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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.

■ 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.

■ 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:
■ 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 x% 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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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/AIgS7epidemic poses a ; ,
continuing public health crisis that reqtii'^es-solid support for 
multiple approaches to finding a-cure and|^-pLCcine. 
also perseyei^iin our efforts .to prdinote^|g>|^y^tion, care, euui/’
the ethical treatment of persons with

time
-S--: Jr."

■ ■■ i ■ .

‘ It-linksUnited Statesvtes been developed" for figMt#||Hiy. * 
programs to national objectivesv Such alRlan||^s one|of the

AIDS. The; dissident; as- part^of> his nti^Massuring cin /efficient ■ coordinated effort%^|r^^ejBted5tha^
Office of Nablbhal AIDS Pol icy'develop a'8Si^rehehsive"p^ to 
guide the federal response tp this epidanic., . . ^
The Office of National AIDS Policy (ONAP) ’v^Sj^reated by _ 
President Clinton in 1993 to provide greater^natiohalfoc^ and 
direction for the Federal government's response to HIV ajid AIDS. 
ONAP is an integral participant in the development of Federal 
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 international 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 cuid agencies 
that are members of the IDTF, we have tadcen unprecedented steps 
to prospectively assess and map out future action. As presented 
here, the national strate^ 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 with new challenges.

The purpose of this eon^rehensive national strategy is to set

--
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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 toftouild on^h^ 
documents such^as/ the legislatively^mandatedM^H iplan and the 
U.S. Intematipnel Strategy on HIV/AipS by the U.S.
Department offSlate.
agencies for thp>time

This ?hr^Nat^4||a^

.'wy-

most common transmission routes are

would prefetm

Hcredit the 
staffs in

Because the I i ipty and drug use,^ ; -y.

.confront.' ,The|e5|.s^|^^^ri||.:fear. of:^^^;|i5
ose who arecontracting 'thi'aldisease and unwarraiited "fea_

infected. Fifteen years into this epidemic^ persons living with 
HIV still eiidiire daily prejudice amd discrimination based on 
their HIV stat\j^^.^;„ We are challenged by the^inadequacy of a 
social arid healtn-care infrastructure - - a'^’s^ste^''that Is in m 
places, woefully ixnprepared to address the needs'of the HIV- 
infected. Moreover, the safety net provided by.programs such as 
Medicare and Medicaid is being threatened by f\mding 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.

But despite the difficulties, 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 Ccui 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.
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 Americcuis 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.

»• '.-’v'-r*
■A>:-



r,-: M : •i-; < ■ 
. i‘ V •,

National Strategy for HIV and AIDS
Draft for Department and Agency Review: 1.30.96

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 willfbe edjle to win our battle|wltffj[IV and AIDS with
commitment, courage, and leadership.
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Scope of the HIV/AIDS Pandemic

The pandemic of Human Immunodeficiency Virus (HIV) and Acquired 
Immunodeficiency Syndrome (AIDS) presents unique social,
economic, and public health challenges to peopl 
here in the United ;states and worldwide. 
diseases that :Mve |arisen over the course|p:‘ 
infectious tor-li^^ajad almost always fat
international pand^c^o^ HIV disease, nb?jr 
decade, is progrWsinig virtually unabate<l| 
deadly infectld^lfdllyhich there are lini^’
vaccine, a^no^x^jl^

An E3qpanding'Public%Healtb Threat

the Centers for Diseas

id. governments 
Mfier infectious 
'^|HIV is 

""itional and 
lits second - 

l^xnains a 
■

Jgf,;.,::

if if"'
ve been

: :

Tls of October;;
Prevention ! (CDC)t^et>Grts that 501,310 case 
diagnosed in the U.S. and an estimated 311,381 AmericaLns have 
died as a result of complications related to HIV^>^^ince 1987, 
AIDS has gone from being the 15th ranked cause of|death to the 8th cmd it is now Tthe leading cause of deathsai^ngi;-all Americans 
aged 25 to 44. f(See-Figure 1.) In 1994 alohe,?!a^p^6xi^tely 
81,000 new cases of AIDS were reported to the CDCo^d over 44,000 
Americans died of AIDS-related causes in l994.y;The CDC estimates 
that between 40,000 and 60,000 Americans are becoming newly 
infected with HIV each year, and that betweeh;f800,000 euid one 
million Americans are currently living with HIVp ^

As we have witnessed a relentless increase in infections, the 
demographics of the epidemic have been shifting. The early years 
of the epidemic were dominated by cases involving gay or bisexual 
men living in major urban centers, such as New York, San 
Francisco, and Los Angeles; this group now represents less than 
half (43%) of all new cases. Among 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 this decade.’* As of October 1995, pediatric

. -vf ■
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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, Africeui-AmericcuiSi^acicounted for 38
percent of newly reported AIDS cases, while^ir^pj^i
approximately 12 percent of the general popiil4t|a
represented 18 percent of new cases throughi|3icte^ 
although this grduplrepresents only 9 perceiatt^' ‘' 
population.; In 1981:persons of color reprlsent ^ 
of AIDS cases,-ladToffOctdber 1995 this grou^i^^P 
percent of new AIDSjCal^s, Moreover, in ce^i:*" 
country gay men of ,:colpr;^_accoxmt for apprpj^^tj 
new AIDS cases: Yc^g :gay' men of; color age^Mjl 
especially hard ^liit'Jf'^represeinting' 53 perceri^of 
nationwide. • '  ̂ ' T-vigitw

's^s

The proportion of cases due to the common modes of transmission 
are also changing. The CDC estimates that in the"-iMited States 
approximately 50 percent of all new cases are now related 
directly or indirectly to substance cd3use, partic^lfarlyiithe use 
of injectcdale drugs. As a result, the Incidence '^d^prCvkl 
of HIV infection in injecting drug users (IDUs) an'd^'their sexual 
partners and their children is rising.

ispanics

Moreover, AIDS is no longer just an urban problemi. ;^*fhe JHIV/AIDS 
pandemic is spreading to rural areas, including drastic ' 
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 Rico, 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 
infants after birth.

■v;vv;t ii. ;v.
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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 with HIV, or an average of 
10,000 people a ,

-wimThe Social

Sadly, prejudice 8^ are sti
people living witli|HIV.i'4bheir families,
Persons with. HlVr^hay^i^ .denied medical|Mp^ 
medical treatment, .^entaX-services, and medl^ 
have been dischafg^dl^lr^ftheir jobs aiid ey3 
homes. And unlikelotti^r^persons with infe‘^ 
persons living wltfi?HM|to hetye been the'ttltf 
rejected by their faindlles, and suffered dit
their HIV-statuftig^lf^f "

AIDS is a disease that can strike at anytimei^ but„nrast^pften. 
affects people in the prime of life. It disproportionately kills 
people during their., most ^productive years. ;,I.t,^,isJi^^liB.ading 
cause of death among'Americeuis 25 to 44^ the ;a:ge^j^^=that 
constituted 54% of the civilian lcd>or force in 1992^-^1 Pfs^sture 
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, is; 199f-,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.
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Goal of the National Strategy

The purpose of the national strategy is to estaUblish national 
goals and identify opportunities for progress for 1996 in order 
to chart our course in combatting the epidemic of HIV cuid AIDS. 
To ensure efficient lisd'of Federal, State, 1 beliefaiM|p|i^te 
resources, it is in^s^rative to plan and coordinate‘^gbyelni^ht- 
wide efforts. .

This is the first time'a government-wide natibi^
HIV and AIDS for the^ilpS^tates has beenjdf^ 
strategy links prograihs^tb'rnatlonal objectiyb 
agency that Supports AiDS|related activities'! 
national goals and ei%>hasie areas for HIV/AIDS 
Federal activitiesto budget|^ 
current scientific: oppoflmf^ties, public heSlt'
priorities, and fiscaltcohstralnts. It

sed bn
jjp-r-f'

living docviment that will' be updated regularly! " By 'estahiishing 
a government-wide baseline, this plan will help guida^Pederal 
agencies in refining their goals euid objectives in response to 
the changing face. ^^^^^^he^^epi,d^c of HIV and .
The national strategy if or HiV and AIDS presented here^^a broader 

in scope than prior planning efforts. To date, planhihg has been 
primarily focused in the Public Health Service as evidenced by a 
series of documents such as the, Public Health Service,^pian_for 
the Prevention and Control of ;Acquired Immune Deficiency 
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 enconpassing not just Pxablic 
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 agencies, and with the infected euid 
affected communities.
Common Goals and Opportunities for Progress

I

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-

8
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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 
members, with their'specialized knowledge bn; ^prci||Silange of 
HIV-related Issues, have t>een crucial in identife^ifif 
opportunities for progress taiid areas requiringiif^^'^
In developing these areas'|fpr:i:pro^ the Offi;
AIDS Policy has also consulted members of the

I ^ .Advisory Council^^^HIV|^|||M^, the actiy|st^

.1'^-
persons and their •familiesvlMriends,* auid caregivi

Ss.: .#=ted

__ _______ ________ ________________  __ _______Research Council> IthelGerieraf? Accounting;OfficeM^^t^l^f tice 
of Technology Assessment have" also been helpfufP^lherefofeT the 
expertise and experience ,of- those who work closely;,with; _ ; 
communities, clinicians, "researchers, service cuid research 
organizations, euid infected,persons is reflected„in.J:hese. goals 
and opportunities for; progress ^ ^ '

Based on these consultations, the following national goals are 
established. ; ^

■ Provide strong support for research in order to find 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 appropriate 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 there 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 tcike steps today 
to find a cure cuid a vaccine, reduce the number of new , 
infections, and care for those who are infected. Based on this 
counsel, six areas for progress were identified and are listed 
below.

