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CLINTON ADMINISTRATION RECORD ON HIV/AIDS 

Overview: An estimated 800,000 to 900,000 Americans are believed to be living with HIV, the 
virus that causes AIDS Since the epidemic began in 1981, more than 700,000 Americans have 
been diagnosed with AIDS, and more than 420,000 men, wome~, and children have lost their 
lives to this disease. . 

The Clinton Adm'inistration has responded aggressively to the significant threat posed by 
HIVIAIDS with increased attention to research, prevention, and treatment. Overall funding for 
AIDS-related programs within HHS has increased by 150 percent under the Clinton 
Administration, withfundingfor HIVIAIDS care under the Health Resources and Services 

Administrationu Ryan White CARE Act increasing by 358 percent. The proposed FY 2001 

budg~t includes $9.2 billion in total HIVIAIDSfunding within HHS 


At the same time, the Administration has sharpened the focus ofits AIDSprograms, establishing 
a new Office ofNational AIDS Policy at the White House, and signed legislation creating a 

. permanent Office ofAIDS Research at the National Insfitutes ofHealth (NIH). The 
Administration also convened the first-ever White House Conference on HIV and AIDS in 
December 1995, released the first National AIDS Strategy in December 1996, midprepared the 
first federal biomedical research plan for HIVIAIDS in 1997. In May 1997, President Clinton 
announced a comprehensive AIDS vaccine research initiative designed to lead to the 
development ofan AIDS vaccine within 10 years, and in 1998, the Food and Drug 

Administration approved the nationu first large-scaktrial ofan AIDSprevention vaccine. In 
addition, the President announced the Millenium Vaccine Initiative on May 31, 2000 which calls 
for sharp Increases in vaccine research at the National Institutes ofHealth, new investments for 
the purch'aseand delivery ofexisting vaccines and a substantial tax cred.tt for the private sector 

. to speed the development ofnew vaccines. 

Today, HIV research efforts are making real inroads.·· New drugs are providing vast 
improvements,in the treatment ofHIV andAIDS, and new treatment gUidelines released by HHS 
are giving health professionals much needed guidance to help standardize the care ofindividuals 
living with HIVIAIDS As a result, the National Center for Health Statistics announced on 
October 5, 1999, that HIVIAIDS mortality has declined more than· 70 percent since 1995, and 
that AIDS cases are no longer among the top 15 causes ofdeath in national statistics, a fall from 
eighth place in 1996. Overall, the age-adjusted death rate from HIV infection is .the lowest since 
1987. This reflects the impact ofpowerful new anti-HIV drugs, and increased access to health 
care for those living with.HIVIAIDS. However; transmission ofthe disease continues, and 
effective prevention efforts are still crucially important, as is the search for a vaccine. 

The trends in AIDS death rates are uneven across racial and ethnic groups. In October 1998, 



, President Clinton declared HIV/AIDS to be a severe and ongoing health crisis in racial and 
ethnic minority communities and announced a comprehensive new initiative in collaboration 

with the CongreSSional Black Caucus to improve' the nation[1; effectiveness in preventing and 
treating HIV/AIDS in the African-American, Hispanic and other minority communities. Through 
the Minority AIDS Initiative, targetedfundingand technical assistance helps minority 
organizations and coalitions become stable,ongoing sources ofHIVprevention, HIV care and 
treatment.services, and substance abuse and mental health services within their communities. In 

,June 1999, the Administration also announced that Crisis Response Teams would provide 
special technical assistance to 11 Us. metropolitan areas to combat the spread ofHIV/AIDS 
among racial and ethnic m'inority populations, The Crisis Response Teams are meeting with 
loca/officials, public health personnel and community-based organizations that work with 
racial/ethnic minority persons living with HIV/AIDS to help them develop targeted strategies to 
curb the rapid spread ojHIV/AIDS among minority populations in' their communities and to 
encourage those affected to enter care. ' 

HHS Spending on HIVIAIDS 

Under the Clinton Administration, discretionary spending for H~V/ AIDS research, prevention, 
and treatment has increased dramatically. Altogether, dis~t'etionary AIDS-related spending by 
HHS in FY 2000 totaled $4.6 billion, up from $2.1 billion in FY 1993. In addition, at least $3.9 
billion is estimated to have been expended in FY 2000 for AIDS care under Medicaid and 
Medicare, up from $ 1'.6 billion in FY 1993. It is estimated that more than 5Q percent of 
Americans living with AIDS rely on Medicaid for their health coverage. 

