the CDC in 1994. CDC estimates that between
40,000 and 60,000 Americans are becoming newly infected with HIV each year, and that

between 650,000 and 900,000 Americans are currently(fdwg\yith HIV.
' eq

As the epidemic in the United States has expanded, the g’nghics of the epidemic have ﬁm
changed. The early years of the epidemic weke dominated by c’ases involving gay or /// i’;,:l,

bisexual men living in major urban centers ., New York, Sap Francisco, and Los
Angeles). Today, this group represents less than half of all new cases, although they still
represents the majority of persons living with HIV and AIDS. Among the'populations that
are more heavily affected today are young gay men, women, afd inj drug users and
their sexual partners as well as users of non-injecting drugs &4, crack cocaine and alcohol).
In 1995, nearly 14,000 women were reported to CDC as having been diagnosed with AIDS.
Women now comprise 14 percent of cumulatively reported AIDS cases. If this trend
continues, it is estimated that 80,000 American children will have been orphaned as a result
of AIDS by the end of this decade. In 1995 » approximately 800 new cases of pediatric AIDS

cases were reported. |

™

—— ~
e Y

- Sl

Adolescents (age 13-19) are at increased risk for HIV infection. CDF/‘“éé’timates that oné—
quarter of new HIV infections in the U.S. occur among people-under age 21. A significant

number of young people are engaging at earlier agés in sexual intercourse and drug and
alcohol use. This fact, coupled with the disturbing number of adolescents who are prone t

high-risk behavior due to homelessness, sexual abuse, and other circumstances, places young . h :'.-“:’x.»_—-s--

Americans in a situation that leaves them extremely vulnerable to HIV infection.

3

Racial and ethnic minorities have been disproportionately affected by the epidemic of HIV
and AIDS. African-Americans, who represent approximately 12 percent of the U.S.
population, accounted for 40 percent of newly reported AIDS cases in 1995. Hispanics, who
account for about 9 percent of the general Population, represented 19 percent of new cases
reported in 1995. The number of African-Americans and Hispanics affected by HIV and

n:sirat.ful
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The HIV epidemic continues to spread into suburban and rural areas, with especially
dramatic increases in certain regions of the South and Midwest. Between January 1993 angd
December 1995 the largest numbers of AIDS cases (86,462) were reported from the South.
(Endnote 1)' While most cases are still reported from urban areas, the rate of reported
cases in non-metropolitan areas is increasing more rapidly than in urban areas. AIDS cases
have now been reported in all 50 States, the District of Columbia, Puerto Rico, Guam, and
each of the U.S. territories (See Figure 2).

AIDS is an expensive disease. Average lifetime costs of medical care after diagnosis with

HIV is $119,000 { . People living with HIV are disprOportionately dependent on

7
enrolled in Medicaid, including more than 90 percent of children with AIDS. In FY 1996, = |
the Federal government spent $1.8 billion on Medicaid benefits for people living with HIV fracin | 1t
and AIDS and another $690 million on Medicare benefits. Social Security benefits for__ ; -

people disabled by HIV/AIDS total $1.1 billion in FY 1996, =

Globally, the toll of the epidemic is much greater and threatens to reverse decades of

"%, eccnomic and public health progress in developing countries. The Joint United Programme
on Hiv and AIDS (UNAIDS) and the World Health Organization (WHO) estimate that 27.9

million people have been infected with HIV. Since the beginning of the pandemic, 6 million
people, including 1.6 million children, have been diagnosed with AIDS. By the year 2000,
WHO projects that between 30 million and 40 million people will have been infected with
HIV and 10 million to 15 million children will be orphaned due to AIDS.

sstrat.ful
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II. OVERVIEW OF FEDERAL EFFORTS

The scope and nature of the HIV/AIDS epidemic have drawn States, local governments,
academic institutions, private foundations, health care institutions and community-based
organizations and the Federal government into many HIV-related activities. The Federal
government, through its public health responsibilities in such areas as research, prevention,

the epidemic. In FY 1985 the Federal government spent $212 million for AIDS research C b 7T

a o3 . {
surveillance, and care. By FY 1995 that figure reached $6.8 billion. (See Appendix G). [F ¢~/ e~ (‘;‘

In the past four years, under the leadership of President Clinton, spending for AIDS /
research, prevention, and care has increased by 47 percent. Funding for the Ryan White
Comprehensive AIDS Resources Emergency (CARE) Act alone has increased by 151
percent. Support for housing for people living with AIDS has increased by 91 percent.
AIDS-related research funding has increased by 34 percent and AIDS prevention funding has
increased by 24 percent. The National Institutes of Health Revitalization Act of 1993
provided the Office of AIDS Research with enhanced authority to prepare and carry out an
annual AIDS research budget and plan. Approval of AIDS drugs by the Food and Drug
Administration has.been accelerated to record times. A community-based planning process
has empowered local communities to develop innovative AIDS prevention programs.
Eligibility for Sociz! Security disability benefits for people with AIDS have been simplified
and Federal laws prohibiting discrimination against people living with HIV and AIDS have
been vigorously enforced.