■
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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 trabslat 1cm; of research results in|:pMiiidical 
practice; and^
Inqproving evaluation and priority settle^

Within each substantive section;(i.e., prevention; 
and services, intemational||tet4vl^ies, translation 
into clinical practice, :aiidrflyil^ights) of this^f 
is specific discussion jabout^l^portunities for pr^:, 
relevant to that substcintive^area% ;

'■ ■ ■■'■■A'i

; challenge of

since the discovery of the first AIDS cases in the early 1980s, 
the epidemic of HIV and AIDS has posed a series of unique 
challenges. 9ut, the challenges ve face today are,,ye^^^;f|erent 
thcin challenges we have faced so far. It is a growingle^^^ic 
in which more persons are infected every year, in every, : 
geographic area, every ethnic'and racial group, and eve^ age< 
range. We now know how it is transmitted, the etiologiO agent;i 
and we have a test to diagnose infected persons and protect = the 
blood supply. And thanks to behavioral researchers andi bhe^^^^ - '* 
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 significcuit challenge facing the country now is ensuring access 
to prevention services and medical care for the growing munber of 
people who are currently disenfreuichised from the health care 
system. We need to improve our efforts in providing people with 
care early in their infection so they Cein 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 inportant. Developing 
prevention messages that are specially targeted to the group or .

. ‘ 10
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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.
Moreover, HIV and AIDS I^^ust one of many infecti6h|5^mei^ing

‘f?*'®'"”*"" ■■ w........
■is no cure, treatment/%0|i5§^ine.
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Overview of Federal Efforts
Introduction

The scope and nature of the HIV/AIDS epidemic has brough^st^tevi 
local, and Federal involvement into many AIDS-related4actJ^ii|£e^^
The Federal government, through its public health 
responsibilities in such areas as research, preventipnl|lMlth«|^ 
care, and housing has seen a'dramatic increase in F;ederaa^^.f|fc‘ 
activities since the beginnln^Jot^the epidemic. . Cur||^5p|^ps^ 
activities include direct^sui^reffbfc^reaeatchrpre>^t»Wfli^Ci; 
education, housing, medical.careMsupport services,gjinfdr^^^i v 
dissemination, enforcement df^|ciyll#?rights, arid;hs^st||^ge^^P^f 
;international organizations etnd /other natioris. : While|Pe^ral^Bp?^ ; 

^agencies are responsible forjynisppriding directly; ta|the|ie]^d^^^|;
’ bf HIV and AIDS, they, also collaborate with and;proyid(^^^pbriSiy 
for state arid local gbvemmeritfstand,bbrnmunlty-based^ 
organizations, which often have substantial surveillanceV 
prevention, and health care responsibilities. -

The national strategy for HIV euad AIDS has been- orgcmized-arourid;y^^^,f^^^^ 
the sxibstantive areas that reflect the major conponents of thel^' 
Federal effort: prevention, research, care and services, 
interriational activities, treinslation 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. In this case, programs that are specifically 
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 international 
activities section.

. ' • 'I -i''
, .y.

Agency support of HIV/AIDS activities falls into two general 
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.>v There are a 
niimber of agencies for whom AIDS-specific activities are central 
to their mission (e.g., the National Institutes of Health (NIH), 
the Centers for Disease Control and Prevention (CDC), and the

V ; •
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Health Resources and Services Administration (HRSA)), while other
agencies maintain progreims and activities that support a broad
range of activities, of which HIV-related activities are one
cimong many (e.g., the U.S. Agency for International Development
(USAID) and the Department of Justice (DOJ)). Agencies^that .support research and provide sirred access to highlyi^^^^pli "
sophisticated and expensive;jtechn61ogy, such as the Dej^llpfeht of
Energy and its support of sbjp^sticated imaging equipin^;^f|cah 

........................................ .....................------------------------------------------------------

aactivities; translation pf.^earc^.into practice;. 
rights.' Information euid'discussion of Federal:acti^]^^^^«iilbeXV 
found in two places. First;; ;<|iscu^ion r on each substfnt|^ ;area; 
addresses broad policy issues^hd new Federal objectlvelWn ^terms 
of the iiational goals and opportunities for progress. Second, 
each substantive section has eua associated appendix that** provides 
information on individual agency goals, objectives, funding v 
levels, constituency involvementttahdiinmet needs. Given that 
agencies and departments may have several areas of 
responsibility, listings of individual agency activities r^y be 
found in more theui one appendix.
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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 allicuice-bet^enllthe 
Federal government, states, local;governments, communitiei ’ '
businesses, non-governmental organizations:;; families, 
individuals.
definition of the different roles^and'fespbnsibilitiesdfj 
Federal gpvemment, and an;p^olng[ 
the public and private sectbirs about^
has ih^ reachingthis goal... f

We know that-HIV prevention; works ;t;:^-aI^;;know bhat|3tl%ip^j^, ®5^r,;
" ^-'■-•"controlliing!p:fwlM^^^:

proport idhs^J||lSi<s’C
Centers for Disease Control and Prevention* (CDC) estimate^thiit 
approximately 800,000 to 1 million Americans, are presently HIV,-, 
infected, many of whom are unaware of their HIV status.
Moreover, the CDC estimates that, apprpxlmately 40,000 to MeJOa 
Americcui will become infected each year;%|jMany more AmerioaMTirtiO
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 infectipushess, 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 services, and 
international activities sections.
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efforts reflect a continutun 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 prev^tion projects, mamy in ;f::: 
partnership with states, local governmentscommunity^based'^ 
organizations. Other agenciesijfocus on-specific aspects;,of ■ ^4 < , 
prevention. . For example, the; IJatibhal^vinsj-itute on Di^g|AI:|^ei;i| 
(NIDA) oind the Substance Abuse and Mehtai|Health Services •

efforts/*'part of „edical./car' military hospitals cuid clinics.
Services Administration j(HR$A) -'^also: enc<^i|^^|biroa(ie^access |t 
prevention informtion througg^the ■ irit€^|aij^vpf^pr^v§nti|ra^^
iriteih/^entions into primary "he^thrcare sei^v^ipsa^,^d ^^fpugK h 
support of early intervention services for fow-income jnedically' 
underserved persons.
The efforts of Federal agencies ,have been^ijnstriimental ,^n,; 
expanding our knowledge base/al)6ut HIV prevention. However, 
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, eui understanding of 
the motivations for those behaviors, and an understanding of how 
best to reach people with messages that will pronpt 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.

Opportunities for Progress 

Modes of Transmission

An important part of strengthening prevention activities is to 
have a clearer understanding of who is being infected and what 
behaviors are placing people at risk for infection. Recent 
epidemiologic data show that the 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

'■ix ■ ;Sf:
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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 t^t many of these 
people were infected while they were adolescents. Racial and ^
ethnic minorities are also disproportionatSi^l represented anrang
new HIV infections. As of October 1995, .%cm - Americans

cases,.;^d,4!||.||||.:

m
accounted;^c|;r^|^. percent of newly repbrte 
Hispanics represented 18 percent of * hew caSfiM^ These trends’;ih

IIMA crucial-^rt^ Of, ef f ective_ prevention ^^tr^ies lncludes_

future di^Ctiops.^ 
of prevention'' interventions.

TOrderctiof^lbf the epidemic, and assp^____
^ AS previou^^Jbted, the CDC is 'the

Federal agency;;^ith primary responsibility ^gr monitoring the 
epidemic. case auid case death“1reporting system
provides usefplldata for assessing AIDS preyaience and mortality 
by gender; fraco/ethnicity, age, and mode ofi|e3cpdsure. This 
surveillcuice system also provides essential-data on HIV-related 
opportunistic infections.

'I

.vV

• ■; ••

There are, however, opportunities for refinement. Effective 
prevention intervention programs begin with soiind 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's 
implementation of the recommendations set forth in the external 
review of CDC's HIV prevention strategies’, the CDC has initiated 
efforts to evaluate current data collection efforts and implement 
necessary changes, amd this work should continue.
Gaps in Scientific Knowledge

. - ...
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Factors that place individuals at risk for acquiring HIV 
infection are a complex combination of behavioral, social, 
cognitive, and biological influences. Given this complexity we 
must not assxme we intuitively know which interventions will 
work, but instead base our efforts on soun^research findings and 
evaluation. Experience has taught; us that-^gtevention efforts can 
be effective, but when they are it is bet^j^ef the intervention ^ 
incorporated findings from both experienceMhdi; relevant research. 
Behavioral resSarch is a relatively youngr^^l^hTO and therei^re l, ^ 
currently more ^questions thcua answers. ? Tli^liires main areas : j 
where gaps inrlbowledge have ^been3ident^(|i^^|»sic behavi^ 
research, intervention research, amd socialp^ketihg research.

Basic Behavioral^Research. Since.behavioz:;4ia[^ge;iis the primary 
prevention liitep^tion immediately !ayail^^^r |hal!ting the . 
spread of HIV -Infaction, basictbehcivioral^res^r^ should be the 
foundation for ^prevention programs. Basic fbel^yibral’r^ 
similar to basic research in other areas "of'scientific" inquiry, 
seeks to explain the determinauits euad causes underlying 
biological, behavioral, and social processes. HIV-related risk­
taking, behavior, is often coiiplex and .inflnenced.;by,^a :host of 
individual and environmental factors. To'capitaiize on what is , 
already known in addition to improving HIV prevention programs 
that are targeted to reach a diversity of Americeuis, more 
information on the determinants of HIV-associated sexual and 
drug-using behaviors is needed. For excutple, although much has 
been learned eibout the basic biology of substeuace 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 encdDle scientists to esteODlish 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) cuid practices (such as 
wearing seatbelts) that basic information cdsout 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 bf'fHiV'infection. This theore^i|»lly based 
intervention Research has identified sevet^^significcuit 
predictors of in sexual and drug-usi "
gay men, adolesc^ts, and heterosexual adul| 
shown that coinmuriity-based HIV risk reductJK 
gender relevanj^|hdhculturally sensitive 
recent study'^sialso provided a reason fo: 
spread of HIV^^^|bi'; contained among ihje§]

ihaviors aimong 
Studies helve 

rams that are,^^ctive>?
_.sin that the

^g user
and access to

4*^; ‘j'i. '

populations whL(eSfthere is early community!
sterile ,.injjj||^plpment,« . ■ -, ,

However, de^ite]thUse successes, th^e we need to?I
know if we are to develop effective p'reventi^'^prbgrams for a 
diversity of Americcins. We must incorporate findings from basic 
behavioral research into effective prevention interventions. One 
high priority area, ^is_.research regarding strategies that 
facilitate sustaihed adoption and maintenaice'fof; HIV preventive 
behaviors. Another area for investment is V^search on cultural 
barriers and strategies to reach populations 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 
disciplines will invariable improve the development of effective 
prevention interventions.