The PresidentDs FY2001 budget proposes an increase of $66 million, for a total of $795 million, 
for programs focused in tWQ areas -- domestic HIV prevention and global AIDS. This increase in 
funding for HIV activities at the Centers for Disease Control and Prevention (CDC) will be used 
to encourage individuals at risk to avoid behaviors that can result in the transmission of the 
disease. Funding for CDC HIV prevention efforts in the U.S. have increased by $297 million, or 
60 percent during the Clinton Administration. Internationally, the PresidentDs budget includes 
$61 million for (DC, an increase of$26 million; or 74 percent, to 'continue efforts to prevent the 
spread of HIV in deVeloping nations. It is estimated that currently there are 22 million'adults and 
1 million children living with HIV / AIDS in the sub-Saharan region of Africa, and 34 million 
persons living with HIV infection globally. ' 

The FY 2001 budget will also invest an additional $125 million, ,for a total of $1. 72 billion, in 
the Ryan White CARE Act Program, an increase of almost 8 percent over last yearDs funding, 
level, to provide primary medical care and other crucial support services for people living with 
HIV and AIDS among increasingly vulnerable popUlations. This increase will allow an 
additional 2,900 persons to receive drug therapy through the AIDS Drug Assistance Program 
(ADAP). These drugs have helped to decrease the progression of HIV to AIDS as well as to 
improve the quality of life for people living with HIV / AIDS. During the Clinton Administration, 
the funding for the Ryan White CARE Act has increased 358 percent from $348 million in FY 
1993 to $1.595 billion in FY 2000. 



The FY 2001 budget also requests a to~l of$2.1 billion for AIDS-relatedxesearch at the NIH. 
This is an increase of $1 05 million, or ~.2 percent over the FY 2000 level. It represents a 97 
percent increase in funding for NIH AIDS-related research since FY 1993. 

Further, the FY 2001 budget requests $128.4 million for the Substance Abuse and Mental Health 
Services Administration (SAMHSA) to address sub~tance abuse and mental illness specifically 
as they relate to HIV/AIDS.' This is an increase of$14.8 million, or 13 percent, over the FY 
2000 level. The majority of this funding will be used for the HIV set-aside of the Substance 
Abuse Block Orant and Targeted Capacity Expansion programs for substance abuse treatment, 
prevention, and HIV / AIDS services focused on building infrastructure in racial and ethnic 
minority communities highly impacted by the HIV / AIDS epidemic. 

HHS Accomplishments on HIV/AIDS 

Stepping Up HIV Prevention 

HIV prevention efforts in the United States have significantly reduced the incidence of HIV 
infections. Prevention initiatives have helped slow the rate of new HIV infections in the U.S. 
from more than 150,000 per year in the late 1980's to approximately 40,000 per year today .. 
Specifically, the number of U.S infants who acquire AIDS from mother-to-child transmission 
dropped by 75 percent from 1992 to 1998. In 1996, for the first time in the history of the AIDS 
epidemic, the number of Americans diagnosed with AIDS, a late manifestation of HIV disease, 
also declined. AIDS deaths dropped 42 percent between 1996 and 1997 and the rate of decline 
was 20 percent from 1997 to 1998. 

HIV Prevention - Helping Communities 

CDC provides local communities with extensive financial support and technical guidance to 
implement effective strategies to prevent HIV transmission. Each year, CDC delivers more than . . . 
$450 million in financial support for HIV prevention activities to 65 state, territorial and local 
health departments, multiple national and regional minority organizations, and more than 100 
local community-based organizations. Altogether, this assistance accounts for 76 percent of 
CDC's spending on HIV prevention for high-risk communities. 

In 1993, CDC revised the way funds were distributed from health departments, adopting 
"community planning" to improve the effectiveness of its prevention funding to local 
communities. Under this approach, special committees, including health department and 
community representatives, collaborate to determine local priorities for HIV prevention based on 
data on the local epidemic, existing community resources, and science on the most effective 

. prevention interventions. 

In addition to community-b~~ed prevention programs, CDC's grants to health departme~ts also 

support the public HIV counseling and testing programs that serve as a gateway to HIV 




prevention and treatment for both at-risk and infected individuals. CDC also funds and provides 
technical assistance to state and city education departments throughout the country to help them 
provide HIV prevention education for young people. 

