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Date: 30 January 1996

To: CDC
From: ONAP
Re: CDC Review of National Strategy for HIV and AIDS

There are several areas we need your help with, specifically:
Text:
® Confirmation of accuracy for all epidemiological and
demographic data.
B Is the national prevention goal theoretically achievable
(i.e., reducing infections each year until there are no new
infections).
Appendix:
® In Redlined text there are specific questions.

m Is it possible to condense some of the description
information under the goal of monitoring the epidemic?
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Date: 30 January 1996

To: SAMSHA
From: ONAP
Re: SAMSHA Review of National Strategy for HIV and AIDS

There are several areas we need your help with, specifically:

Text:
B Information on the extent of AOD-related behaviors -- the
text reads: There is substantial evidence that use of
injection drug use.

Appendix:

® In Redlined text there are specific questions.



Date: 30 January 1996

To: SAMSHA
From: ONAP
Re: SAMSHA Review of National Strategy for HIV and AIDS

There are several areas we need your help with, specifically:

Text:
B Information on the extent of AOD-related behaviors -- the
text reads: There is substantial evidence that use of
alcohol and other substances can adversely influence risk-
taking behavior. It is estimated that %% of the population
is affected by alcohol and other drugs in addition to

injection drug use.

Appendix:

® In Redlined text there are specific questions.
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_ the ethical treatment of personsswith
- % b .5,.!,~- ; ;
This is" the first time a govérnment wide;na‘\
United States:bas been developed’ for: fightﬂﬁg
‘programs to national objectives. Such' anp

AIDS.  The President, as. part ‘of - his 'stron
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Letter from the Director of the Office of National AIDS Policy

The national epidemic and international pandemic of HIV and AIDS
is a public health crisis of unprecedented proportions, it is the
health crisis of this century. 'The HIV/A:DS ‘epidemic poses a .. .
continuing public health crisis’ that requires solid support for

v?bcine.' We must !¢
{ ' care,_and‘“

also persevere :dn our efforts to promote“

,x ..,..-'.. :

recommendations:put forth ini1993 by the%q;ti na

FONg 2 Col : :
assuring an efficient coordinated effortgirequested that the P
Office of National AIDS Policy develop a comprehensive Pplan to
guide the federal response to this ep1demi ' _

The Office of National AIDS Policy (ONAP)rwas 'reated by
President Clinton in 1993 to° prov1de greater national focus ‘and
direction for the Federal government 8 response._to HIV and AIDS.
ONAP is an integral part1c1pant in the development of PFederal
AIDS policies, including annual budget requests and legislative
initiatives. As Director of ONAP, I also serve as the head of
the U.S. delegation to the .United Nations Joint Programme on
HIV/AIDS and other internmational forums.

True government-wide planning requires a commitment from all
departments, agencies, and all levels of government to work
together toward clearly defined goals. Therefore, this strategy
for HIV and AIDS has been developed from the bottom up. Through
the Interdepartmental Task Force on HIV and AIDS (IDTF) a request
went out for the executive branch agencies to identify their
activities, goals, and objectives. With leadership from the
President and in partnership with the departments and agencies
that are members of the IDTF, we have taken unprecedented steps
to prospectively assess and map out future action. As presented
here, the national strategy establishes a baseline of current
efforts government-wide, links goals to budget objectives, and-

. guides us in refining our goals and objectives in response to the

changing face of the epidemic of HIV and AIDS. - It is intended to
be a living document that will require regular updating as goals
are reached and replaced w1th new challenges._ ' _

The purpose of this comprehensive national strategy is to set
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‘topics difficul jifo
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forth overarching national goals and priorities for 1996 in
charting our course for combatting the epidemic of HIV and AIDS.
It also includes an accounting of current Federal activities in
the areas of prevention, research, services, translation of

science into practice, international activities, and civil

rights. This" document is meant to:ibuild oonother planning "~~~ - -
documents such”as;the legislatively mandated%%?ﬂ ‘plan and the .
U.S. Interna 1 Strategy on HIV/AIDS dev: el ped by the U.S. "

Department of:State. I would like*to thankxdidicredit the  *
agencies for;th'?time and attention given’b ggpir gtaffs in.

;»QQrehensive plan

'iVi-y'and drug use
{for many Americans’to; Génf nt?directly, HIV ha
eople of this country ‘to. loo at things they
ot confront.’ Thére:is” af5§f ‘ea E}e. _ sadity
contracting’ this "disease and unwarranted fea "&£ "those 'who are
infected. Fifteen years into this epidemic)” persons living with

HIV still endire” daily prejudice and discrimination based on

their HIV status. . We are challenged by the inadequacy of a .
social and health ‘care infrastructuré -Srat system *that *is in ‘many -
places,'woefully unprepared to address the needs of the HIV-
infected. Moreover, the safety net prov1ded by.programs such as . _
Medicare and Medicaid is being threatened by funding changes.;
Scientifically, ‘we have made much progress, but the virus,

continues to. be a formidable adversary,. chalienging the best and
brightest among us to find a cure and a vaccine. -

challengéd the:p

But despite the difficultles, AIDS has also brought forth the
compassion and caring found throughout this Nation. In my many
meetings around the country with persons living with HIV I have
been inspired by their personal courage. I have been impressed
by the compassion and the dedication with which many communities
and individuals have risen to the challenge of preventing . .
infections and caring for those who are sick, demonstrating how

~this Nation can rise to meet the most difficult challenges placed

in its path. And those Americans living with HIV, and others who
are at risk of infection, their families, and their communities.
deserve a thoughtful, effective, and aggressive plan to. combat
this epidemic. ' ' L :

The epidemic of HIV and AIDS threatens the economic progress of
many countries around the world. In the United States HIV is now
the leading cause of death among Americans aged 25 to 44. Now is
when we must move forward and build upon our efforts -- the

future of our Nation and of our children and our world depend on
it.
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This is a time of great challenges and great opportunity. And
while AIDS is a terrifying tragedy that has already affected far,
far too many people around the world, I believe it is a disease
that we can defeat -- just as we have defeated polio, smallpox,
many forms of cancer, and other scourges in the history of our
planet. We will'be able to win our battle)“lth; IV and AIDS with
commitment, coura e, and leaderahip Z3%% ‘

4
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Scope of the HIV/AIDS Pandemic

The pandemic of Human Immunodeficiency Virus (HIV) and Acquired
Immunodeflciency Syndrome (AIDS) presents unique ‘social,

economic, and public health challenges to peopleaand governments
here in the United. States and worldwide.:- ike

,;”'hational and
LT b td%its second

decade, is progressing virtually unabated
deadly infectiol“for which there are: limf
dl ;

- "ni.- j

p1995%§t e Centers for Disea nd :
Prevention ' (CDC)} fbports that 501,310 casesm-f I thave been
diagnosed in the U.S. and an estlmated 311,387 Americans have
died as a result of complications related to HIV:iiiSince 1987,

* L9

AIDS has gone from being the 15th ranked cause: of:death to the
8th and it is. now\the leading cause of deachfaggpggall Americans -
aged 25 to 44.:.:(See’Figure 1.) In 1994 alone, ’dpproximately
81,000 new cases of AIDS were reported to the CDC:iand ‘over 44,000
Americans died of AIDS-related causes in 1994.:'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 5*‘# Rl

As we have witnessed a relentless increase in 1nfectlons, the
demographics of the epidemic have been shifting. - The early years
of the epldemlc 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 (43%) of all new cases. BAmong the populations being more
heavily affected now are young men between 20 and 24 ( %), and
women (18%), and heterosexual injecting drug users (24%). And
although gay men no longer represent the majority of new cases,
this groups represents the majority of persons living with HIV
and AIDS. In 1995 alone, more than 14,xxx women were diagnosed -
with AIDS and women now comprise 21 percent of cumulatively
reported AIDS cases. It is estimated that if this trend
continues, 80,000 American children will have been orphaned by

AIDS by the end of thls decade.“ As of October 1995, pediatric




. The proportion of cases due to the common modes of transmission
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cases have been on the rise' and in 1994 alone, more than 1,000
new pediatric AIDS cases were reported -- an 8 percent increase
in just one year.

Communities of color are more severely and disproportionately
affected. As of October 1995, African-American Yol

percent of newly reported AIDS cases, while: Hprsg_“
approximately 12 ‘percent of the general popula {on:
represented 18 percent of new cases through ¢ '
although this groupgrepresents only 9 percé ’ A
population,,_In 1981 persons of color representedio 1y
of AIDS cases," as’o ctober 1995 this grouﬁﬁﬁg‘\ mpy. X X
percent of new AIDS .- Moreover, in certaigf? fﬁﬁs of the

'_country gay men of’ olo ¢account for appro 5 'te‘ H;,percent of

nationwide.ﬁz'w

are also changing. The CDC estimates that in the ‘United ‘States
approximately 50 percent of all new cases are now related
directly or indirectly ‘to substance abuse," particu'arly the use
of injectable drugs. As a result, the incidence-“and“prevalence
of HIV infection in injecting drug users (IDUs) and their sexual
partners and their children is rising.

Moreover, AIDS is no 1onger just an urban problem The HIV/AIDS
pandemic is spreading to rural areas, including dramatic .
increases in certain regions of the south. In fact, between 1993
and 1995 the largest numbers of AIDS cases (86, 462) were reported
from the south, which also accounted for the largest
proportionate increase in cases (31%). 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 RlCO, and each of the American territories.
(See Figure 2.) : . : ;

Internationally, the toll of the epidemic is even greater.' The

‘World Health Organization (WHO) estimates that since 1981, 2.4

million cases of AIDS have occurred worldwide. - It has estimated

It is anticipated that this trend could be. reversed with
the implementation of the PHS recommendations for the '

.administration of AZT to women during pregnancy and to their

1nfants after birth

. ,'__ oL
TN a0 F
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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 at least
25 million people will become infected w1th HIV. or an average of
10,000 people a day 3 » Y

Sadly, prejudih :
people llving with HIV

have been dischar§
homes. And unlike’oth
persons living with H'

their HIV status.éﬁi

AIDS is a d1sease that can strike at anytlme but most often .
affects people in the prime of life. It dlsproportionately ‘kills
people during .their, most productive years. . .I the“ eading
cause of death among’ Americans 25 to 44; the ag“§§ro p.that -
constituted 54% of the civilian labor force 1in 1992’ {3-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 terms of years of potential life lost, in; 1994 AIDS. ranked
fourth among all leading causes of death. 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.




This is the fiféé“éime' " gov:
~  HIV and AIDS for the. Unite" s

;dpriorities, and" fiscal constraints.
'living document that’ will’ be updated’ regularly
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Goal of the National Strategy

The purpose of the national strategy is to establish national
goals and identify opportunities for progress for 1996 in order
to chart our course. in combatting the epidemic of HIV.and AIDS.
To ensure efficient’Use “of Federal, State, 1loca '”agﬁ“'va
resources, it is imperative to plan and coordi" ov

wide efforts. :

Ry " esﬁablishing
a government- -wide baseline, this plan will help guideJFederal
agencies in refining their goals and objectives in"response to
the changing face of the epidemic of HIV and AIDS;> - '

The nat10nal strategy for HIV and AIDS presented her 8 broader
in scope than prior planning efforts. To date,. planning ‘has been
primarily focused in the Public Health Service as evidenced by a
series of documents such as the Public Health Service;Plan for
the Prevention and Control of :Acquired Immune. Deficiency~~«~a~
Syndrome*, the "Coolfont"® and "Charlottesville®® reports; and

the PHS Strategic Plan to Combat HIV and AIDS in the United
States’. Recommendations have also been issued from a number of
groups, including the National Commission on AIDS? in addition to
significant planning efforts on the part of individual agencies.
However, there has not been a national plan that provides for a
government -wide coordinated effort encompa931ng not just Public
Health Service activities, but also incorporates issues such as
housing, health care, and civil rights. This strategy addresses
this important need. Moreover, realizing the goals of the .
strategy will require continued consultation and planning with
Federal departments and agenc1es, and Wlth the 1nfected and
affected communltles. : :

.

Common Goals and Opportunities for Progress = sl

This national strategy for HIV and AIDS has been developed from
the bottom up. Through the Interdepartmental Task Force on HIV
and AIDS (IDTF), a group that consists of representatives from
executive branch departments and agencies that conduct AIDS-




' members, with their ‘specialized knowledge on a’

4+ Advisory Councilgoqggl and%A}DS,dthe activis
.'participants in"the:

'ﬁi“fffCommission ‘on AID

" and opportunities for’ progress.“_
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relevant work, a request went out for the agencies to identify

their activities in relation to national goals and objectives.

The IDTF member agencies developed their individual portions of
the strategy, linking their goals, objectives, to budget levels
and identifying areas for progress and collaboration. IDTF

HIV-related issues, have bheen:crucial in ident--Y' :
opportunities for progress and areas requ1ring§hge%} attent
. .In developing these areas ifor: progress the Offfge‘o ation:
AIDS Policy has also consu téed members of the jiden

iterHouse Conference on Iv;;w'
people on the front ;inegéofhthe epidemic, and many . H:
persons and;their}famluies, ri s ;
“insights provided by a®hum

u;

3 giver]
number’ of groups ,includinggth
th 5Inst1tute of Medicine

of Technology Assessment have "also been helpfuf:«Therefore, the
expertlse and experience .of those who work closely*with
communities, clinicians, researchers, service and research :
..organizations, and infected. .persons 1s reflected in, these;goals

.Based on these consultatlons, the follow1ng natlonal goals are
established. A

4

" Prov1de strong support for research in order to f1nd a
cure for those currently infected and a preventive
vaccine to protect the uninfected.

] Provide solid support for effective prevention
strategies so as to reduce the number of new infections
each and every year until there are no new infections.

®  Ensure approprlate care for and ethical treatment of
persons with AIDS.

It is these goals that will set the country’s sights and remain
our guide as we chart our course. In addition, through the
above-mentioned consultations, it became clear that thére was a
consensus regarding the major challenges facing us in 1996, and
that these challenges warranted special attention. ' There was
also a common sense that these challenges also represented
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 thls

counsel, six areas for progress were identified and are listed
below. S ' o :
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Strengthening HIV prevention activities;

Supporting diversified research approaches;
Strengthening approaches to substance abuse treatment
and prevention;

Strengthening the health care and services safety net;
Improving” translation ‘of research results nto'medical
practice; and, 2

Improving evalu'

"the epidemic of HIV and AIDS has posed a series of unique ¢
. challenges. . But, the challenges we face today are very different
than challenges we have faced so- far. ‘It is a growing idemic

in which more persons are 1nfected every year, in every..s:-
geographic area, every ethnic and racial group, and every age=a~
range. We now know how it is transmitted, the etiologic agent;t
and we have a test to diagnose infected persons and protect - the 2.
blood supply.  And thanks to. behavioral researchers and-:the
innovative outreach and prevention strategies developed by
community groups, we have prevention models that work. The
challenge before us now is to build on these successes and
develop prevention interventions that reach even more Americans
at risk for infection. Thanks to clinical research, significant
progress has been made in drug development and clinical care. As
a result, people with AIDS now live twice as long as they did a
decade ago. - And with the results of the NIH-sponsored research
we now have the ability to prevent perinatally acquired HIV
infection in some newborns by treating women with AZT during
pregnancy

A 81gnif1cant challenge facing the country now is ensuring access
to prevention services and medical care for the growing number of

‘people who are currently disenfranchised from the health care

system. We need to improve our efforts in providing people with
care early in their infection so they can receive quality health
care. We also need to train health care professionals so they .
know the best way to provide that care. Strengthening our
prevention efforts has never been more important. Developing’

. prevention messages that are specially targeted to the .group or'_

AR U Ly SRy




-;FMoreover, HIV and AIDS is Just one of many infection"
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groups they are intended to reach is critical if we are to reduce
the number of new infections. And, from a societal perspective,

we still have a long way to go in overcoming fear and
discrimination.

;nations. It is one of" the most lethal epidemics t ‘affec”
mankind, but it is probablx;n' ; ;

that we will face. There.are l1ikely to be others’
--+ig no cure, treatment;ig :
" 'pandemic of HIV and AIDS @H nild Well benefit’ us not
r;this pandemic, but in preventing future ones as wel

“ﬂvaccine.3 Our efforts inic

H
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Overview of Federal Efforts

Introduction

The scope and nature of the HIV/AIDS epidemic has brough ;qtgéggé,
local, and Federal involvement into many AIDS- related' ctivities.

The Federal government, through its public health -
responsibilities in such areas as.research, preventio alt
care, ‘and housing has seen a dramatic increase in Fed__aw.,;

S : eder
a,agencies are’ responsible for: responding directly ththejep
“"of ‘HIV and AIDS, they. also’ collaborate with and. providef

for.state and local governmentsiand’, community based~w§f %
organizations, which often have substantial surveillance,m-
prevention, and health care respon51bilities. o iiafétﬁahfpl

The national strategy for HIV and AIDS -has been- organized around e
the substantive areas that reflect the major components:-of ‘thet”
Federal effort: prevention, research, care and services, ' * '-¢
international activities, translation of science into practice, "
and civil rights. Current agency activities have not been

organized around administrative structures, but by substantive.’

"areas. In cases where a single agency may have responsibility

for more than one component of a substantive area, such as.
prevention and research, documentation of their activities will
be found in the respective substantive sections. In many cases
there are cross-cutting issues that could fall in several
categories, such as internationally-based treatment and
prevention efforts. 1In this case, programs that are spec1f1cally
targeted towards countries or regions, are included in the
international section. Efforts that are part of an overall
program that may include domestic and overseas endeavors, .are
included in their relevant sections, and not the 1nternat10nal
activities section.

o “
AN

Agency support of HIV/AIDS activities falls into"tﬁo?éeneral

categories, where HIV/AIDS activities are a central part of their
mission or, not an explicit part of their mission but AIDS-
related activities are indirectly supported or receive collateral
benefit from agency supported work and/or policies. % . There are a
number of agenc1es 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




-support research and provide shared access to highly@%:

iassist a wide range of researchers including those:_tu

3f”prevention, research, care’ and'§
o activities, translation of: research into practice, ',
rights. Information and’ discussion ‘of {Federal activii
. found in two places. First), discussion “on each substa 3
' addresses broad policy issuesiand new Federal objective@ii
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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)). Agencies:

sophisticated and expensive technélogy, such as the’ Depggtment'of_
Energy and its support of_sophisticated imaging equipmegt” an

of the ‘national goals and opportunities for progress. Second
each substantive section has an associated appendix thatﬂprovides-
information on individual agency goals, objectives, funding

'levels, constituency involvementjiand unmet ‘needs. Given’ that

agencies and departments may have several areas of Y- - E
respon81bility, listings of individual ~agency activities may be
found in more than one appendix. o _ -

. r-S . 13 .
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_ epidemic of HIV and AIDS has reached; enorﬁghs proportionﬁé% (- R
Centers for Disease Control and Prevention (CDC) estimates thit
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PREVENTION

The Nation’s prevention goal is to provide solid support for-
effective prevention strategies so as to reduce the number of new
infections each and every year until there are no new.infections. .
Achieving this goal will require'a’ dedicated alliance ‘betw he °
Federal government, states, local governments, communitieqﬁ .
businesses, non-governmental organizations, families, and}“
individuals. Achieving this ambitious send will require aF

approximately 800,000 to 1 mlllion Americang are presently HIV-
infected, many of whom are unaware of their HIV status. :
Moreover, the CDC estimates that. approximately 40,000 to sokgoofdh
American will become infected each year:%? ‘Many more Americans ‘who
are not presently infected are at risk for acquiring HIV. °~ .HIV
infection is a unique prevention challenge because of : the virus’
virulence, long period of time where people may not be aware of
their HIV status, long duration of infectiousness, nearly always ;.
fatal prognosis, and potential for exponential spread.- Moreover;----
HIV is transmitted primarily as a result of ‘personal and private
individual behaviors -- sex and drug use. To be effective, HIV
prevention programs must reach tens of millions of Americans who
are characterized by a vast diversity of age, race, HIV status,

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 the Public Health Service, although other departments
such as the Department of Defense (DOD), and the Department of
Veterans Affairs (VA) also support prevention activities. ' These -

? This section will address primary prevention activities.
Other aspects of prevention, such as secondary prevention (i.e.
preventing complications of HIV infection), development of
topical microbicides, the behavioral components of vaccine . .
research, and international prevention activities will be =
discussed in the following research, care and serv1ces, and ’
1nternat10na1 act1v1t1es sections._

.(._,.V .
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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,tand community ~base
organizations. Other agencies focus on' specific aspects. of."
prevention. . For example, the; National Institute on Drug,Abuse

"(NIDA) and the Substance Abuse ‘and Menta ealth Serviceé
Administration (SAMSHA) supportwefforts?tq§prevent HIYgipg i
among drug users, while other: agencies supportgp_imary$prg§e tion °
efforts as part of medicalcare, 'such as%atﬁth vetexan X 2
fmilitary hospitals and clinics iThe'. Healﬁh%ResourceéQand

;- a_' § / n
interventions into primary health care services and through

support of early intervention ‘services for: "Tow- ‘{hcome medically-h
underserved persons.

1!.‘..'5‘5;: ’ '5;1.'-;".--; K3 i

The efforts of Federal agencies have beén_ ipstrumental i -
expanding our knowledge base about HIV prevention. However, o
significant gaps remain. We know from both formal research and
community experience that developing prevention programs that are
effective requires knowledge of who is becoming infected and of

the behaviors that are enabling transmission, an understanding of
the motivations for those behaviors, 'and an understanding of how -

best to reach people with messages that will prompt behavior
change.

