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MEMORANDUM FOR THE INTERDEPARTMENTAL TASK FORCE ON HIV AND: AIDS,
DEPARTMENT OF HEALTH AND HUMAN SERVIC?

FROM: Patricia S. Fleminé 4. :
Director, Office of National/AIDS Policy

SUBJECT: Review of Draft of the National Strategy for HIV and AIDS

Attached is the revised draft of the National Strategy for HIV and AIDS. The comments
DHHS provided have been considered and incorporated to the extent possible. If you have
further comments, the new suggested language must be specific.

Please review the budget table on the follow pages to this memo carefully. You should:

® Update the budget table to reflect current figures, noting FY 95 actuals, FY 96
estimates, and the FY 97 President’s budget request for each agency goal. (These
budget figures will be cross-checked with OMB figures and the Federal Biomedical
and Bchavioral Research Plan and Budget for HIV and AIDS, April 1996.) The
attached table reflects the budget levels provided in your revised submission.

Comments arc due back to the Office of National AIDS Policy BY NO LATER THAN
JUNEiO;, 1996. If you have any questions please call Jane Sanville at (202) 632-1090.
#*>

Thank you for your assistance in developing this first-ever National Strategy for HIV and
AIDS.

Attachments: Summary Budget Tables
The National Strategy for HIV and AIDS, 6.11.96 draft
DHHS Appendices for The National Strategy for HIV and AIDS, 6.11.96 draft
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MEMORANDUM FOR THE INTERDEPARTMENTAL TASK FORCE ON
HIV AND AIDS, DEPARTMENT OF HEALTH AND HUMAN SERVICES

AGENCY
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FY 95
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FY 96

FY 97
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CDC

More accurately
monitor the HIV
epidemic and provide
data to assess and direct
prevention programs by
strengthening existing
systems and develop
new surveillance
systems.

Increase the public
understanding of,
involvement in, and
support for HIV
prevention

Prevent risk behaviors
that can cause HIV
infection and related
health problems in
school age children and
college age persons
through implement-
ation of compreh-
ensive school health
education programs.

Prevent or reduce
behaviors or practices
which place individuals
at risk of HIV
infection, and for HIV
positive individuals,
place others at risk.

Increase individual
knowledge of sero-
status and strengthen
systems for successful
referral to early
intervention services.

$141,076,000

$45,970,000

$48,215,000

$185,666,000

$169,035,000

$140,917,000

$46,869,000

$48,162,000

$209,764,000

$179,006,000




HRSA

Increase the number of
competent primary care
providers willing to
care for HIV positive
persons

Reduce barriers to
obtaining dental care
for HIV positive
persons

Increase access to care
and improve quality of
life for persons living
with HIV/AIDS

Develop and evaluate
innovative models of
comprehensive
managed care for
persons living with
HIV

Reduce the perinatal
transmission of HIV

$16,300,000

$6,937,000

$632,965,000
I: 356,500,000
11:198,147,000
I11:52,318,000
IV: 26,000,000

Objective 1:
$2,092,302

Objective 2:
$4,000,00

$1,520,000

$16,300,000

$6,937,000

$723,465,000
1: 407,000,000
11:221,897,000
I11:62,568,000
IV: 32,000,000

Objective 1:
$4,000,00

Objective 2:
$4,000,00

$1,800,000




SAMHSA

Reduce the rate of HIV
transmission among
high-risk substance
abusers and their sexual

Objective 1:
$1,500,00

(With 1,500,000 from
HRSA & $1,400,000

Objective 1:
$1,500,00

(With 1,500,000 from
HRSA & $1,400,000

partners from NIH) from NIH)
Objective 2: Objective 2:
$7,500,000 $7,500,000
o v | Qestets | o
training of clinicians e T
Objective 2: Objective 2:
$2,800,00 $0 "
Improve the integration $7,700,000
of substance treatment
and primary medical
care _
Objective 1: Objective 1: |
Reduce the number of
new HIV infections $1,000,000 $3,000,000
Objective 2: Objective 2:
$0 $5,000,000
Objective 3: Objective 3:
$ $ |
AHCPR To provide national $6,744,480 $5,015,707
estimates of the cost
and use of HIV-related
medical and non-
medical services
To provide national $1,051,075 $56,308
estimates of the cost
and use of HIV-related
II prevention services
To expedite the $318,833 $155,000
dissemination of data
from research
IHS Reduce the number of Objective 1: Objective 1:
infections among $912,000 $912,000
Federally recognized
American Indians and Objective 2: Objective 2:
Alaska Natives $2,321,000 $2,321,000




FDA Ensure the safety and $25,235,000 $25,536,000
effectiveness of HIV-
related therapeutic
agents il
Ensure the safety and $11,863,000 $12,005,000
effectiveness of HIV-
related preventive and
therapeutic vaccines 1
Ensure the effectiveness | $8,732,000 $8,836,000
of test methodologies
(such as diagnostic
reagents and test kits)
for HIV detection,
confirmation, and viral
load measurement I
Reduce transfusion- $17,458,000 $17,667,000 I
transmitted HIV
infection
Ensure the safety and $9,457,000 $9,570,000
effectiveness of HIV-

|| related medical devices

ACF To meet the social and NA - HIV NA - HIV
support service needs services services
of children, youth, and | integrated into integrated into
families with or at risk | overall budget overall budget
for HIV/AIDS

OPA Reduce the number of NA - HIV NA - HIV
new infections services services

integrated into integrated into
overall budget overall budget
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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 Strategy that would
chart the Administration’s direction in
responding to the HIV/AIDS national and
international pandemic. This was as a result
of the President’s commitment to promote
efficient and collaborative policy and
program efforts.

The development of a National Strategy for
HIV and AIDS is an historic undertaking.
No previous administration has undertaken
so broad a planning effort that: (1) involves
all Federal Departments and Agencies that
engage in HIV-related efforts; (2) reaches
out to communities and the private sector;
and, (3) identifies areas where the Nation
should place its most concerted efforts.

Combating HIV disease will require nothing
less than the best innovative and cooperative
efforts of State, local and federal
governments, the private sector, and
infected and affected communities and
individuals. The urgency of the crisis
requires that we build upon what we have
already learned, joining together with one

another to develop a new, more unified and
collaborative approach to addressing the
epidemic.

The Strategy was developed through
consultation with, and guidance from, many
groups and individuals. I would like to
thank, in particular, the members of the
Interdepartmental Task Force on HIV and
AIDS (IDTF) for the time and attention that
they, and their staffs, contributed to the
development of the Strategy. The IDTF is
a group consisting of representatives from
executive branch Departments and Agencies
that conduct HIV-relevant work.

In developing the document, we depended
heavily upon groups outside of government
as well -- they, too, have been, and will
continue to be, essential partners in
developing solutions that capitalize on the
opportunities for progress that are now
before us. The recommendations provided
by the Presidential Advisory Council on
HIV and AIDS (PAC), the advocacy
community, participants in the White House
Conference on HIV and AIDS, service
providers on the front lines of the epidemic,
and many HIV-positive persons, their
families, friends and care givers have been
central to identifying areas for focused
attention. The insights provided by the
National Commission on AIDS, the Institute
of Medicine and National Research Council,
the General Accounting Office, and the
reports of the Office of Technology
Assessment have also been extraordinarily
helpful in developing the National Strategy.
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This document is a snapshot of where we
are and where we think we need to go.
Collaboration is one of the hallmarks of this
Administration’s approach to AIDS policy
and Strategy serves as a reference point for
lengthier dialogues and collaborative efforts
between the public and private sectors.

It is important to remember that our efforts
would not have been possible without
leadership and direction at the highest levels
of government. While the challenges of
HIV/AIDS that are facing us cannot be
solved by government or the private sector
acting alone, more than ever in the history
of this epidemic, we need innovative ideas,
careful planning, and the strength of public-
private partnerships to bring our strategy to
fruition.

The epidemic challenges us on many fronts.
Because the most common transmission
routes are sexual activity and drug use,
topics - difficult for many Americans to
confront directly, HIV has challenged this
country to look at things that are difficult to
face.

There is also fear -- fear of contracting this
disease and unwarranted fear of those who
are infected.  Fifteen years into the
epidemic, persons living with HIV still
endure daily prejudice and discrimination
based upon their HIV status. @ We are
further challenged by the inadequacies of a
social and health care infrastructure that is,
in many ways, woefully unprepared to
address the needs of HIV-infected persons.
Moreover, the safety net provided by
programs such as Medicaid and Medicare is

threatened with fundamental programmatic
changes and reductions in funding.
Scientifically, we have made much progress,
but the virus continues to be a formidable
adversary, challenging the best and brightest
among us to find a cure and a vaccine.

Despite the many difficulties, AIDS has also
brought forth an outpouring of compassion
and caring. In my many meetings around
the country with persons living with HIV, I
have been inspired by numerous examples of
great personal courage. I have been
impressed by the dedication with which
many communities and individuals have
overcome obstacles in preventing infections -
and caring for those who are sick. By
example, it demonstrates that, as a Nation,
we, too, can collectively rise to meet the
most difficult challenges placed in our path.
Those Americans living with HIV, and
others who are at-risk of infection, their
families, and their communities, deserve a
thoughtful, effective, and aggressive strategy
to combat the disease.

Today we are facing great challenges, but
we are also facing equally great
opportunities. While AIDS is a terrible
tragedy that has already affected far too
many people around the world, I believe it
is a disease that we can defeat -- just as we
have eradicated polio from the western
hemisphere and smallpox from the world.
The National Strategy for HIV and AIDS
lays a foundation for the public-private
partnerships that are essential to our success.
Together, with steadfast commitment,
courage, and leadership, we will be able to
win the battle against HIV and AIDS.
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Preface

The Need for a National Strategy for HIV
and AIDS

The National Strategy for HIV and AIDS
has been developed to capitalize upon
progress already made in fighting the
epidemic and to catalyze collaborative
efforts among Federal Departments and
Agencies, communities, State and local
governments, and the private sector.

Since the discovery of the first AIDS cases
in the early 1980s, the epidemic of HIV and
AIDS has posed a series of “unique
challenges. The challenges today are very
different from those that we faced ten or
even five years ago. We now know the risk
factors and the etiologic agent, and we have
tests to diagnose infection and protect the
blood supply. We are developing new and
more powerful therapies that offer hope for
treatment and prevention.
believe that a vaccine is possible.
Nonetheless, the epidemic continiies.More
people are infected every year, in every
geographic area, and in every age range.
Racial and ethnic minorities are
disproportionately represented among
existing and new cases of HIV infection.
And youth are at increasing risk.
Internationally, the epidemic is threatening
the economic stability of a number of
developing nations.

The changing face of HIV and AIDS,
coupled with a period of overall fiscal
restraint and a trend toward managed health
care programs, require new approaches and

Scientists now
e 0 YA ST P YT -

solutions. The National Strategy must
incorporate  innovative ideas, careful
planning, and the strength of public-private
partnerships.

The Strategy as a Catalyst for Change

The National Strategy is intended to serve
the public, the President, the Congress, the
members of the Interdepartmental Task
Force on HIV/AIDS, and Presidential
Advisory Council on HIV and AIDS. The
text that follows will serve as a blueprint
that will: document the baseline of current
efforts government-wide; link goals to
budget objectives; and, -guide us in refining -
our goals and objectives in response to the
changing face of the epidemic of HIV and
AIDS.

The Strategy does not prescribe a fixed
sequence of steps by which the entire plan,
and its identified opportunities, are to be
accomplished. The goals, common
objectives, and opportunities for progress
are intended to serve as a focus for our
attention and efforts. The development of a
functional implementation plan will be the
responsibility of the Office of National
AIDS Policy in partnership with the
Interdepartmental Task Force on HIV/AIDS,
the Presidential Advisory Council on HIV
and AIDS, private sector organizations, and
the community.
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1. INTRODUCTION

Scope of the HIV/AIDS Pandemic

‘The pandemic of Human Immunodeficiency

Virus (HIV) and Acquired
Immunodeficiency Syndrome (AIDS)

presents unique social, economic, and public
health challenges to governments and
md1v1duals here in the Umted States and

p og?éss in understanding the disease and

developing treatments since the first case
was identified by the CDC in June of 1981,
with this progress comes the challenge of
preventing new infections, ensuring access
to new treatments, and assuring that health
care professionals know how to care for
their patients. Still, HIV remains a deadly
infection for which there is no vaccine, no
cure, and for which there is an expanding,
but still limited, inventory of available
treatments.

An Expanding Public Health Threat

As of October 1995, the Centers for Disease
Control and Prevention (CDC) reported
501,310 cases of AIDS among persons in
the U.S.; 311,381 of these persons have
been reported to have died as a result of
complications related to HIV. Since 1987,
AIDS has .gone from being the 15th ranked
cause of death among all Americans to the
8th. It is now the leading cause of death
among Americans aged 25 to 44. (See

Figure 1.) In 1994 alone, approximately
81,000 new cases of AIDS and more than
45,000 AIDS-related deaths were reported to
the CDC =884, The CDC estimates that
between 40,000 and 60,000 Americans are
becoming newly infected with HIV each
year, and that between 800,000 and one
million Americans are currently living with
HIV.

As the epidemic in the United States has
evolved, the demographics of the epidemic
have been shifting. The early years of the
epidemic were dominated by cases involving
gay or bisexual men living in major urban

centers, such as New York, San Francisco, -

and Los Angeles; this group now represents
less than half of all new cases. Among the
populations being more heavily affected now
are young gay men, women, and
heterosexual injecting drug users. Although

‘gay men no longer represent the majority of

new cases, this groups represents the
majority of persons living with HIV - and
AIDS. In 1994, more than 14,000 women
were reported with AIDS and now women
comprise 14 percent of cumulatively
reported AIDS cases. It is estimated that if
this trend continues, 80,000 American
children will have been orphaned as a result
of AIDS by the end of this decade. In 1994
alone, more than 1,000 neWxatnc AIDS

/-

cases were reported. AAs the geographic %U&/e(

diversity of the disease has widened, the

impact of the disease on the coun

whole has increased. ,oer”
Qg

Adolescents are at special risk. The CDC
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estimates that one in four new HIVCQ*\
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under the age of 21. Under current trends,
between 27 and 54 young people in the
United States under the age of 21 are
infected by HIV each day, or more than two
young people every hour. Moreover, a
significant number of young people are
engaging in sexual intercourse as well as
— drug and alcohol use at earlier stages in
c\yssrwad their lives. This fact, coupled with the
3

I “’_u 1 disturbing number of adolescents who are
jjﬁ,ﬁ, prone to high risk behavior due to
O,w)&; Qomele ess, ) sexual abuse, and other
Wb ko Circumstances, places young Americans in a

\;it‘-g‘;“ﬂ “z’(f situation that leaves them extremely
21w e vulnerable to HIV infection.

A oo Communities of color have been —smeres
ok j“"-?j,t ,ssvmly-and disproportionately affected by
%.C"_-‘ff;i.f‘c.(f ¥ " the epidemic. As of October 1995, African-
iz '5*5“.‘& “~  Americans accounted for 38 percent of
.\ o+ newly reported AIDS cases, while

= J representing approximately 12 percent of the

general population. Hispanics represented
18 percent of new cases through October
1995, although this group represents. only 9
percent of the general population. In 1982,
Blacks and Hispanics represented 31 percent
of all AIDS cases; however, as of October
1995 these groups comprised 51 percent of
cumulative AIDS cases. Gay men of color
in certain regions of the country account for
approximately 39 percent of new AIDS
cases.

AIDS is no longer just an urban problem.
The HIV/AIDS pandemic is spreading to
non-urban areas, including dramatic
increases in certain regions of the South and
Midwest. In fact, between 1993 and 1995
the largest numbers of AIDS cases (86,462)

were reported from the South.! While most
cases are still reported from urban areas, the
rate of reported cases in non-metropolitan
areas is increasing faster than in urban
areas. AIDS cases have now been reported
in all 50 States, the District of Columbia,
Puerto Rico, and each of the American
Territories. (See Figure 2.)

Internationally, the toll of the epidemic is

greater  still.

The World Health

Organization (WHO) estimates that since the
beginning of the epidemic, 4.5 million cases
of AIDS have occurred worldwide. It has
estimated that as of mid-1995, 18.5 million
adults and more than 1.5 million children
have been infected with HIV since the
beginning of the pandemic. WHO also
projects that by the year 2000 between 30-
40 million people will have been infected

with HIV.

The Social Impact

Prejudice and discrimination are

still

experienced by people living with HIV, their
families, and their loved ones. Persons with
HIV have been denied medical and dental
services, emergency medical treatment, and

health insurance.

/,

They have been_y,

discharged from thc1r _]obs and evicted from a P};} -},,1, ’é =

their homes.

infectiousdiseases, many persons hvmg w1th
HIV have been the target of violence,
their families, and suffered 3' U

rejected by

discrimination because of their HIV status.

AIDS is a disease that most often affects

people in

the prime of life.

It
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tely kills people during their

most producuve years. That it is the leading

cause of death among Americans 25 to 44 is
particularly significant since this is the age
group that constituted 54% of the civilian
labor force in 1992.2 Premature deaths due
to AIDS result in the loss of many
productive years of life and in many cases
deprive young children of their parents. In
1994, HIV infection was the fourth leading
cause’o%otentml life lost before age 65.

AIDS has consistently risen in the rankings
as a cause of death, while rates for disease
such as cancer and heart disease have been
comparatively stable. Direct lifetime
medical care after diagnosis for an HIV-
infected person costs more than care for
patients with cancer or heart discase,
specifically: $61,211 for heart disease’®,
$25,000 to 84,000 for Cancer!, and
$119,000 for HIV/AIDS®* Overall HHS
spending for research, treatment,
prevention, and income supplements is
significantly greater for cancer and heart
disease than for AIDS. In FY 1995 DHHS
spent approximately: $38.0 billion for heart
disease, $17.5 billion for cancer, and $6.0
billion for AIDS. |

In developing countries, the pandemic
threatens to reverse decades of progress in
strengthening national economies and
improving the health status and social well-
being of millions of women, men, and
children. In some African nations, 95
percent of hospital beds are occupied by
AIDS patients.  Moreover, the WHO
estimates that 10 to 15 million children will
be orphaned due to AIDS by the year 2000.

The human toll has been staggering and is
likely to continue.
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The Evolving Challenge of the HIV/AIDS
Epidemic

The four decades prior to the report of the
first AIDS case in the early 1980s
encompassed a period of unprecedented
success in controlling infectious diseases.
The emergence of HIV, and the subsequent
epidemic of HIV and AIDS, has posed an
evolving series of wunique scientific,
economic, and social challenges, both
domestic and international. Today the
challenges we face with the epidemic are
very different from challenges we faced
previously.