As the epidemic continues, we must renew our vision for ending this epidemic. The sections
that follow focus on six major policy areas: prevention, research, care and services, civil
rights, international activities, and the translation of research advances into practice. They

identify recent progress and future opportunities for further progress.

astrat.ful
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A. PREVENTION | M" fand

“We have to set a goal. . .We have 10 reduce the number of new infections each and every
Year until there are no more new infections. *
President Clinton, December 5, 1995, to the White House Conference on HIV and
AIDS. '

1. Record of Accomplishment

Since the epidemic began, there has been important progress in preventing HIV infection.
Early in the epidemic, CDC estimated that more than 100,000 Americans were becoming
infected with HIV each year; today, that total is between 40,000 and 60,000 people each
year.

Sentinel accomplishments in prevention of HIV include;

0 Identification in 1981 by the Centers for Disease Control and Prevention (CDC) of
the first cases of AIDS;

0  Identification in 1981 by the Centers fo- Disease Control and Prevention (CDC) of
the risk factors associated with HIV infection; and

0  Due in part to successful implementation of CDC-sponsored prevention strategies, a
slowing in the growth of the epidemic.

Since President Clinton took office in 1993, efforts in HIV prevention have been accelerated.
Actions include:

0 Increasing funding for AIDS prevention by 24 percent;

©  Launching the community planning partnership -- empowering local communities to
make decisions about and develop innovative prevention efforts;

0  Launching the Prevention Marketing Initiative, focusing on young adults (18 to 25)
with frank public service announcements advocating sexual abstinence and, for the
first time, the correct and consistent use of latex condoms; and,

0  Reorganizing AIDS prevention efforts at the Centers for Disease Control and

Prevention to foster greater coordination with efforts to reduce sexually transmitted
diseases and tuberculosis.

mustrat.ful
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Federal agencies have been instrumental in expanding our knowledge base about HIV
prevention (see Appendix A). The CDC, the agency with primary Federal HIV surveillance
and prevention responsibilities, has been pivotal in identifying risk factors associated with
HIV transmission, seroprevalence of HIV in society, and trends in HIV infection.

Federal efforts have shown that HIV prevention programs can be effective. CDC’s
Prevention projects, many in partnership with states, local governments, and
community-based organizations, have demonstrated that prevention programs are most
effective when designed and implemented at a local level. Biomedical, behavioral, and social
science prevention research conducted and supported by the National Institutes of Health
(NIH) and CDC has expanded and will continue to expand our understanding of the
determinants of HIV-related risk behavior.

The nation has also combatted the dual epidemics of HIV and drug abuse. The National
Institute on Drug Abuse (NIDA), the Substance Abuse and Mental Health Services
Administration (SAMHSA), and CDC support efforts to prevent HIV infection among drug
users. The Office of National Drug Control Policy has pursued efforts to counter the
problem of substance abuse and its devastating consequences.

There have been advances in integrating primary prevention into health care service systems.
The Health Resources and Services Adm:inist-ation (HRSA) and the Department of Veterans
Affairs (VA) have encouraged broader access to prevention information through the
integration of prevention interventions into primary health care services and through support
of early intervention services. HRSA and HCFA also have undertaken special initiatives

designed to reduce perinatal transmission of HIV and HRSA has promoted primary
prevention through the training of health professionals in the AIDS Education and Training

Centers program. -

Pl

2. Future Opportunities for Progress § Whrﬁ L er &
J

To achieve the national goal of no new infections requires efforts in the prevention area on
five fronts:

0  Improving understanding of trends in HIV transmission and seroprevalence

o Improving scientific knowledge about effective prevention models and strategies
0  Strengthening community based programs

0 Integrating HIV and other prevention efforts

0  Targeting special populations

n:strat_ful
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3. Improving Understanding of Trends in the Epidemic o

Understanding who is becoming infected and through what behaviors is critical to designing
effective prevention interventions, as well as targeting service resources. As discussed in the
introduction, the demographics of the epidemic have shifted, and effective Prevention
depends on rapidly understanding these shifts and responding to them.

CDC’s AIDS case and case death reporting system provides important data for assessing
AIDS prevalence and mortality by gender, race/ethnicity, age, and mode of exposure.
However, this approach does not capture sufficient "front-end" information on the incidence
and prevalence of HIV prior to an AIDS diagnosis. We, therefore, miss critical warning
signs about new trends in affected populations and increasing risky behaviors.