Social Marketing Research. It is in^ortant 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 understeind barriers to the 
implementation 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 organizations. Moreover, a community-based 
effort that would test prevention models Ina real-world setting 
should be carefully considered.

We know from efforts in other countries that HIV related social
■ ■■ - . r. ■ ■
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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 vraiy|t^those on the front 
lines of the epidemic. Community-based prg||^^aj|ions, which are 
responsible for; developing a large portion^H^^gpifevention
programs oftenidb; riot, or are not able to. , 
current knbwledgi^J^out program effectiveneM^

Mi
-■! ■ )

itage of

In order tri stop riew^Irifectlons, the resriltig^ 
intervention arid social; marketing researich|iua_
foxandatibri for preventiori intervention program, ____ 
at risk for acquiring or .transmittirig Hiy/i|Preifnti^ th

rograms that'addr

':

reach people 
................... the

Federal government “supports a range of progreuns that’^'a^^ 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-ttot limit the Nation's aibility to prevent new infections.v/r^^||;sjtherefore 
important that prevention plauiners carefully prioritize their 
efforts based on local epidemiology.^ , v

Community Involvement. .For prevention interventions to be 
effective they must reach communities at risk'aind be responsive 
to their unique needs. And for individuals to tedce 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 
prevention of HIV that will meet Federal standards while 
remaining responsive to local needs. However, this process is 
early in its development and requires significant, ongoing 
leadership and technical assistance from the CDC if it is to 
fulfill its potential for good priority setting auid 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 recfuire 
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 integrate substamce abuse prevention into HIV prevention.

Another major avenue .for controlling the spread%df|HIV among 
addicted persons is, "to enroll them in drugffrOa^^lBi; progrcims. 
Substance odiuse treatment is a form of Hiyii^jn^'iftif 
present, there is aitdontinuing need for incireas 
services f(^per^|s^ing to control

«he spread
ife-' ■ ■ ■

i|bstoLnces can 
Sfed that X 
'l^t^er drugs

adversely influence^risk-taking behaviorr.
percent of the;^ population is affected by aicpKoL^..^,_ ___
in addition to injedtion drug use. It must lie*^rt^oif the 
Federal response to increase the availedDility of treatment for a 
range of addictions. ,

. ■•■ ■ ■■ ■ - i-i.................................. ■■■ •< V. .

Treatment for Sexually Transmitted Diseases andfTuberpulosis. 
Studies have shown that the presence of sexually transmitted 
diseases (STDs) can significcuatly 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 c^ 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.'^ In addition to the health in^lications for infected 
persons, there is an increased risk of transmission of TB to 
household members, health care workers, and other persons having 
regular contact with the person with TB.

It is important that Federal and state efforts to reduce the 
incidence of sexually transmitted diseases (STDs) include an HIV 
prevention element. Moreover, the traditional model of targeting 
most STD prevention efforts towards individuals who have already 
contracted one STD is not necessarily effective for HIV 
prevention. Enhanced and innovative linkages between STD and HIV 
prevention need to be established. The newly organized National
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deductIon ■

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 cuid coordinate HIV,
STD, and TB programs.
Harm Reduction.^ In addition to efforts direct^ftoWal^s 
enrolling drug users In treatment programs;
addiction(s) , harm reduction should be consideirl^l^by^dmmunities 
when treatment fails or is \inavailable. Mt^O)i^rli|^»m^^uction 
programs for drug users have not been well aceepf^HiMUr 
country, expertsf ;^feel ^hat it is in this;ar^|t^^^ina^ 
to make a significant impact in stemming the^MSle^

There is scientific,,;evidence that controversiil^^ 
approaches, such as needle exchange progr^n^v^^ - -
Among the conclusions presented in a recent^jrep^t|[]ty®he t ' 
Institute of Medicine was that there is no credilole eviderice that 
drug use is increased aunong participants as.a result of needle 
exchange programs that provide legal access‘to steriie;‘equipment. 
The lOM also concluded that the lower the fraction of needles in 
circulation that are cobtaminated, the lower th0: Yi^k|0’f 
infections. They went on to recommend that needle"exchange 
programs be regarded as an effective conqponent, of-a comprehensive 
strategy to prevent infectious disease.** There is oisb evidence 
that needle exchange programs provide an opportunity to get 
people into treatment, thereby further reducing their.Irisk 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 intervention.

^ 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 cleaui syringes, 
providing information on cleaning injection equipment ("cleaning 
works"), and reducing needle sharing behaviors.

- . V . ■
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Integration Into Primary Care. To reach our prevention goal, we 
must also improve the integration of prevention activities and 
messages into primary health care services. This includes 
incorporating a patient's sexual history when a medical history 
is taken, offering HIV-related counseling and vol^untap'.,testing,

willrequire active collabqratlye efforts on the pa^ 
physicians, nurses >ilJ>«^|Glinicians, manage^l’ schools, and pirdfessibn^ljorganizations in a(3|i^‘^
Federal govemment8;iig^^|i^ ■ .■ ; :jg*'

^^dual

■ i
■. Z ‘p?

.... p.v- r ’ ■'.m

^li^dical. 
'^al and

Evaluation. It is impjcfet^tsito assess thei^^fec^ 1 InterveJtib^t^e have or willftietr f the

--Bis for
Lng e

prevention------- -----------—--------------- -- ------—1-#73
Prospectively set perfpra^de: measures can i^^s 
evaluation and program improvement. Incorpdrati 
measures must become a routine part of all Federally^funded 
programs. It iS only through sound evaluationsthat we"^will be 
able to determine whether pur efforts have been effect^e^ in 
slowing the epidemic. T^Achieving this will alsojre^^i^^caLreful 
examination of what programs should to be contihued,fShat ' 
activities need to be initiated and a awareness that a 
reconfiguration of some program priorities may be rec[uired.

^ .. ■
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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 
infected and a preventive vaccine to protect the uninfected. It 
is research that will eiiable us to reach thes^'loall^pB^funtil 
they are a reality, the Federal government must-sol idsupport fpr:basic and clinical researchV||feh^^ng thisongoing supportgoal will require iCpmmit^d|cplled5orative effd^i^
Federal governmentuhiyersilles, researchers,;;! 
community, persons 3livii^|w|t^|:HIV and thosefaf' 
infection, communities, whereffesearch is conduc^e^^Ha^ltable 
organizations^^pharmaceutidal|^ompahies, biotecim^^^|^iz|^!| and

lOtisli goalother parts of the private y||e^or. Realizing th|IQ^
will also re(^ire aiClea;r;|defidition, of what tlid. 
government is able to do andfam ongoing dialo^e|betw^3a’
public and privateisectors ^ if'-': ^

At present, a number of Federal agencies play a significant role 
in U.S. AIDS research efforts. (See Appendix B.) Thesetendeavors 
range from basic molecular research to clinical researqh|tpU.,,v 
health services research. TThe National Institutes offHeaith'
(NIH) supports a significcuit portion of these efforts ; NIH
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

- 23
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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 whiJclv^hast in turn improved dur|id>ility4 to . 
understand and treaty othOr 'conditions such as f| ;
autoimmune diseases,- including^ systemic lupus erytlSema^tos\is;' type
I dicQjetes mellitusifrii«uin»tbld arthritis, aridlmui^^ 
sclerosis. HIV researchrlnyplying the blood/brafnf^
led to a better ui^er^^t^mdil^i^t ^he mechanisma||^
infectious agents 'spreadtintpItHe^^n syst(^tM;i«
has valuable inplicaticmb ffbr||research on Alzhei^er^ 
dementia, multiple sclerbsispneuropsychologicalfdiso 

^ ^r^cephalitis, and meniniitl^i|;Moreover, befbre;^t^®

jiase^^x-

.- .V. ^

■' ::'f' V'..'

little investahent^^s^inade in research to ;tepidemic,--------- --------- -------
diseases. Studies ■ to develop ctnti - HIV therapies' hav;b 
our understanding of other viral diseases arid led to aevelb';^^ 
of treatments for many pther^diseases.

• ’ • • •

In addition, research investments made before the adyent„^of AIDS 
epidemic produced a body of scientific knowledge that-envied 
researchers to more quickly pursue theories euid avenues of 
investigation. For exanqple, research conducted previously on the 
immune system in general, and CD4+ cells in particular, provided 
early insights into the pathogenesis of HIV. Research 
investments in retroviruses provided valucd>le 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 cUid even 
prevented. An NIH study found that it is possible 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 understand 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 vaccine.

And there is further reason for hope. Scientists now believe 
that a vaccine is possible. New classes of anti-retroviral 
therapies appear to be powerful in controlling the virus.
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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.