In the early years of the epidemic,
significant  scientific resources were
dedicated towards understanding how the
disease was transmitted and identifying its
underlying cause. Thanks to this work, we
now know the risk factors and the etiologic
agent for HIV, and we have a test to
\-//' " ascertain ' ;

FOStOAPCISONS
P

ot and can, sherfose, protect the

et Brud

Building on the knowledge gained from
those discoveries, more resources were
subsequently directed towards achieving a
deeper understanding of HIV-related
immunology and pathogenesis

, and,
s developing therapies for HIV M

J " inféction and  associated opportunistic
_ (émfections New and more powerful

O 0" therapies that offer new hope for treatment
"D and prevention have been developed.
Scientists now believe that a vaccine is

possible.  Current day discoveries also

create new challenges for the future. We

now face new scientific challenges in

developing a vaccin’g“a\pd the new gfgqg_t_"iﬁqg_m__, ks aied
of therapeutics for prusasy: and{opportunistic assotiAE
infections.ard rmaddgpances /

Since the beginning of the epidemic,
behavioral research designed to understand

the behavioral, social, cognitive, and
biological factors that place individuals at

risk for acquiring HIV infection has
provided important insights for prevention

efforts. Practical experience has also taught

us that prevention efforts can be effective.
However, behavioral research remains a
relatively young science and there are
currently more questions than answers. The
challenge before us now lies in expanding

the scientific underpinnings that will allow /
us to design more effective prevention _
programs that will reach even more "*' i

Angeyim sat risk for infection. s
XY

The progress in developing therapies and
prevention programs has also created new
problems for the health care delivery

system. Ys-a-resuit-of-impreoved-therapies,

sponsored research we now have tpe ability —
to reduce the risk of -pRRnaAly-soeiFald

HIV infection by treating womenwith AZT and AREV
during pregnancy\ The recent approval of a |y )¢9

new class of therapies, protease inhibitors, af¥ev lnvaka,
will again change the direction of HIV/AIDS v’
treatment and prevention. Ensuring access

to these therapies is the challenge that
confronts us now. We need to improve our

efforts in providing people with care earlier

in their infection so they can receive the

10
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new treatments and we need, as well, to
ensure that health care professionals are
well-trained and know the best way to
provide that care.

Ensuring access to prevention services and
medical care for the growing number of
people who need, or will need, health care
is an enormous task. There are societal and
economic changes that are influencing the
ways in which the country addresses the
issues of health care access and cost. There
is a trend towards decentralizing the role of
the Federal government in health care and
placing more responsibility at the State and
local levels, coupled with a movement to
managed care systems. These changes will
influence efforts to strengthen prevention
efforts and ensure health care and services
for people with HIV/AIDS.

From a societal perspective, while we have
made tremendous progress in overcoming
fear and discrimination, we still have a long
way to go. There are no grounds for
discriminating against persons with HIV
infection and yet such action has thwarted
access to health care, health insurance,
housing, employment, and even funeral
services. We must continue in our vigilance
to ensure that the protections provided under
the law are extended to all HIV-infected
persons.

11
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Goal of the National Strategy

The goal of the National Strategy for HIV
and AIDS is to capitalize upon the progress
which has been made in fighting the
epidemic and to catalyze new and
strengthened collaborative efforts among
Federal Departments and Agencies,
communities, State and local governments,
and the private sector. To realize this
ambition we will need innovative ideas,
careful planning, and the strength of public-
private partnerships to mak%( these plans a

v/ reality.

,MWW ]

The text” that follows will serve as a
blueprint that will: document the baseline of
current efforts government-wide; link goals
to budget objectives; and, guide us in
refining our goals and objectives in response
to the changing face of the epidemic of HIV
and AIDS. This is intended to be a living
document that will require regular updating
and adjustment as goals are reached and as
new challenges occur.

Development of the Strategy

The National Strategy for HIV and AIDS
presented here is broader in scope than any
prior planning efforts. To date, planning
has been focused primarily in the Public
Health Service (PHS)°, Department of
Health and Human Services, as evidenced
by a series of documents such as the Public
Health Service Plan for the Prevention and
Control of Acquired Immune Deficiency
Syndrome’, the "Coolfont"® and
"Charlottesville"? reports, am the PHS
Strategic Plan to Combat HIV and AIDS in

u_v\b“‘ﬂb“
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the United States'y  Recommendations
have also been issued by a number of
groups, including the National Commission
on AIDS" and the Presidential Advisory
Council for HIV and AIDS. There have
also been significant planning efforts on the

—

part of individual Agencies fgHOwever, until
now there has not been a national plan that
provides for a government-wide coordinated
effort encompassing not just Public Health
Service activities, but also that incorporates
areas such as housing, health care, and civil
rights. -

Effective planning requires a genuine

commitment from participants to work -

together toward clearly defined goals.
Therefore, the strategy for HIV and AIDS
has been developed by the Federal
Departments and Agencies that support HIV-
related activities along with the counsel of
HIV-infected persons and their advocates,
the private sector, and the Presidential
Advisory Council on HIV and AIDS.

Through the Interdepartmental Task Force
on HIV and AIDS (IDTF), a formal request
went out for the executive branch Agencies
to identify their activities, goals, and
objectives. These pertinent data have been
compiled uniformly and are contained within
the appendices of the strategy. The IDTF
members, with their specialized knowledge
of a broad range of HIV-related issues, have
been crucial in identifying areas requiring
special attention.

There has also been a reliance on groups

outside of government -- the same groups
that have been and will continue to be

12
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essential partners in developing solutions
and capitalizing on the opportunities for
progress that lay before us now. The
recommendations provided by the
Presidential Advisory Council on HIV and
AIDS (PAC) have been invaluable. The
advice and counsel of the activist and
advocacy communities, participants in the
White House Conference on HIV and AIDS,
individuals on the front lines of the
epidemic, and many HIV-infected persons
and their families, friends, and care givers
have been essential in identifying areas for
focused attention. And finally, the insights
provided by a the National Commission on
AIDS, the Institute of Medicine of the
National Research Council, the General
Accounting Office, and the reports of the
Office of Technology Assessment have also
been extraordinarily helpful in developing
this Strategy.

Common Objectives and Opportunities
for Progress

Based on the consultations, .the following
national objectives are established:

L To provide strong support for
research in order to find treatments
and a cure for those currently
infected, and a preventive vaccine to
protect the uninfected;

= To provide solid support for
effective prevention strategies so as
to reduce the number of new
infections each year until
there are no new infections; and,

= To ensure that treatmentsof persons
living with HIV,i¥ caring, ethical,
and in accord/}nce with legal
standards.
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Also through the consultations, it became

clear that there was consensus regarding the
major challenges facing us today, and that
these challenges warranted focused attention.
There was also a judgment that these
challenges represent opportunities for
progress -- opportunities to take steps today
to find a cure and a vaccine, reduce the
number of new infections, and care for those
who are infected.

Based on this counsel, opportunities for
progress are presented and discussed within
each substantive section (i.e., prevention,
research, care and services, international
activities, translation of research into clinical
practice, and civil rights) of the Strategy.

13
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(See section on Organization of the Strategy
below.) It is these opportunities that will
require consideration and broad-based input
in the development of implementation plans
if we are to meet the challenges they
present.

Implementation

First, it is important to realize that this
document is a snapshot of where we are and
where we think we need to go. The
Strategy serves as a reference point for the
lengthier dialogues and a foundation for
future collaborative planning efforts between
the public (i.e., Federal, -State, and local
governments), and private (i.e., persons
living with HIV, AIDS service
organizations, the advocacy and activist
community, businesses, pharmaceutical and
biotechnology companies, academia, health
care providers, and insurers, etc.) sectors
that will be absolutely essential.

Each issue raised in the Strategy will require
specially tailored approaches and
implementation plans. In some cases
significant progress has already been made,
in others much work remains. Some of
these challenges can be resolved with the

- cooperation of a handful of people, while

others will require extensive thoughtful
effort on the part of many players in order
to craft workable solutions. It will also be
important to build on the less comprehensive
planning efforts that have taken place and
complement current planning activities.

Organization of the Strategy

The National Strategy is organized into the
following substantive areas: prevention,
research, care and services, international
activities, . translation of research into
practice, and civil rights.

Information and discussion of Federal
activities can be found in three locations
within the document. First, discussion on
each substantive area addresses broad policy
issues and new Federal objectives in terms
of the national goals and opportunities for
progress. Second, each substantive section
has a corresponding appendix that provides -
information on individual Agency goals,
objectives, funding levels, constituency
involvement, and unmet needs. And third,
funding tables can be found in Appendix G.

Current Agency activities have not been
arranged around administrative structures,
but by area. In cases where a single
Agency may have responsibility for more
than one area, such as prevention and
research, documentation of their activities
will be found in the respective substantive
sections. In some cases there are cross-
cutting issues that could fall into several
categories, such as internationally-based
treatment and prevention efforts. In this
case, programs that are specifically targeted
towards geographic regions of the world are
included in the intemnational section.

The type of information provided in the
appendices varies depending upon the type
of efforts Departments and Agencies
sponsor. Support for HIV/AIDS activities

14
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falls into two general categories: in the first,
HIV/AIDS activities are an essential part of
the mission; in the second category, HIV-
related activities are not an explicit part of
the mission but are indirectly supported or
receive collateral benefit from Agency
supported work and/or policies. There are a
number of Agencies for whom AIDS-
specific activities are central to their mission
(e.g., the National Institutes of Health
(NIH), the Centers for Disease Control and
Prevention (CDC), and the Health Resources
and Services Administration (HRSA)), while
other Agencies maintain programs and
activities that support a broad range of
activities, of which HIV-related activities are
one among many (e.g., the U.S. Agency for
International Development (USAID) and the
Department of Justice (DOJ)). Data are
presented, therefore, in a manner consistent
with an Agency’s level of involvement.

15
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II. OVERVIEW OF FEDERAL institutions  and community-based

EFFORTS ‘organizations, w y
surveillance, preventlon (g health care
Introduction respons1b1ht1es wr\ep\ ewr Seﬂ—f (@' / >

The scope and nature of the HIV/AIDS
epidemic have brought State, local, and
Federal involvement into many HIV-related
activities. The Federal government, through
its public health responsibilities in such
areas as research, prevention, health care,
and housing has seen a dramatic increase in
its activities since the beginning of the
epidemic. In 1985 the Federal government
spent $212 million for AIDS research,
surveillance, and care. With the dramatic
increase in cases, by 1995 that figure had

“Teached;$6;848-million. (See Appendix G).

Congress also took note of the rapid
increase in cases of HIV and AIDS and
passed legislation that sought to address the
needs of HIV-infected persons and their \
cure and a vaccine, including the Ryan
White Comprehensive AIDS Resources
Emergency Act (CARE) Act and the NIH \
Revitalization Act of 1993. ) \

families, and the Nation’s need to find a \\

Currently, Federally sponsored activities ‘/ \'\
include ~ direct support for research, traivuing, |
prevention and education, housing, medical
care, support services, information §
dissemination, enforcement of civil rights,
and assistance to international organizations

and other nations. While Federal Agencies )
are responsible for responding directly to the /
epidemic of HIV and AIDS, they also /
collaborate with and provide support for< """
State and local governments, academic
institutions, private foundations, health care
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e A 162 (ise V
PREVENTION " \“g{U " _ili_, primarily as a result of personal and private
i -%*‘w. Y dndisdual behaviors -- sex and drug use.

The Nation’s prevention goal is to develop
effective prevention strategies that will
reduce the number of new infections each
/-&ad-—we!y year until there are no new
ections. Achieving this goal will require
edicated alliance between the Federal
overnment, States, local governments,
pg.x)? w\e ~communities, businesses, non-governmental
organizations, families, and individuals.

X ﬁ%" ., Achieving this ambitious end will require a
\CA clear definition of the different roles and
responsibilities of the Federal government,
and an ongoing dialogue with its partners in

the public and private sectors about the -

responsibilities each has in reaching this
goal.

We know that HIV prevention works. We
also know that the task of preventing HIV
transmission faced by the United States in
controlling the epidemic of HIV and AIDS
has reached enormous proportions.!> The
Centers for Disease Control and Prevention
(CDC) estimates that approximately 800,000
to 1 million Americans are presently HIV-
infected, many of whom are unaware of
their HIV status. Moreover, the CDC
estimates that approximately 40,000 to
60,000 American will become infected each
year. Many more Americans who are not

presently infected are at risk for acqumngs,.

HIV. HIV infection is a umque

challenge because of the virus’ virulence,
the long period of time when people may
not be aware they are infected, long duration
of infectiousness, nearly always fatal
prognosis, and potential for exponential
spread. Moreover, HIV is transmitted

To be effective, HIV prevention programs
must reach tens of millions of Americans
who are characterized by a diversity of age,
race, ethnicity, geographic locale, sexual
orientation, and sexual and drug use
behaviors.

Prevention activities are currently supported
by several Federal Agencies. (See
Appendix A.) Most Federal prevention
efforts are funded by Department of Health
and Human Services (HHS), although other
Departments such as the Department of

Defense (DOD), and the Department of

Veterans Affairs (VA) also support
prevention activities. These efforts reflect a
continuum from surveillance to research to
social marketing initiatives. Agency
activities are also reflective of their
respective missions. For example, the
Centers for Disease Control and Prevention

(CDC), the Agency with primary Federal -

HIV-prevention responsibilities, supports a
wide range of surveillance and prevention
projects, many in partnership with States,
local governments, and community-based
organizations. Other Agencies focus on'
specific aspects of prevention.

example, the National Institute on Drug
Abuse (NIDA)and the Substance Abuse and
Mental HealMces Administration
(SAMSHA) support efforts to- prevent HIV
infection among drug users, whilé" other
Agencies support primary prevention efforts ™
as part of medical care, such as at the
veterans and military hospitals and clinics.
The Health Resources and Services
Administration (HRSA) also encourages

17
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broader access to prevention information
through the integration of prevention
interventions into primary health care
services and through support of early
intervention services for low-income
medically underserved persons. HRSA also
has undertaken special initiatives designed to
reduce perinatal transmission of HIV and
has promoted primary prevention through
the training of health professionals in the
AIDS Education and Training Centers

program.

/ -The efforts of Federal Agencies as well as
qb\i'éj“ ‘\%},\research conducted at universities and

~ experience  that

“ transmission,

~ * programs.

private organizations, - have
instrumental in expanding our knowledge
base about HIV prevention However,
significant gaps remain. We know from

~yresearch and community
developing prevention
programs that are effective requires
knowledge of who is becoming infected and
of  the behaviors that are enabling
an understanding of the
motivations for those behaviors, and an
understanding of how best to reach people

*with messages that will ensure lasting

behavior change.

Prevention priorities must be guided toward
gaining knowledge that will improve our
efforts to develop effective prevention
We need to improve our
understanding of the major modes of
transmission, close gaps in scientific

" knowledge, including identifying effective
. prevention models and strategies, and work
- towards eliminating gaps in program areas.

been

Opportunities for Progress
Modes of Transmission

An important part of strengthening
prevention activities is to have a clearer
understanding of who is being infected and
what behaviors are placing people at risk for -
infection. Recent epidemiologic data show
that the HIV epidemic continues to spread in /
the United States among people who engage;| oot | vs
in [injection | drug use and their sexual 2%a
artners, you inority men havin S
Sex with )r,nengtﬁ%gslexualtytmnsmlsswng LZ( tl
and <+hseugh perinatal transmxssxon.___ Cugn }
Moreover, the youth of our country are % ¢ _.o"f
becoming infected at an alarming rate -- 50 e,
percent of new infections in the United
States are in persons under 25 years of age. \\
HIV is the leading cause of death in 4
Americans aged 25 to 44 and it is likely that ’%D
many of these people were infected while /. fw,h
they were adolescents. Racial and ethnic - o
minorities are also disproportionately -
represented among new HIV infections. As
of October 1995, African-Americans
accounted for 38 percent of newly reported
AIDS cases and Hispanics represented 18
percent of new cases. These trends in the
epidemic must be taken into consideration
when prioritizing prevention research and
service programs.

\\oi‘gp\ )

.

A crucial part of effective prevention
strategies includes supporting adequate
surveillance of HIV infection and related
diseases in order to gauge future directions
of the epidemic, and assess the effectiveness
of prevention interventions. As previously

18
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noted, the CDC is the Federal Agency with
primary responsibility for monitoring the
epidemic. Seroprevalence surveys provide
information on the level of HIV infections in
"sentinel” populations. The CDC AIDS
case and case death reporting system
provides useful data for assessing AIDS
prevalence and mortality by gender,
race/ethnicity, age, and mode of exposure.

‘This surveillance system also provides

essential data on HIV-related opportunistic
infections.

There are, however, opportunities for
refinement. Effective prevention
intervention programs begin with sound
information on who is at risk. Current CDC
surveillance systems do not _capture
sufficlent “front end” information on__the_
1n01dence and prevalence of HIY (not AIDS)
in the populatlon and trends_in_modes of
transmission and new infections. Collectlon
of these data are needed as part of an
enhanced effort to link surveillance and
epidemiological data to priority setting, in

addition to the design and evaluation of
preventlon programs. (These data must be

N ! collected with the appropriate confidentiality

\ \,protectlons )

The CDC has recognized the value of this
approach and has incorporated data
collection design into its community
planning process. These shifts in data needs
coupled with fiscal restrictions may also
require that the CDC reevaluate and
reconfigure its data collection efforts. As
part of the Agency’s implementation of the
recommendations set forth in the external
review of CDC’s HIV prevention

strategies'®, the CDC has initiated efforts
to evaluate current data collection efforts
and implement necessary changes, and this
work should continue.

Prevention Research'

Factors that place individuals at risk for
acquiring HIV infection are a complex
combination of behavioral, social, cognitive,
and biological influences.  Given this
complexity we must not assume we
intuitively know which interventions will
work, but instead base our efforts on sound
research findings and evaluation.

Experience has taught us that prevention .-

efforts can be effective, but when they are it
is because the intervention incorporates
findings from both experience and relevant

research -@emlmal»researchmmw i

young._science-and-thtsie are curte)
_qnesuens-éhmr‘answers-

ore |

identified are basic behavioral research, .
intervention research, and social marketing
research,

Basic Behavioral Research. Information
provided by the conduct of basic behavioral
research should serve as the foundation for
prevention programs. Basic behavioral
research, similar to basic research in other
areas of scientific inquiry, seeks to explain
the determinants and causes underlying
biological, behavioral, and social processes.
HIV-related risk-taking behavior is often
complex and influenced by a host of
individual and environmental factors.