To address this shortcoming, the CDC will work to improve its surveillance of HIV infection
and related diseases and surveillance of HIV behavioral risk factors, both to better monitor -
the course of the epidemic and to provide guidance to community planners for targeting
prevention and service dollars. This can and will be undertaken without cempromising the
confidentiality of those involved. Jg— ™

. s M T
b. Research on Effective Prevention Strategies | /\ ,{” ¢ cia »{;ég) N{/ —;//,.,.‘

; ~a. P --~”"—’_’./
Effective interventions must be based on sound research rindings imd-evaluations. Funding

for prevention and behavioral research did not receive the same priority/in the early years of
the epidemic as biomedical research. In response to the recommendati om the Report of
the NIH AIDS Research Program Evaluation Task Force, s developingja
comprehensive HIV prevention science agenda. NIH and CD 6tH committed to
increasing future support for basic research on behavior, interventions, social marketing and

program evaluation.

Behavioral Research Basic behavioral research answers key questions about the determinants
of HIV-associated sexual and drug using behaviors. We still Jack key knowledge in this
area, which is critical to developing effective interventions.

Intervention Research Intervention research focuses on individual and community level
interventions that result in modified sexual and drug using behaviors. There have been
significant accomplishments in this area, but, as this portfolio expands, it will be critical to
assess intervention in real world settings that are relevant to the growing number of
populations that must be reached by prevention programs. This research should be designed
by a broad range of scientists, public health, and community experts to assure its relevance.

Social Marketing Research The use of social marketing techniques is a relatively new
approach to HIV prevention. This promising area requires use of basic and intervention

nustrat.ful
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research, as well as careful design and evaluation of social markéting efforts.

Evaluation To ensure that prevention programs are actually working - and so scarce
Tesources are spent on the most effective intervention -- all federally funded prevention
activities will routinely include evaluation components. The funding agencies will share
widely the knowledge gained about what works and what does not to ensure promotion of
best practices in the field. In addition, as part of the federal government’s compliance with
the Government Performance and Results Act, CDC and SAMHSA will continue to work
with its constituents to develop appropriate performance measures for HIV prevention
programs. '

c. i mmunity-ba rogram

Community prevention planning is one of the key innovations in CDC’s prevention
programming over the last several years. This public/private partnership puts federal funds
to work based on locally designed priorities. This three-year-old initiative is at a crucial
stage of development, and ensuring its success is the third key element of this strategy’s
prevention agenda.

Community planning requires ongoing leadership from CDC and its partne "W"éll_i; the
resources to provide the technical assistance the community planning P0Cgss needs to

flourish. Successful HIV prevention often depends on small, new commxinity based 4

organizations, many serving minority populations. These organization§ need assistance not g4t

y@st on how to plan and compete successfully for available resources}-but also how to ~
;:;:ropn'ately incorporate epidemiological and research information into community

prevention programs.

d. ram Integration and Collaboration

The fourth of the prevention agenda is improving the integration of HIV prevention into
other program areas that reach individuals at risk for HIV. HIV prevention programs
cannot stand apart from other, related public health efforts.

Substance Abuse HIV transmission is directly reiated to substance abuse, both directly
through needle sharing behaviors and indirectly as sex is traded for drugs or drug use impairs
judgment and increases risk taking behaviors. Breaking that linkage will require:

" Integration of HIV prevention into substance abuse treatment and prevention
jprograms. In August, 1996, at the request of President Clinton, the Public Health

a Service agencies jointly co-sponsored a national meeting of state and local officials,
\ ' researchers, and community experts from the fields of HIV and substance abuse to
('}f develop an action plan to more effectively integrate HIV and substance abuse

nestrat.ful
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prevention efforts. These agencies are committed to impl_e_menting this strategy in the

year ahead. -
g/ Enrolling mdﬁessfb-sfaﬁé‘ﬁ;ers into drug treatment. Substance abuse treatment is a
. major form of HIV prevention. This Administration will continue to press for
i ,¥-increased funding for substance abuse treatment. Further, through outreach and
1" demonstration programs, SAMHSA and CDC will work to enroll more people in
( ob‘#':"“ - ff’ treatment and to find more successful interventions to accomplish this end.

i
1‘{60]% 0  Reducing the availability of illegal drugs. The Office of National Drug Control
Policy (ONDCP) is leading the fight on two fronts: reducing demand for drugs
through treatment and prevention programs, and reducing the availability of drugs
through interdiction,

g{ o Preventing HIV transmission through contaminated needles. Sharing of syringes

IN‘(L1 'S among injecting drug users is the principal méans of HIV transmission in this
A ' oA population. While abstinence from drug use is always the preferred means of
g prevention, the CDC has issued guidelines regarding the use of bleach to clean PQf
b > T AL injection equipment. In addition, CDC-supported research showed that removal of S
CWL 0 & j restrictions on over-the-counter sale of needles results in decreased needle shari > /'f *

7 . 1 4 Current federal law prohibits the use of federal funds for needle exch
@_ﬁ’;ﬁ ‘ however a number of communities across the country have
g __—these programs with local resources.

s
Primary Care HIV prevention needs to be better integrated into primary care. New an
promising medical interventions make it critical to improve our approach to HIV counseling
and testing -- creating a critical bridge between prevention and primary care. CDC is
committed to improving the return rate of those tested at publicly funded sites and the quality
of referral to services for those who test positive.