Publication of Compendium ofHIV Prevention Interventions with Evidence ofEffectiveness 
CDC developed the Compendium ofHIV Prevention Interventions with Evidence ofEffectiveness 
to help prevention service providers, planners, and others to imp~ement science-based 
interventions that work. The Compendium provides state-of-the-science information about 
interventions with evidence of reducing sex- andlor drug-related 'risks, and the rate ofHIV/STD 
infections. These interventions ~ave 'been effective with a variety of populations, including 
heterosexual men and women, high-risk youth, incarcerated poptilations, injection drug users, 
and men who have sex with men. All interventions included' in t~e Compendium came from 
behavioral or social studies that had both intervention and contro.! orcomparison groups and had 
positive results for behavioral or health outcomes. 

Implementation. of Know Now! Campaign - Of the estimated 800,000- 900,000 people living 
with HIV in the United States, as many as one-third donDtknow :it. Experience with, and formal 
evaluations of previous public health social marketing and communication campaigns 
consistently demonstrate the value of communication approaches in increasing awareness and 
promoting specific behaviors, such as HIV testing. In addition, campaigns can playa significant 
role in addressing HIV r~lated stigma. For these reasons, CDC nas de~eloped AKnow Now!,=: a 
social marketing campaign that will utilize various communicati~n channels in multiple targeted 
efforts to reach those at greatest risk ofHI V with HIV testing and referral messages.' 

• L 

Surveillance CDC works with state and local health departm~nts to track the number of HIV 
and AIDS cases in different areas. In December 1999, after extet;lsive work with state health 
departments and community HIV IAIDS organizations, CDC rele~sed guidelines to assist states 
in designing and implementing effective HIV surveillance systems. These guidelines include 
specific standards for both quality and confidentiality, reflecting CDCDs responsibiiity to balance 
the need for better data with legitimate concerns about confidenti~lity and security. They also 
stress the continued importance of anonymous testing as an essential component of any 

'11 ,Isurvel ance system. ; 

Collaboration for Incarcerated Populations - The prevalence rates for AIDS are significantly 
higher among inmates and releasees, especially women and adol<'1scents, than in the total U.S. 
population. Ofthe estimated 229,000 persons living with AIDS ~n 1996, almost 39,000 (17%) 
passed through a correctional facility that year: The confirmed A'IDS case rate among prisoners 
(0.51 %) was more than 5 times the US rate. Racial and ethnic minorities are disproportionally 
represented in incarcerated populations, and approximately 80% of prisoners have a history of 
substance abuse, including alcohol use. To begin to address thes~ issues, in FY 99, CDC and the 
Health Resource arid Services Administration (HRSA) jointly de~eloped and funded a 
corrections demonstration project with 7 State health departments to design and implement 
innovative HIV prevention, care, and continuity of care programs for inmates injails, prisons, or 
juvenile detention centers. Projects were also funded to provide technical support for these , . 

i 
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demonstrations and help highly impacted communities d,evelop ~apacity to address HIV/AIDS 
prevention in correctional settings. ' 

Progress With Associated Conditions I 

Syphilis infections increase the risk ofHI V transmission among adults at least 3 to 5-fold. Since 
1990, syphilis rates have declined 88 percent. IIi 1999, CDC lauhched the National Plan to 

I 

Eliminate Syphilis in the United States and initiated new efforts t,argeting 33 States and cities 
with either a heavy burden of syphilis ora high potential for re-einergence of syphilis. CDC has 
also increased tuberculosis (TB) prevention and control activities and sub'sequently reported a 34 
percent decrease in new TB cases in the U.S. from 1992 to 1999.! Persons with weakened 
immune systems, especially those infected with HIV, are at higher risk of developing active TB 
once infected with TB. 

New Testing Technologies 
CDC developed a cutting-edge laboratory tool, the detuned assay~ wh~ch allows identification of 
recent HIV infections. This new technology has enhanced our ability to characterize the 
epidemic and allows us to ensure prevention programs are directed to those most in need. 

, , . ! 

Engaging States in Prevention i 
The Substance Abuse and Mental Health Services Administration (SAMHSA) has encouraged 
state and community efforts to link and coordinate substance abuse treatment, mental health, 
services, and HIV (AIDS prevention and treatment efforts. SA:r\.1J~SA surveys, conducted with 
the three national state mental health, alcohol and substance 'abuse organizations identified gaps 
in service coordination and ways to enhance service integration atthe State level. These data are 
informing States on ways to bridge the three communities to imp~ove outcomes for people with 
or at risk for substance abuse, mental illness and/or HIV/AIDS. 