To capitalize on what is known and improve
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HIV prevention programs that are targeted
to reach a diversity of Americans, more
information on the determinants of HIV-
associated sexual and drug-using behaviors
is needed. For example, although much has
been learned about the basic biology of
substance abuse, further elucidation of the
mechanisms underlying addictive behavior
may assist in the development of new
therapeutic approaches to addiction, which
may in turn reduce the number of new
infections.'* And although we have some

information on relevant risk-taking
behaviors, more information about
knowledge, attitudes, decision-making

processes, and beliefs about AIDS and other
sexually transmitted diseases (STDs) is
much needed. Such data enable scientists to
establish theories of behavioral change,
which then provide researchers with tools
for identifying what approaches may be
most effective for an individual or a
commumty 16

Intervention Research. A second major gap
is research to improve prevention
interventions, i.e., research that concentrates
on modifying behaviors, such as those
related to drug use and sexual practices.
We know from other behavior-influenced
diseases (such as hypertension) and practices

(such as cigarette smoking and wearing -

seatbelts) that basic information about what
motivates a person to exhibit these behaviors
can be incorporated into intervention
research to advance approaches to reducing
unhealthy behaviors.

In HIV and AIDS, this intervention research

- C
j C{7, -/ {‘“\/@&’
: (y r,‘,
can focus on both individuals d % \f

communities, which often hold norms that
influence personal behavior. Since the
beginning of the epidemic we have made
advances in our understanding of factors that
are relevant to the design of intervention
programs intended to reduce rates of HIV
infection. This theoretically based
intervention research has identified several
significant predictors of changes in sexual
and drug-using behaviors among gay men,
adolescents, and heterosexual adults.
Studies have shown that community-based
HIV risk reduction programs that are gender
relevant and culturally sensitive can be
effective.!®
provided a reason for optimism that the
spread of HIV can be contained among
injecting drug user populations when there is
early community outreach and access to
sterile injection equipment. '

However, despite this evidence of success,

there is more that we need to know if we

are to develop effective prevention programs
for a diversity of Americans. We must
incorporate findings from basic behavioral
research into effective prevention
interventions. One high priority area is
research on interventions that lead to
sustained behavior change and reduced
recidivism. Another area for investment is
research on cultural barriers and strategies
to reach populations resistant to certain
behavior interventions. A third area is
research on the effectiveness of treatment
for drug abuse, mental illness, and
alcoholism in reducing HIV risk behavior.

Agencies supporting intervention and

20
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behavioral research must include scientists
from a broad range of disciplines in their
planning activities and improve their data-
sharing and collaborative efforts with
Agencies responsible for implementing
prevention programs. Enhancing the
dialogue between researchers in these two
related fields will invariably improve the
development of effective prevention
interventions.

Social Marketing Research. It is important
that the findings from basic behavioral and
intervention research be incorporated into
prevention programs. Agencies supporting
social marketing activities need to build on
current knowledge in addition to
strengthening efforts to understand barriers
to the implementation and replication of
promising prevention programs. Given the
highly innovative nature of these endeavors,
the CDC must consider providing broader
technical assistance and training to
community organizations. Moreover, a

community-based effort that would test
prevention models in a real-world setting

We know from efforts in other countries that
HIV-related social marketing efforts can be
successful. However, we have not been as
effective as we could be in disseminating
information about effective strategies so that
this knowledge can be employed in the
design and implementation of prevention
interventions. There are good models for
prevention interventions that are not making
their way to those on the front lines of the
epidemic. Community-based organizations,

which are responsible for developing a large
portion of the prevention programs often do
not, or are not able to, take advantage of
current knowledge about program
effectiveness.

Prevention Programs

In order to stop new infections, the results
of basic behavioral, intervention and social
marketing research must serve as the
foundation for prevention intervention
programs that reach people at risk for
acquiring or transmitting HIV. Presently,
the Federal government supports a range of
programs that address the disparate needs of -~
a number of at-risk populations. However,
the shifting demographics of the epidemic
coupled with restricted resources has
resulted in gaps in program areas that limit
the Nation’s ability to prevent new
infections. It is therefore important that
prevention planners carefully prioritize their
efforts based on local epidemiology.

Community Involvement. For prevention
interventions to be effective they must reach
communities at risk and be responsive to
their unique needs. And for individuals to
take control of their own lives in fighting
the spread of this virus, they must first have
the information and skills to protect
themselves.

One of the most important innovations in the
prevention area is community planning. The
community planning process is an
outstanding model of a Federal-local
partnership.  Through this effort, it is
possible to establish joint goals for the
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prevention of HIV that will meet Federal
standards while remaining responsive to
Tlocal needs. However, this process is early
in its development and requires significant,
ongoing leadership and technical assistance
from the CDC if it is to fulfill its potential
for @eed priority setting and decision
making.

Substance Abuse Prevention and
v’ Treatment. Injection drug use is one of the
major forces driving the epidemi o ith one
third of all new cases are difectly or
indirectly related to this mode of
transmission. ~ Limiting the impact of
substance abuse on the epidemic will require
efforts on several fronts.

First, we need to improve the integration of
HIV prevention activities and substance
abuse treatment and prevention programs.
The epidemics of substance abuse and HIV
in this country are overlapping and highly
interrelated, however, care and prevention
services for HIV and substance are not. It
is vital to continue efforts to integrate HIV
prevention into current substance abuse
programs and integrate substance abuse
prevention into HIV prevention.

A second avenue for controlling the spread
of HIV among addicted persons is
enrollment into drug treatment programs.
Substance abuse treatment is a form of HIV
prevention. Moreover, substance abuse
problems that contribute to the spread of
HIV are not limited to injecting drug use.
There is substantial evidence that use of
alcohol and other substances can adversely
influence risk-taking behavior. In addition,

it is estimated that ¥ percent of the <~
population is affected by alcohol abuse and Ve

other non-injectable drugs =

Fundamental to the success of an integrated
approach would be the continued expansion
of educational activities to prevent substance
abuse, and increased outreach efforts to
encourage active substance users to seek
treatment. We also need to ensure that drug
treatment services are available in sufficient
numbers for a range of addictions for those
in need of such services. This would
include services that accept pregnant women
or women with children, indigent members
of the community and adolescents.

Work on this issue has begun and will
continue. The CDC has an initiated State-
by-State discussion, including meetings with
State Legislators, regarding HIV prevention
issues. The CDC is also working with the
National Conference of State Legislatures to

provide a forum for a broad spectrum of -

views on this important issues.

Treatment for Sexually Transmitted
Diseases and Tuberculosis. Studies have
shown that the presence of sexually
transmitted diseases (STDs) can significantly
increase the efficiency of HIV transmission,
even by as much as 20 times. Studies have
also shown that w1despread treatment of
STD:s in certain communities has led to a 40
percent reduction in new HIV infections in
these groups.?,2!  These data suggest
treating STDs can be an effective HIV
prevention strategy and points to a need for
all clinicians to be vigilant in efforts to
prevent and treat STDs. N'H o
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i
Persons who are HIV . are at
significant risk for developing of M.
tuberculosis (TB) disease Studies suggest

Wtk .‘Cr.f e

10 percent each y “for persons who are
infected with both TB and HIV, whereas the

risk is 10 percent over a lifetime for persons

not infected with HIV.? In addition to the
health implications for infected persons,
there is an increased risk of transmission of
TB to household members, health care
workers, and other persons having regular
contact with the person with TB.

It is important that Federal and State efforts
to reduce the incidence of sexually
transmitted diseases (STDs) include an HIV
prevention element, and, that HIV
prevention programs incorporate STD
prevention and treatment efforts. Moreover,
the traditional model of targeting most STD
prevention efforts towards individuals who
have already contracted one STD is not
necessarily effective for HIV prevention.
Enhanced and innovative linkages between
STD and HIV prevention need to be
established. The newly organized National
Center for HIV/STD/TB Prevention at CDC
reflects the importance of integrating these
inter-dependent aspects of the epidemic and
illustrates our determination to integrate and
coordinate HIV, STD, and TB programs.

Integration Into Primary Care. To reach
our prevention goal, we must also improve
the integration of prevention activities and
messages into primary health care services.
HIV counseling and voluntary testing often
provide an important bridge between HIV
prevention and care for many at risk

persons, including youth, women, and ethnic
minorities. To assure that all persons
seeking HIV testing can have access to such
services, the CDC’s counseling and testing
guidelines should acknowledge and address
the needs of persons seeking such services,
and provide training for personnel at CDC-
funded sites.

Incorporating a patient’s sexual and drug
using history when a medical history is
taken, offering HIV-related counsehng and

v
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voluntary testing, and mﬁ__g«m f” trchiesn
M individuals so they do not infect d't%ﬁ oy

others is also important. It also means

offering pregnant women information about -

and access to AZT during pregnancy to
reduce the risk of perinatal transmission.
Training should be made available to
improve primary care providers’ skill,
comfort level and sensitivity in these areas.

Achieving this level of integration will

require active collaborative efforts on the -

part of individual physicians, nurses, other
clinicians, managed care plans, medical
schools, and professional organizations in
addition to State, local, and Federal
governments.

Evaluation. It is important to assess the
effectiveness of the prevention interventions
that have or will be implemented.
Prospectively set performance measures can
be used as a basis for evaluation and
program improvement. Incorporating
effectiveness measures must become a
routine part of all Federally-funded
programs. It is only through sound
evaluations that we will be able to determine
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whether our efforts have been effective in
slowing the epidemic. Achieving this will
also require careful examination of what
programs should be continued, what
activities need to be initiated, and an

. N
awareness that a reconfiguration of some
program priorities may be required.
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RESEARCH

One of the Federal government’s goals is to
provide strong support for research in order
to find treatments and a cure for those
currently infected, and a preventive vaccine
to protect the uninfected. It is research that
will enable us to reach these goals and until
they are a reality, the Federal government
must provide solid ongoing support for basic
and clinical research.

Achieving this goal will require committed
collaborative efforts among the Federal
government, universities, researchers, the
advocacy community, persons living with

HIV and those at risk for infection,

communities where research is conducted,
charitable organizations, pharmaceutical
companies, biotechnology firms, and other
parts of the private sector. It will also
require an ongoing dialogue between the
public and private sectors.

At present, a number of Federal Agencies
play a significant role in U.S. AIDS
research efforts. (See Appendix B.) These
endeavors range from basic molecular
research to clinical research to health
servxces research The National Institutes of

funds health services research to help
determine which medical approaches are the
most cost effective. The Department of
Energy (DOE), through its support of
technologically advanced equipment,
provides the opportunity for Federal and
private researchers to share resources and
thereby analyze molecular structures that,
without such equipment would not be
possible. The Centers for Disease Control
and Prevention (CDC) monitors and assesses
modes of and risk factors for transmission
through epidemiologic and laboratory
studies. The Agency also supports facilities
employing sophisticated methods for

identifying viral variants. SRR

Contributions of Research

okine receptors,

HIV- targetéd research. One of the most
promisjng : for
adv breast cancer is h-dose

:Z‘fnotherapy followed by bone mg
splantation, but the treatment causes
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profound immunosuppression; AIDS-related
researelk has provided valuable ms1ghts
regarding the management of these/patnents

HIV-related reséarch has also accelerated
study of the human une system which
has in tumn nnprou\g\our ability to
understand and treat other conditions such as
cancer and’ autoimmune diseases, including
systemic lupus erythematosus,\type I
diabetes mellitus, rheumatoid arthritis, and
multiple sclerosis.

Research involving the blood/brain barrier
has> ded to a better understanding of "the
mechanmms by which infectioys” agents
spread mto the nervous system. These
findings provrde valuable clue/ for research
on Alzheimer’s disease, .démentia, multiple
sclerosis, neuropsychologlcal disorders,

encephahtls and/memngltls Moreover,

prior to the AIDS epidemic; httle investment
was made in Tesearch to treat viral diseases.

Studies to develop anti-HIV therapies have
unproved our understanding of more viral
discases and led to development of
treatments for many other diseases.

Research investments made before the
advent of the AIDS epidemic produ
body ot\sglentlﬁc knowledge that enabled
researchers to more quickly pu
and avenues of investigation,
research previﬁh
immune system in ge
in particular, provjdéd ear msrghts into the
pathogenesis o Researi:h investments
in retroyrruses yielded mvg\luable
1yaﬁon for identifying HIV as. the
ogic agent of the emerging epldemlc

, and CD4+ cells -

and.advances in molecular biology provi'ded
researchers w1th the tools-to understand

that mformatlon

‘Due in great part to Federally- sponsored

research, persons-wi
as“ldng‘*asatheyadld ago. Clini;ihns
now have a growing array of medication to
treat and i in some cases prevent a vanety of
HIV-associated opportunistic mfectrons An
NIH-sponso study found/ that it is
possible to d:S\n(a\ly reducé the chance of
transmission of HIV‘from/mother to infant.

Data from federally-sponsored prospective
epidemiological studies’ arewhelpmg scientists - -
understand the factors that enqble long-term
non-progressors to live many.years after
infection with tpresenting clinical signs of
progression fo AIDS.

happeps in these non-progressors may help\
researchers develop better therapies and a '
vaécine

And-_there is further reason for hope
Scientists now believe thatdafpceme is
possible. New»«classes _of-dnti-retroviral
therapies appear to”” be powerful in
controlling the vifus. Combmatlon therapies
are o ei?\e‘;i potential promisé-in this area

venting perinatal transmission. In
addltlon the Food and Drug Administration,
through its accelerated approval program, is
now approving drugs faster than ever before
and faster than any European nation.

However, despite these advances, many

complex biomedical and behavioral
challenges remain. Identifying the most
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promising scientific avenues, and having the
appropriate structures and processes in place
/ to ensure that the Nation capltahzes on these
vt Opportunities, <wih reqmre\a considered and
Al wid,  coordinated effort.
» -\Q‘)‘ PALU A

Opportunities for Progress

Coordinating Federal Research.
Developing and implementing the Federal
government’s AIDS research agenda
presents both scientific and logistical
challenges. Planning and overseeing this
massive Federal effort requires coordination
efforts at two levels -- one within NIH and
the second among the Departments and
Agencies supporting HIV research.

Within the NIH, the Agency with the largest
portfolio, research is supported throughout
24 institutes, centers, and divisions (ICDs).
In order o better plan, coordinatejyand fund
the AIDS research activities of these ICDs
the Congress, through the NIH
Revitalization Act Amendments of 1993,
provided the Office of AIDS Research
(OAR) with new oversight and budget
authorities. __As--part--of-~fulfilling--the
. tequirements-of the-Jaw-lthe OAR develop§
ety Nx a yearly NIH plan and budget for AIDS
research and recelvex directly from the
President and the Office of Management and
Budget (OMB) a consolidated appropriation
for AIDS activities at NIH. This single
appropriation allows the OAR to effectively
prioritize research resources on the basis of
sound scientific judgment and provides
flexibility for pursuing the most promising
research opportunities.

o A Stig

S g

It is crucial that the authority granted OAR
in the revi tion legislation, including the
consolidated appropriation, be supported and
maintained WIth such a large research
enterprise, | it—is==es al-- -
ogersrgb&-and—-aeeoumzbﬂny"so*ﬂae—most
promising-—approaches*~are~vigoreusly
pursued,-..gaps~in-~researchsareas:—are. <~
identified;-and-the~individuak-Institutes have
bothnthe-seren&ﬂem*aﬂdmﬁlﬂﬂmﬁj B

- el -’

rate.with-othersNIH-institttes:

K-is~also.clear-that-while-NH-supports a __-
-significant-pertion-of-HIV.related-research,
other Agencies and Departments support a -
broad spectrum of research related to HIV

and AIDS. Multiple Federal Departments

and Agencies have responded with research P
initiatives that bring to bear their unique INSELT
capabilities and strengths. r‘F"g

government to effectively support a diversity
of promising approaches, these research
efforts must also be well-planned and -
coordinated. To achieve this the Director of
the Office of National AIDS Policy
coordinated an inter-departmental working
group, chaired by the Director of the Office
of AIDS Research, whose charge it was to
develop a coordinated plan and budget
specifically for HIV and AIDS research
across all Agencies Departments.

Py

%ﬁm Federal Biomedical and Behavioral "
Research Plan and Budget for HIV and
AIDS was completed in April 1996. The
development of this plan brought together
representatives from the National Institutes
of Health, the Centers for Disease Control
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and Prevention, the Food and Drug
Administration, the Department of Defense,
the Department of Energy, and the
Department of Veterans Affairs. This plan
provides an initial blueprint to focus and
coordinate existing Federal HIV/AIDS
research initiatives and thereby utilize
available resources more efficiently and
effectively. It also serves as a foundation
for continued planning and evaluation.

Vaccine Development. Several major
challenges currently face the U.S. and the
world in the HIV vaccine development
effort. The first is to surmount the daunting
scientific and social challenges, and the
second is to ensure the development and

testing of promising vaccine candidates.

On the scientific level, researchers presently
hold two major views regarding the most
promising approaches to vaccine
development. Some scientists maintain that
there is not sufficient information about the
virus to warrant efficacy trials and there is
a need to gather more basic science
information to guide us. Others assert that
only clinical efficacy trials in humans will
provide the answers that will lead to the
development of a successful candidate. This
group believes that if a safe candidate is
available, it is not necessary to resolve all of
the scientific questions before proceeding,
and, that in the face of a global emergency
testing in people should begin immediately.
Both groups have valid arguments.

The issues driving this debate are scientific
and social, and stem from the contrasting
ways different parts of the world are

experiencing the epidemic. Some regions of '
the world have already experienced the | |
devastating consequences of the epldemlc "
while, in other areas, the epidemic is in its -
early stages. Some governments have
shown a greater interest than others in| -
preparing for vaccine trials as a method of '
slowing th
countries.

must be considered when planning trials.
Given the State of scientific knowledge,
there is some consensus that both the basic
and empirical avenues can and should be
‘pursued.

Both approaches face significant obstacles
and it is clear thatthedeveloping a vaccine
cannot be accomplished by the government
or the private sector working apart -- a
public-private partnership will be needed.
In order to identify areas for fruitful
collaboration and to accelerate the pace of
development for vaccines, the Vice
President convened a meeting of government
scientists and leaders of the pharmaceutical

and biotechnology industries to identify
barriers to the development of these agents.
Further dialogue involving key players
regarding critical problems, and
opportunities for development, and viable
solutions has begun and will continue.

In addition to effective collaboration with
private sector partners, it is also vital that
the Federal effort be well-coordinated. The
Federal linkages that were strengthened
during the development of the Federal
Biomedical and Behavioral Research Plan
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and Budget for HIV and AIDS should be

St feetiona spend-en the development of
\Jo@“‘“q %) @ safe effectlve female-controlled
" mechanical aad chemical barrier methods

e will block HIV txansm1ss1on or prevent

Worldwide over 80 percent of HIV
infections are acquired heterosexually and
7~ women are more easily infected than men.