The linkage must also go in the opposite direction: from primary care to prevention.
Primary care providers must learn to incorporate a person’s sexual and drug using history
when a medical history is taken, offering HIV-related counseling and voluntary testing, and
providing prevention education to HIV positive individuals as part of the provider- patient
relationship. HRSA’s AIDS Education and Training Centers (AETCs) have played a crucial
role in giving providers the information and skills they need. The Administration is
committed to restoring Congressionally-imposed cuts in the AETC program and giving it a
renewed focus to support this goal.

Often primary care is a direct form of HIV prevention. The federally supported research

that showed AZT could reduce perinatal transmission of HIV was a tremendous medical
breakthrough. Realizing the promise of this advance requires a commitment to assuring that

astrat.ful
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all pregnant women are counseled and offered HIV testing — and that AZT treatment is

assuring appropriate care so that the ongressionally set goal of reducing perinatal
transmission by 50 percent by the year 2000 is achieved.,

Other STDs and TB Recent research has confirmed that treatment of sexually transmitted
diseases (STDs) other than HIV can reduce the likelihood of HIV transmission -- making the

To address the need to integrate work on these inter-related epidemics, CDC organized the
new National Center for HIV, STD, and TB prevention. CDC has initiated -- and will

e. Targeting Special Populations

As discussed above, the HIV epidemic continues to have a disproportionate impact on certain
populations where infection rates are rising at a worrisome pace. A fifth and final challenge
for prevention programming is to pay particular attention to groups which traditionally
receive fewer services, but where the risk of infection is greatest. These include youth
(especially young gay men), women, and minorities (especially young gay men of color),
prisoners, and, as discussed above, substance abusers. Many federally funded HIV
prevention activities already target these populations, but the President’s increased funding
request for CDC provides $35 million in new funds in FY 1997 specifically for programs
and research targeting youth, women, and substance abusers. '
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B. RESEARCH

“Our common goal must ultimately be a cure, a cure Jor all those who are living with HIv,
and a vaccine 1o protect us Jrom the virus. "
President Clinton, December 5, 1995, to the White House Conference on HIV AIDS

bens
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HIV-related research including: , /714~ jﬂ
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0 Approval of zidovudine (AZT), the first treatment of HIV primary infection,

1. Record of Accomplishment
Since 1981, the nation has made significant advance.
0 Identification of HIV as the etiologic agert for AIDS,

o Development of a reliable test to detm4ine exposure to HIV,

0 Development by the Food and rug Administration of a system of expedited review LA

of treatments for life-threateni diseases, including HIV.
el

o Approval of by the FDA of 15 new drugs, 8 new indications, and three new /‘\ WA(,A—
diagnostics for HIV and relafed conditions, developed through public and private
sector development efforts.

Since he took office in 1993, President Clinton has escalated our AIDS research efforts by:

0 Increasing AIDS research funding by 34 percent, o M 5\.4’ I.M; 0y “Hﬂ\ + o -L

{

0 Signing the NIH Revitalization Act of 1993, granting the Office of AIDS Research at -
NIH new authority to Plan and implement an annya) AIDS research budget and plan,

Accelerating AIDS drug approval to record times;

Supporting research that led to finding that use of AZT during pregnancy, childbirth,
and the first six weeks of life can reduce the transmission of HIV from mother to
child by two-thirds,

Launching a four-year, $100 million research effort to develop effective topical
microbicides;

Facilitating creation of the Forum for Collaborative HIV Research to identify
opportunities for clinical effectiveness research to improve care for HIV-positive
individuals.
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Contributions of AIDS Research z{mﬁfv"b“ é*c ' Cplend T
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AIDS research has provided significant benefits beyond the epidemic, in work on many other
diseases. AIDS research has accelerated study of the human immune system, helping to
better understand and treat diseases such as cancer; autoimmune diseases, including systernic
lupus erythematosus; type I diabetes mellitus; rheumatoid arthritis; and multiple sclerosis.