However, despite these advices there is more that needs jtp^jbe done to reach the nationaligc^llof a vaccine and a t:ure^||^e;i 
epidemic of HIV and AIDS presents an unprecedented, fclialifen^^ HIV 
is unique in that it attaqks ;^he|very immune systi^|^tafc|ii^^fe‘>. supposed to protect us frbm'^sifa^ -- mankind has;"ttey^|^!^^^f 

^ encountered a virus. such^;,^isi;i4 Since the begirur^^m^^heSi^ 
epidemic, identifying thef-best' ^approaches to pursii<#|ano^^^^pi^pf;
has been, and continues ^^5; be^cai^Ilenging task.i^^|^f]|^^ 
the most promising scientific avenues and having the 5iapprbj^r£%t;i^^

eopr^nated. effort,-. ; ^ 'J;?: ^ ^ fI'

Opportunities for Progress

Coordinated Research Plan and Budget. Developing and implementing 
the Federal government's 'AIDS research agenda presents a“ numbed 
of challenges. Within the NIH, the agency with the largest HiV,- 
related research portfolio, research is supported throughout 24 
institutes, centers, and divisions'(ICDs). In order to better 
plan, coordinate, and fund the AIDS research activities of these 
ICDs the Congress, through the ITIH Revitalization Act Amendments! 
of 1993, provided the Office of /LIDS 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 (0MB) 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 with 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
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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 working group, chairedfby’the 
Director of the Office of^>l^S|Re8earch, whose ch4tgi|p||Jio% v■ 
develop a coordinated plan' Imd budget specifically lfor^l^l^d^ 
Alps research across ^

sector. Several challenge^ ^rrently face the U.S§|n;^p|e^rld.' 
in continuing the vaccine:^ development effort; ^ Th<e |rS®Ls ftd 

>meet the daunting scientifd^^allenge and the seq<^||;^i|||||p^, . 
Icreate an environment ^ere^e-private sector can^ffect3)v|ly|fe 
join in partnership with^b^||ederal government.
AIDS Drug Development Task Force (ADDTF), which included 
representatives from government, the private sector, and the 
activist community, identified a range of approaches to 
accelerating the development of therapeutics for HIV,infection.
And while the ADDTF focused primarily on the development of HIV-, 
related therapeutics and not vaccines, one of the areas"v V 
identified by ADDTF auid the Department of Health and Human 
Services members for further discussion was vaccine development. 
Further dialogue involving key players in this areas was .deemed 
as essential in determining euid overcoming critical problems and 
identifying opportunities for development. '
Therefore, in order to identify areas for fruitful colladjoration 
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 identify barriers to the development 
of these agents.
At present researchers hold two major views regarding the most 
promising approaches to vaccine development. Scmie 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 cuiswers that really matter euid in the 
face of a global emergency we must empirically test candidate 
vaccines in people immediately. Both groups have valid 
arguments.
The issues driving this debate, are both scientific ^d Social, 
with different parts of the world experiencing the epidemic in 
different ways. Some regions of the world have already 
experienced the devastating consequences of the epidemic while.
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can, should, and are being pursued>|.

It is ^Iso vital that this effort^be-well-coordinated .

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' aind 'eitpirical' avenues.

________all arvailable data are shared and‘used by scientists a^|^cc|p^^ 

development moves forward. Therefore, a coordinated; .program that ensures support for prMsing avenues o^'^accln^^^- 
research/ will'be one of the, issu^iiM<iJ=^ssed in the: 
aforementioned interdepartmental ;re6earch plan to be developed fit 
under the direction of the Direc£or| of .the Office of AlDsMifl##

4:. .. V-'r'! .v,,.,-- ' '
Topical Microbicides. Many scientists believe that the ^ 
prevention of sexually transmitted HIV infection, as well as the 
prevention of major sequelae of STDs in women cuid infants, will, 
depend on the development of a safe, effective, female-controlled 
mechanical euid chemical barrier methods that will block HIV ■ 
transmission.

The barrier methods that are currently available have 
limitations. Most require consent, if not active participation 
of the male partner, eind therefore, cannot be independently used 
at the discretion of the female partner. Although 
epidemiological 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 inqportant prevention approach will depend 
on strong support for the basic and clinical research. Topical 
Microbicides are a promising approach, but will require 
preliminary support before they reach a stage where the private 
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 svibstantially 
increased by the presence of other STDs*’, topical microbicides 
could provide an easily availeible and inexpensive protection 
option for millions of women worldwide.

•r
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Due in part to the FDA's apceierated approval prograi^,;::|t|||

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 
clinical effectiveness research.

^ ' ted approval progranr,,:^^f^^l^.^.
Federal government is now'apprpyihgJhew Jt^atments 
numbers and at record speed,; But; it^-is not; always knowhlwhefehej^ii
the, treatment confers . a, c’ ' ----
Specifically, while some
cliniOal/effectiveness is increaslSi^yluns^ilable/ 
we: dp not:know the optimal st4ge:ijn jtheicmr^e P& 
begin treatment, for which patient groups!i|lwith whichf1:^eSf^ 
with single or combination; therapy. We also do>not loQow ;wheiq|;it^^^^ 
is appropriate to switch or add therapies.'*^ ^
With the advent of accelerated approval by'^the FDA it is ’ 
inciuribent on the government to ensure. that;^the post-marketings 
efficacy studies, currently mandated througb^regulatibh are 
carried out. Conducting these studies will require the efforts" 
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 
studies, like all studies, include persons representing a 
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 patients is

* The accelerated approval program permits coitpanies to seek 
approval of drugs for serious or life-threatening illnesses based 
on surrogate or leiboratory 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 withdrawn by the FDA.

yi'r ■■■:■- . ''4 iT:"'’''
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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 meclii^ism for ensufing ||| ; ■ 
periodic assessment of the state of the ^ 
essential information can be found easJ
information jwidely. This will; r^ire .C9||^oration with 
industry, government, and professional gr' --------- —

govemmeii^fs ■ to act in partnership*wltli^,_

IPS i [See Translation

iS:ivate,sac£6i|^f|;;

industryjJTOillkely to pursue rUeeSSWpErafruidfbe 
to the putSlli!health. Vaccine develqE»ten^.s fdne such area,i4«It ' ' 
there are Others. The Department of Defense'has been successful 
in developing partnerships in this area and this effort should be 
strengthened. As noted previously, topical‘‘'microbicldes Ti.e.',*' 
chemical barrier methods for preventing Hjyitransmission) are a >;: 
promising approach, but will require prellau^fy support before 
they reach a stage where the private sector can assxime a lead 
role. .,.;j. L

• j ■■ u„v. ■

It is also unlikely that the free market will .conduct head-to- 
head clinical trials of therapies that haveTibeen 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 Veterem's Administration have been 
successful in carrying out this type of valucible 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 coirpanies to purchase. This shared 
resource that has accelerated our understamding of molecular 
structures in a number of research fields, including HIV 
research. Information gained from this research ceui form the 
basis for targeted drug design 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 opportunity for:;^cientific progres^lv 
Other departments and agencies,'such as the^'bepartment of Defense 
and Veteran»^JUJministration-al80i8upport,:^pially importantly.
research that *strengthens the overall U.S^f^earch efforfcV 
Research jl^{b€^ key to imDrovind liveacont inu^^^f ̂ ^es tment: mm

e^-nsSlIH ifJ
....................

yi;/
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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 meiny of these persons, 
maintaining adequate health insurance coverage can be extremely

t%5:^personal resources 
'"^heir illness emd 

fety. Achieving 
Ricans, including 
alliance among'fj 

local
tcsj families,

WM

mmmtte;service^

challenging. ' ^There are many who exhaust|, 
and private sector options over the couffM 
are left to jifeiy bn the nation's medical||bL 
the goal of®s\iHng appropriate care.jDf |a® 
those livin^fwiEh. will require a de^ 
the FederalW^;^^ent, states, the pri^ 
communities ,t|q6mrauni ty - based orgemi zat ibr

Persons l'iT®||^Sh’'HIV finance needed 
through a variety of mechanisms. Curreritl;^,%nearly 50 percent of 
adult Americans living with AIDS receive their medical coverage 
through the Medicaid program and another''5'•percent receive 
Medicare benefits.. An estimated 15 percent^^f^people living with 
AIDS have private "health insurance and" the^^^lnihg 30 percent 
are uninsured amd must rely on personal pai^ent 'or charity care. 
For the remainder, their lives often depend on the Federal health 
care safety net. (See ^^pendix C.)
For those that qualify, care and servicesTare^ p^^ 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 50 percent of 
adults and more than 90 percent of children living with AIDS.

A second major source of care is provided through Ryan White 
Comprehensive AIDS Resources Emergency (CARE) Act of 1990, 
administered by the Health Resources and Services Administration 
(HRSA) ; it was estcdDlished 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 persons living with AIDS. 
Title III of the Act provides early intervention services such as
, ■ ...■ V;.
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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 availability of 
care and services for women, infants, children, and youth in a 
community-based family-centered system of care. HRSA also 
provides primary care to persons living wi^iHiy; through its 
Community Health Centers and Maternal andt'C^ila^ Health Progrcuns. 
Housing assistance is provided by the De^ai^i^eStllbf Housing and
Urban Deyelqpmeht (HUD) through, their Hous|||i|^^£6rtunities for
Persons with AIDS (HOPWA) and other progr^;;|

Oppo^^imml^eBs
V : •

The challenge'before us today/ especially inof , the 
restricted fiscal^eriyironment, is: to ensia^gti^^hrspns living 
with HIV receive^the care they^need so theypna^jfeva the

in^jrove prioritization efforts, inprove accountability, and 
increase the cost-effectiveness of services they provide.