In the U.S., the infection rate among women
is rising dramatlcally Moreover, the risk of
"2 becoming infected or infecting others is
substantlally mcreased by the presence of
, other STDs®. P60 -
/ easily

and mexpenswe
wdo‘@\uo\e/\pfeteeaen option for millions of women
m\“d@‘k worldwide.

avallable

{ Jonion
¢ /&ﬁrd oS,
\/ e barrier methods that are currently
available, have limitations. Most require
consent, if not active participation of the
male partner,
independently used at the discretion of the
female partner. Although epidemiological
studies have demonstrated that the correct
y and consistent use of condoms will reduce
X;":\e,mr\*‘“c\the risk of acquiring\HIV and other STDs
there are many situations in which
interpersonal, social, or cultural barriers
interfere with a woman’s ability to
successfully negotiate condom use. The
need for a method that can be employed by
women is based on the prevalence of non-
consensual sex, sex without condom use,

4

~

and therefore cannot be °

_But scientific information exists to indicate

e

s

and risky behaviors..that_ occur_without

The

development of this important
prevention option will depend on strong
support for basic and clinical research.
Microbicides are a promising approach, but
will require preliminary Federal support
before they reach a stage where the
pharmaceutical or biotechnology industries
can assume a lead role. Discussions among
Federal Agencies, the private sector, and
advocacy groups have been ongoing and
should continue in order to identify areas for
worthwhile collaboration and hasten the pace ..
of development

Examining the Impact of HIV on Youth.

HIV-related research has made great strides

on many fronts, however, adolescents have

not received the full benefit of research

discoveries. To date, HIV research efforts

have primary focused two specific WAQ/
populations: infants and adults. -@ 5o €a,. o

m
e
that HTV may_behave_differently in infected /b"
adolescents - and- that_there—are-adolescent- 7 ?b

/7specxﬁc —-health-care _needs—that--must--be

\I\\l | , 29 ‘4@ k/ O(f

addressed. Adolescent treatment approaches 3&' %

may vary from those used for adult o

infants. Because little definitive research Sq 0
5%

7%, Lo
posxt_1ve adolescents the spe01ﬁc unpact of AT
pubexty on the course of HIV infection has¢\ ~
not yet been determined. “Behavioral trends ,
that play a key factor in treatment and % L‘ng

ald"%-\

\ prevention have also not been suffic1ent1yt, -:t(g'

-41“ )/ JA,./)

sr/k‘/?
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studied.

_Adolescents must become a bigger part of
The NIH and the
Food and Drug Administration should
examine options for lowering barriers to
participation and continue to encourage
sponsors to enroll adolescents, when feasible
and appropriate, in HIV/AIDS clinical trials.

.~ There is also need for adolescent-relevant

information on the part of clinicians and
researchers. The Public Health Service
should continue to develop in collaboration
with researchers, clinicians, and the infected
and affected community, clinical practice
guidelines and expeditiously disseminate the
latest information on state-of-the-art
therapies, options for trials and eligibility
criteria for entry into them, and health care
and prevention techniques to U.S. and
international communities affected by
HIV/AIDS.

Clinical Effectiveness Research. Due in
part to the FDA’s accelerated approval
program?®, the Federal government is now
approving new treatments in record numbers
and at record speed, but it is not always
known whether a treatment confers a clinical
benefit for the person. Specifically, while
some treatments have shown promise based
on surrogate markers and/or laboratory

appropriate to switch or add therapies.

If these studies are not done there will be
little data describing which of the available
treatments is more effective and for whom,
and under what circumstances. As a result,
patients may be receiving less effective
treatments or combinations of treatments,
and Federal programs such as Medicaid and
Medicare and private insurers may be
paying for treatment strategies that are not
optimally effective.

With the advent of accelerated approval by
the FDA it is incumbent on the government
to ensure that post-marketing effectiveness. -
studies, currently mandated through
regulation are carried out. In order for the
results to be relevant to as many persons as
possible, it will be necessary that these
studies include people representing a
diversity of race, ethnicity, gender, age, and
drug using behaviors. To develop a
mechanism for conducting such studies, the
Vice President has initiated discussions to
examine possible options.  Participants
include pharmaceutical firms, public and
private payors and insurers, researchers, the
FDA, the NIH, and the advocacy
community.

Public-Private Partnerships. As has been
noted previously, a key role for the Federal

v, tests, data regarding clinical effectiveness
w7 are increasingly unavailable. For example
i &msxfo\“we do not know the optimal stage in the
\w\’ course of HIV disease to begin treatment,
\\5»04”; for which patient groups, with which
i regimen, or with single or combination
therapy. We also do not know when it is

government is to act in partnership with the
private sector and support areas where there
is a market failure, i.e., areas where
industry is unlikely to pursue research that
would be beneficial to the public health.
Vaccine development is one such area, but
there are others. The Department of
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Defense has been successful in developing
partnerships in the conduct of vaccine trials
and this effort should be strengthened. As
noted previously, microbicides (i.e.,
chemical barrier methods for preventing
HIV transmission) are a promising
approach, but will require preliminary
Federal support before they reach a stage
where the pri a lead
role. DA e R B

It is also unlikely that the free market
system will push the implementation of
head-to-head clinical trials of therapies that

have been approved or are in development. -

However, information about these therapies
is important to improving patient care and
ensuring that the Nation’s health dollars are
wisely spent. The National Institutes of
Health and Veteran’s Administration have
been successful in carrying out this type of
valuable research in collaboration with the
pharmaceutical industry and these efforts
should continue. It is unlikely that the
private sector would support research for
therapies that are on the market but have not
been tested in controlled clinical trials, such
as alternative therapies. However, through
collaborative partnerships including the
NIH, studies of alternative therapies have
been conducted; these i eff

. U

It is &wo cost effective for the government
to provide access to sophisticated equipment
and personnel that can be shared among
many researchers in both the private and
public  sectors. For example, the

Department of Energy has supported
sophisticated imaging equipment that would
be prohibitively expensive for individual
researchers or companies to purchase. This
shared resource that 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.

Research: An Investment for the Future.
And finally, research is an investment in our
future. It must receive consistent and
adequate funding if we hope to bring the -
best and the brightest to meet the research
challenges that will lead to a cure, better
therapies, and a vaccine.

At present, the NIH receives many more
outstanding research applications than it is
able to fund; these unfunded proposals
represent a lost opportunity for scientific
progress. Other Departments and Agencies,
such as the Department of Defense and
Veteran’s Administration also support
crucially important research that strengthens
the overall U.S. research effort. Research
has been key toAimprovingkliygs and the
Nation must coptinue this investment.

L
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CARE & SERVICES

One of the national goals is to ensure
appropriate care for all persons living with
HIV and AIDS. Achieving the goal of
ensuring appropriate care of all Americans,
including those living with HIV, will require
a dedicated alliance among the Federal
government, States, the private sector, local

communities, community-based
organizations, clinics, families, and
individuals.
Background

Persons living with HIV finance needed
health care services through a variety of
mechanisms. Currently, nearly 50 percent
of adult Americans and 90 percent of
children living with AIDS receive their
medical coverage through the Medicaid
program and another 5 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. For the
remainder, their lives often depend on the
Federal health care safety net.

For those who qualify, care and services are
provided through a number of Federal
Agencies (See Appendix C), many in
cooperation with local organizations and the
AIDS community that have admirably
served those living with HIV. Taken
together, these efforts form a valuable if
incomplete safety net for some of the most
vulnerable people in our Nation.

After Medicaid, the centerpiece of this
safety net is programs funded through the
Ryan White Comprehensive AIDS
Resources Emergency (CARE) Act of 1990,
administered by the Health Resources and
Services Administration (HRSA). It was
established to fill gaps in coverage and build
systems of care to create access to health
care for people living with HIV/AIDS.
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 so
the areas most affected by the epidemic
receive a proportional share of available
dollars. Title II also provides drug -
reimbursement funding for persons living
with AIDS. Title IIIb of the Act provides
early intervention services such as
counseling and testing, medical care, and
educational services for medically
underserved persons with the goal reducing
HIV-related illness. Title IV seeks to
increase the availability of care and services
for women, infants, children, and youth in
a community-based family-centered system
of care. HRSA also provides primary care
to persons living with HIV through its
Community Health Centers and Maternal
and Child Health Programs.

Other sources of primary care supported by
the Federal government include the
Department of Defense, the Department of
Veterans Affairs, and the Indian Health
Service/DHHS which provides health care
for HIV-infected Native Americans and
Alaska Natives. Additionally, the Bureau of
Prisons within the Department of Justice
provides care for HIV positive persons in
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Federal prisons.

Housing assistance is provided by the
Department of Housing and Urban
Development (HUD) through their Housing
Opportunities for Persons with AIDS
(HOPWA) and other programs. These
programs work in partnership with local
initiatives incorporating housing assistance
into a community’s continuum of services.

Opportunities for Progress

The challenge before us today, especially in
light of the restricted fiscal environment, is
to ensure that persons living with HIV
receive the care they need so they may have
the opportunity to live productive lives. To
achieve this, AIDS care and service
programs must build upon past successes,
continue to improve prioritization efforts,
improve accountability, and increase the
cost-effectiveness of services they provide.

The Health Care Safety Net. The
comerstone of care for people living with
AIDS in the U.S. is Medicaid. Nearly 50
percent of all Americans living with AIDS --
including 92 percent of children with AIDS
-- rely on Medicaid for their sole source of
health coverage. Medicaid provides
coverage for hospitalizations, physician
visits, x-rays and laboratory tests, home
health care, nursing home care, and
outpatient prescription drugs. These
services extend the length and the quality of
life for people living with HIV and AIDS.
In fiscal year 1996, Federal Medicaid
spending for people living with AIDS is

estimated at $1.8 billion, nearly six times
the amount expended on the Ryan White
CARE Act.

Maintenance of the Federal guarantee of
Medicaid coverage for eligible individuals is
essential to the continued ability of the
Nation to respond to the health care needs of
people living with HIV/AIDS. Of particular
importance is the maintenance of a Federal
definition of disability. The 30-year State
partnership in Medicaid also must be
maintained while the program is made more
flexible for State innovations.

With a strong Medicaid program in place, it -
continues to be vital that the Ryan White
CARE Act be maintained and expanded to
fill the gaps in coverage. Many people with
HIV and AIDS are too poor or too disabled
to work yet they are not poor enough or
disabled enough to qualify for Medicaid.
For them, and for their families, the CARE

Act provides essential protection. o

Integrated Continuum of Care. Many
health care providers believe that one of the
most potentially effective approaches to
treating HIV positive persons, in addition to
reducing the spread of infection, lies in
providing people access to an integrated
continuum of health care services. This
includes counseling and testing,
comprehensive health care, home health
care, and access to substance abuse
treatment and prevention services.

One of the most powerful methods of

recruiting people into primary care is
knowledge of serostatus -- persons who
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know they are HIV positive are more likely
to seek health care. Counseling and testing
services can serve as a gateway to this care.
Unfortunately, the majority of Americans
who may be at risk for HIV infection do not
know whether or not they are HIV positive.
There is a need to develop better outreach
education in order to encourage people to
come in for counseling and testing and link
them to appropriate services as needed.
Without the linkage of testing to medical
care, the opportunity to prolong life is lost.

Linking an HIV-positive person with care
also provides an opportunity for education
about behaviors which may reduce their
chances of infecting others. For example,
this can mean offering addiction treatment
or offering pregnant women information
about and access to AZT during pregnancy
to reduce the risk of perinatal transmission.

As noted in the Prevention Section,
achieving this level of integration will
require active collaborative efforts on the
part of individual physicians, nurses, other
clinicians, managed care plans, medical
schools, and professional organizations in
addition to State, local and Federal
governments.

Housing Services. Housing is an important
element in the effot to provide
comprehensive care for persons living with
HIV. It is the foundation upon which any
program of care or services must be built.
Without stable housing, a person with
HIV/AIDS has diminished access to
programs and services and a diminished
opportunity to live a productive life. It is

estimated that up to 50 percent of persons
living with HIV and AIDS will become
homeless or are at risk for becoming
homeless during the course of their
illness.?

Persons living with HIV face significant
obstacles locating affordable housing. The
private market alone does not consistently
meet the basic housing needs of persons
living with HIV and their families, as
housing must often be provided in
connection with specialized services that
enhance an individual’s or family’s ability to
live independently. In addition, persons
living with HIV must also overcome reduced
housing options due to unfounded fears and
prejudice regarding AIDS.

Housing assistance is an area that requires
significant community involvement and
support if it is to be successful. Many
communities are part of new efforts to
comprehensively plan for the housing needs
of their residents, including assessing and
addressing the needs of residents living with
HIV/AIDS.

The HOPWA program was created in 1992
to provide communities with a tool to meet
the increased need for resources, effective
planning, and coordination with existing
public and private efforts. The program is
representative of HUD’s "Continuum of
Care" approach to building local systems to
address homelessness. Moreover, it is
estimated that the cost of providing housing
services in a HOPWA-funded residential
facility is far less than the average day in
the hospital. h
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To further foster community involvement,
HUD has also 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. In addition, the
Community Development Block Grant
(CDBG) and the HOME affordable housing
program as well as Public Housing
programs are key resources that are
available to communities, contingent on
eligibility, space availability and local
priorities.

Providing consistent funding for the housing
component of the safety net with programs
such as community-oriented programs
HOPWA must be a Federal priority.
Moreover, integrating housing services into
other programs and ensuring a shared
responsibility between Federal, State, local
governments and community organizations is
another important step 1in  assisting
communities to build seamless systems of
support for our most vulnerable citizens.
Efforts are underway to improve inter-
departmental coordination and should
continue.

Prisoners. There are also groups of people,
such as prisoners, who are not served by
these traditional safety net programs. Most
prisoners living with HIV are incarcerated in
State and local prisons. Medical care for
Federal prisoners is provided under the
direction of the Department of Justice’s
Bureau of Prisons. Identifying the HIV
positive prisoners and ensuring them access
to quality care for incarcerated persons is

especially challenging. Prisoners do not
have the choice of seeking care outside the
prison setting and are dependent upon the
prison staff to ensure that appropriate care is
provided. They also may have difficulties
regarding confidentiality, trust, and less
access to research opportunities.

Improving access to appropriate HIV-related
care in prisons must be a priority. At the
Federal level significant advances are being
made in the quality of care, improved
coordination, and developing models of
care. Improving the quality of care at non-
federal prisons will require improving the
knowledge and skill of the health care teams -
in the prisons, strengthening linkages
between prisons and outside public health
Departments and Agencies, and improving
discharge planning. These efforts can serve
to improve discharge planning for HIV
positive prisoners at the time of their release
from prison.

Program Coordination. For care and
services to have the most beneficial impact
they should be offered as part of a
continuum of care. For organizations on the
front lines of the epidemic, building a
comprehensive integrated program requires
applying to numerous Federal Agencies.
For example, Creating a community
program that integrates primary care with
substance abuse treatment and prevention,
and sexually transmitted disease screening,
prevention, access to clinical trials, and
housing assistance would require separate
applications to SAMSHA, HRSA, CDC,
NIH, and HUD.

35



The National Strategy for HIV and AIDS

Draft for Department of Health and Human Services Review: 6.11.96

Efforts to simplify federal funding
applications to facilitate improved
integration of service programs have already
begun. For example, HRSA and SAMSHA
have issued joint announcements and the
HUD and HRSA have issued a joint
announcement for the Special Projects of
National Significance (SPNS) program.
These efforts to improve integration should
be continued and expanded.

Evaluation. Strong Federal support for
these safety net programs must go hand-in-
hand with improved accountability and
priority setting. Evaluating current activities
can provide valuable information for
planners and those on the frontlines of the
epidemic. It can assist us in providing
better care to persons living with HIV. In
an era of limited resources coupled with a
demand for cost effective services of high
quality, we must use all the tools available
to us if we are to help those persons living
with HIV.

Quality of Care. Federally supported
programs can and should consistently
provide quality care. Through the efforts of
researchers and clinicians, it has been
proven that quality care for HIV positive
persons is possible, but quality care is not
consistently available throughout the health
care system. Establishing a standard-of-care
and ensuring consistency in care delivery
will require increased training for health
care professionals and more accountability
through the use of performance measures for
quality care.

A Federal program that has achieved success

in improving the knowledge and skills of
clinicians is the AIDS Education and
Training Centers (AETCs) effort sponsored
by the Health Resources and Services
Administration. A major goal of the AETC
program is to train health care professionals
in the prevention, early diagnosis, and
treatment of HIV infection.

However, this program alone cannot ensure

that all health care providers have the

knowledge and skills required to provide

satisfactory care for HIV positive persons.

Achieving this goal will require the

cooperation of Federal Agencies, States,

professional organizations, professional and -
medical schools, and individual clinicians.

36



The National Strategy for HIV and AIDS

Draft for Department of Health and Human Services Review: 6.11.96

INTERNATIONAL ACTIVITIES

AIDS is a global pandemic. In the United
States it is estimated that between 800,000
and 1 million people are currently infected
with HIV. The World Health Organization
(WHO) estimates that 18.5 million adults
and over 1.5 million children are currently
infected worldwide and there will be 10 to
15 million orphans worldwide attributable to
HIV/AIDS by the year 2000. WHO also
estimates that two to three million new HIV
infections can be expected annually, and by
the year 2000, thirty to forty million people
will have been infected around the globe.

The pandemic jeopardizes decades of
economic and social advances in many
developing nations. In Africa and Asia,
economic advances are threatened, and in
some cases, may be reversed due to the
pandemic of HIV and AIDS. Socio-
economic studies have shown a decrease in
overall domestic savings and investment
levels, negative effects on foreign
investments, reductions in the volumes of
imports and exports, and a reduction in
receipts from tourism.? In many
countries, governments will be forced to
cope with increasing numbers of cases,
weakened health care systems, a deleterious
economic impact on the most productive
segments of society, and the reduction in the
number of healthy men and women able to
serve in the government and the military.

At present several Federal Agencies are
working at slowing the AIDS epidemic
internationally. (See Appendix D.) The
Department of State has worked with other

Departments, Agencies, and non-
governmental organizations to develop a
framework to guide U.S. foreign policy in
the global efforts against HIV and AIDS.
The major areas identified for U.S.
leadership are: preventing new infections;
reducing the personal and social impact of -
the pandemic; and mobilizing and unify
national and international efforts. The U.S.
Agency for International Development
(USAID) also has a leadership role in the
global HIV effort through development
assistance, research and policy formation.
USAID focuses its strategy on developing
prevention programs based on proven
interventions, addressing social, cultural,
regulatory and economic issues related to
HIV/AIDS and other sexually transmitted
infections, and developing and testing new
interventions and methods to prevent
transmission and mitigate the impact of the
epidemic. The U.S. Information Agency
(USIA) supports programs that promote
dissemination of U.S. policies and
information related to HIV and AIDS; and
the Peace Corps trains a portion of its
volunteers to directly address HIV-related
concemns in their countries of placement. In
addition, several Agencies support research
overseas, including the National Institutes of
Health, the Centers for Disease Control and
Prevention, and the Department of Defense
(DOD). The DOD is conducting clinical
trials of candidate HIV vaccines in Thailand
and NIH (working in collaboration with
USAID), supports basic scientific studies on
social and behavioral f AIDS in
developing countries. {

The results of the
be used to develop
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interventions to reduce behaviors that place
individuals at risk for contracting HIV
infection.