— . Lo
Progress in the treatment and prevention of HIV-related opportunistic i ections have had an

HIV research h i in identifying new infectious agents that may be resvw

malignancies( such as the recent discovery of the etiologic agent for Kaposi’s sarcoma. 7. >

These findings may help to identify other oncogenic agents. HIV research has led to a bette
understanding of the mechanisms by which infectious agents and inflammatory cells cross the
blood/brain barrier, providing valuable clues for research on Alzheimer’s disease, dementia,
multiple sclerosis, neuropsychological disorders, encephalitis, and meningitis. Moreover,
prior to the AIDS epidemic, little investment was made in research to treat viral diseases.
Studies to develop anti-HIV therapies have improved our understanding of additional viral
diseases and led to development of treatments.

Efforts to develop drugs for the treatment of HIV have accelerated the development of
methods of rational drug design using sophisticated techniques of structural biology and
advanced computer imaging methods. These advances have implications for drug design for
virtually all disorders. Comparative clinical trials of poxvirus vectors and vaccine adjuvants
in HIV vaccine candidates have supported safety information for cancer vaccines. Research
on HIV-related wasting has provided important information for research on nutritional
disorders, metabolic abnormalities, and gastrointestinal dysfunctions.

2. Future Opportunities for Progress
While tremendous progress has been made in biomedical research, we cannot and will not
diminish our effort until we have found a cure and a preventive vaccine. To accomplish this

national goal, we must address four ongoing challenges:

o Provide leadership and coordination for the federal research effort

n:strat.ful
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0 Develop biomedical interventions that prevent HIV infection, including both a vaccine
and a microbicide -

0 Develop new and more effective therapies for HIV and related conditions

0 Assure adequate funding for this research effort.

4. Leadership and coordination of research.

Developing and implementing the federal government’s AIDS research agenda presents both
scientific and logistical challenges that require leadership and coordination, first ong the
24 insfitutes, centers, and divisions of the NIH, and second among the variou epartments
and /éencies throughout the government that support HIV research.

The strengthened authority and new leadership of the NIH Office of AIDS Research and the
first Federal Biomedical and Behaviora] Research Plan and Budget for HIV and AIDS form
the basis for better coordination of our research effort and provide the assurance that key
qQuestions are being answered systematically and without duplication. Over the next year, the
Administration is committed to reauthorizing the OAR’s authority and assuring that its budget
powers are maintained throughout the appropriations process.

As part of the ongoing commitment to assess all aspects of our research effort, the OAR

convened a panel of outside experts to evaluate the NIH AIDS programs. The Report of the

NIH AIDS Research Program Evaluation Task Force included several key recommendations

that will be implemented in the year ahead. These include:

[NIH: IS THIS THE RIGHT LIST OF KEY INITIATIVES RESULTING FROM LEVINE REPORT?]

o increase the Nation’s commitment to basic science advancement by expanding the
resources available for investigator-initiated research;

o improve coordination among all NIH-supported clinical trials groups;
o give new and stronger leadership to the vaccine development programs; and

o increase the commitment to behavioral research by developing a comprehensive NIH
HIV prevention science agenda.

b. Biomedical Prevention of HIV infection

Vaccine Development The scientific community remains confident that, ultimately, an

astrat.ful
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effective vaccine against HIV infection can be developed. This is our ultimate goal in the
area of prevention and in FY 1997, the Federal government plans to increase its commitment
to vaccine research by $xx million.

The federal government, through the NIH and the Department of Defense, will continue to
Support two approaches to vaccine development. The first approach is based on the belief
that gathering additional basic science information offers the best hope in steering vaccine
development and that many critical questions must be answered before human trials should
begin. The second approach is guided by the belief that data gathered from clinical efficacy
trials in humans can lead to the development of a successful candidate and that if a safe
candidate is available, it is not necessary to resolve all of the scientific questions before
proceeding with human trials. Both approaches will be pursued on a parallel and interrelated

path.

Microbicides Many scientists believe that in the absence of a vaccine the development of
safe and effective mechanical or chemical barrier methods that will block HIV transmission
or prevent other sexually transmitted infections could dramatically reduce the sexual
transmission of HIV. Worldwide, over 80 percent of HIV infections are acquired
heterosexually and' women are more easily infected than men. Moreover, the risk of
becoming infected or infecting others is substantially increased by the presence of other
STDs. (Footnote:. Alan B. Stone, and Penelope J. Hitchcock. Vaginal Microbicides for
Preventing the Transmission of HIV. AIDS 1994, 8 (suppl 1):5285-S293.)

Condoms, the barrier methods that are currently available, have limitations. Most require
the consent, if not the active participation of both partners and therefore cannot be
independently used at the discretion of one partner. An easily available and inexpensive
microbicide could provide a prevention option for millions of people worldwide.