Reducing Risk-Taking Behavior 

The Substance Abuse and Mental Health Services AdministrationOs (SAMHSA) Center for 
• I 

Mental Health Services funds Prpject Shield, the HIV/AIDS High-Risk Behavior 
PreventionlIntervention Model for Adolescents/Young Adults and Women Program. Project 
Shield is a four-year, multi-site effort which is developing, implementing and evaluating a 
community-focused intervention to reduce high-risk behaviors among individuals at high risk for 
HIV infection. : 

i 
Syringe and Needle Exchange' Scientific research supported by;NIH has shown that needle 
exchange programs can be an effective component of a comprehetJ.sive strategy to prevent HIV 
and other bloodborne infectious diseases in communities that choose to include them, and do not' 

j 

encourage the use of illegal drugs. The Clinton Administration has communicated whathas been 
learned from the science so that communities can construct the m6st successful programs 
possible to reduce the transmission ofHIV, while not encouraging illegal drug use. 

I 

Substance Abuse Treatment Services to Reduce HIV/ AIDS Ri~k More than one third of all 
AIDS cases are directly or indirectly attributable to substance abu$e. Current evidence indicates 

! 



that substance abuse treatment greatly reduces risk behaviors ass?ciated with the transmission of 
HIV. Beginning in 1-994, SAMHSADs Center for Substance Abuse Treatment (CSAT)has 
supported the AIDS Outreach Program (now called the Commuriity-based Substance Abuse and 
HIVIAIDS Outreach Program) targeting high risk injecting drug ,users, designed to both increase 
the number of clients entering treatment and to reduce their risk for contracting HIV and other 
infectious diseases. In FY 1999, SAMHSA initiated a Targeted Capacity Expansion Program for 
Substance Abuse Treatment and HIV/AIDS Services in racial and ethnic communities with high 
AIDS case rates, expanding this effort to include a second group :of grantees in FY 2000 with a 
total investment of $32 million. In addition, SAMHSADs Substance Abuse Prevention and . 
Treatment Block Grant HIV set-aside provides funds for HIV cohnseling and testing in states 
with high AIDS case rates. 

Increasing Access to Care and Treatment 

.	Ryan White CARE Act The Health Resou~ces ~d Services AdministrationDs (HRSA) 
HIVIAIDS Bureau administers the Ryan White CARE (Compre~ensive AIDS Resources 
Emergency) Act, first enacted in 1990 to provide primary care and supportive services for low
income, uninsured and underinsured individuals and families affected by HIV IAIDS. Since FY 
1991, $8.0 billion has been appropriated for CARE Act programs, with a 358 percent in funding 
during the Clinton Administration FY 1993-FY 2000. In 2000, the CARE Act is serVing some 
500,000 people, providing care for individuals affected by HIV/AIDS in every state, the District 
of Columbia, Puerto Rico, Guam and the Virgin Islands. The CARE Act also funds services to 
individuals in 51 major metropolitan areas hardest hit by the AIDS epidemic. More than 2,500 
organizations are now receiving funding to provide care to indiv~duals living with HIV disease in 
their communities. I 

, 

The CARE Act has saved many lives by speeding delivery ofne~ HIV/AIDS treatments to the 
, many Americans who otherwise lacked access to these therapies land quality health ·care. In 
1995, AIDS was the leading cauSe of death for Americans betwe~n the ages of 25 and 44. In 
1996, highly effective new HIV IAIDS medications were introdu~ed and the AIDS Drug 
Assistance Program (ADAP) began to assist the states in paying for the expensive new 
medications. The benefits of these therapies were seen in 1997, when a sharp drop in the AIDS 
mortality rate was reported. ThePresidentDs FY 2001 budget pr~posal includes $554 million for 
the ADAP program, which serves thousands of Americans who would otherwise go without life-
sustaining HIV IAIDS medications. ; 

On May 26, 1996, and again on October 20, 2000, President Clinton signed legislation 
I 

reauthorizing the Ryan White CARE Act for another five years. 'In addition to the health care 

and pharmaceutical assistance provided through states and municipalities described above, the 

CARE Act supports 260 programs that provide community-based HIV early intervention 


I 

services, including HIV testing and counseling, and treatment for HIV disease. Over 700,000 

AIDS care providers have received state-of-the-art education and training through the AIDS 

Education and Training Centers Program. ' 




By widely distributing the results of the 076 AZT Perinatal Trartsmission Study to CARE Act 
providers, HRSA has facilitated a dramatic nationwide reductiort of mother-to-infant 
transmission of HIV, with the incidence of mother-to-child trans'mission dropping to nearly zero 
at many treatment centers funded by the CARE Act. Through the Special Projects of National 

I 

Significance Program, more than 200 research anddemonstratiofl projects nationwide have been 
supported to develop and evaluate new and more effective ways ito delivery HIV / AIDS care and 
services to hard-to-reach populations. . ; . 