Opportunities for Progress

International Leadership. The United
States has established a global leadership
role in combatting the epidemic. This
leadership must continue.  The U.S.
strongly supports the newly established Joint
and Co-sponsored United Nations
Programme on AIDS (UNAIDS).”
Moreover, the U.S. is a member of the
governing body of UNAIDS.

The U.S. also supports efforts to more
effectively make use of available resources
as well as to encourage non-traditional donor
countries to providle much needed
contributions. Supporting UNAIDS and its
innovative programmatic efforts, and its
goal of working to increase the availability
of therapeutics (and vaccines when
developed) to the residents of developing
countries is not only morally correct, but
also furthers U.S. interests by promoting
economic and social stability worldwide.

Sharing Technology and Bringing Lessons |

Home. In addition to financing the
development of large scale, comprehensive
AIDS prevention programs in many
countries, USAID has gained valuable
insights and lessons from experiences from
these countries and is applying them to U.S.
populations.

Based on the Vice President’s "Lessons
without Borders Project” initiative to bring

lessons learned abroad home to inner city
and rural areas with problems similar to
those experienced overseas, this initiative

creates linkages between U.S. community

organizations and international projects.
The U.S., through its various Agencies will
continue to build and strengthen networks
that will facilitate leadership, coordination
and transnational approaches to AIDS
prevention and control programs and AIDS
related research; exchange culturally and
linguistically appropriate educational and
training materials;

based programs, and U.S. based non-

governmental organizations.

Program Coordination. One of the most
challenging aspects of the U.S. effort is
effective coordination among a host of
Agencies with varied missions and activities.
The State Department and Agencies such as

USAID and USIA are primarily focused on -
country-specific activities, that include many

HIV-related objectives. Other Agencies,
such as NIH and CDC, al Tt
international act1v1t1es '

i

These differences in focus present challenges
in effectively planning, coordinating, and
evaluating the overall U.S. international
effort. Therefore, in order to improve this
endeavor, the Agcncies supporting
mechanism for identifying g and coordinating
this effort.
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TRANSLATION OF RESEARCH INTO
PRACTICE

An important element in our fight against
AIDS is ensuring that hard won research
advances are translated into practice (i.e.,
ensuring that new knowledge is incorporated
into the standard practice of clinicians,
service providers, and health educators
caring for persons living with HIV). The
increasing presence of HIV in every
community necessitates that all health care
providers become knowledgeable about
assessing risk, promoting prevention, and
caring for persons with HIV.

Improving the translation of research
advances into daily clinical practice will
require an ongoing collaborative effort on
the part of the Federal government,
individual health care providers, medical
schools, professional organizations,
international organizations, health centers
and hospitals, and other parts of the private
sector.

Information dissemination activities fall
under the missions of several Agencies. (See
Appendix E.) The National Institutes of
Health (NIH) supports a broad range of
efforts including a "Clinical Alerts"
mechanism for the dissemination of clinical
trials results to health professionals, the
media, and the general public. DHHS
supports and directs the International
HIV/AIDS Clinical Conference Call series
which disseminates critical, state-of-the-art
clinical care information to primary care
providers via live worldwide audio tele-
conferencing. NIH also supports publicly

available computerized databases such as
AIDSDRUGS, AIDSTRIALS, and

AIDSLINE. In addition the toll-free 1-800

TRIALS-A AIDS Clinical Trials Information

Service (ACTIS) is co-sponsored by NIH,
1

The Centers for
Disease Control and Prevention (CDC)
disseminates information through hotlines
such as its toll-free 1-800-HIV-0440
HIV/AIDS Treatment Information Service
(ATIS) and the AIDS Information
Clearinghouse.

The CDC also issues guidelines for health
professionals through it Morbidity and
Mortality Weekly Report; such guidelines
have included The U.S. Public Health
Service Recommendations for HIV
Counseling and Voluntary Testing for
Pregnant Women. The Agency for Health
Care Policy and Research (AHCPR) has
published a series of HIV-related clinical
practice guidelines for clinicians and-
companion pamphlets for their patients; an
example of these materials is clinician
guidelines for the evaluation and
management of early HIV infection. The
Health Resources and Services
Administration has also developed guidances
for its CARE Act grantees, funds an AIDS
warmline that responds to questions from
clinicians across the country, and directs a
nationwide system of AIDS Education and
Training Centers that provide state of the art
HIV clinical information to health care
providers.

Opportunities for Progress
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Due in part to Federally-sponsored practical information for practicing clinicians
information dissemination activities, and their patients be provided in a timely \/ /
dramatic changes in the way HIV is treated manner.
have taken place over the last 15 years. 6 a,‘ Z
However, despite these successes, there are Thequ%ral government must develop a hiéua
still areas for improvement. For example, mechanistirfor ensuring periodic assessment \\En}
an AHCPR-supported study indicated that of the state of the ensuring that essentlal
primary care physicians may miss significant information can be d easily, and /A/% "é@
HIV-related symptoms during patient disseminating that informatiomwijdely. This Cfém 4}?@
examinations.?® Other research indicates will require collaboration with “industry, e =
that a disturbing number of clinicians do not government, and professional groups. 8743
use universal precautions in the course of & _ L")(e;
routine patient care.? Coordination of Federal Activities. S
wz\f" d anlts 7 Enhancing coordination of information
‘W We are also at a stage <yl dissemination activities among Public Health
‘\ -heginninprefeic epidemic, where research Service Agencies is an important priority. -

(2N
A
Ko

J advances are commg mfrequently In

the case of the NIH study that demonstrated
it is possible to block perinatal transmission
by administering a specific AZT regimen to
the mother and baby, it became clear that
this scientific breakthrough required a
change in the standard of care and action by
a number of Federal Agencies. This
change also required the development of
new testing and counseling guidelines to
reflect the new options available to women.

Within the DHHS, the Office of HIV/AIDS
Policy. has the lead. responsibility for
coordinating the HIV-related activities of the
Public Health Service Agencies. ' Ensuring™”
that  informafion ~ about ™ a~ “Tesearch -
breakthrough is easily available, reaches the
appropriate persons and organizations, and
that policies and standard-of-care practices
for Federally-sponsored programs are
modlﬁed to reflect the new standard, will
requme a continued high level of cooperation

@ordmatlon among Public Healty

M\,Aﬂd it meant that for patlents enrolled in
Serv1ce Agencies.

Medicaid and Medicare to receive access to

(a“\ / "~ thiskbreakthsough, a policy change on the

part of the Health Care Financing
Administration (HCFA) was required.

State of the Art Guidelines. One of the
most difficult tasks for clinicians and
patients is interpreting the patchwork of data
and articles regarding treatments and
converting it into a therapeutic strategy.
With every research breakthrough, this task
becomes more difficult. It is essential that

‘prevention models..

Improved information dissemination efforts
are also needed in the area of primary
As noted in the
prevention section, models of effective
prevention interventions have been
developed, but often this valuable
information is not reaching those persons
developing, implementing, and evaluating
prevention programs. - Here again, the
Public Health Service must take the lead in -
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ensuring that information that can be used to
stem the tide of new infections reaches those
who can make a difference.
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CIVIL RIGHTS

%9 ct Yo

(/-‘\ . One of the Nation’s” 66mmon goals is to

\

?%; it
L‘n W

w g’c“\ V\f?

ensure that persons living with
I-IIV%nng, ethical, and in accordance
wlth legal standards. Discrimination based
n HIV status is illegal and morally wrong.

D1scrimination undermines the Nation’s
efforts to prevent and treat HIV infection
and bring the epidemic under control.
Because of fear of discrimination and
stigma, many people do not voluntarily seek
testing for HIV, remain unaware of their
HIV status, consequently do not take
advantage of care that could help them live
longer, healthier lives. In addition,

. opportunities to educate people are lost.

Discrimination can also wrongfully deny

‘persons access to housmg\Rmployment and

health care.

The Federal government and some States
have enacted laws that protect persons with
HIV from discrimination on the basis of
their infection. Many of the more common
legal issues faced by people living with HIV
and AIDS, such as family law issues, estate
planning, landlord/tenant problems are
regulated by State law.

The primary source of Federal statutory
protection for people living with HIV is the
Americans with Disabilities Act of 1990
(ADA). (Federal Agencies are prohibited
from discriminating against people with
disabilities under the Rehabilitation Act of
1973.) Title I of the ADA prohibits
discrimination against qualified disabled

individuals in employment settings. The
Equal Employment Opportunity Commission
(EEOC) is responsible for enforcing Title 1.
Title IT of the ADA prohibits discrimination
on the basis of disability with regard to
public services while Title II prohibits
discrimination on the basis of disability in
public accommodations. The Department of
Justice (DOJ) is responsible for enforcing
Titles IT and ITI. The Health Care Financing
Administration (HCFA) also enforces
regulations regarding the treatment of HIV-
infected persons.

Opportunities for Progress

Enforcement of Federal Laws. The
Federal government has aggressively and
successfully prosecuted private sector
violations of the ADA. These efforts will
continue. Under this provision the
government has been extremely successful in
prosecuting a range of cases,
clinicians who have refused to care for HIV-
positive patients and employers who have
dismissed persons based on their actual or
perceived HIV status. In addition to
ongoing efforts, a joint Department of
Justice and Health and Human Services
program will seek to combat nursing home
discrimination against persons living with
AIDS.

Federal Policies. The Federal government
must also actively work to remedy any of its
own existing discriminatory policies. The
Director of the Office of National AIDS
Policy is working with Federal Agencies to
ensure that HIV testing programs follow the
recommendations of public health

42

includingw ﬂf)fbm b‘k



Insert on page 12:

In addition, at the White House Conference on HIV and AIDS on December 6, 1995, the
President asked Dr. William Paul, the Director of the NIH Office of AIDS Research to chair
an effort to develop a trans-governmental plan and budget for HIV-related research. That
plan and budget have been completed, encompassing all the various departments conducting
or supporting HIV-related research.
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Scientific Progress and Opportunities P

A number of new and exciting research advances provide optimism and open new areas for
investigation. Breakthroughs in our understanding of the genes and proteins of the human
immunodeficiency virus have allowed the development of increasingly effective anti-retroviral drugs.
-Eight-such-drugs-are-currently-approved-for-the-treatment-of-HIV-infection. One of the recent
research advances is the development-by—several-pharmaceutical-firms-of a new class of drugs, the
protease inhibitors. TFhet ; n-fundamental-research,-carried out by scientists
-at-NIH-and-by-NIH=sponsored-scientists.-o v ! me;-protease. When used in combination
with reverse transcriptase inhibitors, protease inhibitors have remarkably diminished the amount of
HIV in an infected individual. A la/ndrrihrk advance in the prevention of HIV was made by NIH-
supported research, demonstrating that zidovudine (AZT) can dramatically reduce the risk of
transmission of HIV infection frdm a pregnant women to her child. Effective treatments for Y
HIV-related opportunistic Blfeétions can prolong and improve the quality of life of people with kgg '
. -More sensitive-and-re}idble measurements-of-viral load-and-viral burden-have-been-shown-to-be-more—
(“_o\,\_/_ A7 m@mwwtwiawwm These-findings-will-permit—
A% —physiciafi§ to-begér/‘mlortfeatments%r—ﬁheir\pat@;s,and-allow..,them»to‘more‘elosely’nﬁx‘lﬁm'e—;-' ,,
s \beneﬁtsef—gempies,w 3

AIDS research has provided a deep knowledge of the molecular virology of HIV.C’I‘his work, while ™.

not yet matched in depth by our grasp of the means through which infection leads to disease and how ) ”P
it induces immune deficiency, has, nonetheless, provided us with unique insights into the virus and its
pathogenesisDYet, we lack an effective preventive vaccine, and new and better antiviral agents are /
critically needed. Our understanding of mechanisms to modify risk-taking behavior is still very }

limited. We do not yet understand many aspects of the interaction between the virus and the infected
individual.

To address these critical needs, NIH is rededicating its efforts on basic fundamental research, the

foundation that will support the entire AIDS research enterprise. In the quest for vaccines to prevent

HIV infection, and better drugs to contain the infection and treat the opportunistic infections, tumors

and other manifestations of a dysfunctional immune system, a better understanding is needed of how
7 HIV infection is established and what causes the profound immune deficiency and terrible

complications that accompany infection. The challenge remains to develop even more effective
treatments for HIV infection and to overcome the inherent ability of HIV to develop resistance to
antiviral drugs.

A vaccine to prevent HIV infection, our greatest hope foi\the eradication of HIV, remains an elusive

of the available, effective vacgines such as those to prevent polio yirus or measles virus infection. A
much better understanding of the mechanisms of transmission of HIV between individuals, the
processes by which the infection bevames established and persists, and*the nature of the immune
response to the virus, are essential.

The Federal government has placed high priority on studies focused on women and AIDS and on the
characterization of clinical manifestations of HIV specific to women. Research to develop chemical
and barrier methods, including topical microbicides, is critical to help women prevent transmission of
HIV and other sexually transmitted infections. Further studies also are needed to better understand
HIV infection among adolescents.



The scientific priorities in AIDS research include:

. A rededication to fundamental science;
. A vigorous therapeutic re:mogtam emphasizing both drug discovery and an efficient

clinical trials system, with addition .emphasis/on increased participation of women,
minorities, and other underrepresented\popul tions;

. A stronger effort to develop new vaccine
possible; and

d to bring them to clinical trial as soon as

o An emphasis on prevention, including
development of strategies to avert infe,
and STD treatment and prevention.

anced studies of risk-taking behavior and the
n, such as microbicides, female-controlled barriers

The Benefits of AIDS Research to Other Diseases

The effort to understand HIV and AIDS has led to, and will continue to result in, scientific strides
that benefit research on many other diseases. AIDS research has accelerated study of the human
immune system. This basic immunologic mformatlon is being applied to research to better understand
and treat many other diseases, such as carncer and autoimmune diseases, including systemic lupus
erythematosus, type I diabetes mellitus, rheumatoid arthritis, and multiple sclerosis. AIDS research
also contributes to the preventio /of other infectious diseases and has provided a new paradigm for
treatment of viral diseases. )

e
o

The great advances made in the treatment and prevenuon of the opportunistic infections that
complicate HIV disease have had an impact on the care of patients with other immunodeficiency states
who are susceptible to many of the same pathogens This research effort has enhanced the care of
cancer patients, patients who have received i immunosuppresive therapy for bone marrow or solid
organ transplants or for the treatment of dlseases caused by heightened immune responses. HIV
research has assisted in identifying new infectious agents that may be responsible for malignancies,
such as the recent discovery of the etiologic agent of Kaposi's sarcoma. Such approaches may help to
identify other oncogenic agents. HIV research has led to a better understanding of the mechanisms by
which infectious agents and inflammatory cells gain access to the brain. This research has valuable
implications for the study of Alzheimer’s disease, dementia, multiple sclerosis, neuropsychological
disorders, encephalitis, and mem{ngms

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

The magmtude and complexity of these challenges have ade the NIH AIDS res
unique~AIDS research‘ﬁ‘ansqends every.area of clinical m and scientific i -
crossing the botmdaries of every NIH institut¥ and center The role of the Office of AIDS Research
rs to identify areas of greatest scientific need and promise, to assure that resources are directed to

ch program

those areas, gngure collaboration and minimize duplication in a united research front a L against
th mic. \(he-Qffice of A esearch, within RS Offive-of a1 DITestor, NTH,, has overall”

- responsnbrh{y‘@‘ plan, céordinate, evaluate, and fund the AIDS research program of the. NIH, whish
is cimed~oux in €xeh Institute, Center, and Division (ICD), consistent with its individual mission.

S BB A1 e g,

,'/ To carry out its mandate, the Office of AIDS Research has spearheaded two important initiatives: the
development of an annual trans-NIH research plan and budget and a recently completed
comprehensive evaluation. To formulate its AIDS research plan, the OAR enlists the aid of
distinguished scientists, with expertise both in AIDS research and from related disciplines. A unique

1 and inclusive process is utilized, involving the NIH Institute and Center Directors; NIH intramural
and extramural scientists and program managers; scientists and researchers from other government

l agencies, academia, foundations, and industry; HIV-infected men and women; and other community
representatives. This diverse and eminent group of experts reach a consensus regarding the scientific

; priorities and opportunities in HIV-related research, which is reflected in the annual NIH Plan for

i\ HIV-Related Research.

Utilizing the expertise of non-government scientists and AIDS community representatives, OAR
¢ completed a major comprehensive evaluation to review and assess each of the components of the NIH
l AIDS research endeavor. The goal of the evaluation was to determine whether those components are
t appropriately designed and coordinated to answer the critical scientific questions to lead to better
f treatments, prevention, and a cure for AIDS. The recommendations of this important review will
have significant budgetary implications. OAR is committed to implementing the recommendations of
this evaluation.

The -related research effort is divided into ﬁve major screntiﬁc categories natural history
and epidemiology; etiology and path8genesis; therapeutn?:s vagé‘m ..and behaviggal and social

sciences research. *‘Lw%addr o0, compen_ents\pr Ortant rese resources to these efforts:
trainin and infrastructl ' 0, rams “a(e conducted

both h.ﬂi‘g NIH-spon?o ) j iversities, research
I agd,jn the NIH intramural research%g@s mainly

institutes, and smiatlg§lence-ori
«_located in Bethesda an Maryland. Dividi e AIDS science effort by subject is critical
ng, but suc oi‘i;ation has not haM; of insulating these fields of

research from ome another. Rather, areas are inextricably linked and many research projects

represent interdisciplinary approaches that deal with more than one of these areas.

Important progress has been made in our fight against this most formidable foe; yet, the sustainability
of newly developed therapies are still uncertain and a preventive vaccine against infection is still
beyond our grasp. The most important scientific opportunities lie in our insight into the virus and the
disease that it causes. With the authorities provided to the OAR in the authorizing legislation, OAR
is refocusing efforts and redirecting resources to guide research that will lead to our ultimate goal --
preventing and curing AIDS. Accomplishing this goal will require industry’s further involvement in
and collaboration with federally-sponsored research efforts.