Prevention priorities must be guided toward gaining knowledge
that will improve our efforts to develop effective prevention
programs. 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.

qnportunities for Progress
. Modes of Transmission B

An important part of strengthening prevention act1v1ties 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 epidemic of HIV in the United
States is being driven by people who engage in injection drug use -
and their sexual partners, men having sex with men, heterosexual

15
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transmission, and perinatal transmission. Moreover, the youth of
our country are becoming infected at an alarming rate -- 50
percent of new infections in the United States are in persons
under 25 years of age. HIV is the leading cause of death in
Americans aged. 25 to 44 and it is likely that many of these
people were infected while they were adoléstents. Racial and :
ethnic minorities are also disproportionate y?represented among
new HIV infections. As of October 1995, wawgan Americans
accountedgfor%se percent of newly. reported"‘ﬁ
Hispanics represented 18 percent of:new ca,,
- the epidemi‘ﬁ st be taken into considerat Q

supportingiad éauhte surveillance :of; HIViinJ ction and
diseases‘in?@?der to estimate the. burden_qgfLIV=illness, gauge
future di ections {O0f the epidemic, ‘and asﬁésé‘the efféctiveness -t
of preventién” interventions. As previousiy noted, the CDC is the '
Federal agency with primary responsibility for monitoring the
epidemic. . ‘The” CDC AIDS case and case death’ reporting system
provides usefu} data for assessing AIDS prevalence. and mortality
by gender}*race/ethnicity,fage, and mode" of exposure ‘This =
surveillance system also provides essential data on HIV-related
opportunistic 1nfections. o -

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 currently
capture sufficient "front-end" information on the incidence and
prevalence of HIV (not AIDS) in the population, and trends in
modes of transmission and new infections. (These data must
collected with the appropriate confidentiality protections.)
Collection 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 prevention
programs. 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 also require that
the CDC reevaluate and reconfigure its data.collection efforts;
.such a change may require reconfiguring of currently collected

" data to address these needs. As part of. the agency 8
1mp1ementation 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 1mplement
necessary changes, and this work should continue.'

Gaps in Scientific Knowledge
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"~ . where gaps in: knowledge have been>identi§i“
research

. "hange &

’ ,prevention intervention immediately available;for*halting ‘the .- .
'spread of HIV' infection, basic: behaviora14research should be: the .
foundation for'prevention programs Basic behavioral research o
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Factors that place individuals at risk for acquiring KIV
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 thatiprevention efforts can
be effective, but when they are it is beca ause’the intervention: iy
incorporated findings from both experience and. relevant research
Behavioral research is a relatively. young?“%ience and there.are ;
currently more ‘questions than answers. sthree main areas. :;::. -
‘ *Qre ‘bagic: behavioral~
intervention research 1a%nd socialwmarketing research
"'- 5 o l AT % E L ha

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.
already known in addition to improving 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
community.! : _

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 cigarette smoking and hypertension) and practices (such as
wearing seatbelts) that basic information about what motivates
these behaviors can be incorporated into intervention research to
advance approaches to reducing unhealthy behaviors.

.-
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In HIV and AIDS, this intervention research can focus on both
individuals and 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 severa: ignificant
predictors of changes in sexual and drug-usgi ehaviors among';
gay men, adolegcénts, and heterosexual adu%? gzt 8tudies have -
e

shown that community -based HIV risk reductw rograms that are
gender relevanggandlgulturally sensitive:cail peteffective.? A’
recent.study:pas also provided a reason: fo op;;i*ﬁ“"
spread of HIV; in’be ‘contained .among injeg %pﬁﬁ

populations when there is early community¥e
n”quipment. S bR

However, despite ‘these successes, there isg’or,;,

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 1is research regarding strategies that
facilitate sustained ‘adoption and maintenarnce”of. HIV. preventive
behaviors. Another area for investment is- research on cultural
barriers and strategies to reach populatlons ‘resistant to
behavior interventions. A third area is research on the
effectiveness of treatment for drug abuse, mental illness, 'and
alcoholism for reducing HIV risk behavior. --Agencies supporting.
intervention and 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
dlsc1p11nes will invariable improve the development of effective
preventlon interventions.

- Social Marketlng 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 '
1mp1ementatlon and replication of promising prevention programs
Given the highly innovative nature of these endeavors, the CDC
must give consider providing broader technical assistance and
training to community organlzatlons. Moreover, a community-based
effort that would test prevention models in a real world setting
should be carefully considered.

We know from efforts 1n other countrles that HIV related soc1al
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marketing efforts can be successful. However, in the United
States, we have not been as effective as we could be in
disseminating information about effective strategies so that this
knowledge can employed in the design and implementation of
prevention interventions. There are good models for prevention
interventions, that are not making their waygto“those on the front
lines of the epidemic. Community-based organizat;

responsible for developing a large portion
programs often’do not, or are not able to
'current knowledge about program effectiven

%t%gga;cjbehavioral
. : : must gerve: as. the . ...
" foundation for’ preventibn ‘intervention- prograﬁbgfﬁﬁt' each’ people - °

A

at risk for acquiring or. transmitting HIV gPre jently; ..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 1imit the
‘Nation’s ability to’ prevent new infections.* .&tgis therefore -
important that prevention planners carefully prioritize their
efforts based on local epidemlology., -

H,,.!" . c s

.Community Involvement. For preventlon 1nterventions 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
preventlon of HIV that will meet Federal standards while
remaining responsive to local needs. However, this process is
early in its development and requires significant, on901ng
leadership and technical assistance from the CDC if it is to

fulfill its potential for good priority setting and decision
making

Substance Abuse Treatment. Injection drug use is one of the major
forces driving the epidemic with half of all new cases are
directly or indirectly related to this mode of transmission.
Limiting the impact of this mode of transmission will require
efforts on several fronts. First, we need to improve the -
integration of HIV prevention activities and substance abuse
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treatment and prevention programs. As President Clinton has
noted, the epidemics of substance abuse and HIV in this country
are overlapping and highly interrelated so we must work to
integrate HIV prevention into current substance abuse programs
and 1ntegrate substance abuse preventlonprggo HIV_preventlon.

Moreover, substané% abuse problems thatéc i
of HIV are not'limit €d to injecting drug useiisTHere .
substantial ‘evidence that use of alcohol" aqd”otha Usubstances can
adversely influence ‘risk-taking behavior.: It sn.a;imated that x
_percent of the; population is affected by alc¢ hogﬁ““”*other drugs
in addition to ‘injecétion drug use. It must“be’j part *of the -
Federal response to increase the avallability of‘treatment for a
range of addlctions.'”i' ; '

. A ,ﬁéﬁfwr}r %m R o }
Treatment for Sexually'Transmltted 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 widespread treatment of STDs in certain communities
has led to a 40 percent reduction in new HIV. infections in these
groups.!®, 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.

Persons who are HIV positive are at significant risk for
developing of M. tuberculosis (TB) disease. Studies suggest that
the risk of developing TB disease is 7 to 10 percent each year
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."” 1In 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.tolreduce the
incidence of sexually transmitted diseases (STDs) include an HIV
prevention element. Moreover, the traditional model of targeting
most STD prevention efforts towards individuals who have already
contracted one STD is not necessarlly effective for HIV
prevention. Enhanced and innovative 11nkages between STD and HIV
prevention need to be established. The newly organlzed Nat10na1

T
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. country, experts feel. ;that it is in this: area

Jepidemic. -*¢

-, Among the conclusions presented in a recent*repor

“ecirculation
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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.

Harm Reduction.’ In addition to efforts directed"towards

when treatment fails or . .is unavailable. Althgngrkga eduction

programs for. drug users have not been well acce ted

to make a significant impact in stemming thm”wiﬁ ;

1'\

There is scientific;
approaches, such’ as"needle exchange progr

5, _\Y ; . . '.
Institute of Medicine was that there is no ‘crédible’ evidence that-
drug use is increased among participants as a result :of needle
exchange programs that provide legal access 'to’ ‘gterile“equipment .
The IOM also concluded that the lower the fraction of;needles in

infections. They went on to recommend that needl jexchange
programs be regarded as an effective component of ‘a comprehen51ve
strategy to prevent infectious disease.!® There is dlso evidence
that needle exchange programs provide an opportunity to get
people into treatment, thereby further reducing their risk .and
the risk for their sexual partners.

While the data strongly support the effectiveness of needle
exchange programs in preventing the spread of infection, we
continue to believe that decisions regarding these approaches
should be a community decision based on local epidemiology. We
also believe that certain existing statutes restrict potential
prevention efforts. The Federal government will work with state
and local officials to provide the information they need to take
advantage of this 1ntervention.

3 Harm reduction efforts support people by reducing their
risk of HIV transmission by teaching behaviors that do not .
transmit HIV. In the case of HIV and substance abuse this can
include: needle exchange programs, decriminalization of" needle
and syringe possession, legalizing syringe purchases without
prescription, increasing the availability of clean syringes,
providing information on cleaning injection equipment (" cleaning
works*" ), and reducing needle sharing behaviors. ' .
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Integratlon Into Primary Care. To reach our prevention goal, we

must also improve the integration of prevention activities and

messages into primary health care services.. - This- ‘includes

1ncorporat1ng a patient’s sexual history when a medical history

is taken, offering HIV-related counseling and‘vo gntary .testing,

and worklng with HIV. positive individuals 8o h do’ ﬁotfinfect
oX-§

perinatal transmissio chi. Ve i*“;f. ration will
require active. collabo at ) ' :
0.5 thez:

05 ;g

clinicians,.managed ddnaimedical.

organizations in’ egd'

S YIRS &
©  Evaluation. It is imp rtan o assess the ff” 2iveness:
- _prevention interventions'that have or willfbe‘implemen

'Prospectively set performance measures can ﬁ’"'”';
evaluation and program improvement Incorporatin féctiveness
measures must become a routine part of all Federall - funded
programs. It is only through sound evaluations”thal t7we will be
able to determine whether our efforts have been effective in
slowing the epidemic. *Achieving this will alsoiTequiré: careful
examination of what programs should to be continued““ﬁhat
activities need to be initiated and a awareness that a.
reconfigquration of some program priorities may be required

IRy
BN
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RESEARCH

One of the Federal government's goals is to provide strong

support for research in order to find a cure for those currently

1nfected and a preventive vacc1ne to protect the. uninfec%ed It
“ba~ _

goal will require,committe cnllaborative effor
Federal government, universigies, researchers,:
‘tQFHIV and those:z

research is conducte

, Ycompanies, biotechn 51 I'Lﬁ?‘ and
_other parts” of “the. private,Sector. Realizing: thi"gaﬁbiéipu 'oal
“will also require“d:élear definition of .what the} e erald

government is able to do.; an d ] :

At present, a number of Federal agencies play a signifigant role
in U.S. AIDS research efforts. (See Appendix B. ) Theseé: endeavors
range from basic molecular research to clinical, researqh“to T
health services research.” The National Institutes Of alth
(NIH) supports a significant portion of these efforts.:::1
funds research on HIV-related natural history and epidemiology,
etiology and pathogenesis, therapeutics, vaccines, and behavior.
As part of its mission to protect and maintain a viable fighting
- force, the Department of Defense supports clinical vaccine -and-
therapeutic research. The Agency for Health Care Policy and -
‘Research (AHCPR) funds 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. And the Centers
for Disease Control and Prevention (CDC) supports laboratories
that have sophisticated methods for identifying virus strains.

Contributions of Research

The Nation has already reaped the benefits of supporting research
in general, and HIV-related research specifically. AIDS research
has provided advances for treatment of other diseases. . For
example, HIV-related research has contributed to progress in -
treating breast cancer. Research revealed that by blocking
cytokine receptors, tumor cell growth could be inhibited; this
finding led to the development of new treatments for breast
cancer. In addition, one of the most promising experimental -
therapies for advanced breast cancer is high-dose chemotherapy

s
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followed by bone marrow transplantation; this treatment that
causes profound immunosuppression and only 1 in 20 women
generally survive the transplant. Advances in treating diseases
resulting from immunosuppression have come from HIV-targeted

._research. HIV-related research has also accelerated study of the
“human immune system’ which ‘has’ in turn improved ourﬁability%to
- understand and treat’ other ‘conditions such as can v
. -autoimmune diseases,’

including systemic lupus erythj

[ m\.! }’
HIV researchj_nvo ving the blood/br ain

3

‘encephalitis, and, meninéiti
epidemic, little investment*was

EE.-;.-diseases. Studies’ to develop ‘anti-HIV therapies have;improved
r

our understanding ‘of other al diseases and led to development'

,..of treatments for many. other diseases.

» pIn addition, research 1nvestments .made before the adventﬁof AIDS
. 'epidemic produced a body of" scientific knowledge that- enabled

researchers to more quickly pursue theories and avenues of -
investigation. For example, research conducted previously on the
immune system in general, and CD4+ cells in particular, provided
early 1n91ghts into the pathogenesis of HIV. Research:.

" investments in retroviruses provided valuable information for

identifying HIV as the etiologic agent of the emerging epidemic,
and advances in molecular biology provided researchers with the
tools to understand HIV’s structure and develop drugs based on
that information.

Due in great part to ‘this Federally- sponsored research, persons
with AIDS now live twice as long as they did a decade ago. AIDS-
related conditions that used to mean a quick and often painful
death for people living with HIV can be treated and even
prevented. An NIH study found that it is p0881b1e to
dramatically reduce the chance of transmission of HIV from mother
to infant. Thanks to our investment in prospective
epidemiological studies we are beginning to urnderstand the
factors that enable long-term non-progressors to live many years
after infection virtually disease free. Understanding what.

happens in these non-progressors may help us develop better
therapies and a vacc1ne.”

And there is further reason for hope. Scientists noﬁ beiievetr'
that a vaccine is possible. New classes of anti-retroviral

therapies appear to be powerful in controlling the virus. '

S
ks "
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‘However, despite these advances there is more that need £ b

_jencountered a virus such, Swthis ;

_:structures and processes. “An place ‘to ‘ensure that theu' tic
_;capitalizes on these opportunities will require a consId"
'ECoordinated effort.._ 31 i -

Qonrtunlties for Progress
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Combination therapies are also showing great promise in this
area. In addition, the Food and Drug Administration, through its
accelerated approval program, is now approving drugs faster than
ever before and faster than any European nation.

done to reach the national goalyof a vaccine and a. c*"

PR

. 11ng.{0; the
**epidemic, identifying the est approaches to pursue’ \nd;;; porx

Coordinated Research Plan and Budget .Developing and implementing
the Federal ‘government’s AIDS research agenda presents a: numbet”
of challenges. Within the NIH, the ‘agency with the largest HIV-"
related research portfolio, research is supported throughout’ 24_
institutes, centers, and divisions (ICDs). 1In order to better
plan, coordinate, and fund the AIDS research activities of these,
ICDs the Congress, through thé NIH Revitalization Act Amendments
of 1993, provided the Office of AIDS Research (OAR) with new
oversight and budget authorities. As part of fulfilling the
requirements of the law, the OAR develops a yearly NIH plan and
budget for AIDS research and receives directly from the President-
and the Office of Management and Budget (OMB) a single
appropriation for AIDS activities at NIH. This single
appropriation allows the OAR to effectively prioritize research
resources on the basis of sound scientific judgement and provides
flexibility for pursuing the most promising research
opportunities. It is crucial that the authority granted OAR in
the revitalization legislation, including the single
appropriation, be supported and maintained. With such a large

_research enterprise it is essential that there is oversight and
‘accountability so the most promising approaches are vigorously

pursued, gaps in research areas are identified, and the
individual Institutes have both the scientific and administrative

assistance they need to effectively collaborate w1th other NIH
institutes. .

It is also clear that while NIH supports a significant portion of
HIV-related research, other agencies and departments also play a

1
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: AIDS research across all‘depdrtments.

_.ﬁvaccine Development. Reac, X :
““will require the joint’commitment'OE ‘government and t.
--sector. Several challenges .currently face the U.! ‘

. :-in continuing the vaccine’ development effort.” ~The :first::

.’meet. the daunting scientifiq”challenge and the’ eecond”

-ﬁﬁcreate an’ environment where”
“join in partnership with»th

. AIDS Drug Development Task’ "Force ‘(ADDTF), which 1ncluded
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significant role in our search for a cure and a vaccine for HIV.
If the government is to effectively support a diversity of
promising approaches, these research efforts must also be well-
planned, coordinated, and maintain accountability. To achieve

~this the Director of the Office of National AIDS Policy will
‘coordinate an inter- departmental work1ng group, chalred by the -

53 '§'§

git

neiprivate sector can’® “effectiv ly%
Federal government. : :The,Natio

representatives from government, the private sector,-and the

‘activist community, identified a range of approaches to e

accelerating the development of therapeutics for HIV, infection.h,H'
And while the ADDTF focused primarily on the development .of HIV-
related therapeutics and not vaccines, one of. the . areas. . e
identified by ADDTF and the Department of Health and. Human .
Services members for further discussion was vaccine development.
Further. d1alogue involving key players in this areas was deemed
as essential in determining and overcoming critical- problems and
identifying opportunities for development.

Therefore, in order to identify areas for fruitful collaboratlon
and to accelerate the pace of development for vaccines, President
Clinton has asked the Vice President to convene a meeting of
government scientists and leaders of the pharmaceutical and

biotechnology industries to 1dent1fy -barriers to the development
of these agents.

At present researchers hold two major views regarding the most

- promising approaches to vaccine development. Some scientists

believe that we need to return to basic science to gather more
information to guide us, while others believe that . only efficacy

“trials will provide the answers that really matter and in the

face of a global emergency we must empirically test candidate
vaccines in people 1mmed1ately Both groups have valid
arguments. ' : '

The issues dr1v1ng this debate are both scientific and 5001a1 _
with different parts of the world experiencing the epidemic in
different ways. Some regions of the world have already

_experlenced the devastating consequences of the epidemic wh1le,' :

'.'_."-‘_{T,.". . _’
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'Research‘

quicalwuicrobic1des: Many scient%%ts'believe that'the
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in some regions the epidemic is in its early stages. Some
governments have shown a greater interest than others in pursuing
vaccine trials as a method of slowing the growth of the epidemic
in their countries. Both the social and scientific issues must
be considered when planning trials. However, given the state of
scientific knowledge, both the ’basic’ and empirical“: :
can, should and are being pursuedMQ{ .

development moves. forward.

research, will'be one of the. issuesiaddressed in the -:{32
aforementioned interdepartmental research plan to be deve

prevention of sexually transmitted HIV infection, as well as the
prevention of major sequelae of STDs in women and infants, "will:
depend on the development of a safe, effective, female- controlled
mechanical and chemical barrier methods that 'will, block HIV "
transmission. -

The barrier methods that are currently avallable have
limitations. Most require consent, if not active part1c1pation
of the male partner, and therefore cannot be independently used
at the discretion of the female partner. Although -
epldemlologlcal studies have demonstrated that the correct and
consistent use of condoms can reduce the risk of acquiring some
STDs (including HIV) there are many situations in which personal,
social, or cultural barriers interfere with a woman'’s ability to
successfully negotiate condom use. The need for a method which
can be employed by women is based on the prevalence of non-
consensual sex, sex without condom use, and risky behaviors that
occur without partner knowledge

The development of this important prevention approach w1ll depend

.on strong support for the basic and clinical research. Top1ca1

Microbicides are a promising approach, but will require
preliminary support before they reach a stage where the prlvate
sector can assume a lead role. Given that worldwide over 80% of
HIV infections are acquired heterosexually, and given that the
risk of becoming infected or infecting others is substantially
increased by the presence of other STDs', topical microbicides

could provide an easily available and inexpen51ve protection
option for millions of women worldwide.
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Clinical Effectiveness Research. It is also important that we
continue to support the wide spectrum of research needed to find
effective treatments by maintaining research to forward our - -
understanding of the virus’ life cycle and pathogenesis, natural
history and epidemiology, and clinical research including,i ;
clinical effectiveness research“*;ﬁl o _‘“*1* 58

- .'clinical effectiveness is increasingly: )
-.'we_ do not. know the optimal stage’dh :the:course of+HIV$ ai i _

'begin treatment, for which patient groups%ﬁwith which® regim“n v j
with single or combination therapy. - We' also.do: not know whe_ dt
is appropriate to switch or add therapies.f" """ '

M

With the advent of accelerated approval by the FDA it is D
incumbent on the government to ensure that@the post-marketing. . .
efficacy studies, currently mandated through regulation are ¥
carried out. Conducting these studies will require the effortsﬁ}
of clinicians who have demonstrated their ability -to. carry out .
the long-term follow-up of patients that such clinical :
effectiveness studies require.: It is also essential that these el
studies, like all studies, include persons representing a e
diversity of race, ethnicity, gender, age; and drug using
behaviors. If these studies are not done we will not know 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 these less effective treatments.

One of the most difficult tasks for clinicians and petients is

4 The accelerated approval program permits companies to seek
approval of drugs for serious or life-threatening illnesses based
on surrogate or laboratory markers, such as CD4+ cell count or
viral burden measures. For drugs approved under this program,
the sponsoring company is required to conduct follow-up studies
‘that determine whether there is a clinical benefit for the . .
patient. There is currently concern that these subsequent
clinical effectiveness studies are not being. However, by law,
if the subsequent studies do not prove a clinical benefit,
approval may w1thdrawn by the FDA
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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 practical information for practicing -
clinicians and their patients is provided in a timely manner
The Federal government must develop a mechanism for ensuringé
periodic. assessment of the state of:the art“?ensuring that?
essential information can be found easily}fand disseminatin
informationxwidely This will: require col=aboration with::
industry, government, and professional gré%ps. [See’ Translation

0 L% Senatl
Vaccine developmenéﬁi 6'e ‘such ‘area)’

'there are others. The Department of Defense has been successful 1

in developing partnerships in this area and this effort should be
strengthened. As noted previously, topical”"microbicides (i.e.,"
chemical barrier methods for preventing H ;transmission) are a;i,. . .
promising’ approach but will require prel' ‘j@ry support before;i‘
they reach a stage where the private sector can assume a lead .
role. e .