The Health Care Safety Net^ We must continue 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, ouid home care 
-- the services that allow people to live longer more productive 
lives. . Present Congressional plans to Cut the Medicaid program 
overall by $169 billion and turn 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, including 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 otganizations, 
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 irrportant 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

■ ^

■i.v
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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 tqlWojri^^thin a managed

l.-.V

Many healtAj^'"

care struct\ire;%&||'^
' . ;

Integrated Continuum .of Care. 
that one of the-^mbst potentially effectiye"^ HIV positiy^«^sms&in addition to redu^ 
infection,: ll'esSfn^prbviding people accessf , 
continuum of|^ai|#pare services. Thir:in|lp< 
testing, comprehensive'health care, home heal' 
to substauice iaBuset|breatment and prevention

IS

teince iabuse itri

ir'"dViders believe 
to treating

aellng and 
^%nd access

^nto
V • 

:::One of the most: powerful methods of recruitih^^^,^^__.— 
primary care is'khidwledge of serostatus -- '’persons‘who know they 
are HIV positive are more likely to seek health care. Counseling 
and testing service^'can serve as a gateway tp this care. 
Unfortunately^’; the niajprity of Americans do not^topw^ whether or 
not they ard^HIV positive. There is a heed'tp;^evelpp better 
outreach education in order to encourage people tfo."come in for 
counseling and testing and link them to appropriate services as 
needed. Without the linkage of testing to medical care, the 
opportunity to prolong life is lost.

■ !' ".'■.V- '
... ....... . ................ ......... . .Linking an HIV positive 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 addition to local and
Federal governments. .! ■

Housing Services. Housing is also an important element in the 
effort to provide comprehensive care for persons living with HIV. 
It is the foundation upon which any program of care or services 
must be built. Without stcible housing, a person with HIV/AIDS 
has diminished access to programs and services euid a diminished 
opportunity to live a productive life. It is estimated that up 
to 50 percent of persons living with HIV and AIDS will become 
homeless or are at risk for becoming homeless during the course
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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 faunilies, as housing 
must often be prcfvided in connection with^W£^<^a|^|^|8ervices 
that enhance an; Individual's or family's
independently.^^'ln addition, persons livingM^|p\r^?t also

E^faoiilt'sr'

»l3#ilh

overcome reduced housing options due toJun.j^ 
prejudice regarding:AIDS. The HOPWA prog^^^^ 
to provide/comnnxnit^;^ith a tool to mefejM^ 
resources, effective plahning, and coordination^ 
public and prij^tejefforts. - It is estimateM^ 
providing housing services in a HOPWA-fuftoCT^ras 
is far less ^tiie;ayerage day in the h6sE^||program must' be protected, but it must also|be||,
HOPWA cannot dor^it ialphe. ' Protecting this con^OL^^-
safety net and providing housing for persons living wi— ----
require integrating housing services into other progr^, and 
ensuring a shared responsibility between Federal, stetteV' local 

, g^erameat^,^^||pnity, organizations. , . ,, ..
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 opportvinities that do not face the non- 
incarcerated population.
Improving access to appropriate HIV-related care in prisons must 
be a priority. This effort Ccui 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, effortsmust be 
made to improve colledjorative efforts to build linkages between 
prisons and outside public health departments euid 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 coiqprehensive:
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However, for organizations on the front lines of the epidemic, 
putting together a comprehensive integrated program requires 
applying to numerous Federal agencies. For example, creating a 
program that integrates primary care with substance ad>use 
treatment and prevention, and sexually transmittefi jdisease 
screening and prevention would require separ^olsp^ieations to 
SAMSHA, HRSA, aiid CDC;‘:^|Adding housing assl|it|i^|i^|aL research 
component would re^ird^additional applicatibS^stSit 
NIH. The Federal I gcvej^ent needs to simi^ ' structures so tlial care, prevent
integrated in order ;j£<f|proyide cost-effeqt^ ' 
to HIV-infected* persons ?a^ persons at rii^
substance aibusers^£uid|their partners. Th^

iuad the 

-t can be

■ ■ ■■

Interdepartmental Task Force for HIV and AlD3| 
agencies must identl|yMpprbaches for faciil^€^ 
development of inte<^rat^dfbare and prevent^i^i

Evaluation. Strong Federal support for these safety'net programs 
must go hand-in-hand with iitproved accountability "and''priority 
setting. Evaluating current activities can provide .valuedDle 
information for planners and those on the frontlines-of the 
epidemic. It can assist us in providing bettbr^carfe"to p^ 
living with HIV. In an era of limited resources opupled with a 
demand for cost effective services of high quality^ wemust use 
all the tools availcUale to us if we are to help those .persons 
living with HIV. : : \

Federally supported programs can and should consistently provide 
quality care. Through the efforts of researchers cuid 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 
irtproving the knowledge and skills of clinicians is the AIDS 
Education and Training Centers (AETCs) effort sponsored by the 
Health Resources and Services Administration. A najor 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.

•V'
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INTERHATIOHAL ACTIVITIES

. ;

AIDS is a global pandemic. In the United States it is estimated 
that between 800,000 and 1 million people are currently infected 
with HIV. The World Health Organization (WHO) estimates that 
18.5 million adults and over 1.5 million children^fireifwrrently 
infected worldwide. WHO also estimates ' ' ‘ ^  ̂
new HIV infections can be expected annually,
2000, thirty to forty million people will 

'around the'globd.'^ '-"'il

! set ofThis pandeniio i&sints ¥1uni^¥ set of heilEffi,. , 
and political challengesJ;tUt;xnost often aff^|s|^

diriic.

d^irlca

#ttvThe:
"lyears.to 44 -- those; who are in the most product 

period from initial infection to disease qnsebj|canl 
during which time persons mai^ unknowingl^le^eaSr 
The WHO estimates that there will be 10 to IS^Mill- 
worldwide attributable to HIV/AIDS by the yea'r'^2&5 
and Asia, economic advances are threatened, amd in some cases, 
may be reversed due to the pandemic of HIV and AIDS;'j»^S6Gib-' 
economic studies have shown a decrease in overall domestic 
savings and investment levels,: negative 
investments, reductions in the'volumes of ^
and a reduction in receipts from tourism.^* Goverhments^wlTl 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,^he’number 
of healthy men and women able to serve in the government euid the 
military.

Due to the global nature of the pandemic, its negative impact on 
both developed and developing countries cannot be overstated. It 
is 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 organizations to develop a framework to guide U.S. 
foreign policy in the global efforts against HIV and AIDS. The 
major areas identified for U.S. leadership are: preventing new 
infections; reducing the personal and social irrpact of the 
pandemic; and mobilizing and unify national and international 
efforts. The U.S. Agency for International Development (USAID) 
also has a leadership role in the global HIV effort through 
development assistance, research and policy formation. USAID 
focuses its strategy on developing prevention programs based on 
proven interventions, addressing social, cultural, regulatory and
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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 Jt^tigate 
the impact of the epidemic. The U.S. Information Agency (USIA) 
supports programs that promote dissemination of tf.S. policies and
information related to HlVemd AIDS; and the 
portion of its volunteers ^o-directly address 
concerns in their countriestof placement., In

^ll^icains a

agencies support research byjsrseas, including; 
Institutes of Heaithp the-fcenters for Disease; 
Prevention, andvth^Dep^gme^ of Defense (Dpli 
DOD is conducting’‘cilhica^trials of candidat 
Thailand. NIH <wdrking^vin^^Haboration witliiO^

^ “ toMsbcial and behavioral p-ts
gtely

■ '

basic scientific studieiap^%>cial and behaividral' 
in developing cpun€5^ieS.Mf%Jjiresults of the^ st^ 
will be used to develop ^inE'i$v«rit^ to reducd^

, place indlvi^s^Xt'ri^^^pntracting Hiy;|^nti

Opportunities for Progress

International Leadership, Ihe. United States has establi^^, a 
global leadership role in’oCTtijatting the epidemic. 
leadership must continue. 'T^ U.S. strongly supporhi^lie’newly 
established Joint and Co-sponsored United Nations PrQgramme on 
AIDS (UNAIDS)’ . Moreover, the U.S. is a member of vthe governing 
body of UNAIDS. Supporting UNAIDS demonstrates, the.:continuing 
commitment of the U.S. to collaborate with other JcQxMferies 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 stcibility worldwide.

i.-r

’ 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 
source of policy development and research; provide technical 
support; and be an advocate for comprehensive, multisectoral 
responses to the pandemic.
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Sharing Technology and Bringing Lessons Home. In addition to 
financing the development of large scale, conqprehensive AIDS 
prevention progreuns in many countries, USAID has gained valucd)le 
insights and lessons from experiences from these countries and is 
applying them to U.S. populations. Based on the Vice President's 
initiative to bring the lesions back home thrpugfi|i)ieM^iss|:in- 
without Borders Project" to inner city emd rural||Lri^M§i"‘ 
problems similar to those experienced overseas/Ithe^dal® 
create linkages between U.Sv; community orgeuiiz;at||>|3Sy|““*^ 
international projects in ordter^tb share solutioi^^that know no bprders4|^^e|jj;^|>|^hrpugh
will continue to build'emd7sWehgthen hetwbrics "tlialS'lllij 

idership, coordinate and /traMhat:iP^|||imfacilitate leadershipV cbbrdihat^n and traii^hatiPiMi|^pp! 
to AIDS prevehtibn and control- programs 2ind AIDS related 

^ research; exchaige|cultcralij^e#^*-^’^Sr^^®*^^^^^y- 
Educational, and Itrainingf materials; and demonstrate thel|^ 
Eidirectionaiity of USAID international programs and its' 
"potential impact on US based programs, U.S. based'non- " 
governmental organizations and indigenous groups.

Program Coordination. One of the.most challenging aspects^^sPt;, , 
U.S. effort is effective coordination among a host of-agencies 
with varied missions euid activities. The State Departmentr^emd 
agencies such as USAID and USIA are primarily focused on country- 
specific 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 identifying and 
coordinating this effort.