Federal Government supports a broad effarts to develop effeetwe lheraplés.
spectrum of research related to HIV and s

casures.
AIDS. Muiltiple Federal departments and This plan\giso provndesa’blucpnm fo‘k\
agencies have responded with research d focused Federal\
initiatives that bring to bear their unique HIV/AIDS researcl'\
capabilities and strengths. HIV/AIDS will optimpify use the\esources availabl‘;
research is supported in accordance with and maxfmize the scientifig opportumtnes
the specific missions of the Department of Qt.h);o(rise. B "~
Health and Human Services (DHHS), - ‘
specifically the National Institutes of Structyre of the Plan .
Health (NIH), Centers for Disease Control . e
and Prevention (CDC), and the Food and The fiscal ye\b\ Fyr1997 NIH Plan for
Drug Administration (FDA); the HIV-Relateg.Research was provided to
Department of Defense (DoD); and the represe tives of the Rgderal departme '
Department of Veterans Affairs (VA). and agencies suppom:S{VIAlgs/‘{
;i : o —— rc_search as a model for dey, mg their
| Although this research is supported by * respective plans. ThgFéderal pla‘hjs
separate organizations, it is often carried *, based on'the fi ajor scientific areas of
out in collaboration with other Federal ! emphasis oP'ﬂ)V/AlDS research
5 agencies and departments. For instance, ‘, establistied in the NIH plan: (1) Natural
i the NIH, CDC, FDA, and DoD maintain '\ Hisﬁiry and Epideﬁlhlg::. ) Eno gy
monthly discussions on protecting the j and Pathogenesis, (3) T iCs,
nation's blood supply. The NIH and DoD \(4) Vaccines, and (5) Be al and

collaborate in the conduct of clinical trials, Social Science Resegoch. Categ rj\zing this

and there exist strong linkages between jresearch into thes€ subject areas is i:spful
basic and applied biomedical studies on for researcgglanmng, however, these °
HIV disease sponsored by the NIH, VA, ﬁelds of: research are not insulated fron;,
and DoD. Current vaccine collaborations tcach other. On the contrary, the ’wufe
range from regular cosponsorship of !  often inextricably linked.gpd“often include
vaccine meetings and workshops to actual ! interdisciplinary appe ches ghat transcend
parallel trial designs and interagency : rescarch arg}s:"'
agreements to conduct effective 5 3
seroincidence studies and trials. In  For.each Atea of Emphasis, the plan
gddition, the CDC and VA jointly sponsor ! provides an ovcr‘mw that covers the)
surveillance studies on the incidence of coQOed ongoing Federal res;uéh effort.
1 ' ;AlDS-related Ols. These areas are then suyﬁvlded by
— IR — -—-———-‘"\ dopartment and ggont’y, with each
The Fede al Biomedical Research Plan and providing |pfoﬁnmon on the stat},oi/
udget fowlghw‘fms these their ongoing rescarch initiatives, the
ollaborations and the extensive.qngoing ;ciemxﬁc issues and objectxves that will
A




GOAL INSERTS/ NIH APPENDIX/NAT'L HIV STRATEGY

(Insert the following goals into the NIH Appendix, where indicated. The goals are consecutively
listed below and can be inserted in the order of their appearance.)

Goal 1
Natural History and Epidemiology

To support natural history and epidemiological research, nationally and internationally, that
improves the understanding of the transmission of HIV, the progression of HIV-related disease
and the risk factors associated with HIV infection and AIDS.

Goal 2
Etiology and Pathogenesis

To support etiology and pathogenesis research that improves the understanding of how HIV
causes disease.

Goal 3
Therapeutics

To support preclinical and clinical research for the purpose of improving treatments for HIV
disease and its associated conditions, and HIV prevention.

Goal 4
Vaccine

To support basic and clinical vaccine research for the purpose of developing a preventive HIV
vaccine that is affordable, safe and effective.
Goal 5

Behavioral and Social Service Research

Through support of AIDS-related behavioral and social science research, improve understanding
of how the behaviors that lead to HIV transmission can be modified.



Goal Inserts, Con't
NIH Appendix

Goal 6
Training and Infrastructure

Support training and infrastructure development programs for the purpose of improving the
training and resources available to HIV researchers.

Goal 7
Translation of Research into Science

To disseminate and transfer HIV and AIDS-related research information to researchers, health
care providers, HIV-related service providers, HIV-infected individuals and their advocates.
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® MEMO

To: Jane Sanville
From: Clare Giesen

Subject: Department of Energy and the National Strategy for HIV and AIDS
Date: July 19, 1996

The Department of Energy HIV/AIDS’ advisor, Don Donaldson, had approved the National
Strategy for HIV and AIDS paper from your office.
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THE WHITE HOUSE
WASHINGTON

May 23, 1996

MEMORANDUM FOR THE INTERDEPARTMENTAL TASK FORCE ON HIV/AIDS,
DEPARTMENT OF ENERGY

FROM: Patricia S. Fleming
Director, Office of National AIDS Policy

SUBJECT: Update of Budget Figures for the National Strategy for HIV and AIDS

As you remember, as a result of our meetings last year each member of the
Interdepartmental Task Force on HIV/AIDS (IDTF) was asked to develop individual
department and agency plans for HIV/AIDS, linking goals and objectives to budget levels
and identifying areas of unmet need.

This past February, IDTF members reviewed the draft and provided comment. We are in
the final stages of revising the document as informed by this review. Attached is the final
language for the Department of Energy appendix, based on DOE’s comments.

Comments are due back to the Office of National AIDS Policy BY NO LATER THAN
MAY 31, 1996. If you have any questions please call Jane Sanville at (202) 632-1090.

Thank you for your assistance in developing this first-ever National Strategy for HIV and
AIDS.

Attachment: Department of Energy Appendix for National Strategy on HIV and AIDS.



RESEARCH
Agency: Department of Energy

Goal: Provide infrastructure support for physical chemical
research, termed structural biology, including indirect support
for HIV-related research.

Objective: In collaboration with other Federal agencies, provide
access to sophisticated equipment and specially trained
scientific personnel.

Action Steps: In collaboration with all relevant agencies (NIH,
NSF, DOE) and the scientists they support, provide continued
essential support for structural chemistry and biology
facilities. Provide both the academic and the industrial
community access to the facilities for further studies on the
structural biology of HIV.

Descriptions: The National Synchrotron Light Source at Brookhaven
National Laboratory includes a Department of Energy supported x-
ray beam line extensively used by structural biologists studying
virus structure, including the structure of HIV. In addition,
through its National Laboratory system, DOE provides user
facilities at other synchrotron light sources and at neutron beam
facilities, which can be used by researchers to characterize the
structural configuration of intact HIV , and HIV’'s biochemical
components, often in complexes with inhibitors. These studies
assist in the development of novel therapies, as well as advance
our understanding of the pathogenesis and fundamental biology of
HIV growth. :

FY 95: Part of DOE’'s general operating budget.
FY 96: Part of DOE’s general operating budget.
FY 97: Part of DOE’s general operating budget.

Populations Served: Scientific community.

Constituency Involvement: Access to resources through peer
review.

Unmet Need: Stable funding, guaranteed access for scientists to
the facilities for the foreseeable future.
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His name is Mark Doyle. Last known #586-7161



OFFICE OF NATIONAL AIDS POLICY
EXECUTIVE OFFICE OF THE PRESIDENT

750 17th Street, N.W.
Washington, DC 20503

Phone: 202-632-1090
Fax: 202-632-1096

FACSIMILE COVER SHEET

TO: DnM DONKLOSDMI. DOé

FAX NUMBER: 584, -3cYS

FROM: f)_Afue Smw»g G /
| | D L/
NS
DATE: <22 -9 \ 0@@ NS
PAGES INCLUDING COVER SHEET: 2~ 3 { &? S
_ X / "\
COMMENTS: J &
% 15> br / N &
(o SHoa3w " b 5,

o ~
dya 0' \O(TLQ fod Lo % M

(\ud W\M)XM haign 1 -
5%, - £ g =Cou0 ML
o
5, ~ @[ - b 1023
o



OFFICE OF NATIONAL AIDS POLICY
EXECUTIVE OFFICE OF THE PRESIDENT

750 17th Street, N.W.
Washington, DC 20503

Phone: 202-632-1090
Fax: 202-632-1096

FACSIMILE COVER SHEET

TO:_ MR DOV E

FAX NUMBER: %0 510

FROM: Jk\\\E %AA\{ ILLE

DATE: b 27 96

PAGES INCLUDING COVER SHEET: 5>

COMMENTS:

Thauks %/yow/ utp-



o A Y S
’.‘i\f;- - .lﬁ*('*}l’z;ﬁ et Qo "‘"’ 43 ol
D g R pard g‘;
N o

Prisoners. Popul tlons n prlsons are'af high risk for both §
substance abuse and HIV disease. Moreover, there is often a high /

prevalence of both HIV and substance abuse behaviors in people e
entering prison. 3

e h
Given that the incarcerated population is often at increased risk ¢H’V
for HIV infection, offering educational programs during . ,if?#d
incarceration prov1des a unlque opportunlty to reach these _________ 59%(#'
persons. S g -Ehat—"pFe : Cly

haﬁeubeen:effeﬂt;ve~1n”deIiver1ngﬂHIV”f’eatmentwand»preveﬁ 2
JnesgaEges. Research has asmg~shown that individuals who are well#ﬁ '
informed about HIV and substance abuse issues do modify their ﬁ .f
risk-taking behaviors. It is important the Federal government o
build upon the knowledge and opportunity that currently exists _I7-**
and further improve HIV prevention efforts for incarcerated '

persons. ,

» T i
Lmeg @ Y0) 10T il

,{. 4“-{’.
i /) < o 5,4\1 :
had / ki :"' ( g

,mm %




OFFICE OF NATIONAL AIDS POLICY
EXECUTIVE OFFICE OF THE PRESIDENT

750 17th Street, N.W.
Washington, DC 20503

Phone: 202-632-1090
Fax: 202-632-1096

FACSIMILE COVER SHEET
T0:_Jason Tlerkel ( phane s C?‘% )

Y] ) e
FAX NUMBER: _{ I 8639 MQ:J

é}ww B 7
FROM: Oanc SM&Q,%W

DATE: (% ZSN \qc((cb
¢ 0

PAGES INCLUDING COVER SHEET: | wo ()




Prisoners. Populations in prisons are at high risk for both
substance abuse and HIV disease. Moreover, there is often a high
prevalence of both HIV and substance abuse behaviors in people

entering prison.

Given that the incarcerated population is often at increased risk
for HIV infection, offering educational programs during
incarceration provides a unique opportunity to reach these
persons. Studies have found that programs using peer counselors
have been effective in delivering HIV treatment and prevention
messages. Research has also shown that individuals who are well
informed about HIV and substance abuse issues do modify their
risk-taking behaviors. It is important the Federal government
build upon the knowledge and opportunity that currently exists
and further improve HIV prevention efforts for incarcerated
persons. ,
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Executive Summary

THE PROBLEM

HIV (human immunodeficiency virus) infection and injection drug use
are major public health problems in the United States today. The focus of
this study lies at the interface of these two critical threats to public health,

The epidemiologic data indicate that the HIV epidemic in this country
is now clearly driven by infections occurring in the population of injection
drug users, their sexual partners, and their offspring. The proportion of
new AIDS cases attributed to the €Xposure category labeled men who hgve

cases reflect the rising injection drug use related infections of several years
42o. By now, the spread of HIV among injection drug users, their sexual
partners, and their offspring accounts for a major proportion of new HIV
infections in the United States and the continuing expansion of the AIDS
¢pidemic.,

_—

Note: Documentation for the material in this Executive Summary appears in the body of the

feport. Moreover, it should be noted that this summary focuses on the core conclusions and
-

fecommendations of the report. Additional conclusions and recommendations appear at the
“nd of individyal chapters.
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2 PREVENTING HIV TRANSMISSION

The main factor associated with HIV infection among injection drug
users is the practice of sharing injection equipment. This multiperson use
of syringes is particularly dangerous because residual blood retained in the
syringe from one person can be unintentionally and, even with rinsing,
inconspicuously passed along to the next person using the syringe. This ;
sharing behavior is in part a consequence of the restricted availability of
sterile needles and syringes. An injection drug user infected with HIV can
cause a cascade of new infections in many other individuals, not only through
sharing of injection equipment, but also through sexual and perinatal trans-
mission.

Needle exchange programs, in which used needles are exchanged for
new, sterile ones, are one level of response to this crisis in some communi-
i EE ties. They have been implemented in many countries (including France, the
Netherlands, Great Britain, Australia, and Canada) as part of a more com- 3
i I P prehensive public health effort to reduce the spread of HIV and other blood-
' % borne infections among drug users, their sexual partners, and the general
' population. In the United States, approximately 75 needle exchange pro-
grams have been initiated in 55 cities, although many are small and the
programs have not been endorsed by the federal government as a viable
intervention for the prevention of AIDS. Obstacles to this approach include
legal, economic, and behavioral factors.

- For injection drug users who cannot or will not stop injecting drugs, the
once-only use of sterile needles and syringes remains the safest, most effec-
tive approach for limiting HIV transmission. However, with significant
legal impediments to syringe availability, bleach distribution programs were
conceived as a means for injection drug users to disinfect needles and sy-
ringes between use. If properly used, bleach is effective in the disinfection
of HIV and other pathogens—but the effectiveness of bleach as used by
injection drug users under street conditions has not been optimal.

The use of federal funds to support needle exchange programs has been
: specifically prohibited or restricted by the language contained in a series of
o statutes enacted by Congress since 1988. The ban on federal support re-
B mains in effect “. . . unless the Surgeon General of the United States deter-
mines that such programs are effective in preventing the spread of HIV and
do not encourage the use of illegal drugs.” This current prohibition applies
regardless of whether the programs operating in individual states are legally
authorized. As a result, needle exchange programs in communities across
the country cannot use federal funds to support services involving the pro-
vision of sterile needles, but are limited in their funding to state, municipal,
and private sources.
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EXECUTIVE SUMMARY 3

THE PANEL’S CHARGE

At the request of Congress, the Panel on Needle Exchange and Bleach
Distribution Programs was established by the National Research Council/
Institute of Medicine, with support from the National Institute on Drug
Abuse. The panel was asked to undertake a study to determine the effec-
tiveness of needle exchange and bleach distribution programs. The panel’s
charge is as follows:

The panel will gather and analyze the relevant research regarding
the effect of such programs on rates of drug use, the behavior of
drug users, and the spread of AIDS and other diseases, such as
hepatitis, among intravenous drug users and their partners. In
addition, the panel will examine closely related issues of impor-
tance to the research and service communities, such as the charac-
teristics associated with effective exchange programs, and will pro-
vide recommendations for future research directions and methods
applicable to the evaluation of syringe exchange and bleach pro-
grams. In the latter task, the study will identify the relevant evalu-
ation hypotheses and delineate the most appropriate methodologies
for testing such hypotheses. The panel is authorized, but not com-
mitted, to assess the potential risks and benefits associated with the
implementation of such programs if it judges the data adequate to
make such an assessment.

SCIENTIFIC ASSESSMENT OF PROGRAM EFFECTIVENESS

To examine the context that frames needle exchange and bleach distri-
bution programs, the panel assessed a wide range of studies concerning the
magnitude and severity of injection drug use; HIV infection among injec-
tion drug users and their partners; and the effects of needle exchange and
bleach distribution programs on drug use, HIV risk behaviors, and the spread
of HIV/AIDS.

The studies that examine needle exchange and bleach distribution pro-
grams have various limitations, including inadequate samples, sample attri-
tion, improper controls, problematic measures, and incomplete analyses.
Nevertheless, the limitations of individual studies do not necessarily pre-
clude us from being able to reach scientifically valid conclusions based on
the entire body of literature available. The situation resembles the explora-
tion of the relationship between cigarette smoking and lung cancer;’ virtu-
ally every individual study was vulnerable to some particular objection, yet
collectively those studies justified a compelling conclusion.

[t was essential for the panel first to distinguish between studies of hlgh
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4 PREVENTING HIV TRANSMISSION

quality and those of lesser quality, and then to weigh the credibility of the
findings according to their completeness and soundness. Using this ap-
proach, the panel based its conclusions on the pattern of evidence provided
by a set of high-quality studies, rather than relving on the preponderance of
evidence across less scientifically sound studies.

Needle Exchange

On the basis of its review of the scientific evidence, the panel con-
cludes:

* Needle exchange programs increase the availability of sterile injec-
tion equipment. For the participants in a needle exchange program, the
fraction of needles in circulation that are contaminated is lowered by this
increased availability. This amounts to a reduction in an important risk
factor for HIV transmission.

* The lower the fraction of needles in circulation that are contaminated,
the lower the risk of new HIV infections.

The act of giving a needle to an injection drug user has a powerful
symbolism that has sparked fears about the potential negative effects of
needle exchange programs. However:

* There is no credible evidence to date that drug use is increased
among participants as a result of programs that provide legal access to
sterile equipment.

* The available scientific literature provides evidence based on self-
reports that needle exchange programs do not increase the frequency of
injection among program participants and do not increase the number of
new initiates to injection drug use.

* The available scientific literature provides evidence that needle ex-
change programs have public support, depending on locality, and that pub-
lic support tends to increase over time.

Needle exchange programs should be regarded as an effective compo-
nent of a comprehensive strategy to prevent infectious disease.

Bleach Distribution

Although HIV has been shown to be susceptible to inactivation by
bleach under idealized conditions in the laboratory, epidemiologic studies
have not demonstrated a significant protective effect against HIV infection
for injection drug users who report consistent use of bleach to decontami-
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nate needles and syringes previously used by others (see Chapter 6). Con-

sequently, substantial uncertainty now exists among public health officials,

laboratory scientists, community outreach workers, and injection drug users

concerning the value of bleach disinfection as a public health intervention.

Additional investigation into optimizing disinfection methods is clearly necessary.
The panel concludes:

« Bleach, if used according 1o the recommendations of the Centers for
Disease Control and Prevention, the National Institute on Drug Abuse, and
the Center for Substance Abuse Treatment (see Chapter 6 for a detailed
discussion of these recommendations), is likely to be an effective HIV pre-
vention strategy for injection drug users who share needles and syringes.

« Concerted efforts are essential to increase the awareness of injection
drug users of the importance of disinfecting shared injection equipment and
the importance of following the appropriate procedures.

Bleach use is clearly an intervention to be used when injection drug
users have no safer alternatives.

e Health research funding agencies (e.g., the National Institutes of
Health, the Centers for Disease Control and Prevention, and the Agency for
Health Care Policy and Research) should support research directed toward
identifying the simplest to use and most effective disinfection strategies,
employing agents that are readily available to injection drug users.

COMMUNITY AND LEGAL FACTORS

In policy decisions about needle exchange and bleach distribution pro-
grams, the scientific evidence on whether the behaviors of injection drug
users change and the rates at which new infections are reduced are but one
dimension of an immensely complex issue. These AIDS prevention pro-
grams, in different environments, face various levels of community support,
different levels of HIV prevalence! in the local population of injection drug
users, and operate within different legal environments. And so the scien-
tific issues cannot be viewed in isolation but must be considered along with
these other factors.