4'- :,«.3 kT
“ Al

It is also unlikely that the free market will .conduct 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.
Similarly, 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. Americans are spending millions of dollars per year
on such therapies about which little is known

It is also 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 de81gn and development -
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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 them to a cure 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 opportuni;y_fOr*bgientific.progrgs:ﬁ :
Department of Defense

Other departments and agencies,'such as‘théi
and Veteranfngdministration'also;puppor; crucially importan

research that'strengthens the 6verall U.S:¥¥e i
Research hag been key to, improving:live
nt inue tR{8 1nve AR

tixesearch effort’
0. ndithe Nation must

A'-

s*iﬁ?gstment:ﬁfy
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commun1ties4*community based organizationé
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CARE & SERVICES

One of the national goals is to ensure appropriate care for all
persons living with HIV and AIDS. For many of these persons,
maintaining adequate health insurance coverage can be extremely
challenging. * There are many who exhaust': t““t?*personal resources
and private gsector options over the coufse. gﬁtheir illness and -
are left to rely on the nation’s medical icareisafety. Achieving
the goal ofﬁpnsuring appropriate care, oL yAmericans, including’
those living,with HIV, will require & dedi dralliance among >}
ector,-local R
?ﬁﬁics, families,

o

rY

and individual

giwith HIV. finance needed healtht/car e
through a variety of mechanisms. Currentl?yﬁnéarly 50 percent of -
adult Americans living with AIDS receive their medical coverage

through the Medicaid program and another*S” “pércent receive -

Persons livin

. Medicare benefits. An estimated 15 percent: of .people living with
"AIDS have private health insurance ‘and"the¥ ema ning 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. (See Appendix C.) REEFEN

AR

For those that qualify, care and services. é?é prov1ded through a
number of Federal agencies, many in cooperation with local
organizations and the AIDS community who 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. By far the largest sources of care for
persons living with HIV are Medicaid and Medicare. For Americans
living with HIV, Medicaid is the single largest source of health
care financing, providing coverage for nearly S0 percent of

. adults and more than 90 percent of children 11v1ng w1th AIDS.

A second major source of care is provided through Ryan White
Comprehensive AIDS Resources Emergency (CARE) Act of 13990, :
administered by the Health Resources and Services Administratlon
(HRSA); it was established to fill certain gaps in coverage 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 persomns living with AIDS.
Title III of the Act provides early intervention services such as
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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 availabllity 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: Ch »Health Programs.
Housing assistance is provided by the Depar ntiof Housing and
Urban Development  (HUD) through.their Housin Jpogtunities for .

» A D

Persons with AIDS (HOPWA) and other programs*

The challenge before us today, especially;i' ght .of . the .
restricted fiscadl environment, is to ensureé_ ti:persons. living
with HIVreceiveithe care’ they, ‘need 86 ‘they .may have ‘the ~ _
- opportunity to. live productive lives.f To; Acnieve .t is, AIDS care
and service programs must build upon past succ&sses,*continue to
improve prioritization efforts, improve accountability, and
increase the cost effectiveness of services they provide.

The Héalth Care Safety Nét We must continuei adequately fund

. the program that is the cornerstone of care -- Medicaid. :
- Medicaid is the lifeline of support to millions of Americans. It
provides access to doctors, hospitals, treatments, and home care
-- the services that allow people to live longerx, more productive
lives. . Present Congressional plans to cut the Medicald program
overall by $169 billion and turm it into a block grant in effect
reverses this Nation’s 30 year National commitment to the poor
and those in need. Cutting Medicaid to this level would cut the
lifeline for millions of Americans, 1nclud1ng those living with

HIV and AIDS. Maintaining this program in a viable: format must
be a National priority.

With the potential cuts in Medicaid and welfare, the importance
of the public health safety net increases for all vulnerable
populations -- disproportionately so for people with AIDS. This
will require several responses. First, no one Federal program
will be able to absorb the unmet need that may be created by .
proposed changes to the Medicaid, Medicare and welfare, programs.
All Federal programs, along with state and local’ organizatlons,.
must share the responsibility for serving and caring for people
with AIDS. This must include the full integration of HIV-related
care into programs that serve the needy, such as community health
centers. Second, it is important that programs such as those
funded under the CARE Act receive sufficient funding so as to
maintain the safety net. In addition, AIDS programs must do a
better job of prioritizing what services they can provide -- and
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Federal agencies must assist grantees in this regard. Treatment
and primary care must come before ancillary services. And
finally, the shift to managed care will have implications for
programs such as the Ryan White Care Act programs. As this
approach becomes more common, HRSA will need to provide more
technical assistance to prepare grantees . toiwor %within a managed
care structnre A . "}

o 1 3\1} ,;n :
Integrated Continuum of Care. Many health*‘“~.“-7oviders believe

TR

that one of,the most potentially effective_ppi'ogcheshto treating

HIV positive“p%r ng;;in addition to reducinggwx
1nfection;j' 3 wbroviding people access'?B“
continuum of?h %fcare services. This’ inélnde

testing, comprehensive ‘health care, home health'
dr‘?reatment and preventiongseﬁ;_

«p' : R
primary care 18° knowledge of serostatus -- persons who 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 do, not. -know, whether or

‘not they are?HIV positive. There is a need’ to‘ﬁevelop 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
opportunlty to prolong life is lost.

L

YIRS
-wumﬁ‘-u__

L1nk1ng an HIV p091tive person with care also provides an
opportunity education so they can adopt behaviors which may
reduce their chances of infecting others. This in part means
offering addiction treatment to assist persons in stopping risky
behaviors. It also means offering pregnant women information
about and access to AZT during pregnancy to reduce the risk of
perinatal transmission. As noted in the Prevention Section of
this plan, 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 additlon to local and
Federal governments._ . .

Housing Services. Housing is also an 1mportant 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 becomlng homeless during the course
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providing housing services in a HOPWA-fuﬁdé§§
. is .far less,than‘the = .int _
_program must 'be protected, but it 'must als

.goyernmquqgapd‘cqgmgnity,organizations._
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of their illness.?® Persons living with HIV have an increased
challenge in finding affordable housing on a limited income and
finding appropriate housing with needed levels of support. 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'Spécialiged’services
that enhance an individual’s or family’s abilityEciiive
independently.;’ In addition, persons livingiwith st also
overcome reduced ‘housing options due togﬁ@ggﬁggg v Yand

€ated in 1992

prejudice regarding AIDS. The HOPWA progr w@gaév
ased: need for. .

to provide communities with a tool to meetdEné]
resources, effective planning, and coordinat
public and private'efforts..: It iskéstimat;

o, ﬁ’r‘z;a-
‘ than ‘the’-average day: in:the hospital

2

b

HOPWA cannot doit}aloné.’ -Protecting this.componentiof/the gii .
safety net and providing housing for persons 1iving with HIV will

require integrating housing services into other  programs and

ensuring a shared responsibility between Federal, state,  local

Prisoners. There are also groups of people, such as prisoners,
who fall outside these traditional safety net programs. : While
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. Both identifying the HIV positive prisoners and
ensuring 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 access to research opportunities that do not face the non-
incarcerated population.

Improving access to appropriate HIV-related care in prisons must
be a priority. This effort can be accomplished by improving the
knowledge and skill of the health care team in the prison in the
management of HIV-related issues. In addition, efforts must be .
made to improve collaborative efforts to build linkages between
prisons and outside public health departments and agencies who
have experience in providing care for prisoners. - These efforts
can also 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 must be coordinated and comprehensive.

CH AR
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However, for organizations on the front lines of the epidemic,
putting together a comprehensive 1ntegrated program requires
applying to numerous Federal agencies. For example, creating a
program that integrates primary care with substance abuse
treatment and prevention, and sexually transmitted disease
screening and prevention would require separatg%gpp‘ cations to
SAMSHA, HRSA, and&CDC-«@Adding housing assistanc §§[~a_research
component would :requ additional applicatio 85 DY e
NIH. The Federal.government needs to simplify: iﬁf

structures so thaé ‘primary care, prevention an
integrated. in order

provide cost-effective:
to HIV-infecteéd® persons,énd persons at risk:f

InterdepartmentalTask ‘Force for HIV and AIDS
agencies must ‘identify’approaches for - facili
development of: integrated*care and preventi

AL 81

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 "t6” persons
living with HIV. In an era of limited resources coupled with a

. demand for cost effective services of high quality, .we . mist use

all the tools available to us if we are to help those persons

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. One 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, professional
organizations, medical schools, and individual clinicians.
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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 childrenﬁareécurrently
infected worldwide. ;- WHO also estimates that“two’_o
new HIV infections can be expected annually, )
2000, thirty to forty million people will_hav
“around the’ globe. e 15 ‘ :

o lque et of healt

. and political challenges.&xlt -most .often affe gé '”'l
“to 44 -- those'who ‘are in.the most productivé
period from initial- infection to disease onse
“during which time persons: many ‘unknowingly:i ac
The WHO estimates that there will be 10 to:1§ ‘millfonfofphar
worldwide attributable to HIV/AIDS.by the ‘year 2000 HIASALY
and Asia, economic advances are threatened, and in some .cases,
may be reversed due to the pandemic of HIV and AIDsfmwSocio-v--'
economic studies have shown a decrease in overall, domestic
savings and ‘investment levels, negative effects: on”foreign 5
investments, reductions in the volumes of imports and*expgrts,
and a reduction in receipts from tourism.? Governments wiIl 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.

Due to the global nature of the pandemic, its negative impact on
both developed and developing countries cannot be overstated. It
igs clear that if we do not stop the pandemic globally, we will
not be able to halt its spread in the United States

At present several Federal agencies are working on slowing the
AIDS epidemic worldwide. (See Appendix D.) The Department of
State has worked with other departments, agencies, and non-
‘governmental organizatlons 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, regqulatory and

.t v
T g

féffii




... Prevention, .and. the. Depqg
" 'DOD is conducting’ ciini_.l

.. basic scientific ‘studie

+ 'in developing countries
' "will be used to develop;intgrventions to- reducéﬁb*”
‘-]_place individuals at risk*fg&%c

. Opportunities for Progress

_ International Leadership. - The -United States has established a '_ E
' global leadership role in'combatting the epidémic. i -
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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 Peac YA

ts‘z rains a

Institutes of Health th

Thailand. = NIH. (working,:in% o}laboration with USKIﬁ &-h
nigocial and behaviora1_=: ect
é@The*results of the ‘gstudies ﬁt

& SF A >

. i
o . . e

e

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. . Supporting UNAIDS demonstrates, the continuing

_commitment of the U.S. to collaborate with other countries ‘in .

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

5 Until recently, the United Nation’s response to HIV/AIDS
was focused primarily in WHO’s Global Programme on AIDS. On
January 1, 1996 the U.N. launched UNAIDS, combining the efforts
of six U.N. agencies to stregthen coordination and focus support
for HIV/AIDS activities at the country and global levels. UNAIDS
has established three mutually reinforcing roles: ‘to.be a major
gource of policy development and research; provide technical

support; and be an advocate for comprehensive, multisectoral
responses to. the pandemic.~~ '
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.;bidirectionality of USAID ‘international programs. and itsi
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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 8
initiative to bring the lessons back home through;;h' 1.e880
without Borders Project" to imnner city and ruraliarea
problems similar to those experienced overseas,éth_
create linkages between U.S, community organizat"'

potential impact on US based programs, U.S. based non- -
governmental organizations and indigenous groups..

Program Coordination. One of the most challenging aspects of the“k
‘U.S. effort is effective coordination among ‘a host of agencies*?“‘
with varied missions and activities. The State Departmentﬂand
agencies such as USAID and USIA are primarily focused on' country-
speC1f1c activities, that include many HIV-related objectives.
Agencies which conduct research, -such as NIH and CDC, plan their
activities not around where: they take place, but around -
scientific gaps and interests. 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 agencies supporting
international activities on the Interdepartmental Task Force for
HIV and AIDS must develop a mechanism for 1dent1fy1ng and
coordinating this effort.
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TRANSLATION OF SCIENCE 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 standard medical

. practice of cliniciancharingqfor persons living with_ HIV) - The
~-increasing presence of HIV:in'every community necessit ‘
--all. health care providers become knowledgeable abou 2
. pérsons with HIV. Improving?th e_translation- of?
**into daily clinical prattice= 111"

.. i:collaborative effort .on. .the %art
“¥’{ndividual health care: .,.391%59% ¥
‘“organizations, . internat onagygyganizations, ‘healthiéénters fan

f ;
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oviders;: medical schoole,a

hospitals, and other parts

B4

e Private ise_<.=t_9.r.

ties-fall under a8l
‘B.) The National Institutes of

ke TS Ny

trials results to health professionals, the media, and the
general public. NIH also supports publicly available = . . '
computerized databases such“as%AIDSDRUGS AIDSTRIALS, -and - =¥
AIDSLINE in addition to a toll:free 1-800 TRIALS-A’ AIDS Cllnical
Trials Information Service (ACTIS). The Centers for Disease
Control and Prevention (CDC) also 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 these materials are clinician guidelines for
the evaluation and management of early HIV infection. The Health

. Resources and Services Administration has also developed -

gu1dances for its CARE Act grantees

Due in part to Federally sponsored 1nformat10n d199em1nat1on
activities, dramatic changes in the way HIV is treated have taken

* place over the last 15 years. In the beginning of the epidemic

little was known about effective treatments; care was primarily
hospital-based and focused on the most severe complications of
late-stage HIV disease. Now, with more knowledge about the
course of HIV disease available to clinicians, there is an
increased focus on prophylaxis for a range of infections in a
primarily outpatient setting. Individual agency projects have

v i L s wa . . AW L
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: ?Qpportunities for. Progress‘
_However, despite these successe
.. that primary care physicianssmissﬁ%ignificant HIV-relate

that’'a disturbing number of“ q”lc}ans are not aware ¢

.. care.®” We'are’also at a stage ;i
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been productive in facilitating this change, such as the
Comprehens1ve Guidelines for the Prevention of Opportunistic
Infections in HIV-Infected Persons developed collaboratively
between the CDC, NIH, and The Infectious Disease Society of
America (IDSA). NIH's state- -of-the-art conferences have also

contributed to improvingfthe’translation of research”results nto
clinical practice. . L gaiet -

i$
sﬁ%&here are still area
improvement. For~ example,ian AHCPR-supported study‘inai”j

symptoms during patient exami tions.- Other researchL

use . universal precautions in thelcourse of routine’ pati nt
.ufi1ike .in the -beginning:of ;thes:
epidemic, where ‘research advances' ‘are coming more frequentli?*,
the case of the NIH study which demonstrated it is possible to .
block per1nata1 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 o§ L
care. This change also required the development of new testing

~and counsellng guidelines to reflect the new options available to

women. And it meant that for patients enrolled in Medicaid and:
Medicare to receive access to this breakthrough, a policy change. - .

~on the part of the Health Care F1nanc1ng Administration (HCFA).N:T'

was required.

Coordination of Federal Activities. The most pressing need in the
area of information dissemination is to 1mprove coordination
among Public Health Service agenc1es. Ensuring that information
abouit a research breakthrough is easily available, reaches the
appropriate persons and organizations, and that policies and
standard-of-care practices for Federally- sponsored programs are
modified to reflect the new standard, will require a high level

of cooperation and coordlnation among Public Health Service
agenc1es. :

Improved information dlssemlnatlon efforts are also needed in the
area of primary prevention models. As noted in the preventlon
section, good models of effective prevention interventions have
been developed, but often this valuable information is not
reachlng those persons on the frontlines of -the epidemic. Here
again, the Public Health Service must take the lead in ensuring
that information which can be used to stem the tide of new
infections reaches those who can make a difference.
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CIVIL RIGHTS

One of the Nation’s common goals is to ensure the ethical
treatment of persons with AIDS. Discrimination based on HIV
status, is illegal and morally wrong. It undermines the Nation’s
efforts to prevent and treat :HIV: infection and bringvtheﬁﬁwidemic
"under control. Because of fear of ‘discrimination: and :

.;they .remain unaware of their: HIV status and cannot . ta,
of care that could help them'}ive longer more product

Py

Qonrtﬁnities for Progress

Thi ;Nation has made progresag fighting discriminatign,
‘are ‘now’laws in place to, protect people against. HIV’rel' ed;
However;'the enactment of laws 18 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,

éf)»n

.1&. Ry N

Federal and State laws do exist. to'protect persons with HIV. .
Many of the more common legal issues faced by people living w1th
HIV and AIDS, such as family law issues, estate planning, . .
landlord/tenant problems are regulated by state law. . The primary
gsource 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
I. Title II of the ADA prohibits discrimination on the basis of
disability with regard to public services while Title III
prohibits discrimination on the basis of dlsabllity in public "
accommodations. The Department of Justice . (DOJ) is respon81b1e
for enforcing Titles II and III. The Health Care Financing..
Administration (HCFA) also enforces regulatlons regardlng the
treatment of HIV-infected persons. .

The Federal government has aggre891vely and successfully
prosecuted private sector violations of the ADA. These efforts
will continue. Under this prov1aion the government has been =
extremely successful in prosecuting a range of cases,:including
clinicians who have refused to care for HIV infected patiente and
employers who have dlsmlssed persons based on their actual or
- : . ' ,w‘;v- .-".-.—‘.';j"._-;_"’a-
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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.

_The Federal government must also actively work to remedy -any:ofi:: -
"its own existing discriminatory policies.  In order to ident-fy
~areas of possible concern, the Director of the Office of Nationa:
AIDS Policy will as soon as possible ‘conduct a systematiﬁ?

- of agency and department testing- programa”‘ﬁ
"will: also . continue to oppose Congressional~
'discharge ‘6f "infected military personnelﬂﬁ ol

serve their‘gountry
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8 Budget Tables

(Will be developed after confirmation of individual;budget

figures.)
" Acronyms - :

" acre " ATDS Clinical Trial Groug S o |
ADA . Americans with Disabilit es,Act £ 1990 . ddix '
ADC “*“ "“AIDS Dementia Complési¥fiis - siafiy: o 6 :

‘.AHCPRJWF/,Agency for Health Careg?q%§gy; nd-Resea TeT X
~ AIDS :° Acquired Immune Defi&lency  Syhdrome .. ¥
‘AOD i

Alcohol and other drug%g?}“',
Alcohol tobacco, and Y

ﬁ"»::*-, 'Y

Bureau of Prisons_

CARE : .Ryan White Comprehensive-AIDS Resources Emergency Act:

CDC The Centers for Dlsease Control and Prevention :

MV . e s . e v‘l-\«‘t’:i' S

CNS _’- Central Nervous System e
-+ CPCRA'" : "Terry Beirn Community ProgramsSfor+Clinical Research on
. ) . l“ : - AIDS . v P P -t &g’ « L

DOJ "~ Department of Justice R

DOL Department of Labor ' » o S

EEOC - "Equal Employment Opportunlty Comm1581on | S

FDA Food and Drug Administration

GCRC General Clinical Research Centers Program

HCFA '~ Health Care Financing Administration

HIV Human Immunodeficiency Virus

HOPWA Housing Opportunities for Persons with AIDS

HRSA Health Resources and Services Admlnlstration

HSV - Herpes Simplex Virus

HUD - Department of Hou81ng and Urban Development e

HTLV-1 | R 1 ,EG:;;ﬁ

ICD . " Institute(s), Center(s), Division(s)

IDTF - Interdepartmental Task Force on HIV and ATDS
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Death Rates from Leading Causes of Death in
Persons Aged 25-44 Years, USA, 1982-1993

~ HIV Infection

Unintentional
Injuries

Cancer

Heart |
Disease

Suicide
Homicide i

Liver Disease

Stroke
Diabetes

82 83 84 85 86 87 88 89 90 91 92 93*

National Vital Statistics

*Provisional data
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CIVIL RIGHTS
Agency: Department of Justice

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

Objective: 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)
hotline and provide technical assistance to state and local
governments, Federal agencies and other entities having rights
and responsibilities under Titles II and III of the ADA.

Developed and disseminated information about the ADA and its
applicability to persons with HIV and AIDS to 500 agencies
providing services for this population.

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

operating budget.

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

Constituen
digabili
Unmet Need: Funds for attorneys for additional litigation. Public
education and technical assistance for health care and day care
Rroviders about their ADA obligations to persons with HIV.



CIVIL RIGHTS

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.

PY 95: $133,90
PY 96: Unknown

Populations Served: Law enforcement and social service agencies

are directly served. The crime victims who interact with these
agencies benefit indirectly.

Constituent Involvement: NA.
rights groups?

Unmet Need: Additional resources to provide more regional
training.

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.
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PREVENTION

Agency: Department of Justice

Goal: Reduce the risk of employee infection and avoid possible
worksite performance problems caused by fear and intolerance.

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

Provide technical assistance to other Department of Justice (DOJ)
components.

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

A - annual training and limited testir
lvuyujfﬁ‘ (D( g and 1im
gL Q _ rannual HIV information update and infectious disease
\ u&wm’training to all staff;
““{ (’V!LWJ’W
\ produce inmate and staff HIV educational videos;
v &

' V“wm participate at least quarterly with HRSA in audio

conferences on HIV issues; and

conduct random HIV testing on inmates upon gdmission.

’)vb\vu/w A uded ({0 L h o 3{7
For employees of the DEA, FBI, INS[I§E§ZS;£d USMS provide: Eﬁ@w&
e wAnAQfﬂMAQ
I%WnnALL

annual bloodborne pathogen training to all personnel as

mandated by OSHA (discussion of HIV/AIDS is included in this
training); and

general training and field office training;

an annual update on the bloodborne pathogens training as
necessary to dlscuss new information or changes in the use

Descriptions: DOJ staff prevention tralnlhg prog

iﬂuA = i xowuﬂmfo
FY 95: Part of overall operating budget. Chme T A i
FY 96: Part of overall operating budget. GP,

Populations Served: DOJ employees and BOP inmates.

Constituency Involvement: NA??2? MNAu’l W&d éb,mmuuw

[lot, &Wl&(u)o@ o \\}zw; 5



Unmet Need: Funding for counseling and testing of all inmates --
currently approximately 10 percent are tested upon entry? during
length of incarceration?. Additional resources for field office
training for USMS and FBI.
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PREVENTION

Agency: Department of Justice
Goal: Reduce risk of infection to at riskndetain
Objective: Educate detainees believed to be at risk regarding

HIV/AIDS and thereby reduce the risk of transmission and new
infections.

Action Steps: 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.

Populations Served: Detainees
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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 the detention and parole systems.

Objective: Data collection and publication of periodic reports.

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

Descriptions: Survey of HIV/AIDS in Correctional Facilities and
publication of survey findings in both the adult and juvenile
correctional facilities.

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

1996 Survey of HIV/AIDS in Correctional 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.

----- Y [n 'mu:pvz)-j@ SOVACeL (?9/
FY 95: Part of overall operating budget.
FY 96: Part of overall operating budget.

!\.H/‘f }A’f/&i,v‘,&eﬁ ,

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

Constituent Involvement: NA. W&@r¥?ﬁjvﬂiﬁz%
ol
(@320
Unmet Need: 3
inmates,
risk and contac

Fu di

egregation of
' extent of

while under supervision.