I
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TRANSLATION OF SCIENCB INTO PRACTICE

7^ 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 clinicieuis rcarin^:|for persons living with^H^^)^.,^. 
increasing presence of HIV;>ln^very community neces|ita^M ;;that 
all health care providers becom^ knowledgeaible edx>ut^a^|figff6r

- - --^'-ch€ad'>^ncespersons with HIV. Iinpr<5yls?^^?,hfanslation
' Into daily clinical praCfe^!^!^ 

,: ^ xplicdaorative effort .on^hM 
^i^individual health caref^c 
; orgeuiizations 

,::lhospitals, and

require an ori^d^
:ubf the Federal

^PKedical schbbls\^.*,a.^_
..f,.-..... . . . . healthMint^ill^y

mm
. D^vex.ax Ct^CilUXCD* VOW5 m f ^
Health (NIH) supports a broad^^range of efforts Including a- ^ 
"Clinical Alerts" mechanism for the dissemination of clinical 
trials results to health professionals, the media, and the 
general public. NIH also supports publicly availcd3le 
conputerized dated>ases such"^slAIDSDRUGS, AIDSTRIALS,; and 
AIDSLINE in addition to a toll-free 1-800 TRIALS-A AIDS Clinical 
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) cind the AIDS Information 
Clearinghouse. The CDC also issues guidelines for heaifchV 
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 exan^le these materials are clinician guidelines for 
the evaluation and management of early HIV infection. The Health 
Resources and Services Administration has also developed 
guidances for its CARE Act gremtees.
Due in part to Federally-sponsored information dissemination 
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 cm 
increased focus on prophylaxis for a range of infections in a 
primarily outpatient setting. Individual agency projects have
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clinical practice. ^ ‘

been productive in facilitating this change, such as the 
Comprehensive Guidelines for the Prevention of Opportunistic 
Infections in HIV-Infected Persons developed collcd)oratively 
between the CDC, NIH, and The Infectious Disease Society of 
America (IDSA). NIH's state-of-the-art conferences have also 
contributed to improving'^the^^tr^slation of research results |into

____________________ /r-• ' ■■ ■ -

Opportunities fbr,Progress^:|’||||^
However, despite these ^ucc^s^is^M^re are stillxat^ 

improvement. For; exait?>ie, .an supported study in^ ,
that primary care physiciansr^inii^i^ificant HIV-reia|^ 
symptoms during patient exandri^loM^^ Other research|lndicatfB5|- that'a disturbing nunfcer pfi <^in|^^ pot aware
iiao iirtW#a7-oai nr<arautibna in the^coiirse of routine Datient J^a^^lvg^'f 'use lihiversal precautions iii tMdcwree of routine pat^ieht^ carel® We^are -also at > ste^^stiM^e in the beginni^|^;J ^ ^ 
epidemic, where research advcudCes are coming more fre^ently.'* In 
the,case of the NIH study which demonstrated it is possible to ^ .
block perinatal transmission by administering a specific AZT 
regimen to the mother and baby^,,^^J:^.j3ec^e clear that this^ 
scientific breakthrough required^a; change in the standard-of-i ^ 
care. This change also required the development of new testing 
and counseling 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 Financing Administration (HCFA) ^ 
was required.
Coordination of Federal Activities. The most pressing need in the 
area of information dissemination is to improve coordination 
among Ptiblic Health Service agencies. Ensuring that information 
about 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 coordination among Public Health Service 
agencies.
Improved information dissemination efforts are also needed in the 
area of primary prevention models. As noted in the prevention 
section, good models of effective prevention interventions have 
been developed, but often this valuable information is not 
reaching 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 mcike a difference. .

, r • , .
• / / •.■•y :

40



: ^: 4.. .;

National Strategy for HIV and AIDS
Draft for Department and Agency Review: 1.30.96

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.,inf action and bring'tK^^id^c 
under control. Because of fear^c^'discrimination 
many people do not voluntarily >eek testing for HIv; .?^;^Meau!it 
they .remain unaware of their :^HIV; status and cannot :t4fcf^^Mi||age 
of care that could help them live^,longer more producti^^^§^fes^| 

opportunitle8:to,i?duraite people are
- -1

iff'-’: ■ 
■ ■ ■ m

idha'
"Sill?:. ...ail,"are 'now laws in place to protiEi<:t|piiebple against Hiyrreljfi. 

discrimination in employment^]homing, and piiblic "accpipro|aar 
However, the enactment of laws" is Sinsuf f icient 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, conraunities, 

•and bhecitizens of this cpuntjry||^rf;4 .̂■

Federal and State laws do exist to protect persons with HIV.
Many of the more common legal issues faced by people living with 
HIV and AIDS, such as family.law issues, estate pleuining, 
landlord/tenant problems are regulated by state law. The primary 
source of Federal statutory protection for people living with HIV 
is the Americans with Disabilities Act of 1990 (ADA). (Federal 
agencies are prohibited from discriminating against people with 
diScLbilities 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 disability in public 
accommodations. The Department of Justice (DOJ) is responsible 
for enforcing Titles II and III. The Health Care Finamcing 
Administration (HCFA) also enforces regulations regarding the 
treatment of HIV-infected persons.

The Federal government has aggressively and successfully 
prosecuted private sector violations of the ADA. These efforts 
will continue. Under this provision the government'has been 
extremely successful in prosecuting a range of cases, including 
clinicians who have refused to care for HIV infected patientd and 
employers who have dismissed persons based on their actual or
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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, > of ft- 
its own existing discriminatory policies. In order to 
areas of possible concern, the Director of the Of fice of NdttpziW'' 
AIDS Policy will as soon as possible condxict a systemati^|r(^il|i|:i; 
of agency and department testihgf progrcims.ft^The Administralifon^#;

serve..their? country. .■■■■■■.
•• .,-.7 ,•
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■ Budget Tables

(Will be developed after confirmation of individual budget 
figures.)

■ Acronyms , " ^ v' 5^' f ;■ ■ '

AIDS Clinical Triifl^S-: ‘v:;
ACTG AIDS Clinical Trial'Grwtl; - ' ^ MWlSi*
ADA Americans with DiscQ>iiities Act pf 1990 ■
ADC. ■ '^'-AIDS Dementia Complex^flff
AHCPR Agency for Health Care; Pol icy |ma Research AIDS< n^Acc[uired Immune DefpJi^c^^^Syn^®B^' ^
ADD .;,^Mcohol and other 'M

->• :

ATOD : 5Alcohol, tobacco, Jah^^f Jdi^

B0P^|p|||^au Prispn.^.^^^. j:4 Wi* V:

CARE Ryan White ConqprehensiW AIDS Resources Emergericy jicltiv;
CDC The Centers for Disease Control and Prevention
CMV'. vr-.-'- ‘ ■.■■.■ -.r’:’- ■-■■ ■

CNS Central Nervous System ^.
CPCRA'"^ Beim Community: Programs 5fonClinicjal Research bn

■ '■^■AIDS

DOJ Department of Justice •
DOL Department of Labor
EEOC Equal Eitployment Opportunity Commission

FDA Food and Drug Administration

GCRC General Clinical Research Centers Program

HCFA Health Care Financing Administration
HIV Hximan Immunodeficiency Virus
HOPWA Housing Opportunities for Persons with AIDS
HRSA Health Resources and Services Administration
HSV Herpes Simplex Virus
HUD Department of Housing and Urban Development
HTLV-1

ICD
IDTF
IHS
lOM

Institute(s), Center(s), Division(s) 
Interdepartmental Task Force on HIV and AIDS 
Indian Health Service 
Institute of Medicine

MAI
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NCRR
NGO
NIDA
NIH
NREN

OAR
01
0MB

POP
PHS
PLWH
PSA
PVO
PWA

RFIP
RPRC
RWCA

SAMHSA

SPF
SSA
SSI

National Center for Research Resources 
Non-governmental Organization 
National Institute on Drug Abuse 
National Institutes of Health 
National Research and Education^Network

• ,W1

Office of AIDS Researchf^ 
Opportunistic Infectionm ,, Office of Management,:^^^Budgi^i'

Pn^yiniocysti s car ini i pneumonia 
Health Service Persons 'living with Hivlfe 4 i..

r
w

4'"--

Piiblic Service Announcement = p 
Prg^ yoluntaj^ Organizatiooiil^^

r ■ 4® ^ ^
Research Facilities Infrastructure 'Progrcun (NIH) 
Regional Primate Research Center ^(NIH),
Ryan White Comprehensive'AIDS Resources Emergency

Substance Abuse and Mental Health- Services 
Administration . 44*
Specific Pathogen-Free
Social Security Administration : .,
Supplemental Security Income

■‘*-v '

TA
TB

Technical Assistance 
Mycobacterium tuberculosis

UNAIDS United Nations Programme on AIDS
USAID U.S. Agency for International Development
USIA U.S. Information Agency

WHO World Health Organization

n:\np\oiittin20.a96
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Death Rates from Leading Causes of Death in
Persons Aged 25-44 Years, USA, 1982-1993

o' 20-

HIV Infection
Unintentional
Injuries
Cancer

Heart
Disease
Suicide
Homicide

Liver Disease
Stroke
Diabetes

y-T*

f ••

82 83 84 85 86 87 88 89 90 91 92 93*
National Vital Statistics *Provisional data



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 Discibilities 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.

V

Populations Served; Victims of HIV/AIDS discrimination. Federal, 
state and local agencies, businesses, and the general populace.
Constituency Involvement; teg^ng communication with AIDS-related disability groups.,, -- Corr^t^ ■'..

Unmet Need: Funds for attorneys for additional litigation. Public 
education and technical assistance for health care and day careu t^jj^roviders about their ADA obligations to persons with HIV.

■JT



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 (EDO 
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: $133,900 
PY 96: liriJcriown
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; ;#oups?
• •••••••• • ••. .•••_.•_____• • . •

Any consultation with victim's

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.