To address this goal, the following steps will be taken:
0 During FY 1997, the NIH and CDC will begin to implement the four-year, $100

million initiative on microbicides announced by Secretary of Health and Human
Services Donna Shalala at the Eleventh Intenational Conference on AIDS;

o The Vice President will continue a high-level dialogue designed to encourage
private sector involvement in the development of microbicides;

o Through U.S. participation in UNAIDS, and in other forums, we will encourage
international efforts to develop effective microbicides.

c. Developing New and More Effective Therapies.

LA
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Another challenge in the research arena is developing new and more effective therapies that
allow us to transform HIV disease into a chronic, manageable condition. While the FDA is
approving new treatments in record numbers and at record speed, the long-term clinical
effectiveness of these new therapies remains unknown. There is no doubt that new drugs

must be developed. /e A ol —L
pec é«\ o ‘-?/" 7761,/15 e i LAl ol
To accomplish this, federal support for drug development and clinical als through NIH will

increase by $xx million in FY 1997, In addition, several other initiatives will be undertaken
or maintained:

0  Federal suppont for the Forum Jor Collaborative HIV Research will promote

research establishment, pharmaceutical companies, and third party payers for the
purpose of capitalizing on recent scienti advances and learning how to optimally
use available treatment regimens. The/Federa] government is committed to being an
equal partner in this new effort as it ﬁﬁ its work later this year,

O A federal commitment to continued access 10 sophisticated equipment and personnel
that can be shared among researchers in both the private and public sectors. The
Department of Energy (DOE) has made available the use of sophisticated imaging
equipment that would be prohibitively expensive for individual researchers or
companies. This shared resource has accelerated our understanding of molecular
structures in a number of research fields, including HIV research. Information gained
from this research can form the basis for targeted drug design and development.

(CPCRA), and the Adolescent Medicine HIV/AIDS Research Network are important
to improving our understanding of HIV disease in these populations and will continue.

d. ntinu upport for Research

Research is an investment in our future. Already, it has helped prolong improve the quality
of lives, and we must continue to make this investment. To unleash the talents of the best
and the brightest in finding a cure, better therapies, and a vaccine will require a sustained
commitment of funding to meet the research challenges. NIH currently receives many more
outstanding research applications than it is able to fund -- representing a lost opportunity for
scientific progress. Other departments and agencies, such as DOD and VA, also support

wxtrar. ful
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crucially important research that strengthens the overall U.S. research effort. Recognizing
the importance of biomedical and AIDS research generally, the President has requested an
increase of $xxx million for the NIH overall, an increase of $xx million for NIH-supported
AIDS research, and an increase of $xx million for AIDS research govemment-wid?/ ]
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C. CARE & SERVICES

"AIDS has taken too many Jfriends and relatives and loved ones Jrom everyone of us in this
room. It has shaken the faith of many, but it has inspired a remarkable community spirit. *
President Clinton, May 20, 1996
Signing of the Ryan White CARE Act Reauwthorization

1. Record of Accomplishment

Since the epidemic of HIV and AIDS began in 1981, more than 500,000 Americans have
been diagnosed with AIDS and required care. As the number of Americans living with
AIDS increased, so did their needs. The demands on the U.S. health care system increased
dramatically, but federal, state, and local governments along with community-based
organizations and private clinicians have responded with compassionate, high-quality medical
care. In 1985, Federal expenditures for HIV-related care and services were $xxx, by 1995
the Federal share reached $xxx. @

In the early years of the epidemic, the health care infrastructure was p cularly unprepared
to accommodate the health car: needs of persons with HIV. To meet their complex health
care needs, HIV-positive persons were often forced to negotiate a fragmented system of care.
There were few programs designed to meet the unique care needs of sitive individuals.
Moreover, available care services were often directed towards meeting the acute care needs
of persons diagnosed with AIDS, rather than the early stages of HIV disease. While we still
have far to go, the quality and availability of services for HIV-positive persons has improved
significantly.

People living with HIV now access and finance necessary health care services in a variety of
ways. Currently, over 50 percent of adult Americans and 90 percent of children living with
AIDS receive their medical coverage through the Medicaid program and another § percent
receive Medicare benefits. An estimated 15 percent of people living with AIDS have private
health insurance and the remaining 30 percent are uninsured and must rely on personal
payment or charity care. JL cite.

In addition to Medicaid, the centerpiece of the national safety net for HIV positive people is
the programs funded through the Ryan White Comprehensive AIDS Resources Emergency
(CARE) Act of 1990, administered by the Health Resources and Services Administration
(HRSA). The CARE Act programs were established to fill gaps in coverage and build
systems of care to create access to health care for people living with HIV and AIDS. The
first four titles of the CARE Act support direct services for people living with HIV:

nxstrat_ful
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® Titles I and II of the CARE Act provide funds for outpatient care, support services,
and case management that are given to cities and States primarily on a formula basis.
Title IT also provides drug reimbursement funding for persons living with HIV/AIDS
under the AIDS Drug Assistance Program (ADAP).