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.
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RESEARCH
Agency: National Institutes of Health

Goal: Enhance understanding of the etiology and pathogenesis of
HIV infection.

Objective 1: Support research to further understanding of HIV
immunopathogenesis. '

Action Steps: Delineate the cellular and molecular
mechanisms associated with viral immunopathogenesis.

‘Descriptions: Delineate the direct and indirect mechanisms
underlying HIV-induced depletion and dysfunction of target
cells/tissues;

Define the virologic (load and phenotype), immunologic
(specific and nonspecific), genetic, and environmental
factors that contribute to disease progression and
nonprogression;

Delineate the molecular mechanisms by which virus-derived
factors regulate HIV replication and pathogenesis, with

special emphasis on the use of primary virus isolates and
cells;

Delineate the role of immune activation and host factors,
including cytokines, in HIV replication and pathogenesis;

Delineate the role of lymphoid organs, including mucosal-
associated lymphoid tissue, in HIV pathogenesis;

Further develop and utilize experimental models to examine
the pathogenesis of lentiviral infections;

Delineate the role of lymphoid and hematopoietic precursor
cells and their microenvironment in immune impairment;

Develop new assay systems for effective measurement of
changes in viral load and host immune function that are
predictive of disease progression;

Delineate the range of cell types infected by HIV in vivo
and their potential role as viral reservoirs; and

Establish and expand collaborative programs to facilitate
sharing of key patient samples, animal model resources, and
laboratory reagents.



Objective 2: Support research to enhance understanding of HIV-
related immune dysfunction.

Action Steps: Delineate the molecular and cellular
mechanisms of transmission and establishment of infection
and their impact on disease progression.

Descriptions: Define the cellular and immune mechanisms that
inhibit/enhance the early events in establishing HIV
infection;

Determine the impact of early events in the establishment of
HIV infection on the clinical course of disease;

Determine the cell or tissue type that serves as the portal-

of entry of HIV and the impact of STDs and other pathogenic
processes that influence HIV transmission;

Determine the effects of viral genotype and load on
transmission of cell-free and cell-associated virus;

- Determine the roles of specific and nonspecific mucosal
immunity and host factors that inhibit/enhance HIV
transmission;

Determine the mechanisms of vertical HIV transmission; and

Elucidate unique aspects of HIV transmission and disease
progression in und d populations.

Objective 3: Support research to enhance understanding of HIV-
related malignancies.

Action Steps: Elucidate the etiologic factors and cofactors
in the pathogenesis of HIV-related malignancies.

Descriptions: Elucidate the role of HIV infection, immune
dysfunction, and interactions with potential cofactors in
the development of HIV-associated malignancies;

Identify the characteristics of the host that predispose to
development of malignant disease, including genetic,
hormonal, growth factor, cytokine, and immunologic
characteristics; and )

Identify the molecular correlates of HIV-associated
malignancies, including but not limited to oncogenes, tumor
suppressor genes, tumor promoters and carcinogens, and viral
and microbial genes and proteins.

Objective 4: Support research to enhance understanding of HIV-
related neuropathogenesis.

Action Steps: Elucidate the pathogenic mechanisms involved



in HIV-associated neurological diseases.

Descriptions: Investigate the contributions of viral
infection and virally induced indirect factors (in neuronal
and non-neuronal cells) to nervous system impairment;

Delineate how HIV enters and persists in the nervous system
and causes functional impairment;

Investigate both biological and environmental factors that
may affect nervous system function in the context of HIV
disease;

Study the effects of neurotrophins and immunoregulatory and
proinflammatory cytokines on both host and viral gene
expression; _

Delineate the role of OIs and drug treatment in neurologic
complications of AIDS, including peripheral neuropathies,
hearing and visual loss, and behavioral changes;

Assess neural tissue and organs as virus reservoirs in HIV
disease and as sources of specifically
neurovirulent/neuroinvasive viral strains; and

Develop neuroimaging tools for correlative structural-
functional studies of progressive HIV-associated
neurological disorders.

Objective 5: Support research to enhance understanding of HIV-
related opportunistic infections.

Action Steps: Elucidate the pathogenesis of HIV-related
opportunistic infections.

Descriptions: Investigate the mechanisms of immune function
that mediate protection against the OIs;

Develop in vitro techniques and animal models, where needed,
to propagate the opportunistic micro-organisms and conduct
studies designed to provide details of the basic biology and
pathogenic mechanisms of these micro-organisms;

Identify and elucidate the genetic and environmental risk
factors associated with susceptibility, development, and
progression of opportunistic infections;

Develop and validate diagnostic assays for the reliable and
rapid identification of HIV-associated opportunistic
infections;

Study the effects of OIs on immune dysfunction; and

Elucidate immunologic markers that are correlative with



disease progression for HIV-associated OIs and develop
assays to accurately monitor these markers as a function of
therapy.

Objective 6: Support research to enhance understanding of HIV-
related wasting syndrome.

Action Stepsa: Elucidate the etiology and pathophysiology of
HIV-related wasting, failure to thrive, and growth
retardation.

Descriptions: Define alterations in body composition,
nutritional status, metabolic patterns, energy balance, and
growth and development associated with HIV infection; and

Blucidate the pathogenesis of HIV-associated wasting and
impaired growth and development, including the roles of
cytokines, malabsorption, anorexia, opportunistic
infections, HIV, and other factors.

Objective 7: Support research to enhance understanding of HIV-
related organ and tissue disorders.

Action Steps: Elucidate the etiology and pathogenesis of
HIV-related organ/tissue-specific disorders, such as HIV-
associated renal, gastrointestinal, endocrine, K
cardiopulmonary, autoimmune, and other diseases

Descriptions: Investigate the etiologic and pathogenic
mechanisms of HIV-associated enteropathy,
including the role of HIV, opportunistic
infections, tumors, and other factors;

Identify host, viral, environmental, and other factors
responsible for the pathogenesis and progression of HIV-
associated nephropathy;

Elucidate the etiology and pathogenesis of endocrine
dysfunction and the role of alteration in the
endocrine/immune axis in progression of HIV disease; and

Elucidate the etiology and pathogenesis of HIV-related
cardiopulmonary disease and other organ/tissue-specific
manifestations, including autoimmune disease.

FY 95: 345,663,000
FY 96: 374,767,000

Pops. Served: All

Constituency Involvement:



Unmet Needs: The NIH FY 1996 Plan and Budget Estimate for
Scientific Opportunities in HIV-Related Research identified areas

for further productive research in this area in the amount of
$46,216 over the FY 96 figure. '



RESEARCH
Agency: National Institutes of Health

Goal: Provide support for training and infrastructure to carry
out HIV-related research.

Objective 1: Meet the training needs of HIV/AIDS researchers.

Action Steps: Provide both domestic and international
training in biomedical and behavioral research on HIV.

Descriptions: Increase predoctoral and postdoctoral
training, as well as advanced research training, in a range
of AIDS-related disciplines to a level comparable to that of
other training programs within the NIH;

Sponsor an annual AIDS Fellows Meeting to promote
collaboration and information dissemination;

Increase training of scientists and clinical investigators
in basic AIDS research to better link basic and clinical
pathogenesis research;

Stimulate predoctoral and postdoctoral training in
prevention, behavior change, and adherence and compliance to
treatment; '

Promote training of biomedical and behavioral scientists in
the use of high-performance computing systems for HIV-
related research;

Expand training and research capacity to deal with the
epidemic of tuberculosis (TB), including multiple drug
resistance associated with HIV infection;

Increase participation in the Fogarty International Center
(FIC) -sponsored international training and research programs
and expand these programs by recruiting trainees from
additional countries in Asia and Latin America, with the
long-term goal of providing AIDS-related training for
leading health scientists from all developing countries;

Develop new grant mechanisms to link leading U.S. AIDS
research scientists and institutions with leading AIDS
research scientists and institutions in foreign countries;

Expand both predoctoral and postdoctoral training in
structural biology; and

Expand the NIH AIDS Loan Repayment Program to bring
scientists and physicians to the NIH to expand the cadre of
trained intramural researchers.



Objective 2: Meet the resource needs of HIV/AIDS researchers.

Action Steps: Establish appropriate infrastructure for the
conduct of HIV research domestically and internationally.

Descriptions: Provide additional facilities to study animal
models of pediatric AIDS;

Foster animal models to study HIV-related malignancies;

Continue the Research Facilities Infrastructure Program
(RFIP) and General Clinical Research Centers (GCRC) Program;

Expand the use of the National Research and Education
Network (NREN) for national and international collaboration
and data communications; . :

Provide for expansion of breeding facilities to ensure the
adequate supply of species of emerging importance;

Provide NCRR animal model support tied to needs of basic
research grants;

Provide for the long-term support of advanced in-country
research and research infrastructure in those developing
countries participating in efficacy trials of candidate HIV
vaccines and other priority intervention research;

‘Develop and support animal models predictive of human
behavior, specifically, models of non-human primate behavior
of impaired impulse control and risk-taking;

Provide additional laboratory and biocontainment facilities
for primate research;

Increase support for the Internet connections program at
health sciences centers and hospitals for research and
patient care;

Establish and support repositories of samples obtained from
individuals with HIV infection for current and future
studies;

Increase support for screening for the development of HIV
macaque monkey models;

Develop and support Regional Primate Research Center (RPRC)
expertise in molecular immunology, peptide biochemistry, and
pharmacology;

Provide for the establishment of specific pathogen-free
(SPF) non-human primate programs at all the RPRCs; and

Provide further support for the development of SPF macaque



colonies.

FY 95: 40,836,000
FY 96: 42,558,000

Populations Served: All popu1§§§§§§




TRANSLATION OF SCIENCE INTO PRACTICE
Agency: National Institutes of Health

Goal: Develop and support programs for the dissemination of
research information to health care providers.

Objective: Expedite the dissemination of the latest information
on clinical trials, state-of-the-art therapies, health care, and

prevention techniques to domestic as well as international
audiences.

Action Steps: Develop and rapidly disseminate important
research findings that have immediate impact on prevention,
health care, and treatment of HIV-infected individuals,

utilizing all NIH, PHS, and public media communications
modes.

Descriptions: Provide up-to-date information on eligibility
criteria for entry into clinical trials, results of trials,
and relevant research findings through the AIDSTRIALS and
AIDSDRUGS databases as well as the AIDS Clinical Trials
Information Service; :

Maintain an interface with the Cancer Information System and
PDQ to provide information on clinical trials for AIDS-
related malignancies;

Collaborate with other agencies of the PHS and outside
organizations to determine the information needs in the
biomedical and behavioral research community and identify -
appropriate mechanisms for dissemination;

Provide online access to the full-text guidelines for state-
of-the-art care;

Continue support of community, regional, national, and
international conferences and workshops to facilitate the
exchange of scientific information;

Provide support for NIH-sponsored annual meetings on
pathogenesis, vaccines, and drug development;

Collaborate with public and health sciences libraries to
facilitate access to needed information by community groups;

Disseminate results of behavioral research studies to
collaborating centers and service providers for use in

planning, designing, and implementing preventive
intervention strategies;

Continue support for and development of the International
Network for AIDS Research and Training;



T WEERY A
ST

Explore collaborations with the World Health Organization
(WHO), the Pan American Health Organization (PAHO), and
international AIDS agencies to obtain and disseminate
information about international clinical trials;

Develop and improve user-friendly information systems and
services in HIV/AIDS and provide training for them;

Provide the full text of abstracts from meetings, where
available, online before scientific meetings;

Collaborate with the WHO, the PAHO, and UNAIDS to develop
the Global HIV/AIDS Network, a computerized AIDS information
system; and

Working with community groups, develop educational materials
to foster the dissemination of information about research
and the clinical trials process to primary care providers,
community-based HIV/AIDS service organizations, and persons
with HIV/AIDS.

FY 95: 15,400,000
FY 96: 16,115,000




RESEARCH
Agency: National Institutes of Health

Goal: Develop and evaluate vaccines for prevention of HIV
transmission and infection.

Objective 1: Enhance understanding about host defense mechanisms
and protection against HIV infection and disease.

Action Steps: Support research on protective immune
responses.

pescriptions: Develop nonhuman primate and other animal
models for HIV vaccine evaluation; determine immune
responses that affect infection and disease course; focus on
chronic infection with attenuated virus versus wild-type
virus; determine why disease does not occur or is delayed in
some models;

Determine the correlates of immune protection against, and
immunologically mediated control of HIV;

Study acutely infected individuals, exposed/uninfected
humans (and other primates), and rapid/nonprogressors to
determine viral and host factors that impact clearance of
circulating virus and disease course; ensure that plasma,
PBMC, biopsy, autopsy, and other key patient and animal
samples, including CNS samples, are accessible to qualified
laboratories;

Elucidate the three-dimensional structure of viral epitopes
and determine the mechanism of escape from antibody-mediated
neutralization and recognition by cytotoxic T cells;

Define conserved viral epitopes that are potentially
relevant to protective immune responses; devise strategies
to enhance their immunogenicity;

Determine the molecular nature of HIV genetic and antigenic
diversity and incorporate the findings into ongoing vaccine
development; focus on characterization of HIV at potential
efficacy trial sites;

Foster multidisciplinary approaches that bridge basic,
animal, and clinical approaches; and

Develop  quantitative measures of HIV concentration in bodily
fluids to determine whether there is a relationship between
HIV concentration and transmission.

Objective 2: Identify strategies for eliciting protective immune
responses.



Action Steps: Apply findings from basic, epidemiologic, and
clinical research to the design and evaluation of vaccine
strategies in laboratory studies and animal models.

Descriptions: Develop further multidisciplinary approaches
for the design and development of potential vaccine
candidates; expand research on mucosal delivery and
stimulation of mucosal immune responses;

Include research on but not limited to: whole-particle
designs such as whole-killed HIV and genetically engineered,
noninfectious HIV mutants that lack the viral RNA genome or
have a defect in a critical protein but contain a full
complement of HIV antigenic proteins; live, recombinant
viral and bacterial vectors engineered to express one Or
more HIV proteins; genetically engineered, live-attenuated
strains of HIV; synthetic peptide candidates capable of

inducing and boosting both cellular and humoral immunity;

DNA candidates as HIV vaccines; combination strategies
including priming and boosting;

Evaluate vaccine strategies in AIDS animal models;

Encourage development of candidate vaccines suitable for
domestic and international use;

Conduct research on adjuvants and novel formulations that
have a qualitative or quantitative impact on immunologic
responses to vaccine candidates;

Evaluate strategies to decrease or eliminate HIV from sexual
fluids; Characterize and evaluate the potential negative
side effects of candidate vaccines, including production of
enhancing antibodies and neurotoxicity; and

Develop methodologies for comparative in vitro measure of
immune function.

Objective 3: Evaluate efficacy of vaccine candidates.

Action Steps: Identify appropriate domestic and
international populations and develop infrastructure, and
develop behavioral research and community education and
outreach activities, that are necessary for ensuring
adequate performance of Phase III efficacy clinical trials.

Descriptions: Prepare for adequate followup of individuals
participating in vaccine clinical trials to determine the
longevity of immune response, the correlates of immune
protection, long-term safety, the impact of participation on
risk-taking behavior, and the possible positive or negative
effects of vaccine immunization against disease progression
and HIV transmission;



Utilize infrastructures established for the conduct of AIDS
vaccine efficacy trials to implement prevention research
activities designed to determine the efficacy of other
biomedical or behavioral interventions that could prove of
benefit in decreasing the incidence of HIV infection in the
population; evaluate promising interventions separately
and/or as a component of prophylactic vaccine efficacy
trials;

Continue appropriate epidemiologic studies that determine
the risk profiles and infection rates of various populations
in the United States and internationally in order to
identify those groups most likely to be the participants in
vaccine trials;

Maintain and expand the AIDS Vaccine Clinical Trials Network
to include domestic and international sites with access to
populations at high risk for acquiring HIV infection and
where vaccine or other prevention research activities may be
feasible;

Maintain the necessary laboratory and epidemiologic research
infrastructure at designated sites for conducting domestic
and international vaccine efficacy trials; develop optimal
assays to distinguish infection from seroconversion to the
vaccine;

Acquire and analyze HIV isolates from recent seroconverters
representative of potential efficacy trial populations so
that genetic and antigenic information about virus
circulating in the population can be obtained;

Conduct behavioral research in populations at high risk for
HIV infection, particularly those difficult-to-reach
populations that have been historically underrepresented in
clinical trials; determine optimal education, risk-reduction
intervention, recruitment, adherence, and retention
approaches and estimate behavior changes and other factors
pertinent to the design and execution of a successful
efficacy trial;

Establish linkages with communities or community
organizations where efficacy trials might be conducted to
optimize education, recruitment, and followup activities and
to help address community concerns related to AIDS vaccine
efficacy trials;

Link infrastructure development and vaccine research
activities in high-risk populations with other prevention
and treatment research activities in these populations,
including research on TB and STDs;

Conduct research to determine optimal methods of achieving
truly informed consent; and



Conduct research to determine possible adverse social,
economic, or legal consequences of participation in clinical
trials and develop strategies to mitigate potential harm.

Objective 4: Develop a preventive vaccine for newborns and
infants.

Action Steps: Identify mechanisms of protective immunity to
HIV in newborns and infants and develop a safe and effective

immunologic strategy to prevent HIV infection in this
population.

Descriptions: Evaluate genetic and antigenic variation in
viruses transmitted from mothers to infants and in maternal
isolates that are not transmitted;

Accelerate studies of maternal-infant transmission;

Develop and maintain domestic and intermational
infrastructure necessary to enroll mothers and infants in
prospective long-term followup vaccine trials;

Determine the immunogenicity of various vaccines and
adjuvants in newborns and infants;

Determine which maternal and infant immune responses are
associated with nontransmission of HIV;

Identify antibody preparations for use as passive or
passive/active HIV prevention;

Establish criteria for advancement of candidates in Phase I,
Phase II, and Phase III clinical trials; and

Conduct Phase I, Phase II, and Phase III clinical trials of
the most promising candidates that meet established
criteria.

Objective 5: Indentify promising vaccine candidates for efficacy
trials.

Action Steps: Develop criteria for selection of suitable

candidate vaccines, support appropriate infrastructure, and
conduct Phase I and Phase II trials.

Descriptions: Utilize vaccine selection committees to
carefully evaluate promising candidates; emphasize need for
thorough consideration of efficacy in animal models;

Conduct Phase I and Phase II clinical trials that will
determine safety and delineate comparative immunologic
analysis of candidates for preventive vaccines; expand
immunologic measurements to include a broad range of cell-
mediated and mucosal immune responses;



Conduct Phase II trials in high-risk individuals of the most
promising preventive vaccine candidates or combinations that
proved promising in Phase I trials conducted in low-risk
individuals and that have genetic or immunologic relatedness
to HIV isolates circulating in the proposed trial
population;

Support and maintain the AIDS Vaccine Evaluation Groups;

Closely coordinate the evaluation of research findings on
prophylactic AIDS vaccines with research on therapeutic AIDS
vaccines, e.g., the use of candidate vaccines to ameliorate
disease when administration is initiated after establishment
of chronic infection;

Acquire and analyze HIV isolates from recent seroconverters
representative of Phase I and Phase II trial populations so
that genetic and antigenic information about viruses
circulating in the population can be obtained; and

Conduct behavioral research pertinent to preparation for
Phase III trials.

Objective 6: Conduct vaccine efficacy studies.
Action Steps: Establish criteria for selection of suitable

vaccine candidates and conduct Phase III clinical trials
when established criteria are met.

Descriptions: Establish criteria with concurrence of an
advisory group that has the requisite scientific, public
health, government, and community expertise;

Conduct large-scale efficacy trials of novel preventive
vaccine candidates that have proven promising, safe, and
immunogenic in Phase II trials and that meet established
criteria;

Evaluate HIV vaccine candidate efficacy;

Evaluate multiple scientific hypotheses; and

Ensure that trials are conducted with the highest regard for
social and ethical concerns of the participants.

FY 95: $111,831,000
FY 96: $118,128,000

Pops. Served: Al




Unmet Needs: The NIH FY 1996 Plan and Budget Estimate for
Scientific Opportunities in HIV-Related Research identified areas

for further productive research in this area in the amount of
$36,643 over the FY 96 figure.



RESEARCH
Agency: National Institutes of Health

Goal: Develop and evaluate therapies for HIV infection and its
sequelae.

Objective 1: Identify and develop novel anti-HIV therapies.

Action Steps: Improve screening, discovery, and preclinical
development of therapeutic agents that demonstrate activity
against retroviruses, fostering activity by and in
collaboration with industry.

Descriptions: Identify promising targets for anti-HIV
therapy and extend knowledge of their mechanisms of action,
develop assays for identifying drugs active against those
targets, and develop new compounds active at those targets,
with an emphasis placed on identifying agents active at
novel targets;

Complete preclinical development, in cooperation with
industry when appropriate, of promising new compounds and
combinations of compounds and novel natural products,
including assessment of efficacy, toxicity, teratogenicity,
and fertility in animal models;

Continue and accelerate screening of large numbers of
natural and synthesized compounds for anti-HIV activity in
the AIDS Drug Screen, with a particular emphasis on the
detection of agents active against novel targets; develop
and screen combinatorial libraries; emphasize central
nervous system penetration; develop formulations that would
be suitable for infants and children;

Emphasize basic and applied research to advance cross-NIH
development of gene therapy; support development of
preclinical laboratories to advance gene therapies;

Determine the high-resolution molecular structures for
several of the HIV proteins and apply these structures to
the rational design of drugs as part of the targeted drug
development program; determine generalizable and effective
approaches for the use of macromolecular structure in
designing drugs to combat HIV infection and AIDS; make

resolved structures available in publicly accessible data
bases;

Increase understanding of the mechanisms and limitations of
drug resistance; study the effect of various agents on HIV
replication and viral variation; evaluate early markers of
resistance; evaluate the activity of anti-HIV drugs in
various cell types (including macrophages) and in various
stages of the cell cycle; and



Develop new compounds capable of inhibiting the sexual
transmission of HIV, such as topical microbicides (which may
inhibit HIV and STDs associated with enhanced HIV
transmission), HIV-specific viricides, and systemic agents.

Objective 2: Develop and evaluate anti-retroviral therapies.