Mental Health Services Attention to the mental health needs of persons living with HIV, or· 
those with high risk behaviors for HIV infection, is critical to H~V prevention and treatment 
efforts. SAMHSADs Center for Mental Health Services (CMHS) funded the Mental Health 
Services Demonstration Program from FY 1994 - FY 1998 to provide mental health services to 

I 

people living with or affected by HIV, generate new knowledg~about the role of mental health 
services in primary medical treatment for people living with or affected by HI V, and to identify 
characteristics of clients served and the types of services utilized. The CMHS now sponsors a 
collaborative effort with CSA T, HRSA and three NIH Institutesjknown as the HIV Cost Study 
Grant Program, to determine the effectiveness of treatment adherence models, health outcomes, 
and costs associated with the provision of integrated mental hea~th, substance abuse, and 
HIV / AIDS primary care services for people living with HIV / AI.()S who have both a mental 
disorder and a substance abuse disorder: 

I 

Treatment Guidelines HHS regularly updates and releases clinical guidelines for treating 
HIV disease using antiretroviral drugs among adults and adolescents, women during pregnancy, 
and children and infants,.and guidelines for the reduction ofmother-to-child transmission of 
HIV. The guidelines, developedby.panels of expert AIDS clinicians and,researchers, reflect the 
current state of knowledge about HIV disease and antiretroviral fuugs, and help to improve and 
standardize the quality of care for HIV -infected persons in the United States. 

i, 

Maine Medicaid Demonstration Plan On February 24, 2000~ HHS approved MaineDs 
Medicaid demonstration plan to launch an early intervention and treatment program for 
individuals in need who are HIV -positive but do not yet have AIDS and who are not already' 
eligible for Medicaid. Maine is the first state to offer a plan to emolliow-income HIV -positive 
individuals in the Medicaid program before they become disabl~d or impoverished. Recent 
research has shown that early intervention with AIDS-fighting drugs, including antiretroviral 
therapies, can slow the progress of the disease and increase life expectancy for many HIV
positive individuals. However, many people with HIV generally do not qualify for Medicaid-
the state/federal partnership that provides health insurance to lo~-income young, aged, blind and 

, . j" 

disabled Americans -- until they are considered disabled. This' qemonstration program will make 
drug therapies and treatment services available to HIV -positive people earlier in the course of 
their disease, helping them live longer, healthier lives. . 

. ,, 
i 

Ticket to Work and Work Incentives Improvement Act of 1,99 (TWWIIA) On October 
25, 1999 HHS announced two new initiatives to enable people with disabilities to become and 
stay competitIvely employed .. One of the grant programs will ~d cutting-edge de~onstrations 



! 

that enable people with chronic; disabling conditions togetmedi~al benefits without having to 
quit their jobs to obtain needed care. The other will assist states to increase services and supports 
to those who work, as well as help others return to work without :the fear of losing health 
coverage.· Both the grants arid the demonstrations help advance the goals of the Ticket to Work 
and WorJs Incentives Improvement Act of 1999, a law passed by:the Congress and strongly . 
supported by the Clinton Administration to encourage people with disabilities to work without. 
feat of losi~gtheir Medicare, Medicaid or similar health benefitsl For example, Mississippi is· 
using its $27.5 million grant award with additional state funds to;cover 500 persons with a 

. diagnosis of HIVIAIDS, who work or who plan to returnto wor~. The stateDs program will 
mirror the full Medicaid benefits and services. The projeCt is bei:ng implemented in nine counties 
in the Mississippi Delta where ther~ is a relatively high rate ofH~VIAIDS and limited health care 
resources for people with HIV/AIDS. : , , 