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:

, annual training and limited testingVO

c \ "annual HIV information update and infectious disease' i . training to all staff;
„ M^ produce inmate and staff HIV educational videos;

(lo participate at least quarterly with HRSA in audio
) conferences on HIV issues; andT

conduct random HIV testing on inmates upon admission. , , ,
For employees of the DEA, FBI, INS,YjMD,^and US^ provide: fV

general training and field office training;

annual bloodborne pathogen training to all personnel as 
mandated by OSHA (discussion of HIV/AIDS is included in this 
training); and

an annual update on the bloodborne pathogens training as 
necessary to discuss new information or changes in the use 
of safety equipment, etc. Supplement update with periodic 
me^s on, use of personal health-eOTipitienc??r How Is (his 
ar^erent: frcm bullet

Descriptions: DOJ staff prevention training prog

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

Populations Served: DOJ employees and BOP inmates.

Constituency Involvement: NA?.?^ (is)

OrMJo ^5j) , "be A '

I'll ^ 6'



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.

I



PREVENTION

Agency; Department of Justice
0 VGoal; Reduce risk of infection to at risk detain

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.
PY 96; Part of overall operating budget.

Populations Served; Detainees

Constituent Involvement: ???

omnet Need: None, pow does this connect goal where
10 % are tested?



-CARE-S^^RVICE^ 

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.

IS prsvalsnoe data;i«^':fco allocate.resourcss fog gatS:^
....................... . I'i'/l .
FY 95: Part of overall operating budget.!
PY 96: Part of overall operating budgets

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

Constituent Involvement: NA.
Unmet Need: Funding^-^or research into special segregation of 
inmates, treatment:-- does this mean health care?^ , extent of
risk and contact 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.



RESEARCH

Agencyt National Institutes of Health

Goals Enhance understanding of the etiology and pathogenesis of 
HIV infection.
Objective li Support research to further understanding of HIV 
iiranunopathogenesis.

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

Descriptionsi 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 cytolcines, 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 )cey patient samples, animal model resources, and 
laboratory reagents.



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

Action Steps: Delineate the molecular and cellular 
mechanisms of transmission and este±»lishment 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 tremsmission;

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 underiresearched 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 
proinflcunmatory 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 cind 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 6j Support research to enhance understanding of HIV- 
related wasting syndrome.

Action Steps* Elucidate the etiology and pathophysiology of 
HIV-related wasting, failure to thrive, and growth 
retardation.
Descriptions* Define alterations in body conqposition, 
nutritional status, metabolic patterns, energy balance, and 
growth and development associated with HIV infection; and

Elucidate the pathogenesis of HIV-associated wasting and 
impaired growth and development, including the roles of 
cytokines, malabsorption, cinorexia, 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, 
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.

PY 95: 345,663,000 
PY 96* 374,767,000

Pops. Served*



Unmet Needs: The NIH FY 1996 Plan and Budget Batimate 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

Agencyt National Institutes of Health

Goal* Provide support for training and infrastructure to carry 
out HIV-related research.
Objective li 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 progreims 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 2t Meet the resource needs of HIV/AIDS researchers.

Action Stepsi 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 cuid international collaboration 
and data communications;

Provide for expansion of breeding facilities to ensure the 
adequate supply of species of emerging io^ortance;

Provide NCRE 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 progrcims at all the RPRCs; and

Provide further support for the development of SPF macaque



colonies.

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

Populations Served: All populatioi^^

Constituency Involvement: Researchei^; cliri conununitf
patlSiKPcieBentatives *RAC, and-
Advisory, Conndttees. Others?

Unmet Needs: the NIH FY 1996 Platt W 
Scie®fJt»o^tuiities in HIV.R||||M|i

iltimate for 
identified!



1 I

TRANSLATION OP SCIENCE INTO PRACTICE

Agency: National Institutes of Health
Goal: Develop and support prograuns 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 relevauit research findings through the AIDSTRIALS and 
AIDSDRUGS datcdjases 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;
Collciborate 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;



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 aibstracts from meetings, where 
avail2dDle, online before scientific meetings;

CollcQjorate 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 adDout research 
and the clinical trials process to primary care providers, 
community-based HIV/AIDS service organizations, and persons 
with HIV/AIDS.

PY 95* 15,400,000 
PY 96* 16,115,000
PopulatloM Served: AU populations 
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$2,412 over the FY 96 figure.



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.
Descriptions* Develop nonhuman primate and other ainlmal 
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, euid 
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 suitadjle 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 necessa^ for ensuring 
adequate performance of Phase III efficacy clinical trials.

Descriptions: Prepare for adec^ate followup of individuals 
participating in vaccine clinical trials to detemine 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 emd 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 cd50ut 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 4t 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 international 
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;
EstcdDlish 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 coit^arative 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 cam be obtained; and

Conduct behavioral research pertinent to preparation for 
Phase III trials.

Objective 6i Conduct vaccine efficacy studies.

Action Stepss Establish criteria for selection of suitable 
vaccine candidates and conduct Phase III clinical trials 
when established criteria are met.
Descriptionst 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.

PY 95: $111,831,000 
FY 96: $118,128,000
Pops. Served: All populations



Unmet Needsi 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 cytokines 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 reconstitute 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 OIs 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 OIs;
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 
OIs;
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 01 
research; and
Determine the role and capability of preexisting immunity 
(both induced and natural) to control 01 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-01 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 
neuropathogenesis 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
Populations Served: Ail: ;|c>p^at;W|

Constituency Involvement: Researchers, clinicians, community and 
patient representatives, NIAID Advisory Council , ARAC, and OAR 
Advisory CoTOiittees, Others?
unmet Needs = ^an and Budget ■Estimate'ifor



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.



PREVBNTION

Agency: National Institutes of Health

Goal: Prevent new HIV infections through behavioral 
interventions.
Objective li 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, amd 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, 
community;

and

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 eind social 
science research to design, inclement, 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
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drug equipment);

Support research on Increasing the effectiveness of drug 
cUouse, 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 3t Assess innovative dissemination strategies.

Action Stepst 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 auid 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.



DescriptionsI Identify the behavioral, psychological, 
cognitive, and social consequences of HIV disease for HIV- 
seropositive individuals, their support systems, and their 
coiranunities; develop and evaluate innovative behavioral and 
social approaches to manage these consequences, including 
health behavior changes, stress management, and inqproved 
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 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 progrcims conducted in the 
community; explore novel mechcinisms 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 emd 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 euid 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; collad>orate with other agencies 
of the PHS and outside organizations to maocimize research 
resources;
Promote HIV-related research in predoctoral and postdoctoral 
programs; facilitate the development of practica and field 
placements in HIV treatment, prevention, amd 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 IRGs, OAR Advisory Committees, and OAR staff;

Support and expand computer networking among behavioral and 
social science researchers; provide additional Iciboratory 
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
py 96: 161,595,000

Pops, served:

Constituency Involvement:
BliPiWiiiwiiiM



RESEARCH

Agencyt National Institutes of Health

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

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

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

Descriptions} Support development emd 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 excuiple, evaluating 
existing needle exchange progreuns, 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 adec[uacy 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 
substitutes and hematopoietic growth factors; and

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

Objective 2t 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 euad mechauaisms 
of HIV transmission in various populations.
Descriptions! 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 amd phenotype) , auid 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 inf lamination (ulceration) , mucosal 
immunity, and anatomic factors such as ectopy; and

d. behavioral risk factors, such as oral and anal 
sexi:

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 3i 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 Iciboratory 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;
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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;

Evaluate strategies of care delivery and case management to 
determine their impact on HIV disease progression and 
quality of life;
Elucidate 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 4i Enhance understanding of susceptibility to HIV 
infection.

Action Steps* Identify, evaluate, and apply innovative 
laboratory and behavioral strategies to study 
epidemiologicaliy defined populations with regard to 
transmission and progression of HIV disease.

Descriptions: Apply cutting-edge laborato^ 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 IcdDoratory and behavioral 
strategies from basic research to epidemiologic 
applications;
Promote development and application of Iciboratory 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) appliccUole 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-



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 4i 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 i»rolhcid|p|lBipi and ,
identification of behavior risk factors in 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.), 
sexually 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



detailed Information about subpopulations as possible;

Promote the development of new high-quality biometry 
progrcuns 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
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1 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.

PY 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: ???

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

HIV? children, and youth at

Objective Is stabilize crisis situation and provide needed 
services.
Action Steps: Provide shelter and immediate services including

services and education and prevention related

Descriptions: Runaway and Homeless Youth Program.

PY 95: 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. Advocacy Groups? Service Organizations? 

Unmet Need: ???

Objective 2: Provide foster care and adoption services to abused 
HIV/AIDs'^' otherwise needy children including those with

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.

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

Populations Served: Children in foster care.

Constituency Involvement:

Unmet Need: ???

Objective 3: Provide health and social services for abandoned 
HIV/AI^^^^ young children who have been drug-exposed and/or have

care, health services, counseling training ^ services, and recruitment and interdisciplinary

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; ???

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.

Constituency Involvement; Advocacy Groups? Service Organizations? 

Unmet Need: ?7?

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.

Constituency Involvement; Advocacy Groups? Service Organizations?

Unmet Need; ?;??;



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)

PY 95: 55,000 
PY 96: 75,000
Populations Served: Women with HIV infection participating in the 
WIHS.
Constituency Involvement: A broad representation of researchers 

Jatient/adv^ate9;^9|lnp||;:in :;,the ;develo^ent;;<«;^

Unmet Need: None.
Objective 3: To examine factors affecting health care utilization 
among participants in the NIH-sponsored Multicenter AIDS Cohort 
Study (MACS).
Action 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)

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

Populations Served: Homosexual and bisexual men participating in 
the MACS in four urban areas.
Constituency Involvement: A broad representation of researchers
and patient advocates had.input in the development of the MACS -
- correct?.