Action Steps: Perform clinical trials of agents active
against HIV based on an understanding of pathogenesis,
emphasizing emphasis on improved design and methodologies,
and integrating clinical trials with ongoing natural history
studies.

Descriptions: Support and improve clinical trials of
potential therapeutic agents and combinations of agents in
studies to determine pharmacokinetics and bioavailability
and evaluate anti-HIV combinations that are non-cross-
resistant, synergistic, and toxicity-sparing and that may
delay development of drug-resistant HIV strains; enhance
collaboration between and within ICDs to facilitate
opportunities for clinical trials;

Increase the understanding of the pathogenesis of HIV
disease based on the evaluation of antiretroviral agents in
clinical trials;

Implement the development and evaluation of virologic,
immunologic, and clinical markers to assess drug activity
and determine the prognostic value of these markers in
response to therapeutic interventions;

Support research and development of clinical trials
methodology and study design so that appropriate pathways
are taken rapidly to evaluate the activity, clinical
efficacy, and the ultimate acceptability of new agents and
approaches that translate into clinical use;

Improve the utilization of GCRCs for the conduct of single
and multi-institutional clinical trials;

Develop and validate quality-of-life parameters included in
patient assessments of clinical trials;

Support research on the effectiveness of pharmacologic
(including compliance with therapies and STD prevention) and
non-pharmacologic (including psychosocial) interventions
(including nutritional factors and adherence improvement) ;

Investigate possible interactions between therapies for HIV-
related disease and other substances that HIV-infected
individuals might use, such as drug abuse treatment
medications, oral contraceptives or other prescription
drugs, nonprescription drugs, alternative or complementary



therapies, or drugs of abuse;

Coordinate studies to encourage co-enrollment of patients on
all trials where appropriate;

Develop a coordinated plan to evaluate long-term therapeutic
strategies, e.g., develop plans for long-term followup,
enroll patients in sequential randomized trials once they
have reached an end point in their initial trial; and

Evaluate new and existing compounds capable of inhibiting
the sexual transmission of HIV, such as topical microbicides
and HIV-specific viricides; nested studies to evaluate the
infectivity of body fluids, such as semen and cervical
secretions in trials of antiretroviral therapies.

Objective 3: Develop and evaluate immune-restoring therapies.

Action Steps: Extend our understanding of immunopathogenesis
through the development and testing of strategies that
enhance and/or restore the deficient immune systems of HIV-
infected individuals.

Descriptions: Evaluate therapeutic approaches that test
specific hypotheses of HIV immunopathogenesis;

Develop and validate new methods to evaluate immune function
in the context of clinical trials;

Continue and accelerate the testing of cytoklnes and
modulators of cytokines either alone or in combination with
antiretroviral agents for the purpose of reconstituting the
deficient immune systems of HIV-infected individuals;

Develop and evaluate various approaches of active and
passive immunotherapy for both HIV infection and its
sequelae;

Develop a program of reconstituting the immune systems of
HIV-infected individuals by administration of cellular
elements in an autologous, syngeneic, or allogeneic fashion,
including use of expanded peripheral blood T cells, bone
marrow transplantation, thymic transplantation, cord blood,
stem cells, and/or xenogeneic transplantation;

Develop new therapeutic strategies based on gene therapy

approaches to protect or potentially reconstltute the immune
system;

Use structural biologic techniques to determine the
structures of various cytokines and cytokine receptors as
potential targets for HIV therapies; and

Enhance collaboration among ICDs to facilitate the conduct



of immune-based therapeutic trials and to enhance
pathogenesis-related research in HIV-infected individuals.

Objective 4: Develop and evaluate therapies for HIV-related
opportunistic infections.

Action Steps: Target the discovery, development, and
evaluation of potential agents for prevention and treatment
of HIV-associated 0Is and other infections modified by HIV
infection, including those specific to women, children, and
drug users.

Descriptions: Support discovery and preclinical programs to
develop therapies especially targeting cryptosporidia,
microsporidia, JC virus, CMV, HPV, and azole-resistant
fungal organisms, with emphasis on bioavailable agents with
favorable pharmacokinetics. Develop in vitro culture
systems for Ols;

Further conduct clinical trials for the prophylaxis and
treatment of HIV-associated OIs in HIV-infected individuals,
including pregnant women and children and drug users.
Evaluate immune-based therapies as adjuncts for treating
Ols;

Determine the optimal strategies and combinations of agents
to prevent and treat multiple OIs (i.e., multiple
opportunistic pathogen prophylaxis studies [MOPPS]), and
their effects in combination with antiretroviral agents.

Develop and utilize animal models for preclinical efficacy
and safety testing of potential agents for OIs, including
mutagenicity and teratogenicity;

Develop clinically useful assays for the rapid diagnosis,
treatment response, and sensitivity testing of OIs;

Support training of basic investigators, clinical
investigators, and translational investigators for OI
research; and

Determine the role and capability of preexisting immunity
(both induced and natural) to control OI infections and the
ability of HIV-infected individuals to respond to
vaccination throughout the course of infection and disease.

Objective 5: Develop and evaluate therapies interventions to
block perinatal transmission.

Action Steps: Accelerate the development, evaluation, and
implementation of strategies to interrupt vertical
transmission of HIV from mother to child.

Descriptions: Support the rapid translation of basic



research observations to strategies for the interruption of
vertical transmission; apply the results of clinical trials
to the investigation of pathogenesis and to clinical
practice;

Develop strategies and agents to interrupt the vertical
transmission of HIV from pregnant women to their offspring;
explore the potential of combined strategies; evaluate the
safety, toxicity, pharmacokinetics, and antiretroviral
activity of anti-HIV agents in pregnant women and newborns;

Expand the obstetrical and pediatric infrastructure for the
conduct of perinatal trials through collaborative efforts,
both national and international;

Support the long-term followup of all women and children who
participate in.perinatal trials to evaluate potential
distant effects of antiretroviral agents and/or biologicals;

Investigate the role of the placenta in transmission of
anti-HIV drugs from mother to fetus;

Develop and improve sensitive and specific diagnostic
parameters that are cost-effective to permit early
differentiation of HIV-infection status in children born to
HIV-infected mothers;

Assess the potential efficacy and feasibility of obstetric
interventions to prevent vertical transmissions, such as
cesarean deliveries and other aspects of intrapartum care;

Evaluate the risk of vertical transmission of drug-resistant
virus; and

Evaluate factors that contribute to or protect against
vertical transmission; develop effective strategies that
could more easily be afforded globally to help reduce
vertical transmission and perhaps decrease transmission via
breast milk.

Objective 6: Develop and evaluate therapies for HIV-related
malignancies.

Action Steps: Target the discovery, development, and
clinical evaluation of improved therapeutic strategies for
the treatment and prevention of HIV-associated malignancies
based on an understanding of pathogenesis.

Descriptions: Identify novel mechanisms and targets (e.g.,
cytokines, angiogenesis, viral or hormonal cofactors) for
treatment and prevention of HIV-associated tumors, including
Kaposi’s sarcoma, non-Hodgkin’s lymphoma, HPV-associated
malignancies, and others, and develop new therapeutic
strategies on the basis of these findings;



Use structural biologic and biochemical information to
rationally design drugs to inhibit specific pathogenic
factors of HIV-associated malignancies;

Encourage the development and coordinate the conduct of
clinical trials that concurrently evaluate therapeutic
strategies directed against the malignancy with anti-
retroviral and anti-OI strategies in order to assess the
effects of such treatment on the malignancy as well as on
the underlying HIV infection, immune function, and clinical
course;

Continue and expand screening, discovery, and development of
novel therapeutic agents with activity against HIV-
associated malignancies;

Develop trials to optimize existing therapies for
malignancies in HIV-infected patients;

Encourage collaborative studies to develop mechanisms for
early identification of patients at high risk for malignancy
and to develop and assess interventional strategies to
reduce or prevent the development of malignancies;

Support training of basic investigators, clinical
investigators, and translational scientists for research of
malignancies in HIV-infected patients;

Improve diagnostic methods for early diagnosis of
malignancies and for early detection of recurrent cancer;

Coordinate referral of patients with malignancy end points
on other studies to malignancy trials; and

Improve collaboration between various adult and pediatric
cooperative groups conducting clinical trials of HIV-
associated malignancies and ICDs and industry to accelerate
trials completion and approval of active agents.

Objective 7: Develop and evaluate therapies for HIV-related
neurologic disease.

Action Steps: Develop an understanding of the
neuropathogene81s of HIV infection and strategies for

assessing, preventing, and treating neurologic disease in
the course of HIV infection.

Descriptions: Develop novel strategies and agents that are
active against putative pathways of HIV-induced CNS
dysfunction;

Implement studies related to the delineation of mechanisms
responsible for impaired neurocognitive development in
children born to HIV-infected mothers, and develop



strategies directed at the prevention and treatment of this
complication of HIV infection;

Implement clinical trials addressing nervous system
complications of HIV infection and incorporate neurologic
assessments into other HIV-related clinical trials;

Develop therapeutic agents that are capable of crossing the
blood-brain barrier and are active against HIV infection in
relevant cells in the CNS; develop an understanding of
mechanisms involved in penetration of the blood-brain
barrier;

Better delineate etiologies of peripheral neuropathy in HIV
infection, and develop strategies to prevent and treat this
complication;

Develop and utilize in vitro and animal models of CNS
impairment and ADC to further identify agents that can
reverse HIV neuropathogenesis; and

Implement assessments and approaches for the diagnosis of
HIV-related dementia in clinical studies.

Objective 8: Develop and evaluate therapies for HIV-related
complications.

Action Steps: Develop an understanding of HIV-associated
complications, including wasting syndrome, growth failure,
metabolic disorders, dermatologic disorders, ITP,
nephropathy, oral diseases, and other symptoms and serious
complications.

Descriptions: Develop and evaluate therapeutic strategies to
ameliorate the various sequelae of HIV infection based on an
increased understanding of pathogenesis;

Develop and evaluate therapeutic strategies for alleviating
the various symptoms of unclear etiology in HIV-infected
persons and improving the quality of life; and

Develop and validate quality-of-life parameters for the
various sequelae of HIV infection.

FY 95: 473,262,000
FY 96: 495,839,000




Scientific Opportunities in HIV-Related Research identified areas
for further productive research in this area in the amount of
$49,566 over the FY 96 figure.
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PREVENTION
Agency: National Institutes of Health

Goal: Prevent new HIV infections through behavioral
interventions.

Objective 1: Enhance understanding of determinants of HIV-related
behavior.

Action Steps: Strengthen the behavioral science base.
Conduct a wide range of studies to expand knowledge of the
principles of behavior and behavior change

Descriptions: Support studies to develop models of
behavioral, social, cultural, cognitive, and psychological
mechanisms and processes that determine the acquisition,
maintenance, and change of HIV-related behaviors in
individuals and groups in various populations and settings;

Identify processes that exacerbate or minimize adverse

consequences of HIV infection for the individual, group, and
community;

Support basic behavioral and social research on factors that
shape and change social norms concerning HIV-related
behavior and their influence on individual behaviors;

Develop and improve methods to obtain and analyze valid and
reliable data on HIV-related behaviors; and

Study the process of information diffusion; understanding
this process is necessary for effective communication of
HIV-related knowledge.

Objective 2: Develop behavioral and social science research
intervention strategies.

Action Steps: Translate findings from behavioral and social
science research to design, implement, and evaluate
interventions in diverse settings and populations.

Descriptions: Develop and evaluate demographically and
culturally appropriate behavioral and social interventions
based on the changing epidemiology of HIV in different
populations and on the incidence, frequency, and change in
high-risk HIV-related behaviors; international comparisons
are essential for identifying effective interventions;

Support multidisciplinary research on behavior change
strategies that target the sustained adoption and
maintenance of HIV preventive behaviors (e.g., increase use
of condoms, virucides, spermicides, and sterile injection



drug equipment);

Support research on increasing the effectiveness of drug
abuse, mental health, and alcoholism treatment for reducing
HIV risk behavior;

Design and test interventions to increase the recruitment,
retention, and adherence to protocols for adopting and '
maintaining low-risk behavior in prevention research,
including vaccine studies; and

Support research on overcoming barriers associated with the
implementation and replication of potentially effective
prevention programs.

Objective 3: Assess innovative dissemination strategies.

Action Steps: Develop, assess, and rapidly disseminate
research findings and treatment strategies to give
researchers and communities access to state-of-the-art .
communications.

Descriptions: Develop and test innovative dissemination
strategies for promoting adoption of successful (empirically
tested) behavior change interventions by HIV prevention
providers;

Develop, test, and rapidly disseminate research findings
that have immediate implications for the conduct of HIV
prevention and education programs conducted in the
community; explore novel mechanisms to disseminate
behavioral and social science research findings and model
approaches to the prevention field (e.g., consensus
conferences, interactive computer bulletin boards, media
strategies, and mechanisms to reach providers and community-
based organizations);

Support and strengthen partnerships between community-based
organizations and behavioral and social scientists to
encourage bi-directional exchange of information and
experience to enhance research and prevention efforts; and

Utilize new and innovative techniques (e.g., social
marketing) to disseminate research to different populations.

Objective 4: Prevent the negative consequences of HIV Infection.

Action Steps: Discover, develop, and evaluate strategies to
prevent or minimize the physical, psychological, cognitive,
and social consequences of HIV, including strategies to
improve adherence to proven therapies and recruitment,
retention, and adherence to clinical trial protocols.



Descriptions: Identify the behavioral, psychological,
cognitive, and social consequences of HIV disease for HIV-
seropositive individuals, their support systems, and their
communities; develop and evaluate innovative behavioral and
social approaches to manage these consequences, including
health behavior changes, stress management, and improved
access and utilization of care;

Discover, implement, and evaluate therapeutic strategies to
delay or prevent progression of HIV-associated cognitive
dysfunction; _ _

Develop and evaluate interventions to increase recruitment,
adherence, and retention in HIV treatment studies and
~clinical trials; and

Develop and test models of caregiving tailored to the
physical, cognitive, and emotional needs of patients with
HIV disease, including their significant others, extended
family members, and care providers.

Objective 5: Create and test innovative dissemination stratégies;

Action Steps: Develop, assess, and rapidly disseminate
research findings and treatment strategies to give
researchers and communities access to state-of-the-art
communications

Descriptions: Develop and test innovative dissemination
strategies for promoting adoption of successful (empirically
tested) behavior change interventions by HIV prevention
providers;

Develop, test, and rapidly disseminate research findings
that have immediate implications for the conduct of HIV
prevention and education programs conducted in the
community; explore novel mechanisms to disseminate
behavioral and social science research findings and model
approaches to the prevention field (e.g., consensus
conferences, interactive computer bulletin boards, media
strategies, and mechanisms to reach providers and community-
based organizations); :

Support and strengthen partnerships between community-based
organizations and behavioral and social scientists to
encourage bi-directional exchange of information and
experience to enhance research and prevention efforts; and

Utilize new and innovative techniques (e.g., social
marketing) to disseminate research to different populations.

Objective 5: Strengthen the behavioral and social science
infrastructure.



Action Steps: Develop multidisciplinary and interagency
collaborative efforts to enhance the AIDS behavioral
research effort; enhance the behavioral aspect of research
into therapeutics, natural history and epidemiology, and
vaccines. Train researchers to conduct basic and applied
social science research related to HIV. Provide the state-
of-the-art physical facilities and equipment that are
necessary to conduct HIV-related behavioral and social
science research within relevant settings

Descriptions: Establish multidisciplinary AIDS research
consortia to test novel behavioral approaches, replicate
psychosocial and behavioral studies, and promote their use
in appropriate populations; collaborate with other agencies
of the PHS and outside organizations to maximize research
resources;

Promote HIV-related research in predoctoral and postdoctoral
programsg; facilitate the development of practica and field
placements in HIV treatment, prevention, and research
settings; provide research career awards; actively recruit
ethnic minorities, women, and those dedicated to community-
based programs; expand behavioral and social training and
research efforts aimed at limiting infections such as TB and
malignancies related to HIV infection;

Ensure adequate representation of social and behavioral
scientists on IRGsS, OAR Advisory Committees, and OAR staff;

Support and expand computer networking among behavioral and
social science researchers; provide additional laboratory
and research facilities for human and animal research for
behavioral studies; and

Collect, archive, and disseminate existing data for
secondary data analysis.

FY 95: 159,720,000
FY 96: 161,595,000
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RESEARCH
Agency: National Institutes of Health

Goal: Improve understanding of the natural history and
epidemiology of HIV infection and AIDS in all populations.

Objective 1: Collect natural history and epidemiological data to
further understanding of HIV transmission and progression.

Action Steps: Develop and assess intervention strategies to
assist in the development of treatment and prevention
interventions.

Descriptions: Support development and evaluation of
improved, acceptable, effective physical and non-irritating
chemical barrier methods and conduct research on existing
barrier methods to prevent sexual transmission of HIV and
STDs;

Develop strategies and conduct studies to evaluate vaccines,
drugs, and other interventions such as cesarean sections,
vaginal cleansing, and breast-feeding practices that prevent
perinatal transmission;

Assess the efficacy of combined strategies that decrease
blood-borne transmission of HIV; for example, evaluating
existing needle exchange programs, the use of bleach as a
disinfectant, and drug abuse prevention and treatment on
reducing HIV transmission and seroincidence;

Develop domestic and international cohort-based
infrastructures for testing HIV vaccines and other
interventions (e.g., microbicides, behavioral) for
preventing HIV transmission;

Develop and evaluate interventions related to sexual
behavior, including (1) STD treatment and prevention and
their effects on HIV transmission, (2) interventions focused
on influencing safe sexual behaviors, reproductive decision-
making, and contraceptive choices for women, and (3)
integration of health care delivery systems such as those
that combine reproductive health and STD/HIV prevention and
treatment services;

Develop methods of outreach that would engage high-risk
populations, enroll them in research to identify factors
that contribute to high-risk behavior, and increase and
maintain compliance with interventions as well as recruit
and retain hard-to-reach populations in studies;

Incorporate interdisciplinary evaluation research designs of
HIV prevention strategies to ensure adequacy of findings



regarding outcome, process, and descriptive analysis;

Evaluate the social acceptability, the ease of compliance,
and barriers to access and use of interventions (e.g., AZT
for perinatal transmission, virucides);

Develop and evaluate improved procedures for screening,
monitoring, and inactivating HIV and other retroviruses in
the blood supply; and develop and evaluate alternatives to
allogeneic blood transfusion, including artificial blood
gsubstitutes and hematopoietic growth factors; and

Assess the impact of drug and alcohol abuse on efficacy of
behavior modification interventions directed at sexual
transmission.

Objective 2: Examine the role of risk factors and mechanisms of
HIV transmission to assist in the development of biologically-
and behaviorally-based interventions.

Action Steps: Characterize the risk factors and mechanisms
of HIV transmission in various populations.

DPescriptions: Evaluate HIV transmission in relationship to:
a. viral factors, virus load in the blood and at
‘ mucosal sites, characteristics of the HIV virus
‘ present (virus subtype and phenotype), and co-
] infection with other viruses (HTLV and HIV2);
|

b. host factors such as pregnancy, menstrual cycle,
hormonal contraceptives, and HLA type;

c. local factors including intercurrent STDs, oral
and anogenital inflammation (ulceration), mucosal
immunity, and anatomic factors such as ectopy; and

d. b havioral risk factors, such as §

Further differentiate the timing and mechanism of perinatal
transmission;

Study susceptibility to HIV infection, especially in
individuals who are at high risk for repeated exposure to
HIV but who remain uninfected, in order to determine factors
related to resistance, including mucosal immunity, viral,
genetic, and other immunologic factors, endocrinologic
factors, and other factors;

Determine the role of breast-feeding in the transmission of
HIV from infected mother to child; and

Examine the extent to which drug use (including alcohol and
tobacco) and drug-using behaviors affect susceptibility



and/or transmission of HIV.

Objective 3: Enhance understanding of HIV-related disease
progression to assist in the development of effective treatment
strategies for HIV-infected patients.

Action Steps: Elucidate the progression of HIV-related
disease, from early infection through long-term consequences
and sequelae, with the goal of understanding, preventing,
and treating those factors that may lead to disease

Descriptions: Identify pathogenic mechanisms and cofactors
for disease progression and disease-specific outcomes in
well-defined subsets of individuals (e.g., high-CD4
long-term survivors, low-CD4 long-term survivors, rapid
progressors) . Studies should include investigation of
behavioral, genetic, virologic, immunologic, and host
factors;

In diverse populations, describe the full spectrum of
HIV-related disease, including OIs, HIV-related
malignancies, wasting, and organ-specific complications;
evaluate the impact of sociodemographic variables, gender,
age, and route of transmission on HIV disease progression,
time to AIDS, and specific outcomes;

Study the natural history of early HIV infection;

Evaluate issues specific to HIV-infected children,
including: (1) mechanisms that contribute to impaired
growth and neurodevelopment, (2) impact on childhood
infectious diseases and the safety and efficacy of
immunization, and (3) childhood-specific complications
including lymphoid interstitial pneumonitis;

Evaluate the interaction of hormonal factors (including

pregnancy, contraceptives, and hormonal replacement therapy)
and HIV disease progression;

Maintain longitudinal cohorts and create linkage with
clinical studies (e.g., ACTG, CPCRA) to (1) efficiently
examine the full spectrum of disease, (2) assess the impact
of therapies on the frequency and severity of HIV-related
sequelae, disease progression, and survival, and (3) assess
and validate laboratory and behavioral markers;

Study the progression of HIV-related disease in adolescents;

Study the factors that predict, protect against, contribute
to, or limit the progression of HIV infection in the nervous

system including early cognitive impairment, dementia, and
neuropathy;



Develop, maintain, and expand national repositories for the
collection and banking of blood, other body fluids, and
tissue specimens obtained from longitudinal cohort studies
and other well-characterized populations of HIV-infected
individuals as a resource for studies of HIV-mediated
pathogenesis, correlates of immunity to HIV infection, and
specific HIV-related outcomes;

Study the nutritional and absorption factors that predict,
protect against, contribute to, or limit the progression of
HIV-related wasting and weight loss;

Bvaluate strategies of care delivery and case management to
determine their impact on HIV disease progression and
quality of life;

Blucidate the mechanisms of HIV-associated carcinogenesis
and improve strategies for early diagnosis and for '
effectively treating these malignancies;

Study oral lesions in HIV disease and progression; and

Study the long-term natural history of related retroviruses
(e.g., HTLV and HIV-2) to elucidate retroviral pathogenesis
and resistance mechanisms.