I 

Accelerating AIDS Drug Approvals Since 1993, the Food a~d Drug Administration (FDA) 
has approved eleven AIDS drugs and twenty two new drugs for tj\IDS-related conditions, and 
accelerated approval to record times. Included in those approval~ were the new class of drugs 
known as protease inhibitors, which have proven to be dramatic~lly effective in the treatment of 
HIV disease. In March 1997 the FDA approved the first protease inhibitor with labeling for use 
in children. Also in 1997, th~ President signed into law the FDA-Modernization Actthat 
included important me~sures to modernize and streamline the regulation of biological produ~ts; . 
increase patient access to experimental drugs and medical devicep; and accelerate review of 
important new medications.· These reforms build on the AdministrationDs reinventing 
government initiatives which led U.S. drug approvals to be as f~st, or faster than any other 

• . I 

industrialized nation. Average drug approval times have dropped from almost three years at the 
beginning of the Clinton Administration to just over one year. : 

. ) 
Ricky Ray Hemophilia Relief Fund In August 2000, HHS b~gan notifying the first eligible 
families approved to receive payments from the Ricky Ray Hembphilia l;(elief Fund. The fund 
was authorized by Congress in 1998 to provide compensation payments of $100,000 to 
individuals with blood-clotting disorders, such-as hemophilia, who contracted HIV from 
contaminated anti-hemophilic blood products between July 1, 19:82 and Dec. 31, 1987. Spouses 
and children who contracted HIV from these individuals and certain survivors may also be 
eligible. In 1999, the Clinton Administration worked with Congtess to achieve a $75 million 
appropriation for FY2000. . i . 

Accelerating Research on HIVIAIDS 

The Natiomil Iu"stitutes ofHealth (NIH) represents the largest sidglepublic investment in AIDS· 
research iIi the world. NIH funding for AIDS research has nearly doubled during the Clinton 

1 

Administration, increasing from $1.1 billion in FY 93 to $2.3 billion in FY 2000. The NIH 
supports a comprehensive program of basic, clinical, and behavi~ralresearch on HIV irrl'ectiQn 
and its associated opportunistic infections and maiignruici.es, inct;uding a growing portfolio of 
research conducted in collaboration with inve&tigators in develoyirtg countries. This research . .. 1 . 

1 
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aims to better understand the basic biology of HI V, devel~p effcictive therapies to treat it, and 
. , 	 I 

design interventions to prevent pew infections from qccurring. i 
• '.' .• 	 I 

Office of AIDS Research In one of his first acts in office,Pre$ident Clinton signed the 
National Institutes of Health Revitalization Act of 1993, placing full responsibility for planning, 

, budgeting and evaluation ofthe AIDS research program at NIH :in the Office of AIDS Research 

(OAR). Since 1993, the OAR has developed an annual comprehensive AIDS research plan and 

bU9get, based on the most compelling scientific priorities that ~illlead to better therapies and 

prevention for HIV infection and AIDS. These priorities are determined through a unique and 


, 	 t· 

collaborative process involving the 25 NIH Institutes and Centers and non-government experts 
from academia and industry; with the full participation of AIDS!communitY representatives. " 

NIH-Wide Evaluation of AIDS Research The OAR initiated]a major evaluation of the entire 
trans-NIH program in 1996, to assure that the most promising ateas of science were being ,, . 

supported, that critical scientific questions were being addresseq, and that the most effective use "
was. being made of federal AIDS rese,archresources. The revie'Y was of unprecedented scope 

and breadth across all the NIH Institutes and Centers. The ALe~ine Report=,=as it was known, 
.. provided a blueprint for restructuring the NIH AIDS science prdgram to streamline research, 

. strengthen high-:-quality programs, eliminate inadequate progra~s, and ensure that the American 
people reap the full benefits' of their substantial investment in A~DS research. 

, 	 . ' ~ , 

Prevention Research I 


. 	 I 
o 	 AIDS Vaccine Initiative A safe and effective HIVpreventive vaccine is essential for 


the global control of the A1DS pandemic. NIH has the l~gest single AIDS vaccine 

research program in the world. On May 18, 1997, Presi4ent Clinton challenged the 

nation to commit itself to the goal of developing an AIDS vaccine within the next ten· 

years. The President also announc~d a number of important initiatives to help fill this 
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.. commitment, including high-level international collaboration, a dedicated research center 
for AIDS vaccine research at NIH, and outreach to sCien1ists, pharmaceutical companies, 
and patient advocates to maximize th~ involvement ofbqth private and public sectors in 
the development of an AIDS vaccine. As of May 2000, "N!AID-supported researchers 
had evaluated 28 vaccine candidates and 12 adjuvants (substan~es incorporated into a 
vaccine that boost specific immune responses to vaccine) in more than 3,400 volunteers 
in Phase 1111 clinical trials. On June 3, 1998, the FDA gr~nted permission to VaxGen Inc. 