A range of views about needle exchange programs has been expressed
by various groups, including racial and ethnic minority representatives, law
enforcement officials, pharmacists, and drug treatment providers. Specific
community concerns range from fears that such programs will worsen al-
ready severe drug abuse problems and elevate extant high levels of crime to
concerns that such programs promote immoral activities. Although there is
much variety among the views of different groups, all share the concern that
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handing out sterile injection equipment or bleach bottles to injection drug
users does not address the underlying problems associated with drug abuse.
The- high levels of concern about potential negative effects of needle
exchange and bleach distribution programs cannot be ignored, despite the
paucity of evidence supporting them. Furthermore, the long-term effects of
these programs on the level of illicit drug use in communities are not yet
known. Communities experiencing high levels of drug use and addiction,
AIDS, crime, and poverty may well resent the institution of needle ex-
3 change and bleach distribution programs, seeing them as a wholly inad-
equate response to the underlying problems associated with drug abuse and
s perceiving that they do more harm than good. The panel urges that local
' community members (e.g., police, church, treatment providers, pharmacists,
local public health authorities) should be involved in determining whether
such programs should be implemented locally and how they should be insti-
tutionalized.
The legal environment is another, very different factor impinging on
needle exchange and bleach distribution programs. On the basis of its
i review of the legal circumstances in which these programs operate, the
m L panel concludes: '

b * Any marked increase in the supply of sterile needles to injection drug
users above current levels through pharmacy sales is likely to call for new
i measures to ensure the safe disposal of used needles. Whereas this problem
’ has been solved in other countries (e.g., Australia provides special contain-
i ers in public places that allow for proper disposal of used syringes, as well
as individual returnable containers for used syringes), it is important to
design good solutions to the disposal issue in the United States now.
* Laws that make it a criminal offense to possess injection equipment
Y (paraphernalia laws) were designed to decrease the prevalence of injection
s drug abuse, but they also inhibit users from carrying their own supply of
: needles and thus unwittingly contribute to the sharing of contaminated ones.
| * Laws requiring a prescription for the purchase of new needles and
. syringes (prescription laws) constrain the availability of sterile injection
i equipment and thus promote the sharing of contaminated equipment.

i RECOMMENDED COURSE OF ACTION

The panel concludes that well-implemented needle exchange programs
can be effective in preventing the spread of HIV and do not increase the use
of illegal drugs. Hence, we recommend that:

) B, S VT S} AU T W T AT T ) SR T T Y e F v g
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¢ The Surgeon General make the determination called for in P.L.
102-394, section 514, 1993, necessary to rescind the present prohibition
against applying any federal funds to support needle exchange pro-

grams.

Observe that the panel does not recommend a mandated national pro-
gram of needle exchange and bleach distribution programs. As documented
in this report, regional variations in the prevalence of HIV infection, the
extent and kind of drug use, the presence of other AIDS programs, opera-
tional characteristics of existing needle exchange programs, and the atti-
tudes and needs of local communities all influence the potential effects of
needle exchange programs and militate against such a mandate. The recom-
mendation is to allow communities that desire such programs to institute
them, using resources at their disposal and unencumbered by the specific
funding handicap that is now in place.

The panel further recommends that:

* A better monitoring system should be established for assessing long-
term societal changes in drug use at the community level due to needle
exchange programs.

» The Assistant Secretary for Health should charge appropriate agen-
cies (i.e., the National Institutes of Health and the Centers for Disease
Control and Prevention), in consultation with academic departments of epidemi-
ology, to develop more effective surveillance of drug use, particularly for
local areas. The data collected should move beyond gross prevalence esti-
mation of drug use and toward detailed information about users. This should
include data on behavioral dynamics (e.g., pattern of drug use, sharing of
drugs and drug paraphernalia, social context of drug use) by drugs of choice,
routes of administration for each, and the flow of injection drug users into
and out of drug treatment programs.

* Given the serious public health threat associated with HIV infection
among injection drug users, their sexual partners, and offspring, the Assis-
tant Secretary for Health should ensure that AIDS prevention efforts tar-
geted to injection drug users are expanded specifically to include behavioral
interventions in order to limit the further spread of HIV infection.

» The Assistant Secretary for Health should cause the disposal issue to
be studied and appropriate means of needle disposal to be developed. A
task force should be appointed and should include health safety specialists,
infectious disease specialists, injection drug use researchers, and commu-
nity representatives/civic leaders.

» Legislative bodies should remove legal sanctions for the possession
of injection paraphernalia.
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» Appropriate legislative bodies should repeal laws in the nine states
that require a prescription in order to purchase injection equipment.

These recommendations must be viewed in the overall context of the
drug epidemic. Comprehensive responses to this threat to public health are
critical: most critical is the expansion of drug treatment to make it more
available. Needle exchange programs report increased referrals to drug

: abuse treatment and, in the few studies that examined this issue, no increase
i in the number of dirty needles discarded in public places (e.g., parks, streets,
“ alleys). Needle exchange programs should promote HIV prevention not
& only by providing sterile equipment, but also by means of education, drug
L treatment referral, and materials, including bleach, alcohol pads, and condoms.
Moreover, needle exchange and bleach distribution programs should make
4 special efforts to reach and retain hard-to-reach subgroups of injection drug
i users, such as young injection drug users and women.
i Incremental funds for needle exchange programs and other AIDS pre-
Hi vention strategies should be appropriated but should not be taken from
resources now supporting drug treatment programs. Such a diversion of
i' funds would be unwise because drug treatment programs have been shown
’ i to be Fffef:tive in _tr.ealing the.underlyin.g disorder of drug abuse and can be
i ;li‘ effef:qve in curtailing HIV risk behavnors.. Mpregver, for many program
1 participants, needle exchange and bleach distribution programs have been
Iy found to serve as a bridge to drug treatment for many needle exchange
i

! program participants. Indeed, the appropriate legislative bodies should en-
act legislation (and should appropriate monies) to increase drug treatment
| capacity. In this context, both needle exchange and bleach distribution
: programs should be regarded as strategies for public health promotion and
disease prevention.

NOTE

Il

_‘ i 1. Prevalence denotes the proportion of a population that is currently (or at a
specified point in time) infected. Incidence denotes the rate of occurrence of new
cases of infection per unit of time.
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The National Strategy for HIV and AIDS

Draft for Office Management and Budget Review: 6.28.96

CARE & SERVICES

One of the national goals is to ensure
appropriate care for all persons living with
HIV and AIDS. Achieving the goal of
ensuring appropriate care of all Americans,
including those living with HIV, will require
a dedicated alliance among the Federal
government, States, the private sector, local

communities, community-based
organizations, clinics, families, and
individuals.

Background

Persons living with HIV finance needed
health care services through a variety of
mechanisms. Currently, nearly 50 percent
of adult Americans and 90 percent of
children living with AIDS receive their
medical coverage through the Medicaid
program and another 5 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. For the
remainder, their lives often depend on the
Federal health care safety net.

For those who qualify, care and services are
provided through a number of Federal
Agencies (See Appendix C), many in
cooperation with local organizations and the
AIDS community that have admirably
served those living with HIV. Taken
together, these efforts form a valuable if
incomplete safety net for some of the most
vulnerable people in our Nation.

After Medicaid, the centerpiece of this
safety net is programs funded through the
Ryan White Comprehensive AIDS
Resources Emergency (CARE) Act of 1990,
administered by the Health Resources and
Services Administration (HRSA). It was
established to fill gaps in coverage and build
systems of care to create access to health
care for people living with HIV/AIDS.
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 so
the areas most affected by the epidemic
receive a proportional share of available
dollars.  Title I also provides drug
reimbursement funding for persons living
with AIDS. Title IIIb of the Act provides
early intervention services such as
counseling and testing, medical care, and
educational services for medically
underserved persons with the goal reducing
HIV-related illness. Title IV seeks to
increase the availability of care and services
for women, infants, children, and youth in
a community-based family-centered system
of care. HRSA also provides primary care
to persons living with HIV through its
Community Health Centers and Maternal
and Child Health Programs.

Other sources of primary care supported by
the Federal government include the
Department of Defense, the Department of
Veterans Affairs, and the Indian Health
Service/DHHS which provides health care
for HIV-infected Native Americans and
Alaska Natives. Additionally, the Bureau of
Prisons within the Department of Justice
provides care for HIV positive persons in
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_/>‘ Federal prisons.

Housing assistance is provided by the
Department of Housing and Urban
Development (HUD) through their Housing
Opportunities for Persons with AIDS
(HOPWA) and other programs. These
programs work in partnership with local
initiatives incorporating housing assistance
into a community’s continuum of services.

Opportunities for Progress

The challenge before us today, especially in
light of the restricted fiscal environment, is
to ensure that persons living with HIV
receive the care they need so they may have
the opportunity to live productive lives. To
achieve this, AIDS care and service
programs must build upon past successes,
continue to improve prioritization efforts,
improve accountability, and increase the
cost-effectiveness of services they provide.

The Health Care Safety Net. The
cornerstone of care for people living with
AIDS in the U.S. is Medicaid. Nearly 50
percent of all Americans living with AIDS --
including 92 percent of children with AIDS
-- rely on Medicaid for their sole source of
health coverage. Medicaid provides
coverage for hospitalizations, physician
visits, x-rays and laboratory tests, home
health care, nursing home care, and
outpatient prescription drugs. These
services extend the length and the quality of
life for people living with HIV and AIDS.
In fiscal year 1996, Federal Medicaid
spending for people living with AIDS is

estimated at $1.8 billion, nearly six times
the amount expended on the Ryan White
CARE Act.

Maintenance of the Federal guarantee of
Medicaid coverage for eligible individuals is
essential to the continued ability of the
Nation to respond to the health care needs of
people living with HIV/AIDS. Of particular
importance is the maintenance of a Federal
definition of disability. The 30-year State
partnership in Medicaid also must be
maintained while the program is made more
flexible for State innovations.

With a strong Medicaid program in place, it
continues to be vital that the Ryan White
CARE Act be maintained and expanded to
fill the gaps in coverage. Many people with
HIV and AIDS are too poor or too disabled
to work yet they are not poor enough or
disabled enough to qualify for Medicaid.
For them, and for their families, the CARE
Act provides essential protection.

Integrated Continuum of Care. Many
health care providers believe that one of the
most potentially effective approaches to
treating HIV positive persons, in addition to
reducing the spread of infection, lies in
providing people access to an integrated
continuum of health care services. This
includes counseling and testing,
comprehensive health care, home health
care, and access to substance abuse
treatment and prevention services.

One of the most powerful methods of

recruiting people into primary care is
knowledge of serostatus -- persons who
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know they are HIV positive are more likely
to seek health care. Counseling and testing
services can serve as a gateway to this care.
Unfortunately, the majority of Americans
who may be at risk for HIV infection do not
know whether or not they are HIV positive.
There is a need to develop better outreach
education in order to encourage people to
come in for counseling and testing and link
them to appropriate services as needed.
Without the linkage of testing to medical
care, the opportunity to prolong life is lost.

Linking an HIV-positive person with care
also provides an opportunity for education
about behaviors which may reduce their
chances of infecting others. For example,
this can mean offering addiction treatment
or offering pregnant women information
about and access to AZT during pregnancy
to reduce the risk of perinatal transmission.

As noted in the Prevention Section,
achieving this level of integration will
require active collaborative efforts on the
part of individual physicians, nurses, other
clinicians, managed care plans, medical
schools, and professional organizations in
addition to State, local and Federal
governments.

Housing Services. Housing is an important
element in the effort to provide
comprehensive care for persons living with
HIV. It is the foundation upon which any
program of care or services must be built.
Without stable housing, a person with
HIV/AIDS has diminished access to
programs and services and a diminished
opportunity to live a productive life. It is

estimated that up to 50 percent of persons
living with HIV and AIDS will become
homeless or are at risk for becoming
homeless during the course of their
illness.?

Persons living with HIV face significant
obstacles locating affordable housing. The
private market alone does not consistently
meet the basic housing needs of persons
living with HIV and their families, as
housing must often be provided in
connection with specialized services that
enhance an individual’s or family’s ability to
live independently. In addition, persons
living with HIV must also overcome reduced
housing options due to unfounded fears and
prejudice regarding AIDS.

Housing assistance is an area that requires
significant community involvement and
support if it is to be successful. Many
communities are part of new efforts to
comprehensively plan for the housing needs
of their residents, including assessing and
addressing the needs of residents living with
HIV/AIDS.

The HOPWA program was created in 1992
to provide communities with a tool to meet
the increased need for resources, effective
planning, and coordination with existing
public and private efforts. The program is
representative of HUD’s "Continuum of
Care" approach to building local systems to
address homelessness. Moreover, it is
estimated that the cost of providing housing
services in a HOPWA-funded residential
facility is far less than the average day in
the hospital.
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To further foster community involvement,
HUD has also 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. In addition, the
Community Development Block Grant
(CDBG) and the HOME affordable housing
program as well as Public Housing
programs are key resources that are
available to communities, contingent on
eligibility, space availability and local
priorities.

Providing consistent funding for the housing
component of the safety net with programs
such as community-oriented programs
HOPWA must be a Federal priority.
Moreover, integrating housing services into
other programs and ensuring a shared
responsibility between Federal, State, local
governments and community organizations is
another important step in assisting
communities to build seamless systems of
support for our most vulnerable citizens.
Efforts are underway to improve inter-
departmental coordination and should
continue.
o
Prisoners. There are also groups of people,
such as prisoners, who are not served by
these traditional safety net programs. Most
prisoners living with HIV are incarcerated in
State and local prisons. Medical care for
Federal prisoners is provided under the
direction of the Department of Justice’s
Bureau of Prisons. Identifying the HIV
positive prisoners and ensuring them access
to quality care for incarcerated persons is

especially challenging. Prisoners do not
have the choice of seeking care outside the
prison setting and are dependent upon the
prison staff to ensure that appropriate care is
provided. They also may have difficulties
regarding confidentiality, trust, and less
access to research opportunities.

Improving access to appropriate HIV-related
care in prisons must be a priority. At the
Federal level significant advances are being
made in the quality of care, improved
coordination, and developing models of
care. Improving the quality of care at non-
federal prisons will require improving the
knowledge and skill of the health care teams
in the prisons, strengthening linkages
between prisons and outside public health
Departments and Agencies, and improving
discharge planning. These efforts can serve
to improve discharge planning for HIV
positive prisoners at the time of their release
from prison.

Program Coordination. For care and
services to have the most beneficial impact
they should be offered as part of a
continuum of care. For organizations on the
front lines of the epidemic, building a
comprehensive integrated program requires
applying to numerous Federal Agencies.
For example, Creating a community
program that integrates primary care with
substance abuse treatment and prevention,
and sexually transmitted disease screening,
prevention, access to clinical trials, and
housing assistance would require separate
applications to SAMSHA, HRSA, CDC,
NIH, and HUD.

35




The National Strategy for HIV and AIDS

Draft for Office Management and Budget Review: 6.28.96

Efforts to simplify federal funding
applications to facilitate improved
integration of service programs have already
begun. For example, HRSA and SAMSHA
have issued joint announcements and the
HUD and HRSA have issued a joint
announcement for the Special Projects of
National Significance (SPNS) program.
These efforts to improve integration should
be continued and expanded.

Evaluation. Strong Federal support for
these safety net programs must go hand-in-
hand with improved accountability and
priority setting. Evaluating current activities
can provide valuable information for
planners and those on the frontlines of the
epidemic. It can assist us in providing
better care to persons living with HIV. In
an era of limited resources coupled with a
demand for cost effective services of high
quality, we must use all the tools available
to us if we are to help those persons living
with HIV.

Quality of Care. Federally supported
programs can and should consistently
provide quality care. Through the efforts of
researchers and clinicians, it has been
proven that quality care for HIV positive
persons is possible, but quality care is not
consistently available throughout the health
care system. Establishing a standard-of-care
and ensuring consistency in care delivery
will require increased training for health
care professionals and more accountability
through the use of performance measures for
quality care.

A Federal program that has achieved success

in improving the knowledge and skills of
clinicians is the AIDS Education and
Training Centers (AETCs) effort sponsored
by the Health Resources and Services
Administration. A major goal of the AETC
program is to train health care professionals
in the prevention, early diagnosis, and
treatment of HIV infection.

However, this program alone cannot ensure
that all health care providers have the
knowledge and skills required to provide
satisfactory care for HIV positive persons.
Achieving this goal will require the
cooperation of Federal Agencies, States,
professional organizations, professional and
medical schools, and individual clinicians.
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CARE AND SERVICES
Agency: Department of Justice

Goal: To provide education and training for law enforcement and
social services agencies regarding victims of crime.

Objective: To improve trainees’ interaction with the populations
they serve, especially those who might have been exposed to the
HIV virus or those who may be HIV positive.

Action Steps: Provide funds to the National Victims Center (NVC)
under a cooperative agreement. (The NVC provides education, and
sensitivity training to law enforcement personnel and social
service agencies.)

Provide grant funds to the Educational Development Center (EDC)
for training regarding hate/bias crimes. (The EDC trains law
enforcement and social service agency personnel regarding
procedures for identifying and handling hate crimes, including
such crimes against those who are HIV positive or living with
AIDS.

Descriptions: Provide grants and operate cooperative agreements.

FY 95: $133,900

FY 96: Although no funds have been budgeted, the training for
law enforcement and social services personnel was
covered by the FY 95 budget and will continue.

FY 97: The department anticipates allocating additional funds
for training.

Populations Served: Law enforcement and social service agencies
are directly served. The crime victims who interact with these
agencies benefit indirectly.

Constituent Involvement: Victims rights groups were consulted
regarding the curriculum development for the training program.

Unmet Need: Additional resources to provide more regional
training.



CIVIL RIGHTS
Agency: Department of Justice

Goal: Enforce HIV-related civil rights laws and heighten issue
awareness.

Objectives: Prevent discrimination on the basis of real or
perceived HIV status.

Action Steps: Enforce civil rights laws and inform and educate
the public.

Descriptions: Litigate HIV-related civil rights cases involving
housing discrimination and discrimination in the provision of
services.

Provide information via the Americans with Disabilities Act (ADA)
information line and provide technical assistance to state and
local governments, Federal agencies and other entities and
individuals having rights and responsibilities under Titles II
and III of the ADA.

Developed and disseminated ADA questions and answers intended for
persons who are HIV positive or living with AIDS to 5,000
HIV/AIDS service providers.

FY 95: Information line $350,000; other activities part of
overall operating budget.
FY 96: Information line $350,000; other activities part of

overall operating budget

FY 97:

Populations Served: Victims of HIV/AIDS discrimination, Federal,
state and local agencies, businesses and general populace.

Constituency Involvement: In addition to having access to the ADA
information line, AIDS-related disability groups are sent the
Justice Department’s quarterly update on ADA enforcement
activities and any relevant press releases on the Department’s
HIV-related anti-discrimination activities.

Unmet Need: Funds for attorneys for additional litigation.

Public education and technical assistance for health care and day
care providers regarding their ADA obligations to persons with
HIV.



PREVENTION
Agency: Department of Justice

Goal: Reduce risk of infection of infection to INS detainees who
are at risk.

Objective: Educate detainees believed to be at risk regarding
HIV/AIDS and thereby reduce the risk of transmission and new
infections.

Action Steps: Upon obtaining informed consent, test detainees
suspected of or diagnosed with HIV/AIDS or test upon detainee
request and provide pre- and post-test counseling to detainees
deemed at risk.

Descriptions: Provide limited testing and counseling.

FY 95: Part of overall operating budget.

FY 96: Part of overall operating budget.