Objective 4: Enhance understanding of susceptibility to HIV
infection.

Action Steps: Identify, evaluate, and apply innovative
laboratory and beha 1 strategies to study
epidemiologically defined populations with regard to
transmission and progression of HIV disease.

Descriptions: Apply cutting-edge laboratory approaches and
behavioral strategies to assess susceptibility to infection
and transmission and monitor disease progression and
response to intervention in population studies;

Facilitate the transfer of novel laboratory and behavioral
strategies from basic research to epidemiologic
applications;

Promote development and application of laboratory approaches
to elucidate mechanisms, cofactors, and timing of maternal-
fetal-infant transmission of HIV infection;

Assess new virologic parameters (e.g., viral burden,
genotype/phenotype) applicable to body fluids that correlate
with infectiousness for evaluating interventions (e.g.,
spermicides/microbicides, vaccines);

Identify laboratory parameters associated with HIV-related
outcomes, such as intermediate end points preceding HIV-



[ S

associated infections and malignancies, predictors of long-

term survival or rapid progression, and markers of exposure
to HIV without infection;

Facilitate, develop, evaluate, and apply assays for
assessment of mucosal immunity related to susceptibility to
infection and impact of intervention;

Identify, characterize, and evaluate reliable diagnostic
markers, including markers in saliva, for the purpose of
applying rapid and sensitive diagnostic technologies for
detecting HIV infection;

Promote development and assessment of assays to detect HIV
infection in vaccinated populations; and

Establish, maintain, and expand national repositories of
biologic specimens (e.g., blood, body fluid, and tissue)
obtained from well-characterized individuals in longitudinal
studies to facilitate rapid evaluation of existing
strategies and development of new strategies.

Objective 4: Enhance understanding of HIV disease in populations
in which HIV is prevalent, emerging, and/or increasing for the
purpose of developing treatments and preventive vaccines.

Action Steps: Perform the epidemiologic studies of HIV
infection, related conditions, and risk behaviors in
domestic and international populations in which HIV is
prevalent, emerging, and/or increasing.

Descriptions: Identify emerging high-risk groups in the

................

United States through & and
identification of behav the population.
Examples of groups that need particular attention and
further evaluation include minorities, women, adolescents,
children, young gay men, homeless mentally ill, drug users,
and the incarcerated;

Develop infrastructure to define populations in the United
States and throughout the world with high incidence and
prevalence suitable for vaccine and other intervention
trials;

Delineate the epidemiology of behavioral risk factors for
HIV in defined population-based studies;

Measure the occurrence of other infectious agents, e.g.,
other viruses (HTLV-1, HSV-2, hepatitis B and C, etc.),
gexually transmitted diseases, and mycobacterium (e.g., MTB,
M. avium) in populations at risk for HIV;

Coordinate with the CDC, WHO, and other institutions to
maintain a comprehensive view of the epidemic with as much



»
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detailed information about subpopulations as possible;

Promote the development of new high-quality biometry
programs for AIDS research evaluation, including new
methodologies;

Define the scope and role of HIV in the etiology of cancer
and determine the impact of HIV-related malignancy on total
cancer burden in the population; and

RO RN R

FY 95: 179,014,000
FY 96: 188,822,000

Pops. Served:

Constituency Involvement: R
e .\m\x S 3« .-' 0

Unmet Needs:
Sc




J PREVENTION
Agency: Office of Population Affairs
Goal: Reduce the number of new infections.

Objective: Provide counseling, education, and HIV testing as
needed to Title X program clinics.

Action Steps: Include HIV/AIDS education in all clinic education
programs.

Include HIV/AIDS prevention in STD screening programs.

Provide HIV testing or referral for testing to all Title X
clients who request testing.

Descriptions: Title X Program

FY 95: NA -- HIV services integrated into overall budget.
FY 96: NA -- HIV services integrated into overall budget.

Populations Served: The Title X program provides family planning
and related reproductive health services to approximately 4.5
million clients annually through a network of 4,500 clinics.
Clients are predominantly young women; most are members of low-
income families, and 30 percent are adolescents and 2/3 are below
age 25.

Constituency Involvement: For non-profit grantees, clients
participate on boards of directors. For all grantees, clients
participate on committees approving all information and education
materials.

Unmet Need: The Title X program reaches an estimated 50 percent
of potential clients. Expansion of program would provide a
concomitant expansion in HIV/AIDS prevention activities, since
these are provided as an integral part of the reproductive health
services in Title X programs.



PREVENTION
Agency: Indian Health Service

Goal: Reduce the number of new infections among Federally
recognized American Indians and Alaska Natives.

Objective 1: Maintain surveillance of HIV infection in American
Indians and Alaska Natives.

Action Steps: Maintain timely and complete case reporting to
appropriate local, state and national entities and the Indian
Health Service (IHS) AIDS Prevention Activities Office.

Descriptions: Area AIDS Coordinators will be responsible for
reporting.

FY 95: 912,000
FY 96: 912,000

Populations Served: Federally recognized American Indians and
Alaska Natives.

Constituency Involvement: Local and National Indian Health
Advisory Boards. -

Unmet Need: 7?7

Objective 2: Maintain training and information activates to
provide health education and risk reduction messages.

Action Steps: Teach empowerment skills at the individual and
community level that will enhance the individual’s ability to
actualize assimilated knowledge as behavior change.

Descriptions: The changed behavior includes adjustments of
beliefs and the formation of AIDS community-based task forces at
the local level.

FY 95: 2,321,000
FY 96: 2,321,000

Populations Served: American Indians and Alaska Natives
population, tribal leaders, women, youth, individuals practicing
high risk behavior, and IHS/tribal health care workers

Constituency Involvement: Local and National Indian Health
Advisory Boards

Unmet Need:



CARE AND SERVICES
Agency: Agency for Children and Families

Goal: To meet the crisis needs of infants, children, and youth at
risk for HIV,

Objective 1: Stabilize crisis situation and provide needed
services.

Action Steps: Provide shelter and immediate services including

diagnostic medical services and education and prevention related
to HIV/AIDS.

Descriptions: Runaway and Homeless Youth Program.

FY 35: NA -- HIV services integrated into overall budget.
FY 96: NA -- HIV services integrated into overall budget.

Populations Served: Runaway and homeless youth at risk for HIV.

Constituency Involvement: E@

ice Organizations?

Unmet Need: 7727

Objective 2: Provide foster care and adoption services to abused,

neglected, or otherwise needy children including those with
HIV/AIDS.

Action Steps: Provide diagnostic and treatment services,
counseling for children, parents, extended family, foster and
adoptive parents, and others relevant to HIV/AIDS.

Descriptions: Child Welfare Services Program.

FY 95: NA -- HIV services integrated into overall budget.
FY 396: NA -- HIV services integrated into overall budget.

Populations Served: Children in foster care.

Objective 3: Provide health and social services for abandoned

infants and young children who have been drug-exposed and/or have
HIV/AIDS.

Action Steps: Provide foster care, health services, counseling

and other social services, and recruitment and interdisciplinary
training.

Descriptions: Abandoned Infants Assistance Program.



FY 95: NA -- HIV services integrated into overall budget.
FY 96: NA -- HIV services integrated into overall budget.

Populations Served: Abandoned infants and young children who have
been drug-exposed and/or have HIV/AIDS.

Constituency Involvement: Advocacy Groups? Service Organizations?

Unmet Need: ?7?7?

Objective 4: Provide comprehensive services to children,
including those with HIV/AIDS, their parents, and families.

Action Steps: Services to Head Start families may include
prevention and education, identification, and intervention
related to HIV/AIDS; children with HIV/AIDS are enrolled in the
on-going Head Start program.

Descriptions: Head Start Program.

FY 95: NA -- HIV services integrated into overall budget.
FY 96: NA -- HIV services integrated into overall budget.

Populations Served: Low income pre-schoolers and their families,
including pregnant women.

rvice Organizations?

Constituency Involvement: Advocacy.Groups?.

Unmet Need: 722

Objective 5: Provide assistance and services to increase and
support the independence, productivity, and integration into the
community of persons with developmental disabilities.

Action Steps: Support the twenty-seven of the current 51
grantees operating pediatric HIV/AIDS clinics.

Descriptions: University Affiliated Program

FY 95: NA -- HIV services integrated into overall budget.
FY 96: NA -- HIV services integrated into overall budget.

Populations Served: Developmentally disabled persons.

Organizations?

Unmet Need: Egﬁ



RESEARCH
Agency: Agency for Health Care Policy and Research

Goal: To provide national estimates of the cost and use of HIV-
related medical and non-medical services.

Objective 1: To provide comprehensive information on unmet needs
for service and barriers to accessing services.

To examine effects of different systems of organizing and
delivering care on outcomes such as cost, utilization, survival,
patient satisfaction, and quality of life.

To examine effects of patient characteristics (including gender,
race/ethnicity, substance abuse, mental health, socioeconomic
status, insurance coverage) on outcomes such as service
utilization, unmet service needs, and costs.

To provide data on service utilization and costs for a
representative sample of rural residents with HIV infection.

To examine patterns of transition between different types of
provider (e.g., private physician to public clinic) and the
relationship of such transitions to changes in clinical status,
employment, and insurance coverage.

Action Steps: This study will be the first to obtain a true
national random sample of people with HIV infection receiving
treatment. Approximately 3200 adult patients in urban and rural
areas, and 400 children (age less than 13) will be enrolled.
Study will be conducted in collaboration with HRSA, NIMH, NIDR,
NIAAA, and NIDA.

Descriptions: HIV Costs and Service Utilization Study (HCSUS)

FY 95: $4,000,000
FY 96: $4,000,000

Populations Served: HIV-infected individuals receiving treatment.

Constituency Involvement: Community Advisory Board, comprising
members of infected and affected groups, has been established.

Unmet Need: Insufficient resources for a national probability
sample of pediatric HIV-infected patients. Insufficient
resources for a sample of HIV-infected adolescents.

Objective 2: To examine health care utilization among

participants in the NIH-sponsored Women’s Interagency HIV Study
(WIHS) .

Action Steps: Supplement the WIHS by adding a health services
research component.



Collect and analyze utilization data on women with HIV infection
(in addition to the detailed clinical data obtained in the core
study.)

Descriptions: Women's Interagency HIV Study (WIHS)

FY 95: 55,000
FY 96: 75,000

Populations Served: Women with HIV infection participating in the
WIHS.

Constituency Involvement: f_“_'”d'”epresentation

Unmet Need: None.

Objective 3: To examine factors affecting health care utilization
among participants in the NIH-sponsored Multicenter AIDS Cohort
Study (MACS).

Actlion Steps: Supplement the MACS by adding a health services
research component.

Collect and analyze utilization data on men with HIV infection
(in addition to the detailed clinical data obtained in the core
study.)

Descriptions: Multicenter AIDS Cohort Study (MACS)

FY 95: 75,000
FY 96: 0 --7is the:study:completed?

Populations Served: Homosexual and bisexual men participating in
the MACS in four urban areas.

Constituency InVOlvement. .

Unmet Need: None

Objective 4: To examine health care utilization among

participants in the CDC-sponsored HIV Epidemiological Research
Study (HERS).

Action Steps: Supplement the HERS by adding a health services
research component.

Collect and analyze utilization data on women with HIV infection
(in addition to the detailed clinical data obtained in the core
study.)



Descriptions: HIV Epidemiological Research Study (HERS)

FY 95: 50,000
FY 96: 50,000

Populations Served: Women with HIV infection participating in the
HERS.

Constituency Involvement: “A broa

presentation of reses
dvocates hadl;nput

he development of ‘the

Unmet Need: None.

Objective S: To provide longitudinal data on utilization of
inpatient, outpatient, home care, pharmaceutical, and other
services, and to estimate their associated costs.

To examine the impact of a Medicaid Home and Community-Based
waiver on service utilization, costs, functional status, and
survival.

To examine any substitutions of formal for informal home care.

Action Steps: Conduct interviews with participants in New Jersey
Medicaid Waiver program. :

Abstract data from Medicaid claims.

Descriptions: Health Care Costs and Utilization in AIDS Home
Care.

FY 95: 3 4, 557
FY 96: ¢ '

tudy ‘completed?

Populations Served: Medicaid recipients with AIDS in New Jersey.

Constituency Involvement: 7

Unmet Need: None.

Objective 6: To examine types of ambulatory care providers used
to treat HIV infection, patterns of transitions between

ambulatory provider types, and service utilization and costs for
pediatric HIV patients.

Action Steps: Analyze Medicaid claims and eligibility data from
New York State Medicaid.

Descriptions: Ambulatory Care for HIV/AIDS, Models and Outcomes.

FY 95: 392,103 (from FY94 funds).
FY 96: _ @ rung




Populations Served: New York State Medicaid recipients.
Constituency Involvement: ??2??

Unmet Need: None.

Objective 7: To assess the impact of antiretroviral,
antimicrobial, and prophylactic treatment on the natural history
of HIV infection, and the effect of pharmaceutical therapies on

service utilization, costs, and clinical outcomes.

Action Steps: Develop clinical database linked to Medicaid claims
data.

Descriptions: Outcomes of Pharmaceutical Therapy in HIV Disease.

FY 95: 527,287
FY 96: 420,000

Populations Served: HIV-infected population in Maryland.

Constituency Involvement: ??:

Unmet Need: None.

Objective 8: To study issues of costs and quality of care, with a
focus on women and children, examine trends and variation in
adherence to scientifically-based clinical guidelines, and study
predictors of variation in treatment, by patient, physician, and
practice setting characteristics.

Action Steps: Analyze Medicaid claims and eligibility data,
supplemented with AIDS Registry data.

Descriptions: Quality and Costs of Care for HIV Infected Medicaid
Patients.

FY 95: 110,
FY 96: 0

94 funds)

‘completed?

Populations Served: New Jersey Medicaid recipients.
Constituency Involvement: 2?7?

Unmet Need: None.

Objective 9: To develop an econometric framework for the
simultaneous study of health care usage and survival, and
synthetic estimates of per-person lifetime costs of HIV disease

for various groups of HIV-infected individuals.

Action Steps: Formulate statistical models and associated
computer software.



Descriptions: Developlng Econometric Models to Estimate AIDS
Costs.

FY 95: 188,136 ’
FY 96: 80,000

Populations Served: Participants in the AIDS Costs and Service
Utilization Survey, with potential extensions to all persons with
HIV disease.

Constituency Involvement: ??27?

Unmet Need: None.

Objective 10: To identify personal and institutional factors that
shape physicians’ willingness to care for HIV-infected patients.

Action Steps: Conduct the third in a series of interviews with
physicians, who are currently in their sixth post-graduate year.

Descriptions: Determinants of Physicians’ AIDS-Related Practice
Behavior

FY 95: 216,054 (from 1994 funds)
FY 96: | ]

Populations Served: Physicians who graduated from six New York
State medical schools in 1989.

Constituency Involvement.:ﬂ

Unmet Need: None.

Objective 11: To compare outcomes of inpatient care for AIDS
provided by dedicated AIDS units versus scattered-bed approaches.

Action Steps: Conduct comparative multi-site observational study
of 23 hospitals.

Descriptions: Outcomes of Hospital Dedicated AIDS Units

FY 95: 137,538 (from 1994 funds)
FY 96: ©O: x ?

Populations Served: 1500 patients receiving services in study
hospitals.

Constituency Involvement: 7

Unmet Need: None.

Objective 12: Obtain and analyze data on inpatient hospital
utilization by people with HIV infection.



Action Steps: Assemble database of hospital discharge data from
all hospitals in 12 States.

Descriptions: Hospital Cost and Utilization Project

FY 95: 500,000
FY 96: 500,000

Populations Served: Patients with AIDS receiving inpatient care
in hospitals in 12 states.

Constituency Involvement: ????

Unmet Need: None.



PREVENTION
Agency: Agency for Health Care Policy and Research

Goal: To provide national estimates of the cost and use of HIV-
related prevention services.

Objective 1: To examine the effects of an in-home computer

information and support system on health care costs and quality
of life.

Action Steps: Half of three hundred patients with advanced HIV
infection are provided with in-home computer system; the other
half receive no intervention. Effects of this system are

assessed with respect use of prophylactic treatments, early
detection of infections, and quality of life.

Descriptions: Demonstrating Computer Support Impact on AIDS
Patients

FY 95: 430,440
FY 96: 390,000

Populations Served: Study volunteers.

Constituency Involvement: No HIV: po
he -de alysis of .the.

Unmet Need: None.

Objective 2: Evaluate the cost-effectiveness of alternative
strategies for preventing HIV-related opportunistic infections.

Action Steps: Embed clinical and cost data from randomized trials

and observational cohorts into a comprehensive decision-analytic,
cost-effectiveness model.

Descriptions: Cost-Effectiveness of Preventing AIDS
Complications.

FY 95: 198,541
FY 96: 225,000

Populations Served: Study volunteers.

Constituency Involvement: 2?7?22

Unmet Need: None.



TRANSLATION OF SCIENCE INTO PRACTICE
Agency: Agency for Health Care Policy and Research

Goal: To expedite the incorporation of data from research
advances into clinical practice.

Objective 1: To provide Federally approved and accurate
information concerning current and appropriate treatments for
HIV-related conditions.

Action Steps: Through the use of reference specialists, provide
appropriate treatment information to callers, drawing on NLM's
database of AHCPR guidelines, in addition to NIH, CDC and other
Federal agency guidelines and consensus statements.

Descriptions: AIDS Treatment Information Service

FY 95: 41,300
FY 96: 53,326

Populations Served: Primary care practitioners, case managers,
allied health professionals, and HIV-positive individuals.

Constituency Involvement: This PHS interagency project
incorporates HIV-positive individuals and advocacy groups.

Unmet Need:

Objective 2: To provide accurate information to service providers
and consumers concerning management of early HIV infection.

Action Steps: A panel of experts reviewed relevant literature and
summarized findings into specific clinical practice guidelines,
which stress the importance of preventing HIV-related
opportunistic infections and the link between prevention and

early diagnosis. 1.5 million copies of guidelines have been
distributed.

Descriptions: Dissemination of AHCPR’s HIV-Related Clinical
Guidelines.

FY 95: 30,000 (to AIDS clearinghouse)
FY 96: 30,000 (to AIDS clearinghouse, proposed)

Populations Served: Clinical practitioners and individuals with
HIV infection.




Objective 3: To assess effective and ineffective dissemination
strategies employed by community-based HIV education programs.

Action Steps: Examine organizational strategies used by several
community-based HIV education agencies.

Descriptions: Effective Strategies of AIDS Programs in San
Francisco.

PY 95: 198,883 (from 1994 funds)
FY 96: 0 - is

Populations Served: Community-based HIV education agencies in San
Francisco

Constituency Involvement: ??7?

Unmet Need: NA

Objective 4: This guide will inform HIV-infected pregnant women
about the use of zidovudine (AZT) for the prevention of perinatal
HIV infection.

Action Steps: Develop guide which will describe the
recommendations of the PHS Task Force on the Use of Zidovudine to
Reduce Perinatal Transmission of HIV, based on results of AIDS
Clinical Trials Group 076. Provide the information in a format
and reading level that consumers can comprehend.

Descriptions: Development of Consumer Guide on Use of Zidovudine
for the Prevention of Perinatal HIV Infection (076 Guide).

FY 95: 75,000
FY 96: 0

Populations Served: Pregnant women with HIV infection and women
of child-bearing age with HIV infection.

Constituency Involvement: HIV infected individuals and advocacy
groups are involved in the development and review of the guide.
The guide is cosponsored by multiple Federal and non-Federal
agencies.

Unmet Need: NA



INTERNATIONAL ACTIVITIES

Agency: Office of International Affairs, Department of Health and
Human Services

Goal: Support U.S. interests globally by serving as a policy and
coordinating body for international activities supported by HHS,
a liaison with other U.S. departments and agencies supporting
international activities, and a liaison with foreign governments
working with U.S.

Objective: Improve coordination among HHS and other Federally-
supported international activities. -

Action Steps: Establish and maintain communications with other
departments and agencies supporting international activities.

Develop mechanism for tracking HHS-related international
activities.

Descriptions: International activities mapping project.

FY 95: NA
FY 96: NA

Populations Served: Program planners and policy makers.

Constituency Involvement:

Unmet Need:



CARE AND SERVICES
Agency: Substance Abuse and Mental Health Services Administration

Goal: Reduce the rate of HIV transmission among high-risk
substance abusers and their sexual partners.

Objective 1: To provide a range of high quality mental health
services to people affected by or living with HIV/AIDS;
change risk behaviors and prevent further HIV transmission;
evaluate the effectiveness and efficiency of the different
approaches or models used for organizing and providing those
services, and determine the outcome of those services on the
quality of life of the individuals served.

Action Steps: Increase compliance with medical treatment and
enhance access to existing services;

Disseminate information about successful service models;

Develop and rigorously evaluate models for replication and
integration into HIV/AIDS delivery systems; and

Increase productive work capacity as result of receiving
services.

Descriptions: HIV/AIDS Mental Health Services Demonstration
Program.

FY 95: $1,500,000 i($
FY 96: $1,500,000

Populations Served: People living with or affected by HIV/AIDS
including injection drug users, sex partners of injection drug
users, sex workers, gay or bisexual men, and racial and ethnic
minority populations.

Constituency Involvement: Health professionals, consumers, and
community service providers.

Unmet Need: This collaborative effort has successfully enhanced
the services rendered by providing comprehensive services to the
populations served. However, additional financial resources
could include other agencies, i.e. HUD, AHCPR in providing the

client population with a spectrum of services relating to diverse
needs.

Objective 2: To demonstrate the efficacy of outreach as an
intervention for facilitating access to substance abuse treatment
for high risk and hard to reach substance abusers.



To demonstrate that comprehensive HIV outreach interventions
affect behavior changes in diverse populations.