for the nationDs first phase III clinical trial for an AIDS prevention vaccine. The trial.of 
. 	 . .' 

the vaccine, called AIDSV AX, will include at least 5,00Q volunteers from the U.S., 
Canada and Europe and will last 'up to five years. A sepctrate Phase III trial of AIDSVAX 

I 
in Thailand will enroll 2,500 volunteers. In February 199/9, NIH-supported inve.stigators 
initiated the first AIDS va,ccine trial in Africa. .:'. . 	 I . 

CDC will play an importantrole in the AIDSV AX trials :in the U.S., and continue to 
provide technical Sl,lpport to the Thailand trials. CDC's fOle in HIV vaccine research is to 
work to determine the behavioral approaches necessary tp maintain prevention progress 

. 	 .' .. I .. 
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during vaccine trials and 
ultimately during 
implementation ofa vaccine 
program, if an effective and safe 
HIV vaccine is identified. 

Consistent with the PresidentCs challenge,'NIH funding for HIV vaccine research 
increased by more than 100 percent between FY 1997 ano FY 2000, resulting in the 
award of new grants to foster innovative research on HfV vaccines, including vaccine 
design and developement, and the invigoration and reorg~ization of the NIH vaccine 
clinical trials effort. Construction of the new intramural Vaccine Research Center is 
complete, and world-renown scientists have been recruit~d. The AIDS Vaccine Research 
Committee, chaired by Nobel laureate Dr. David Baltimore, continues to provide critical 
advice on all aspects ofthe NIH AIDS vaccine developm:ent program. To establish a 
global infrastructure for HIV vaccine trials, the NIAID has established a new 
comprehensive, clinically-based research and development network, the HIV Vaccine 
Trials Network (HVTN) with an expanded, integrated climcal research agenda that has 
both domestic and international components. : 

o 	 Topical Microbicides Research The vulnerability of women to acquiring HIV infection 
demands the development of effective and acceptable female-controlled chemical and 
physical barrier methods, such as topical microbicides, tq reduceHIV transmission. To 
enhance and stimulate research in this area, the OAR co-sponsored the first international 
conference devoted to all aspects of microbicide research' and development, including 
more than 600 participants from 45 nations. NIH is supp'orting Phase I, Phase II, and 
Phase'III trials of various topical microbicides. NIH also: supports behavioral ,and ~ocial 
research on the acceptability arid useofmicrobicides among different populations. NIH 

" 	 I
has recently completed a strategic plan for microbicide r¢search. 

I 
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o 	 Mother-to-Child Transmission In the United States, regimens ofantiretroviraldrugs 
resulting from NIH-supported research have dramatically reduced HIV transmission from 

. I 
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infected mother to infant. NIH researchers first demonstrated the benefits of zidovudine 
(AZT) therapy for preventing mother-to-child transmissipn of HIV in 1994. However, 
the complexity of administration and high cost make .thi~ option impractical for much of 
the developing world. : 

In 1998, researchers from CDC and the Ministry of Public Health in Thailand found that 
a short course of AZT given late in pregnancy and during delivery reduced the rate of 
HIV transmission to infants of infected mothers by half in non breast-feeding settings and 
is safe for use in the developing world. Studies in west Africa found that using this or a 
similar short course AZT regimen resulted in about a one-third reduction in the risk of 
perinatal transmission among breast-feeding women. Another important study in Africa· 

• 	 I 

using a AZT/3TC combination found a similar reduction in risk. 
• 	 I I 

I 
Most recently, in the summer of 1999, results from a NIH-supported clinical trial in 
Uganda showed that use of a single dose of another antiietroviral drug, Nevirapine, given 
to the mother at the onset of labor and another dose given to her baby reduced the risk of 

. 	 , 
transmission by about 50% when compared to a very short course of AZT given only at 
labor and for one week to the infant. 

The UNICEF/WHOIUNAIDS, with technical assistance1from CDC, are now working 
with public health agencies around the globe to help ma~e these short-course regimens 
available for as many women as possible and to continue to identify practical solutions 
for reducing the toll of the HIV epidemic on women and children worldwide. 