FY 97: Part of overall operating budget.

Populations Served: INS Detainees.

Constituent Involvement: None.

Unmet Need: None.



PREVENTION

Agency: Department of Justice

Goal: Reduce the risk of employee infection and avoid possible
worksite performance problems.

Objective: Educate Bureau of Prisons (BOP) staff, Drug
Enforcement Agency (DEA) employees, Federal Bureau of
Investigation (FBI) employees, Immigration and Naturalization
Service (INS) employees, and U.S. Marshals Service (USMS)
regarding HIV/AIDS transmission and thereby reduce the risk of
infection. Educate all Justice Department employees about
HIV/AIDS in the workplace.

Action Steps: For Bureau of Prison (BOP) staff provide:

annual HIV information update and infectious disease
training to all staff;

produce inmate and staff HIV educational videos; and

participate at least quarterly with HRSA in audio
conferences on HIV issues.

For DOJ employees in occupations that possess a heightened
possibility for exposure to HIV or other bloodborne pathogens,
including employees of the DEA, FBI, INS, and USMS provide:
' general training and field office training;
annual bloodborne pathogen training to all personnel as
mandated by OSHA (discussion of HIV/AIDS is included in this
training); and
an annual update on the bloodborne pathogens training as
necessary to discuss new information or changes in the use
of safety equipment, etc.

For all Department employees, the Justice Management Division
(OIMD) provided:

instructional materials to be used in a one time general
training;

and technical assistance to other DOJ components.
Descriptions: DOJ staff prevention training programs.
FY 95: Part of overall operating budget.
FY 96: Part of overall operating budget.
FY 97: Part of overall operating budget.

Populations Served: DOJ employees.



Constituency Involvement: None.

Unmet Need: Additional resources for field office training for
USMS and FBI.



RESEARCH
Agency: Department of Justice

Goal: To estimate the prevalence of HIV/AIDS among the
corrections and parole population and to monitor the HIV/AIDS-
related policies of Federal, State, and local correctional
agencies.

Objective: Data collection and dissemination of periodic reports.

Action Steps: Conduct surveys of federal, state and local prisons
and inmates and publish results in periodic reports.

Descriptions: When published, the 1995 Survey on Probation, the
1996 Survey of Inmates in Local Jails, and the 1997 Survey of
State and Local Federal Inmates in Adult Correctional Facilities
will contain estimates of HIV prevalence among probationers and
inmates, and characteristics of this HIV positive population.

Publication of reports describing findings of multi-year project,
"HIV Education in Lockups and Booking Facilities."

1994 Survey of HIV/AIDS in Correctional Facilities.

Publication of 1996 report "HIV/AIDS and STDs in Juvenile
Facilities."

Census of prison, survey of jail and prison inmates and
probationers, and study examining research on prevention programs
directed towards at persons whose behavior makes them vulnerable
to HIV infection.

PY 95: Part of overall operating budget.
FY 96: Part of overall operating budget.
FY 97: Part of overall operating budget.

Populations Served: Department of Justice, corrections
administrators, and public.

Constituency Involvement: None.

Unmet Need: Funding for research into requirements for effective
management of HIV positive inmates.

Funding to conduct surveys of individual facilities and increase
surveys of the juvenile system, and to conduct additional work in
the areas of prevention and education.



CARE AND SERVICES

Goal: Provide health care for prisoners with HIV/AIDS. Educate
and counsel the inmate population about the transmission of
HIV/AIDS and for the purpose of reducing the incidence of HIV
transmission.

Objective: Provide counseling, education and treatment for
prisoners.

Action Steps: Conduct random HIV testing on 10% of newly
incarcerated inmates;

Provide pre- and post-test counseling for inmates;

Conduct HIV tests on new inmates where clinically indicated,
provide HIV training and education for all newly committed
inmates during their admission and orientation;

Provide additional HIV and infectious disease-related training
annually to each incarcerated inmate who has a job-related
potential exposure to bloodborne pathogens; and

Provide health care for inmates.

Descriptions: Provide testing, counseling, education, and health
care for inmates.

FY 95: $1,000,000 for prevention and $500,000,000 for medical
care

FY 96: $1,000,000 for prevention and $500,000,000 for medical
care

FY 97: $1,000,000 for prevention and $600,000,000 for medical
care

Population Served: Bureau of Prisons inmates.
Constituency Involvement: None.

Unmet Need: Funding for counseling and testing of all inmates.
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CIVIL RIGHTS

One of the Nation’s common goals is to
ensure that treatment of persons living with
HIV is caring, ethical, and in accordance
with legal standards. Discrimination based
on HIV status is illegal and morally wrong.

Discrimination undermines the Nation’s
efforts to prevent and treat HIV infection
and bring the epidemic under control.
Because of fear of discrimination and
stigma, many people do not voluntarily seek
testing for HIV, remain unaware of their
HIV status, consequently do not take
advantage of care that could help them live
longer, healthier lives. In addition,
opportunities to educate people are lost.
Discrimination can also wrongfully deny
persons access to housing, employment, and
health care.

The Federal government and some States
have enacted laws that protect persons with
HIV from discrimination on the basis of
their infection. Many of the more common
legal issues faced by people living with HIV
and AIDS, such as family law issues, estate
planning, landlord/tenant problems are
regulated by State law.

The primary source of Federal statutory
protection for people living with HIV is the
Americans with Disabilities Act of 1990
(ADA). (Federal Agencies are prohibited
from discriminating against people with
disabilities under the Rehabilitation Act of
1973.) Title I of the ADA prohibits
discrimination against qualified disabled

individuals in employment settings. The
Equal Employment Opportunity Commission
(EEQOC) is responsible for enforcing Title I.
Title II of the ADA prohibits discrimination
on the basis of disability with regard to
public services while Title I prohibits
discrimination on the basis of disability in
public accommodations. The Department of
Justice (DQJ) is responsible for enforcing
Titles I and III. The Health Care Financing
Administration (HCFA) also enforces
regulations regarding the treatment of HIV-
infected persons.

Opportunities for Progress

Enforcement of Federal Laws. The
Federal government has aggressively and
successfully prosecuted private sector
violations of the ADA. These efforts will
continue. Under this provision the
government has been extremely successful in
prosecuting a range of cases, including
clinicians who have refused to care for HIV-
positive patients and employers who have
dismissed persons based on their actual or
perceived HIV status. In addition to
ongoing efforts, a joint Department of
Justice and Health and Human Services
program will seek to combat nursing home
discrimination against persons living with
AIDS.

Federal Policies. The Federal government
must also actively work to remedy any of its
own existing discriminatory policies. The
Director of the Office of National AIDS
Policy is working with Federal Agencies to
ensure that HIV testing programs follow the
recommendations of public health
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professionals. The Administration will also
continue to oppose Congressional attempts
to force discharge of infected military
personnel who are still able to serve their
country.

Leadership. The United States has made
progress in fighting discrimination.
However, the enactment of laws is
insufficient to end discrimination. As a
Nation we need to be vigilant and vocal in
our efforts to fight discrimination. This is
a responsibility that must be shared among
Federal Agencies, States, communities, and
the citizens of this country.
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Department of Memorandum

Veterans Affairs

pre:  July 2, 1996

"™ Director, AIDS Service (132)
THRU: Chief Officer, Public Health and Environmental Hazards (1
DVA National AIDS Plan

Subij:

To:

Jane Sanville, National AIDS Policy Office

1. As requested, the suggested language for the Unmet Needs column of the sections on Medical
Care and Prevention activities of the DVA National AIDS Plan is as follows:

Advances in treatment through research and/or changes in prevention activities may
require re-assessment of funding levels.

2. Ifyou have further questions, please call me at 708-343-7200 EXT. 3332.

Marvelu (Bobbie) Peterson, Ph.D.

VA FORM
Map1gss 2105
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CARE AND SERVICES
Agency: Department of Veterans Affairs

Goal: Provide high quality, comprehensive care across the spectrum of HIV
disease to all eligible veterans.

Objective 1l: Assess and evaluate claims and, if in order, make disability
compensation or pension payments to eligible veterans with HIV-related
illnesses.

Action Steps: Implement published final regulatory criteria effective March
24, 1992, for evaluating manifestations of HIV-related illnesses.

Publish amendment to portion of Schedule for Rating Disabilities.

Objective 2: Assist Departmental training programs to ensure widespread
awareness of VA policies related to HIV/AIDS.

Action Steps: Coordinate with other Departmental offices to facilitate
HIV/AIDS training at all Veterans Benefits Administration facilities.

Conduct follow-up training on HIV/AIDS as new information becomes available.

Objective 3: Expand outreach efforts to increase awareness of VA’s HIV/AIDS
programs.

Action Steps: Include information on VA’'s HIV/AIDS-related policies and
accomplishments at external presentations, i.e., service organization
meetings, town meetings.

Objective 4: Provide HIV testing and counseling to high risk groups of
patients and/or patients who request testing.

Action Steps: Provide HIV testing and counseling services available at every
VA medical center and/or VA outpatient clinic throughout the system;

Train professional health-care staff to sexrve as HIV counselors and patient
educators on HIV prevention and transmission;

Establish quality laboratory standards for HIV testing, including ELISA and
Western Blot; and

Ensure implementation of policy prohibiting routine involuntary screening.

Objective 5: Protect patients rights to information and self- determination in
HIV testing process.

Action Steps: Ensure that HIV testing is performed only with written informed
consent, utilizing standardized written informed consent form, by law and
policy.

Provide counseling and patient education on prevention and transmission
performed by trained health-care professionals.

Provide patient education pamphlet explaining HIV testing in VA available.

Objective 6: Protect patients rights to confidentiality in HIV testing and/or
infection.
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Action Steps: Ensure that medical records of veteran tested for or infected
with HIV subject to additional confidentiality (beyond Privacy Act), by law,
regulation and policy.

Implement safeguards to assure that: veteran HIV testing or status is released
only with patient’s written authorization with exceptions to disclosure
{(public health agenc1es, spouse, sexual partners) only under specified
conditions; VA staff’'s access to medical records only on *need to know” basis;
and legal, clinical and administrative staff trained in confidentiality
regulations and policy.

Objective 7: Protect patient’s rights to non-discrimination in admission to or
treatment in VA health-care facilities.

Action Steps: Ensure non-discrimination in admission and treatment on the
basis of HIV status, established by law and policy.

Implement safeguards to assure that: access to medical treatment based on
clinical judgment, not HIV status; legal, clinical and administrative staff
trained in regulations and policy with periodic updates and consultation
available; and patient representatives and clinical staff are available in all
facilities for patient grievances.

Objective 8: Provide state-of-the-art medical treatment for patients with HIV
infection or AIDS through professional health-care staff educated and current
in state-of-the-art HIV/AIDS treatment and the availability of appropriate
pharmaceuticals and therapeutics at health-care facilities.

Action Steps: Provide FDA approved pharmaceuticals and therapies at local
medical centers, outpatient clinics or health-care facilities or referral
medical centers in VHA networks.

Provide compassionate use and therapies under research protocols at referral
or other medical centers and facilities throughout system.

Promote integration of clinical treatment and research in HIV/AIDS.

Establish and maintain “Centers of Excellence” for the care of HIV/AIDS
patients utilizing multidisciplinary models of care.

Facilitate physician and other clinician participation in local and national
educational programs, professional societies, local, state and national
advisory groups.

Support on-going education and training of health-care and support staff
throughout system.

Encourage establishment of formal and informal physician and clinician
networks for treatment advice.

Objective 9: Provide full range of medical and psycho-social services to meet
comprehensive care needs.

Action Steps: Provide specialty and subspec1a1ty care in medicine, surgery,
psychiatry, psychology, rehabilitation in medical centers and/or networks.

At medical center level, provide comprehen51ve social services and counseling
including family, hou51ng and community referrals.
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Objective 10: Provide consultation on legal, clinical and policy issues
related to the care of HIV-infected patients.

Actlon Steps: Address and or refer to the appropriate individuals, questions
and inquiries from external agencies, field staff, and veterans on issues
related to HIV infection and AIDS.

Maintain and establish, as needed, special advisory groups of
interdisciplinary field experts to address problems or issues requiring
national focus. Include veterans in deliberations, as appropriate.

Implement, through policy, guidelines and recommendations of CDC, PHS, OSHA
and other Federal agencies specific to HIV/AIDS and bloodborne pathogens.

Objective 11: Assess the impact of the HIV/AIDS epidemic on VA health-care
system for resocurce utilization and planning purposes.

Action Steps: Maintain confidential HIV/AIDS Registry of all patients treated
in VA health-care facilities.

Evaluate worklocad distribution by medical center to determine geographical
distribution.

Utilize workload information as validation tool in resource allocation
process.

In conjunction with the resource allocation group, estimate future workload
based on past and present figures.

Include special field advisory group in resource planning and management in
the allocation process for HIV/AIDS care.

Objective 12: Participate in interagency planning on issues related to
HIV/AIDS. Provide expertise, when requested, on special issues.

Action Steps: Cooperate and collaborate with other agencies such as CDC on
special issues such HIV-infected health-care workers, when requested. Provide
expertigse from field.

Involve other agencies, as appropriate, on special issues in HIV/AIDS.

Utilize OSHA, HHS, CDC, FDA expertise on specific issues, as necessary.
Objective 13: Ensure that Federal, State, County and local officials are aware
of Department policies, procedures, treatment of personnel and veterans with
HIV/AIDS.

Action Steps: Monitor status of pending legislation for State, County and
local officials.

Serve on committees that develop and review Department policies when
requested.

Objective 14: Ensure Department policies and procedures comply with Federal
law.

Actlion Steps: Interpret Federal laws that impact on VA’'s HIV/AIDS program.

Provide legal advice and counsel to program officials.
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Serve on committees that develop and review Department policies when
requested.

Review new and updated policy directive on HIV/AIDS.
Descriptions: Medical care and services.

FY 95: $281,000,000 *
FY 96: $300,000,000 *
FY 97: $310,000,000 *

* Resources for HIV/AIDS care are derived from the general Medical Care
Budget. FY 1995 figures are reported expenditures. FY 1996 and FY 1997
are based on the projected number of patients by category or stage of
disease and estimated resources required. The estimates are those
contained in the President’s budget.

Populations Served: Eligible HIV positive veterans.

Constituency Involvement: Eligible veterans through local medical centers and
facilities.

Unmet Need: Advances in treatment through research and/or changes in
prevention activities may require re-assessment of funding levels.
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PREVENTION
Agency: Department of Veterans Affairs

Goal: Prevent transmission of HIV infection through education of employees and
patients.

Objective 1: Train and maintain cadre of professional staff to conduct HIV
transmission and prevention education for patients and conduct pre- and post-
test HIV antibody test counseling.

Action Steps: Establish national training program to educate 2 professional
staff from every VA medical center to conduct patient education and pre- and
post-test counseling.

Maintain on-going training program on limited basis to address turnover of
staff and maintain cadre of counselors/patient educators.

Objective 2: Educate and maintain cadre of knowledgeable staff to teach all
staff in VA health-care facilities on prevention and transmission of HIV
infection.

Action Steps: Develop a national "train the trainer" education program to
educate selected staff from every VA Medical Center on how to organize and
conduct staff educational activities on HIV transmission and prevention.

Update training materials/revise strategies to maintain knowledgeable base of
trainers for every facility.

Objective 3: Integrate HIV prevention education in addiction treatment
programs.

Action Steps: Conduct national training program for professional staff in
addiction treatment programs and Vet Centers on how to integrate HIV
prevention education for patients in their treatment areas.

Objective 4: Stimulate innovative approaches to HIV/AIDS education at the
local level (VA medical centers and communities) .

Action Steps: Award educational demonstration grants to HIV/AIDS education
proposals on competitive basis.

Facilitate system-wide dissemination of completed projects through annual
publication and national quarterly newsletters.

Objective 5: Maintain education and information support systems.

Action Steps: Continue AIDS awareness and education programs through national
system of regional education centers and individual facility programs.

Through library system, continue purchase of appropriate private and Federal
sector videos, publications, posters, and other materials.

Objective €: Prevent transmission of HIV in health-care setting.

Action Steps: Ensure on-going implementation of CDC recommendations on
universal precautions, via policy.

Ensure continuing implementation of OSHA rule on protection of health-care
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workers against bloodborne pathogens via policy.

Provide national training program on interdisciplinary team training for staff
from infection control, employee health, safety in all VAMCs to implement OSHA
rule.

Descriptions: Prevention activities including education and universal
precautions.

FY 95: $31,000,000 *
FY 96: $31,000,000 *
FY 97: $31,000,000 *

* Figures are based on the estimated resource expenditures for universal
precautions and education and are part of the general Medical Care
Budget. FY 1996 and FY 1997 estimates are based on the resource levels
contained in the President’s budget.)

Populations Served: Eligible veterans through local medical centers and
facilities, local VA health-care and support staff, veteran patients and
families, general public.

Constituency Involvement: VA medical centers and health-care facilities, and
local communities.

Unmet Need: Advances in treatment through research and/or changes in
prevention activities may require re-assessment of funding levels.
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RESEARCH
Agency: Department of Veterans Affairs
Goal: Utilize the unique resource of the VA-served patient population to
further biomedical, health services, and rehabilitation research on HIV and
AIDS.

Objective 1: Support AIDS-related research as a high priority area within the
VA-served patient population utilizing the unique resources.

Action Steps: Fund research with high technical and scientific merit.
Continue to fund AIDS-related research through existing funding mechanisms,
i.e., investigator-initiated studies, cooperative studies, and research
centers.

Collaborate with other federal departments and agencies in initiating and
conducting AIDS relevant research (including joint funding of projects),
thereby making the unique resources of VA available to collaborating
investigators.

Provide applicants for research support with feedback on the technical and
scientific quality of their proposals.

Objective 2: Develop and maintain AIDS Research Centers to stimulate and
emphasize importance of HIV/AIDS research in VA’s unique population.

Action Steps: Establish AIDS Research Centers based on competitive proposal
basis.

Objective 3: Encourage collaboration with other Federal departments and
agencies in initiating and conducting AIDS-related research.

Action Steps: Facilitate investigator requested funding by NIH, other Federal
agencies.

Support participation in community trials on individual investigator and
medical center basis.

Objective 4: Disseminate research findings.

Action Steps: Publish and present findings of research in peer reviewed
journals, and at national and international conferences.

Description: Research activities.

*

FY 95: $§ 5,400,000
FY 96: $ 5,700,000 *
FY 97: $ 5,700,000 *

(* Estimated expenditures for HIV/AIDS research are part of the general
Medical and Prosthetics Research budgets. FY 1996 and FY 1007 estimates
are based on the resource levels contained in the President’s budget.)

Populations Served: Veteran patients, general public, researchers.

Constituency Involvement: Veteran patients, scientific community, general
public at large.
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Unmet Need: Increased funding would enhance ability to involve VA’s unique
population in research and thereby increasing patients’ access to research and
the research knowledge base.