Action Steps: Identify chronic, hardcore, drug users and their
gsex and/or needle-sharing partners;

Facilitate entry into substance abuse treatment;

Provide a range of services including medical ‘and diagnostic
services for HIV, STDs, and TB;

Employ information-sharing, skills and other prophylactic means
to affect behavior change; and

Evaluate program effectiveness.
Descriptions: HIV/AIDS Community Outreach Program.

FY 95: $7,500,000
FY 96: $7,500,000

Populations Served: Chronic, hard core substance abusers and
their sex and/or needle-sharing partners, including those
individuals who have severe drug problems, frequently inject
heroin and/or cocaine and/or are poly drug users. There is also
emphasis within various racial and ethnic groups, women,
residents of public housing projects, and homeless individuals.

Constituency Involvement: Health professionals, consumers, and
community service providers.

Unmet Need: Additional resources for medical treatment of
HIV/AIDS, STDs, TB and other medical services would provide
greater access to care through integration of substance abuse and
medical care services.



CARE AND SERVICES
Agency: Substance Abuse and Mental Health Services Administration

Goal: Reduce the transmission of HIV through improved training of
clinicians. -- Correct?. LY b ovea, hradl

Objective 1: Enhance mental health professionals’ prevention and
treatment efforts by training mental health care providers and
other health care workers.

Action Steps: Assess neuropsychiatric/psychosocial aspects of
HIV/AIDS to prevent the spread of HIV infection;

Establish linkages with health care providers;

Include alcohol and other drug (AOD) related HIV prevention in
all training curriculums;

Train mental health professionals who serve people with serious
mental illness;

Provide training about pre and post HIV antibody counseling and
testing, physiological aspects of HIV/AIDS, in addition to
culturally sensitive, linguistically and gender appropriate
interventions and methodologies;

Address managed. care and training issues; and
Evaluate the effectiveness of training techniques.
Descriptions: AIDS Health Care Worker Training.

FY 95: $2,930,000
FY 96: $2,930,000

Populations Served: HIV/AIDS mental health care providers whose
client population may include gay and bisexual men, women, racial
and ethnic minority groups, injecting drug users and their sex
partners, sex workers, children, adolescents, and the sex
partners of people with HIV/AIDS.

Constituency Involvement: Health professionals, consumers, and
community service providers.

Unmet Need: Additional financial resources and increased
collaboration with other Federal agencies would broaden the scope
of the training to include all health professionals.

Objective 2: Provide training programs for health care
professionals, modifying curricula and strengthening training
opportunities in comprehensive care for people with or at risk
for substance abuse, mental illness and infectious diseases
including HIV and TB.



Action Steps: Train health care professionals to provide
comprehensive services and care; and

Enhance curricula by including training for diverse populations
with multiple risk factors and illnesses.

Descriptions: AIDS Training Grants.

FY 95: $2,800,000
FY 96: $O

Populations Served: People with or at risk for substance abuse,
mental illness and/or transmission of HIV.

Constituency Involvement: Health professionals and consumers.

Unmet Need: Additional resources would strengthen the training
opportunities for health care professionals and enhance services

rendered for people with or at risk for substance abuse, mental
illness, HIV, and other STDs.



CARE AND SERVICES
Agency: Substance Abuse and Mental Health Services Administration

Goal: Improve the integration of substance treatment and primary
medical care.

Objective: To demonstrate the effectiveness of fostering greater
services integration by linking substance abuse treatment,

primary medical care, mental health services, and HIV/AIDS, STD
and TB services.

Action Steps: Develop and foster linkages among service
providers; and

Evaluate the efficiency and effectiveness of linked, integrated
gservices.

Descriptions: The Linkage Initiative.
FY 95: $7,700,000

FY 96: $0 (Funds are subsumed under the new Consolidated
Demonstration Program.)

O

Populations Served: Injecting drug users and other high risk
substance abusers and their sexual partners.

Constituency Involvement::.::

Unmet Need: This collaborative effort serves as catalyst for
linking AOD treatment, mental health and primary care services,
and services for HIV/AIDS, STDs and TB. Additional resources
could join this effort with other agencies to enhance the
services rendered.



PREVENTION
Agency: Substance Abuse and Mental Health Services Administration
Goal: Reduce the number of new HIV infections.

duce the number of new infections by 25 percent

erved by grantees

Demonstrate the differential effectiveness of incorporating

HIV/AIDS prevention curricula into ongoing substance prevention
programs.

Action Steps: Supplementation of high risk youth grants for
alcohol, tobacco and other drugs (ATOD) prevention for the

purpose of including HIV/AIDS prevention strategies in their
present activities;

Develop program to empower youth with skills, knowledge, and
beliefs for HIV prevention;

Demonstrate effective strategies to prevent ATOD use and abuse
among high risk youth; and

Include developmentally and culturally appropriate HIV/AIDS
education and prevention approaches.

Descriptions:

FY 95: $1,000,000
FY 96: $3,000,000

Populations Served: High risk youth or youth at risk for ATOD,

adolescent females, and youth at risk for AOD-related violent
behavior.

Constituency Involvement: Families of youth, youth service

workers, and the communities that support youth at risk for ATOD
abuse.

Unmet Need: Presently this initiative reaches only 25 percent of
high risk youth grantees. Supplementing all grantees would

provide greater opportunity for services integration and
evaluation.

Objective 2: Apply a community-designed, community-focused
approach to the prevention of HIV/AIDS in a culturally

appropriate manner, specifically targeting communities of high
seroprevalence.

Reduce ATOD use.

Action Steps: Supplementation of all community partnerships and



community coalitions providing communities with the opportunity
to design targeted HIV/AIDS messages emphasizing the direct
relationship between the use of ATOD and HIV/AIDS; and

Solicit neighboring communities in program implementation.

Descriptions: Demonstration sites and community training in the
use of HIV/AIDS curriculum.

FY 95: $0O
FY 96: $5,000,000

Populations Served: American communities
regarding which communities.) -

More information

Constituency Involvement: All community members.

Unmet Need: Supplementing all community coalition grantees and
partnerships would provide greater opportunity for services
integration and evaluation.

Objective 3: Improve prevention training skills of ﬁpﬁfgrantees.

What 1s FDP°

Action Steps: Supplement all FDP grantees for the purpose of
improving teaching skills related to integration ATOD and
HIV/AIDS prevention; and

Improve training regarding professional/client interaction.
Descriptions: Supplementation of FDP grantees.

FY 95: $O
FY 96: $650,000

mpact this

Populations Served All;Amerlcmns
| ave nformation

esslonals'

Constituency Involvement: Health professional institutions,
consumers, and community service providers.

Unmet Need: Additional resources could provide further education
and training and thereby reach more health professionals.



CARE AND SERVICES
Agency: Health Resources and Services Administration

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

Objective: To increase the number of health care providers who
are effectively educated and motivated to counsel, diagnose,
treat, and manage individuals with HIV infection.

Action Steps: Support didactic and clinical training activities
for primary health care providers in collaboration with Federal,
state, and local HIV care programs;

Disseminate state-of-the art HIV information to providers; and
Develop and coordinate distribution of HIV provider materials.

Descriptions: A significant source of training takes place under
the guidance of AIDS Education and Training Centers. In addition
there are quarterly interactive conference calls with experts and
providers, the National HIV Telephone Consultation Service
(Warmline), phone consultation services, newsletters, bulletins,
and provider guides for HIV priority areas (i.e., guidance for
clinicians regarding the use of AZT for the prevention of
perinatal transmission).

FY 95: $16,300,000
FY 96: $16,300,000 ?

Populations Served: Health care providers and people living with
HIV disease.

Constituency Involvement: Faculty, staff, advisory committees,
training panels, persons living with AIDS, and academic faculty.

Unmet Need: Not enough adequately trained health care providers
to meet patients demand, and, inadequate resources to meet
provider training needs.



CARE AND SERVICES
Agency: Health Resources and Services Administration

Goal: Reduce barriers to obtaining dental care for HIV positive
persons.

Objective: Increase the number of dental practitioners who
provide care to HIV positive patients.

Assist dental schools in meeting uncompensated costs associated
in providing oral health care to HIV positive patients.

Action Steps: Provide reimbursement to dental schools of
uncompensated costs incurred in treating patients with HIV.

Descriptions: The AIDS Dental Reimbursement Program is designed
to reimburse accredited dental schools and post doctoral dental
programs for the documented uncompensated costs incurred from
providing oral health treatments to HIV positive patients.

FY 95: 6,937,000
PY 96: 6,937,000

Populations Served: Children and adults living with HIV.

Constituency Involvement: American Association of Dental Schools,
American Association of Hospital Dentists, and American Dental
Association. C¢

Unmet Need: Uncompensated costs that dental schools and hospitals
incur are much more than the dollars available under the AIDS
Dental Reimbursement Program.



CARE AND SERVICES
Agency: Health Resources and Services Administration

Goal: Increase access to care and improve quality of life for
persons living with HIV and AIDS. .

Objectives: Through the Ryan White Comprehensive AIDS Resources
Emergency (Care) Act (RWCA), improve accessibility and quality of
care for all persons living with HIV.

Develop comprehensive and participatory planning processes at the
state and local levels to guide funding allocation decisions.

Increase patient access to clinical research.
Establish quality guidelines and evaluate program effectiveness.

Action Steps: Support comprehensive outpatient, ambulatory health
and support services, case management, and inpatient case

management services that prevent unnecessary hospitalization or
expedite discharge (RWCA Title I);

Support consortia to improve the quality and availability of
health care, including home and community-based services,
continuation of health insurance, purchase of AIDS drugs, direct
provision of care for individuals and families living with HIV
and AIDS (RWCA Title II);

Support outpatient early intervention services for low-income
medically underserved people in existing primary health care
systems (RWCA Title III);

Support comprehensive care services for affected women, infants
children, and youth in a comprehensive community-based, family-
centered system of care (RWCA Title IV);

Support initial development of care systems linked to research
for children, youth and women in 7 new communities;

Enhance linkages between care providers and sites where research
is conducted;

Provide leadership, training, and technical assistance;

Convene youth and family leadership conferences and distribute
findings;

Develop, distribute, and train providers on quality indicator and

quality assurance guidelines for the clinical management of HIV
disease;



Develop guidances for grantees in developing local strategies for
changes in the standard-of-care; and

Evaluate program effectiveness.

Descriptions: Many individual grantees and service organizations
provide RWCA-supported services. In addition to these broad-
based efforts there is support for an Adolescent Research and
Clinical Network, and a cooperative agreement with Institute of
Family-Centered Care to provide training and technical assistance
to youth and families.

Populations Served: HIV positive individuals and their family
members, low income persons with HIV/AIDS, pregnant women living
with HIV/AIDS, neonates and children born to HIV positive women.
In addition, RWCA grantees and planning councils receive
technical assistance in conducting and evaluating their programs.

Constituency Involvement: The input and guidance of affected
communities is gathered through a variety of avenues. RWCA
planning councils, with the input of broad-based local
representation, guide local prioritization of RWCA funds.

The development of evaluation measures is a participatory process
whereby local groups assist in the development of self-assessment
tools. Local participants have early and ongoing involvement in
all phases of data collection design, planning, and imple-
mentation.

In addition, national groups such as the Pediatric AIDS
Foundation and the National Positive Youth Alliance provide
valuable assistance and input.

Unmet Need: Funds for existing projects are inadequate to meet
rapidly growing caseloads and increased demand for care and
training. Meeting these will require expanding programs in
general and especially for adolescents to provide needed services
such as mental health, substance abuse, and family case
management services. For the RWCA Title IV, funds were available
for only one third of grant applicants in FY 1995.

Moreover, 24 states lack comprehensive care systems for children,
youth, women; funding of approximately $1.8 million would support
new planning and initial development projects in these states.



There is also a lack of adequate funding for technical assistance
and a need for increased of collaboration with other Federal
agencies. PLEASE EXPAND ON THIS.



CARE AND SERVICES
Agency: Health Resources and Services Administration

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

Objective 1: Develop models of comprehensive managed care
networks that enroll a broad spectrum of primary care and
psychosocial providers within the HIV continuum of care, and that
provide patients and their families access to services.

Action Steps: Develop innovative models and disseminate results
of evaluation.

Descriptions: Special Projects of National Significance (SPNS).

FY 95: 2,092,302
FY 96: 4,000,000

Populations Served: Persons living with HIV and their families.
Constituency Involvement: Primary care providers, community-based
organizations, state and local health officials, Ryan White
planning bodies, and persons living with HIV.

Unmet Need: There is a need for more effective linkages among
community providers and financially stable medical sites.
Objective 2: Ensure that services provided under SPNS program are

fully evaluated for both utilization and impacts.

Increase the evaluation capacity within community-based
providers’ organizations.

Action Steps: Increase emphasis on evaluation;

Increase the representation of evaluation researchers on review
groups; and

Provide technical support for evaluation activities.

Descriptions: Evaluation of Special Projects of National
Significance

FY 95: 2,000,000
FY 96: 4,000,000

Populations Served: SPNS grantees.

Constituency Involvement: Health care providers, evaluation
researchers, and patient advocates.



Unmet Need: There is a need to develop more effective linkages
between providers and evaluation researchers.



PREVENTION
Agency: Health Resources and Services Administration
Goal: Reduce the perinatal transmission of HIV.

Objective: Enhance provider capacity to provide appropriate
services for women at the community level.

Improve provider capacity for outreach, counseling, testing and
care for women of childbearing age for early identification and
linkage to care for pregnant women.

Enhance providers’ abilities to provide AZT for HIV positive
pregnant women.

Action Steps: Establish the Women’s Initiative for HIV Care for
Women and Reduction of Perinatal Transmission (WIN);

Establish ongoing WIN Steering Committee;
Provide technical assistance to grantees;

Conduct centralized training for all WIN sites with follow-up
local training;

Collaborate with Association of Maternal & Child Health Programs
(AMCHP) to develop local guidelines;

Establish MCHB working group to coordinate HIV risk reduction
related efforts across programs;

Distribute counseling and testing guidances, AHCPR consumer
brochure and video, and other PHS documents to MCHB community;
and

Evaluate sites.

Descriptions: Enhance outreach for HIV counseling and testing.

Improve service linkages for women of childbearing age in an
ongoing care system and to reduce perinatal HIV transmission.

PHS 076 Implementation Plan.

FY 95: 1,520,000
FY 96: 1,800,000

Populations Served: Adolescent and adult women and their infants,
with special attention for pregnant women.

MCH and HIV providers including: outreach, counseling and
testing, perinatal and HIV care.



Constituency Involvement: Consumer participation in WIN steering

committee and projects’ advisory board. Linkage with other HRSA
grantees including those from RWCA and SPNS programs.

Unmet Need: Funds needed to provide more services in order to
reach more women and enhance evaluation efforts and improve
technical assistance and training.

Please elaborate on what services...




PREVENTION
Agency: Health Care Financing Administration

Goal: Reduce perinatal transmission among Medicaid-eligible
women.

Objective 1: Enable Medicaid-eligible pregnant women to make
informed decisions regarding receiving AZT.

Action Steps: Develop, obtain, and distribute brochures and
other materials describing current guidelines for the use of
;;ng perlnatal trap mission,

Descriptions: Establish a consumer-oriented educational campaign
in key states with high HIV prevalence rates among women.

Populations Served: HIV positive women eligible for Medicaid
coverage. '

Constituency Involvement: Significant consultation with high-risk
pregnant women and their advocates.

Unmet Need: The pilot pro3ect? will not include women of unknown
or negatlve HIV serostatus. This project sghouldibe e
: i




CARE AND SERVICES
Agency: Health Care Financing Administration

Goal: Provide quality home health care for HIV positive Medicaid
and Medicare beneficiaries.

Objective: Provide quality standards for appropriate home health
care services and treatment of HIV disease.

Action Steps: Identify current home health care practices
through literature review and survey of best practices.

Descriptions: Develop and implement quality standards for
appropriate home health care for HIV positive beneficiaries
in partnership with private sector organizations and PHS
agencies;

Develop directives in implementation of developed
guidelines.

FY 95: Federal ‘resour
FY 96: Federal resource

Populations Served: HIV positive Medicaid and Medicare
beneficiaries receiving home health care.

Constituency Involvement: Significant constituent consultation
throughout course of project development. Other groups?

Unmet Need: Implemen
resources of.each proje



CARE AND SERVICES

Agency: Health Care Financing Administration

Goal: Provide primary health care to Medicaid-eligible HIV
positive persons.

Objective: Provide quality primary health to Medicaid-eligible
HIV positive persons.

Action Steps: Assess state compliance with Medicaid program
standards. Review and evaluate waiver applications.
Encourage compliance with changes in the standard-of-care.

Description: Medicaid primary health care services.

Populations Served: HIV positive Medicaid-eligible persons.
Constituency Involvement: Mpfé:iﬁf@?haéééﬁ

Unmet Need: NA



PREVENTION

Agency: The Centers for Disease Control and Prevention

More accurately monitor the HIV epidemic and provide data

to assess and direct prevention programs by strengthening
existing systems and develop new surveillance systems.

Objectives: Implement projects that evaluate and expand the
uses of HIV infection and AIDS case surveillance and
serosurveillance data so that these data systems can more
effectively guide public health policy and provide relevant
information necessary to direct and evaluate prevention
activities.

Improve understanding of the natural history of HIV
infection as well as the risk factors and protective factors
for sexual, drug-related, perinatal, and healthcare worker
related HIV transmission in order to develop more effective
prevention strategies for all affected populations.

Action Steps: Evaluate HIV infection reporting systems
(named, anonymous, unique identifier) used nationally for
their ability to monitor the epidemic, provide linkages to
medical and social services, and to assess their impact on a
person’s decision to be tested;

Characterize high risk behaviors of persons with evidence of
recent HIV infection such as persons with documented HIV
seroconversion, high CD4+ counts, or diagnosis of HIV
infection in adolescents;

Assess the impact of public health guidelines and
recommendations and prevention efforts;

Characterize persons co-infected with TB and HIV;

Evaluate ways to improve the completeness and quality of
risk ascertainment on persons reported with HIV and AIDS;

Identify and characterize previously unreported AIDS cases
among deaths investigated by local medical examiners to
assess the impact of under-diagnosis of AIDS cases on AIDS
surveillance among disadvantaged populations that often do
not receive adequate health care;

Test the efficiency of new techniques for reporting HIV and
AIDS surveillance data from health care providers and
laboratories to health departments;

Collect additional data on persons reported through HIV/AIDS
surveillance which may be important for the planning and
evaluation of prevention and care programs, such as
social/economic status, levels of disabilities, drug use



history, sex behavior history, utilization of HIV testing
and medical care services, and reproductive history in
women;

Assess the interrelationship of behaviors, HIV markers and
surrogates, and their potential role in surveillance
systems;

Assess the interaction of socioeconomic, behavioral, and
biologic factors in HIV transmission;

Determine the role of female-specific biological factors
that are linked to acquisition and transmission of HIV
infection and that influence the course of HIV disease;

Determine factors contributing to the efficiehcy of sexual
transmission of HIV;

Assess the risk of transmission of HIV and TB from HIV-
infected health-care worker to patient and vice versa;

Develop systems to monitor the emergence of multidrug-
resistant TB in the HIV infected;

Continue to develop improved methods for projecting or
modeling the HIV epidemic;

Develop methods to differentiate HIV-specific antibodies
generated in participants in HIV vaccine trials from those
generated in response to HIV infection;

Develop methods to identify potential cases of HCW-to-
patient transmission;

Expand HIV reporting systems to collect information about
primary and secondary HIV prevention services needed and
received by HIV-positive clients (in collaboration with
HRSA) ;

Work with providers and users of lab services to develop &
implement systems which provide assurance that the capacity
and quality requirements for HIV testing are met;

Develop methods to evaluate the use of HIV infection and

AIDS surveillance systems to assess early intervention
strategies.

Descriptions: Many of the activities in the above-cited action
steps are carried out through cooperative agreements with state



and local health departments. In addition, specialized projects
and studies also serve to focus attention on these activities,
these include: Evaluation of HIV Infection Reporting Systems
Project, Recent HIV Infection Projects, Surveillance to Evaluate
Prevention Projects, Adult Spectrum of Disease Project, the TB
Project, Mode of Transmission Validation Project, the Medical
Examiner Study, and the Enhancement of AIDS Surveillance
Efficiency Project.

FY 95: 141,076,000
FY 96: 140,917,000

Populations Served: All major racial, ethnic, and risk groups.

Constituency Involvement: There is regular consultatlon with
national, state, and local public health offj
relevant organizations.
included?

Unmet Need: The current system does not provide for adequate
surveillance of risk behaviors that contribute to HIV
transmission, nor does it provide an accurate means for
monitoring HIV incidence.



PREVENTION
Agency: The Centers for Disease Control and Prevention

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

Objectives: Provide leadership in HIV and STD preventi
(1) establishing a national agenda through the med
this mean communicatin ational agenda or mesgsa
dia?; (2) promoting credible messages based on

"""" dible channels; and (3) encouraging and supporting prevention

cre
efforts at the local level. :

Establish a collaboration of partners composed of national,
State, and local organizations to facilitate (1) diffusing social
marketing principles applied to HIV and STD prevention at the
local level; (2) identifying and promoting mechanisms to exchange
technology and information; and (3) developing guidelines for

applying social marketing principles to local HIV and STD
prevention.

Apply social marketing principles at the local level for the
purpose of (1) demonstrating the participatory social marketing
process (i.e., skills and resources needed to effectively engage
the community); (2) measuring the effects of behavior-based
social marketing interventions; and, (3) documenting the lessons
learned.

Facilitate the application of prevention marketing principles in
CDC- funded community planning efforts by (1) promoting guidelines
for consideration of these principles at the local level for
prevention interventions and (2) providing interactive technical
assistance on social marketing technology principles (or
prevention marketing) to public health agencies as well as HIV
Prevention Community Planning Groups.

Promote HIV prevention as a relevant issue in business settings.
Provide and promote a network of resources and referrals to
assist in implementing the Business Responds to AIDS (BRTA)
Comprehensive HIV/AIDS Workplace Program.

Market the comprehensive workplace HIV/AIDS program to business.
Establish and execute a research agenda to formulate and assess

strategies and resources to advance the knowledge of effective
workplace HIV programs.