* Title ITIb of the CARE Act provides early intervention services such as counseling
and testing, medical care, and educational services for medically underserved persons
with the goal of reducing HIV-related illness.

* Title IV seeks to increase the availability of research, care and services for women,
infants, children, and youth in a community-b?\ed family-centered system of care.
vy

HRSA also provides primary care to persons rl;;?r{é w’i,th HIV through its Community Health
Centers and Maternal and Child Health Programs. Other sources of primary care supported
by the Federal government include the Depa.xﬁent of Defense, the Department of Veterans
Affairs, and the Indian Health Service (IHS) Awhich provides health care for HIV-positive
Native Americans and Alaska Natives. Additionally, the Bureau of Prisons within the
Department of Justice provides care for HIV-positive people in Federal prisons.

People living with HIV and their families face significant obstacles to locating affordable
housing. Housing assistance for people livi 1g with HIV and AIDS is provided by the
Department of Housing and Urban Development (HUD) through its Housing Opportunities
for Persons with AIDS (HOPWA), enacted in 1990, and other programs, such as the Section
811 Supportive Housing Programs for Persons with Disabilities. These programs work in
partnership with local initiatives incorporating housing assistance into a community’s
continuum of services.

To further foster community involvement, HUD also has established the Consolidated
Planning process for communities that receive funds under the Department’s economic and
community development programs, including recipients of HOPWA formula allocations. The
Community Development Block Grant (CDBG), the HOME affordable housing program, as

. well as public housing programs are key resources that are available to communities.

Since he took office in 1993, President Clinton has built on this record by making AIDS a
top national priority and increasing that national commitment by:

0  Signing the Ryan White CARE Act Amendments of 1996, and increasing Ryan White
funding by 134 percent,

0  More than doubling funding for the AIDS Drug Assistance Program, which helps
uninsured and underinsured individuals purchase prescription drugs,

nzstrat.ful
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0 Increasing funding for HOPWA by 96 percent, |

o Fighting to preserve the Medicaid guarantee of coverage for the over 50 percent of
people with AIDS and 92 percent of children with AIDS who rely on this program for
their health coverage, and

0  Revising eligibility rules for Social Security disability benefits to méke it easier for
people living with HIV to qualify for benefits.

2, Future Opportunities for Progress

The nation goal in this area is to ensure that people living with HIV have access to services
that are affordable, of high quality, and responsive to their needs to have the opportunity to
live productive lives. AIDS care and service programs must continue to provide access to
care for those without insurance coverage, improve prioritization and accountability, and
increase the cost-effectiveness of services they provide. As treatments improve and extend
the productive lives of people with HIV, we must continually reexamine the range of services
that are needed. -

Two major challenges exist in meeting this goal:
0  Maintaining HIV-related care and services as an investment priority in budgeting in
the context of a balanced federal budget: fighting to preserve Medicaid and continuing
to seek increased funding for CARE Act and HOPWA programs

0  Assuring that available resources are used as effectively as possible.

L
a. Making investment in care and services a budget priority .~ #Aad

Preserving Medicaid  As the epidemic continues to spread in lower-income communities,
Medicaid will be an even more essential lifeline_of support for Americans living with HIV
and AIDS. The need to maintain the historic-Federal-State partnership on Medicaid has
never been greater. Proposals in Congress to convert Medicaid into a block grant would
endanger access to care for people living with HIV and AIDS, particularly proposals to
eliminate the Federal guarantee of coverage for people living with disabilities. The President
has vetoed one such proposal and has sustaining the entitlement to Medicai central to the
national goal of ensuring appropriate and affordable care and services for persons living with
HIV and AIDS.

Continuing Support for Ryan White CARE Act. The five-year reauthorization of the CARE
Act signed by President Clinton on May 20, 1996 provides people living with HIV and AIDS

mestrat.ful
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with peace of mind that support from the Federal government will_ be there through the year
2000. As the demand for care continues to grow, so must the resources for the CARE Act.
President Clinton has proposed $827.5 million for this program in FY 1997, :

Expanding Support for Housing Services Finally, maintaining consistent funding for the
housing component of the services safety net will continue to be a national priority. Without
stable housing, a person living with HIV has diminished access to care and services and a
diminished opportunity to live a productive life. It is estimated that up to 50 percent of

M r> Peopls Tiving with HIV and AIDS are or will become homeless during the course of their
7‘i11n e President’s 1997 budget includes a request for $196 million for HOPWA.
v -y
0 b. nsuring Effective Use of Limited Resour

There are three primary ways the federal government will be attempting to make the most of
its limited resources: (1) Improving coordination among federal programs, (2) Improving the
quality of care provided by those programs, and (3) evaluating program effectiveness to
ensure that funds are well spent.