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 broad representation of researchers
and patient advocates had input in the development of; the ::::
ilicdtirect?
Unmet Need: None.
Objective 5: 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: 394,557
FY 96: 0 -- is study completed?

Populations Served: Medicaid recipients with AIDS in New Jersey. 

Constituency Involvement: ???|

Unmet Need: None.
Objective 6: To examine types of ambulato^ 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: 0 is study completed?



Populations Served: New York State Medicaid recipients. 

Constituency Involvement: ????

Unmet Need: None.

Objective 7: To assess the intact 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: 110,704 (from 1994 funds)
FY 96: 0 -- is Study completed?

Populations Served: New Jersey Medicaid recipients.

Constituency Involvement: ;???

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: Developing 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: ????

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) 
i:-S;'3S::Study conyleced?

Populations Served; Physicians who graduated from six New York 
State medical schools in 1989.
Constituency Involvement; ???|

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: 0 --; Xs study completed?

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 It To examine the effects of an in-home computer 
information and support system on health care costs and quality 
of life.

Action StepsX 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

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

Populations Served; Study volunteers.

Constituency Involvement: No HIV positive persons were included 
in the desighjpr, analysis ot the study?

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:

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.

Constituency Involvement: Glinicians? HIV positive persons?

Unmet Need: NA



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.

FY 95: 198,883 (from 1994 funds)
FY 96: 0 - is this completed?

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

Constituency Involvement: ????

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: Staft tP.ihiHate :and



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;
Program.

HIV/AIDS Mental Health Services Demonstration

Please clarify accounting -- do the 1.4 and.l.S million go 
on NIH-s and HRSA's accounts?

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, 
community service providers.

and

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 spectriim 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 
sex 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 
PY 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, 
community service providers.

and

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 in^roved training of 
clinicians. -- Correct?

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: $0
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 
services.

Descriptions; The Linkage Initiative.

FY 95; $7,700,000
FY 96; $0 (Funds are subsumed under the new Consolidated 

Demonstration Program.)

recompete?
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 prima:^ 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.

Objective 1: Reduce the number of new infections by 25 percent 
among clients served 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: High Risk Youth Demonstration ? Program.

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: $0
FY 96: $5,000,000
Populations Served: American communities. {Mqre information 
regarding which communities.)

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 FDP grantees. 

What is PDP?
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: $0
FY 96: $650,000
Populations Served: All Americans -- secondary to the impact this 
prqgrMjwiM health proleesiohals. : : (More inJonnaticin
regajr^^ng ; ■Ippat ron.);
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).

PY 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. Consumers?

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);

pevelop a drug fatally-fsfist# AIDS Drug
Assistance Programs {ADAP--RWCA Title IT);

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.

PY 95:

RWCA Title III; 
:: :rwca Title ivv

ty-:;96 :: RWCA Title: 1.
RWCA Title II: 
RWCA Tieie III: 

: rkCA: Title iV=
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 faimilies.

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
PY 96= 4,000,000 Are these;SEP^TE funds for the SENS

evaluation?

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 
AZT during pregnancy for preventing perinatal transmission, 
and' Medicaid eligibility' wd coverage to Medlcaid::;|li|jl||| 
women in RI, DE, SC, and NJ.

Descriptions: Establish a consumer-oriented educational campaign 
in key states with high HIV prevalence rates among women.
FY 9 5; Federal resources to: be : determined 
FY 96; Federal resources to be detesrmined.

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 projeOt? will not include women of unknown 
or negativeor negative HIV serostatus. ■]^is;:;:pi^ject:;^:;:^^ extended



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 resources to be determined. 
FY 96: Federal resources to be determined.

Populations Served: HIV positive Medicaid and Medicare 
beneficiaries receiving home health care.

Constituency Involvement; Significant constituent consultation 
throughout course of project development. 0t^er groU|>s^^

Unmet Need; Implementation of directives dependent on nature and 
fesGurces of each project partner. A little more detail needed.



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.

FY 95: 1,640,000,000 (Federal shar0) 
FY 96: 1,800,000.000 (Federal share) .•••

Populations Served; HIV positive Medicaid-eligible persons. 

Constituency Involvement: More infonimtl^

Unmet Need: NA



PREVENTION

Agency: The Centers for Disease Control and Prevention

Goal: 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 efficiency 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;
work with international partners to study TB, iiiylement 
vaccine ^ trials, e^hce_qlmical ^gnjejrtT||S|Jss 
prevention efficacy, and improve program management of 
HIV/AIDS - - - [relevance to goal?!

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 
PY 96: 140,917,000
Populations Served: All major racial, ethnic, and risk groups.

Constituency Involvement: There is regular consultation with 
national, state, and local public health officials and many other 
relevant organizations. Were Conmunity-based 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 prevention by 
(1) establishing-.a through-
:tr. ■ .......... ...................... .
ledia?;
»s''m;an'co^hicating'a'national agenda or^message *hrb^ the 

(2) promoting credible messages based on science through 
credible channels; and (3) encouraging and supporting prevention 
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. In 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. Prevention;;Marrketing Inifciative?:

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:
What are the baseline figures for the targets listed below?

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.
Among 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^ibaseline for the beldw-'llstedilili^ts? 
be; measured:^

How will they

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.

Objectives:
What is the baseline for the below-listed tiir^ets?

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

At the GP figures are listed: as one pot of money
; please clarify.

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 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 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.



National HFV/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 
with resources to provide housing and 
related services under long-term 
comprehensive strategies for meeting needs 
of persons living with HTV

Action Steps: Competitively-awarded and 
formula grants to provide broad range of 
housing and services to prevent 
homelessness

Resources
FY 1995: $186 million 
FY 1996 (proposed): $186 million

Populations Served: IxDW-income persons 
living with HIV and their families

Constimency Involvement: Communities 
participating in the Consolidated Planning 
Process will involve HTV/AIDS housing 
and services providers, advocates and 
persons living with HTV.

Description: Housing Opportunities for Persons with AIDS (HOPWA) Program and 
other HUP 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 HTV 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 HTV infection

Action Steps: Forge local partnerships and 
improve coordination of existing resources

Resources
FY 1995: $-0- (demo underway within 
existing resources)
FY 1996 (proposed).-O- ______

Populations Served: Children and adults in 
public housing in five targeted cities

Constimency Involvement: Funneled 
through local planning groups

7

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.



National HIV/AIDS Plan

Area: Housing/planning and continuum of care

Goal: Provide support and encourage the 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

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 
families n
Constituency Involvement: Communities 
participating in the Consolidated Planning 
Process will, involve HTV/AIDS housing 
and services providers, advocates and 
persons living with HTV.

Description: 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/AEDS Plan

Area: Housing/disability programs

Goal: Increase permanent housing supply for persons with disabilities including 

person living with AIDS

Objective: Increase supply of permanent 
units for PWAs

Populations Served: Disabled persons 18 
years and over

Action Steps: Encourage HTV housing/ 
program sponsors to apply for funds for 

project for PWAs

Resources
FY 1995: $376 million
FY 1996 (proposed): unknown

Constituency Involvement: Through the 
Consolidated Planning process

o\
1 Description: Section 811 Supportive Housing Program for Persons with Disabilities

I------------------------------------------- ------------------ -------------------
Unmet Needs- Program can serve PWAs in project which may include persons with

I other disabilities

II --------------------------—'------------------------------------------------------------- »



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

Populations Served; Homeless persons or 
families with AIDS

1 Action Steps: Make formula grants to 

eligible jurisdictions

Constituency Involvement: Local 
partnership between eligible jurisdictions 
with housing agencies

Resources
FY 1995: $103 million (over 5 years)
FY 1996 (proposed): $0

Description: Section 8 Rental Assistance for Persons living with HIV/AIDS who are 
homeless or at risk of homelessness

Unmet Needs: Permanent independent living is the most requested form of housing 

assistance.



National HFV/AIDS Plan

Area: Housing/services

Goal: Increase supply of housing with related supportive services for homeless 

persons living with HTV

/

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 HTV/AIDS housing 
and services providers, advocates and 
persons living with HIV.

Description: 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
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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: $6(X) 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 HTV/AIDS housing 
and services providers, advocates and 
persons living with HTV.

Description: Supportive Housing 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.
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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 wth HIV.

|| Objective: Ensure the availability of single 

room occupancy housing options for 
homeless persons living with HTV

Action Steps: Authorize supported housing 
options through comprehensive homeless 

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)

Populations Served: Homeless 

persons

Constituency Involvement: Communities 
participating in the Consolidated Planning 
Process will involve HIV/AIDS housing 
and services providers, advocates and 
persons living with HTV.

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.



National HIV/ATOS 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:

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 HTV.



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 HTV.

Objective: Increase awareness on HIV 
among agency and other staff

Action Steps: Authorize training activities 
in HUD programs for HUD staff, AIDS 
related nonprofit providers and grantees

Populations Served: Public and private 
staff and persons at risk of HTV infection

Constituency Involvement:

Resources
FY 1995: $0 million (within training 

funding)
FY 1996 (proposed): Discretionary within 
homeless assistance grants ($1.2 billion) 
and HOPWA ftmding ($186 million)

7 i

Description: Training or other support for awareness on HIV

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 HTV.
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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.

Objective: Ensure that the needs of persons 
living with HTV are addressed in HUD 

programs

Action Steps: Designate an office with 
direct responsibility for programs and 

advocacy on AIDS issues

Populations Served: Homeless 
persons, nonprofit organizations, 
government agencies, HUD staff

Constituency Involvement:
f-

Resources
FY 1995: $0 million (within current 
efforts)
FY 1996 (proposed): $0 million (within 

current efforts) ______
Description: Office on HIV/AIDS Housing

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
clients.