Action Steps: Monitor changes in public knowledge about how HIV
is and is not transmitted;

Develop methodologies to measure community mobilization or



changes in institutional behavior in relation to mass media
public information and education programs;

Develop new mass media messages, in collaboration with the public
health systems and with international, national, state, and local
private sector organizations and agencies;

Expand the relationship between CDC and the entertainment
industry to improve messages and role modeling for HIV
prevention;

Develop communication interventions with appropriate
organizations to ensure that consistent, accurate HIV prevention
information is provided to the public;

Develop community coalitions for HIV prevention;

Coordinate and disseminate information messages through the media
that explain new scientific findings and policies concurrent with
the release of new scientific information;

Develop leadership of health/education officials to effectively
deliver HIV prevention messages through partnerships;

Evaluate the role of communications in changing individual
knowledge, community norms, and individual behavior through
establishment of model programs;

Expand the relationship between CDC and academic experts in mass
communications to develop methods for measuring the impact of
mass media on individual and community behaviors;

Develop ways of measuring the mobilization of community groups,
i.e., changes in community norms, capacity;

Monitor business policies and employee education programs
regarding HIV/AIDS;

Implement a BRTA initiative to develop HIV prevention and service
programs for the workplace and the community;

Sponsor and participate in national meetings of businesses and
religious, civic, medical, social, and voluntary agencies which
conduct HIV prevention and service programs.

Descriptions: Many of the activities cited above are carried out
at local demonstration sites and in coordination with community
planning efforts. 1In addition, specialized projects and studies
also serve to focus attention on these activities, these include
projects entitled: National Health Communications, Prevention

Collaborative Partners, the CDC National AIDS Clearinghouse, and

the CDC National AIDS Hotline. Preventio

Also, linkage efforts with business, labor, and community groups



have received special attention. The Business Responds to AIDS
(BRTA) and Labor Responds to AIDS (LRTA) programs have focused on
issues such as: HIV/AIDS workplace policies, supervisor and labor
leader training, employee education, employee family education,
and community service and volunteerism. Partnerships have also
been forged among a variety of communities including business,
labor, religious, voluntary and the media. And, national and
regional minority organizations have also been sought out in
forging these important linkages.

FY 95: $45,970,000
FY 96: $46,869,000

Populations Served: All segments of the population including all
major racial and ethnic groups, young persons (18-25), persons
engaging in behaviors that place them at risk for HIV infection,
and business & labor leaders, their employees and families.

Constituency Involvement: Regular consultation with leaders from
over 200 prevention collaborative partners composed of national,
state, and local organizations and over 50 business and labor
partners.

Unmet Need: There is a need for more effective use of social
marketing principles in HIV prevention programs, further
implementation of strategies to promote adoption of BRTA and LRTA
comprehensive programs. There is also an increased need for
family education materials, more effective materials to encourage
abstinence and other prevention behaviors, and more HIV
prevention materials for use by religious communities.



PREVENTION
Agency: The Centers for Disease Control and Prevention

Goal: Prevent risk behaviors that can cause HIV infection and
related health problems in school age children and college age
persons through implementation of comprehensive school health
education programs.

Objectives: o
What are the baseline figur

£

Increase by 15 percent the proportion of school districts that
require age-appropriate HIV education at each grade level, K-12,
especially at grades 9-12, preferably as part of a comprehensive
school health education program.

Increase by 15 percent the proportion of colleges and
universities that provide HIV education for students and staff,
preferably as part of an institution-wide health promotion
program.

Decrease by 10 percent at each grade level the proportion of 9th
to 12th grade students who report they have engaged in sexual
intercourse.

Among 9th to 12th grade students who report they have engaged in
sexual intercourse, decrease by 10 percent the proportion who

report they have engaged in sexual intercourse during the past 3
months.

Bmong 9th to 12th grade students who report they have engaged in
sexual intercourse during the past 3 months, increase by 10
percent the proportion who report they used a condom at last
intercourse.

Decrease by 10 percent the proportion of 9th to 12th grade
students who report they have injected illicit drugs.

Action Steps: Monitor state-level policy and program requirements
that support effective HIV education within comprehensive school
health education programs (CSHEPs) ;

Monitor district-level policy and program requirements that
support effective HIV education within comprehensive school
health education programs;

Monitor the prevalence of behaviors that cause HIV infection and
related health problems among school and college students;

Implement and revise as necessary, CDC guidelines for effective
school health education to prevent the spread of HIV infection;

Enhance the capacity of state and local educational agencies to



develop and implement effective HIV education within CSHEPS;

Enhance the capacity of colleges and universities to provide HIV
education for students and staff, preferably as part of an
institution-wide health promotion program;

Ensure the integration of education to prevent HIV infection,
other STDs and the use of alcohol and other drugs among youth;

Strengthen the capabilities of state and local departments of
education and health to collaboratively help schools, colleges
and universities implement effective HIV education programs for
youth;

Increase the effectiveness of HIV education for youth served by
state and local departments of education and college and
universities through the efforts of selected national
organizations;

Enhance the capacity of state and local agencies to help prevent
HIV infection and HIV-related problems among youth through the
efforts of training and demonstration centers established for

state and local departments of education and colleges and
universities;

Establish teacher training coordinators in every interested state
to help teachers provide effective HIV education within a CSHEP;

Identify and disseminate, through training and demonstration
centers and through teacher training coordinators, HIV education
programs that have been shown to the be effective in reducing
behaviors that cause HIV infection and related health problems;

Synthesize and apply the results of research to increase the
effectiveness of HIV prevention education for youth;

Conduct formative evaluations of state and local departments of
education policies, curricula, teacher training, and school

efforts to prevent behaviors that cause HIV infection and related
health problems;

Develop a standardized report for each state to profile the
nature of priority health problems and risk behaviors among youth
in that state and school efforts to prevent these problems and
behaviors;

Conduct evaluations of the effectiveness of existing school-based
interventions to reduce behaviors that result in HIV infection
and related health problems;

Develop state-of-the-art school-based interventions and evaluate
their effectiveness in reducing behaviors that result in HIV and
related health problems; and



Conduct and apply meta-evaluations of existing research data
about the effectiveness of school-based interventions in reducing
health risks behaviors among adolescents.

Descriptions: Funding and technical assistance for state and
local educational agencies is provided through several avenues
including national organizations, colleges and universities, and
teacher training sites. There is also support for youth surveys
and projects to reach out-of-school youth.

FY 95: $48,215,000
FY 96: $48,162,000

Populations Served: Young persons engaging in behaviors that
place them at risk for acquiring HIV through sexual exposure,
including all major racial and ethnic groups. All school- and
college-aged youth regardless of school enrollment status.

Constituency Involvement: Consultation with a wide range of
constituency groups was established to: (1) improve existing
programmatic efforts; (2) improve assistance and resources
provided by CDC; and, (3) explore strategies that the Nation
might take to improve the health status of young people. These
groups include representatives from: (1) every state education
agency and 18 local education agencies; (2) national
nongovernmental health or education organizations,

3) colleges and universities, 4) state public health departments,
as well as young people themselves. Meetings included an annual
constituency meeting, quarterly training programs, and
communication through an electronic bulletin board and network.

Unmet Need: Not all youth are accessible through existing
institutional-based efforts, and currently not all states monitor
youth health-risk behaviors.



PREVENTION
Agency: The Centers for Disease Control and Prevention

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

Objectives:

What is the baseline for the bel

te? How will,

At least 90 percent of individuals with known HIV infection will
be abstinent or will have used a condom at last sexual
intercourse, and at least 50 percent of individuals who have
engaged in high-risk sexual behaviors within the past 12 months
will be abstinent, in a mutually monogamous relationship, or have
used a condom at last sexual intercourse.

At least 75 percent of injecting drug users will have stopped
injecting drugs or used sterile or decontaminated injection
equipment at last injection.

At least 80 percent of the health care and public safety

workplaces will implement programs and procedures for preventing
HIV transmission at work sites.

Reduce unintended pregnancies to no more than 40 percent of
pregnancies among women with or at risk for HIV infection.

The number of individuals donating blood and found to be infected
with HIV at the time of donation will decrease by 50 percent
through self-deferral.

Among selected populations of youth in high-risk situations,
increase by 10 percent the proportion who report they used a
condom at last sexual intercourse.

Action Steps: Collaborate with prevention partners to assess risk
behaviors and practices in selected communities;

Identify barriers to implementation of HIV prevention programs at
community, state, and national levels;

Collaborate with selected communities in developing and
implementing a model behavioral intervention program that
comprehensively addresses community needs and uses available
community resources and prevention partners in selected sites;

Design, develop, and test effective community-level interventions
to change risk behaviors through altering community norms and
values to support healthy behaviors;

Expand the community’s capacity to plan, implement, and evaluate



culturally competent and linguistically specific HIV prevention
guidelines and programs tailored to the needs of specific
populations;

Enhance the capacity of CDC staff to plan, administer, and
evaluate behavioral change strategies and community-based
interventions to provide public health leadership and assist our
prevention partners in designing and managing effective
strategies for HIV prevention programs;

Enhance the capacity of local health departments and other
relevant community agencies to collaboratively provide effective
HIV education for youth in high-risk situations;

Establish scientifically-based evaluation components for HIV
prevention activities; and

Use evaluation of components to design or refine HIV prevention
programs and/or redirect HIV prevention resources.

Descriptions: Several mechanisms are employed for achieving the
goals and objectives cited above. These include cooperative
agreements with state and local health departments, in addition
to direct funding of community-based organizations, national
organizations, and national minority organizations. HIV
intervention research studies are also supported.

FY 95: $185,666,000
FY 96: $209,764,000

Populations Served: All major racial and ethnic groups in

addition to persons engaging in behaviors that place them at risk
for acquiring HIV.

Constituency Involvement: A major avenue for constituency
involvement is the HIV Prevention Community Planning Process.
Through this mechanism, state and local health departments form
community planning groups to assist in developing HIV prevention
plans. In addition, there is regular and extensive consultation
with representatives from state and local health departments,
community planning groups, and national organizations.

Unmet Need: There is currently a lack of behavioral risk
surveillance data for program planning and evaluation purposes.
There is also a need to develop a more effective application of
behavioral science findings to HIV prevention programs. And
there is a special need to develop and maintain prevention
efforts that target high risk women, youth and gay men of color.



PREVENTION
Agency: The Centers for Disease Control and Prevention

Goal: Increase individual knowledge of serostatus and strengthen
systems for successful referral to early intervention services.

Objective
What is.t]

At least 85 percent of the estimated 800,000 to 1,000,000 HIV-
infected individuals will know their HIV serostatus.

At least 90 percent of health care sites receiving public funds
and serving at-risk persons will provide appropriate HIV
counseling and testing services.

At least 80 percent of known HIV infected individuals, either

directly or through referral, will receive primary and secondary
prevention services.

Action Steps: Working with governmental and nongovernmental
partners, enhance community-level assessments of needed primary &
secondary prevention services;

Identify opportunities for common HIV prevention data collection
and development of uniform data sets;

Integrate HIV prevention services into standards of care for the
diagnosis and treatment of HIV disease;

In collaboration with the FDA, develop, test, and implement rapid
HIV testing procedures;

Strengthen the capacity of state, and local health departments to
provide partner notification services to private health care
providers offering HIV counseling & testing;

Develop alternative methods to provide HIV counseling and testing
services;

Work with professional groups, hospitals, and state health
departments to ensure that health care workers receive adequate
training on primary and secondary HIV prevention (in
collaboration with HRSA);

Study the impact of discrimination as a barrier to prevention
services;

Assist publicly funded counseling and testing sites establish
selection criteria and systems for monitoring the quality of
referral laboratories;

Interview persons newly diagnosed with HIV infection to identify



missed opportunities for earlier diagnosis and CD4+ testing;

Conduct a study of incident AIDS cases to determine what services
HIV-positive clients are receiving over time to identify service
gaps (in collaboration with HRSA); and

Provide guidelines and training to HIV counselors to improve the
quality of counseling.

Descriptions:- Counseling, testing, referral partner notification
programs are supported as part of cooperative agreements with
state and local health departments.

FY 95: $169,035,000
FY 96: $179,006,000

Populations Served: All major racial and ethnic groups and

persons engaging in behaviors that place them at risk for
acquiring HIV.

Constituency Involvement: A major avenue for constituency
involvement is the HIV Prevention Community Planning Process.
Through this mechanism, state and local health departments form
community planning groups to assist in developlng HIV prevention
plans. In addition, there is regular and extensive consultation
with representatives from state and local health departments,
community planning groups, and national organizations.

Unmet Needs: There is a need for more effective long-term
intervention programs for HIV positive individuals in addition to
a lack of resources for supporting comprehensive referral and
data monitoring systems. Also, there is a need to determine the
best balance between CTRPN programs and other HIV prevention
strategies.



T Tt of i s s Delopredt™
| National HIV/AIDS Plan | |

Area: Housing/support

Goal: Promote development of housing and related service support for persons
living with HIV as part of comprehensive strategies

Objective: Provide states and localities Populations Served: Low-income persons
with resources to provide housing and living with HIV and their families
related services under long-term . _
comprehensive strategies for meeting needs

of persons living with HIV . Constituency Involvement: Communities

participating in the Consolidated Planning
Process will involve HIV/AIDS housing
J . - d : ‘d .
Action Steps: Competitively-awarded and and services providers, advocates anq
. ; persons living with HIV.

formula grants to provide broad range of ,

housing and services to prevent
| homelessness '

Resources .
FY 1995: $186 million
'FY 1996 (proposed): $186 million

Description: Housing Opportunities for Persons with AIDS (HOPWA) Program and
other HUD resources (sec other objectives) _

Unmet Needs: The HOPWA program can be estimated to serve about 50,000 persons
living with HIV and their families. This includes about 35,000 units of housing
assistance, mostly in the form of short-term payments and rental assistance.
Additionally, members of the household and persons who only receive supportive
services will benefit from the program. HHS estimates that approximately 300,000

persons are receiving HIV related services.




National HIV/AIDS Plan

Area: Housing/prevention

Goal: Reduce the number of new infections among residents of public and

~ subsidized housing

Objective: Provide primary prevention
programs to public housing residents at

risk of HIV infe_ction

Action Steps: Forge local partnerships and
improve coordination of existing resources

Resources .
FY 1995: $-0- (demo underway within
existing resources)

FY 1996 (proposed):-0-

Populations Served: Children and adults in
public housing in five targeted cities

Constituency Ihvolvement: Funneled
through local planning groups

B(ﬂwfl)lw of ﬁvcoFs7

Description:  HIV/AIDS Prevention in Public Housing Demonstration

Unmet Needs: The initial demonstration program reached sites in five cities; the
program should be broadened to include all other public and subsidized housing efforts.

|
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National HIV/AIDS Plan

Area: Housing/planning and cont_inuum of care

Goal: Provide support and encourage thé development of local continuum of care
programs that provide a comprehensive range of housing and related services for

persons living with HIV

Objective: provide states, localities with
resources to devise long-term
comprehensive strategies for meeting needs
of persons living with HIV

| families

Action Steps: Authorize the use of
competitive and formula grants to provide
broad range of housing and program
development and strategic planning to
address housing needs

] Resources
FY 1995: $§0
FY 1996 (proposed): 0

Populations Served: PWAs and their

Constituency Involvement: Communities
participating in the Consolidated Planning
Process will involve HIV/AIDS housing
and services providers, advocates and
persons living with HIV.

Descriptioxi: Housing Opportunities for Persons with AIDS (HOPWA) Program

Unmet Needs: Activities are authorized and recipient communities may choose to
expend program funds to support housing and program development and strategic
planning. Additional incentives could be devised to encourage comprehensive planning.




National HIV/AIDS Plan
Area: Housing/disability programs
Goal: Increase permanent housing supply for persons with disabilities including

person living with AIDS

Objective: Increase supply of permanent Populations Served: Disabled persons 18

units for PWAs" . years and over

Action Steps: Encourage HIV housing/
program sponsors to apply for funds for
project for PWAs

Resources . Constituenc :
- - cy Involvement: Through the
FY 1995: $376 million Consolidated Planning process

FY 1996 (proposed): unknown ) ]
B%MPLM o %m/?&?

Description: Section 811 Supportive'Housing Program for Persons with Disabilities "

Unmet Needs: Program can serve PWAs in project which may include persons with
other disabilities _
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National HIV/AIDS Plan

Area: Housing/rental assistance

Goal: Increase number of scattered site housing subsidies for persons living with
HIV who are homeless or at risk of homelessness to support independent living

‘Objective: Provide set-aside of 3,000 units
of rental assistance vouchers

Action Steps: Make formuia grants to
eligible jurisdictions -

Resources
FY 1995: $103 million (over 5 years)

FY 1996 (proposed): $0

Populations Served: Homeless persons or
families with AIDS :

| ConStituency Involvemént: Local

partnership between eligible jurisdictions
with housing agencies .

Description: Section 8 Rental Assistance for Persons living with HIV/AIDS who are

homeless or at risk of homelessness

Unmet Needs:
assistance.

Permanent independent living is the most requested form of housing
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National HIV/AIDS Plan

Area: Housing/services

‘Goal: Increase supply of housing with related supportive services for homeless
persons living with HIV .

Objective: Ensure the availability of

supportive services for homeless persons

with disabilities, including persons living

with HIV

" Action Steps: Authorize supported
housing options through comprehensive
homeless assistance programs

Resources

FY 1995: $150 million (Shelter Plus
Care) _
FY 1996 (proposed): Discretionary within
homeless assistance grants ($1.2 billion)

~ Populations Served: Homeless

persons and families

Constituency Involvement: Communities
participating in the Consolidated Planning
Process will involve HIV/AIDS housing
and services providers, advocates and
persons living with HIV.

Dcscriptidn: Shelter Plus Care Program

Unmet Needs: Resources that meet the related services needs of homeless persons are
important to assisting them maintain their housing and respond to factors which

contributed to their homelessness

L A alof Yuse Gunds b hiv-felated Sevuices €
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National HIV/AIDS Plan

Area: Housing/supportive housing

Goal: Increase supply of supportive housing available for homeless persons living

with HIV. '

Objective: Ensure the availability of
supportive housing options for homeless
persons living with HIV

Action Steps: Authorize supported
housing options through comprehensive
homeless assistance programs

- Resources '
FY 1995: $600 million (Supportive
Housing Program)
[ FY 1996 (proposed): Discretionary within
homeless assistance grants ($1.2 billion)

Populations Served: Homeless
persons and families

Constituency Involvement: Communities
participating in the Consolidated Planning
Process will involve HIV/AIDS housing
and services providers, advocates and
persons living with HIV.

Descriptionf Supportive Housing Program

contributed to their homelessness.

Unmet Needs: Resources that meet the related services needs of homeless persons are
important to assisting them maintain their housing and respond to factors which

s A\’@'_ al 01 Mhese {:“‘4’1619 g”‘/ HNPPD% Uve ?QVWS?
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National HIV/AIDS Plan
Area: Housing/Single Room Occupancy housing

Goal: Increase supply of single room occupancy housing available for homeless
persons living with HIV. '

Populations Served: Homeless

Objective: Ensure the availability of single
~ persons

room occupancy housing options for
homeless persons living with HIV

Constituency Involvement: Communities
participating in the Consolidated Planning
) ) . ) Process will involve HIV/AIDS housin
Action Steps: Authorize supported housing | ,.4 cervices providers, advocates and ®
options through comprehensive homeless persons living with HIV

assistance programs

Resources
FY 1995: $150 million (Section 8 Single

Room Occupancy Mod Rehab Program)
FY 1996 (proposed): Discretionary within
homeless assistance grants ($1.2 billion)

Description: Section 8 Single Room Occupancy Moderate Rehabilitation Program

Unmet Needs: SRO units that are supported by additional resources that meet the related
services needs of homeless persons are important to assisting them maintain their housing
and respond to factors which contributed to their homelessness. '

J
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" National HIV/AIDS Plan

Area: Housing/technical assistance

Goal: Increase the capacity of AIDS housing and service providers to develop,
operate and evaluate housing programs for persons living with HIV.

Objective: Ensure the availability of
technical assistance and other support for

nonprofit providers

Action Steps: Authorize TA activities in
HUD programs for AIDS related nonprofit

providers and grantees :

Resources
FY 1995: $0 million
“FY 1996 (proposed): Discretionary within
. homeless assistance grants ($1.2 billion)
and HOPWA funding ($186 million)

Populations Served: Homeless
persons

Constituency Involvement:

It

Description: Technical assistance or other support for the development of program

capacity

Unmet Needs: Broaden and deepen the ability of AIDS housing and service providers
and AIDS program grantees to expand the range of housing options, ensure quality and
responsive programs and undertake evaluation of efforts. Additional needs will be made
on programs as the epidemic increases the number of persons living with HIV. '

____________——_——-————I
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National HIV/AIDS Plan
Area: Housing/training

Goal: Increase the awareness of staff in public and private organizations to the
general and unique needs of persons living with HIV.

Objective: Increase awareness on HIV Populations Served: Public and private

staff and persons at risk of HIV infection

among agency a_nd-othcr staff

Constituency Involvement:

‘Action Steps: Authorize trammg activities
in HUD programs for HUD staff, AIDS 7
related nonprofit providers and grantees

FY 1995: $0 million (within training
funding)

FY 1996 (proposed): Discretionary within
homeless assistance grants ($1.2 billion)
and HOPWA funding ($186 million)

" Description: Training or other support for awareness on HIV

I’ Resources -

\

Unmet Needs: Misinformation, prejudice and nonresponsiveness continue in the
operation of public and private housing programs and the general awareness of
individuals in preventing the spread of HIV.
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" National HIV/AIDS Plan |

Area: Housing/advocacy

Goal: Increase the awareness and responsiveness of HUD programs that may
target or incidentally assist persons living with HIV. B

" Objective: Ensure that the needs of persons
living with HIV are addressed in HUD
programs C o

Action Steps: Designate an office with
direct responsibility for programs and
advocacy on AIDS issues '

" Resources
FY 1995: $0 million (within current

efforts)
FY 1996 (proposed): $0 million (within

current efforts)

Populations Served: Homeless
persons, nonprofit organizations,
government agencies, HUD staff

Constituency Involvement:

Description: Office on HIV/AIDS Housing

clients.

Unmet Needs: Maintain office functions that promote UnderStanding of AIDS and the
needs of persons living with HIV as well as support for programs that support these
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