Improving Program Coordination
Integrating HIV and related services is another important step in assisting
communities to build seamless systems of support for our mos* vulnerable citizens.
Organizations receiving federal funding to provide AIDS-related care often require
support from several federal agencies. For example, creating a comprehensive
community-based program that integrates primary care, substance abuse treatment
and prevention, and sexually transmitted disease screening, HIV prevention, access to
clinical trials, and housing assistance requires separate applications to SAMHSA,
HRSA, CDC, NIH, and HUD. '

The agencies funding HIV-related services are committed to simplifying the
application process for federal funding and to facilitating service integration. HRSA
and SAMHSA have issued joint programs announcements, and HUD and HRSA have
issued a joint program announcement for the Special Projects of National Significance
(SPNS) program. These efforts to improve integration will be continued and
expanded, with special attention to linking HIV and substance abuse prevention and
services.

Improving Quality of Care
Federally-supported programs can and should consistently provide high-quality care.
Ensuring consistency in care delivery requires increased training for health care
professionals and greater accountability through the use of performance measures for
quality care. It is also essential that practical information on research advances for
practicing clinicians and their patients be provided in a timely manner. (See Section

nistrat.ful



' Al Sk 1
09/04/96 WED 15:J0 rAA 202 200 2140 BABC SECRETAKRIA

NATIONAL AIDS STRATEGY DRAFT FOR REVIEW/August 20, 1996/Page 25

Translation of Research Advances in Practice.) HRSA and HCFA will continue 1o
offer guidance to grantees and the States regarding maintaining the quality and
standard of care appropriate for people living with HIV. To this end, during FY
1997, the Office of HIV/AIDS Policy at DHHS is undertaking a program to develop
clinical practice guidelines in conjunction with other government agencies and private
sector clinicians.

Evaluating Program Effectiveness -
Strong federal support for safety net programs must be accompanied by improved
accountability and priority setting. Evaluating current activities provides valuable
information for planners and those at the front lines of the epidemic and assist in
providing better care to people living with HIV.
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D. CIVIL RIGHTS '

*Every person with HIV or AIDS is someone’s son or daughter, brother or
sister, parent or grandparent. We cannot allow discrimination of any kind 1o
blind us to what we must do.

President Clinton, May 20, 1996

Signing of the Ryan White CARE Act Reauthorization

Discrimination against people living with HIV or AIDS violates the human rights of
individual Americans and undermines our efforts to prevent and treat HIV infection. The
extraordinary stigma that has been attached to HIV disease hampers the ability of people
living with HIV and AIDS to live full lives, free of fear.

Discrimination also undermines efforts to prevent and treat HIV infection and bring the
epidemic under control. Fear of discrimination and stigma causes many people not to seck
testing for HIV; thus many remain unaware of their HIV status and go without the care that
could help them live longer, healthier lives. Opportunities to educate people are also lost as
people at-risk avoid prevention programs because of the stigma associated with HIV.

The fourth goal of the national strategy is to eliminate discrimination and to provide national
leadership in erasing the stigma associated with HIV and AIDS.

1. Record of Accomplishment

During the early years of the AIDS epidemic, protection of the civil rights of people living
with HIV and AIDS was sporadic, at best. Individual lawsuits were the first line of action.
By the late 1980s, however, the Federal government began to respond more aggressively
with actions including:

. Enactment of the Harkin-Humphrey Amendment to the Civil Rights
Restoration Act, clarifying that Section 504 of the Rehabilitation Act of 1973
applied to people with contagious diseases, including HIV: and

. Passage of the Americans with Disabilities Act of 1990 (ADA) which protects
individuals living with HIV and AIDS, and people perceived to be at risk for
HIV, from discrimination in housing, employment, and public accommodation.

Since he took office, President Clinton has directed relevant agencies to make enforcement of
the civil rights of people living with HIV and AIDS a priority. Key actions include:

° Vigorously enforcing the ADA by the Justice Department, the Equal Employment
Opportunities Commission, and the Department of Health and Human Services. The

n:strat.ful
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Federal government has resolved nearly 800 charges alleéing discrimination against
people with HI AIDS obtaining monetary benefits of more than $6.1 million;

° Vigorously enforcing Section 504 of the Rehabilitation Act of 1973 as it pertains to
recipients of DHHS funds such as hospitals, nursing homes, 'gn_q social service

agencies; A«f Mt’]ﬁ //@

° Forcefully opposing the so-cal oman Amendment.® whirh wanld hasen aaeo.t_ s