I· 

Behavioral and Social Science Research 	 . I I 

, 
Both the CDC and the NIH conduct prevention ·research to assure that prevention efforts are 
based on sound behavioral and biomedical science. Studies have demonstrated that behavioral 
change can successfully prevent or reduce the spread of HIV infection in both domestic and 
international settings. Prevention programs resulting from such: studies have reduced the risk of 
transmission in many communities and subgroups. NIH suppoIts research to further 
understanding of how to change the behaviors that lead to HIV transmission -- including 
preventing their initiation -- and how to maintain protective behaviors once they ·are adopted in , 	 . 

all populations at risk. 	 . 

• 	 CDC's research focuses on identifying the factors that influence·risky behavior and 
transmission in different communities, and evaluating various approaches to reducing risk. 
For example, CDC researchers have recently eJ,(amined the important role parental 
communication can play in reducing risk behavior among young African-American and 
Latino youth. Research also has focused on developing and: evaluating flew approaches to 
counseling and testing for women at high risk. Other behav~oral research initiatives include 
examining the effectiveness of peer interventions for gay men, street outreach for injection 
drug users, community-level interventions for young Latino' men who have sex with men, 
HIV education for youth, and faith-based programs for African-American communities .. 

! 
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• In June, 1998, the National Institute of Mental Health (NIMH) at the NIH announced that the 
. I 

NIMH Multisite HIV Prevention Tri~l found that everi among persons considered hardest to 
reach, educational sessions that motivate and offer specific ~trategies to reduce high-risk 
sexual behaviors can cut those behaviors in half. The NatioJ1lal Institute on Drug Abuse 
(NIDA) at the NIH has also conducted research'on understanding the trends in HIV 
transmission among drug users and their sexual partners, as well as ways to reduce viral 
spread. As a result, innovative models of outreach have been developed to help stem the 
spread of HIV among this at-risk population. ' 

Treatment Research , 

o 	 Advances in understanding HIV and how it causes AIDS have helped scientists to 
develop an effective arsenal of drugs that, when used in combination, can help many 
people with HIV disease live longer and healthier lives. :These achievements highlight 
the pivotal contributions of both NIH-supported basic research and NIH collaborations 
with academia and industry to develop effective anti-HIV therapies. For example, NIH
supported research was pivotal to discovering and defini.ng the importance oftheHIV 
protease enzyme. NIH-
supported scientists helped 
determine the precise three-
dimensional structure of HIV 
protease, ,a crucial step in 
designing . drugs that block the 
action of the enzyme. NIH also 
supported researchers who 
helped drug screening efforts by 
developing simple rapid tests to 
measure the inhibition of 
protease activity. These 

accomplishments 
set the stage for NIH 
collaboration I with the 
pharmaceutical industry in developing the new class of anti-HIV drugs known as protease 
inhibitors. NIH 'worked closely with industry as they designed, produced, and clinically 
tested protease inhibitors. This collaboration helped speed product deVelopment. 

, 	 . , 

i 
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o 	 NIH-supported investigators conclusively demonstrated that triple-drug combination 

. therapy with a protease inhibitor and two other anti-HIV' drugs was more effective than 
one- or two- drug regimens for long-term suppression of,HIV. Basic researchers at NIH 
laboratories have helped explain why HIV can rebound in patients who discontinue 
combination therapy, and continue to open new avenuesrfor drug development. 

o 	 . NIH clinical trials continue to study new anti-retroviral drugs and combinations of 
therapies to prevent disease progression and HIV -associ~ted opportunistic infectiQns and 
malignancies. NIH has also implemented guidelines requiring the inclusion ofwomen 
and minorities in clinical trials. ; 

Basic Research 

o 	 Of paramount importance is maintaining a strong comm~tment to basic research. 
Tremendous progress has been made through groundbre~ldng re~earch on basic HIV 
biology and AIDS pathogenesis, revolutionizing the des~gn of drugs, the methodologies 
for diagnosis, and the monitoring for efficacy of antiviral therapies. Recently"NIH~ 
researchers identified a new genetic risk factor for HIV infection. A recently published 
study shows' that a tiny variation in an immune system g~ne called RANTES can be a 

double-edged sword, substantially increasing oneOs susgeptibility to HIV infection, but 

subsequently slowing down the diseaseOs progress. 

Women and AIDS 	 :
'. 	 i 

o 	 The NIH supports a number of epidemiologic cohort stuhies specifically focused on . 
women and adolescents. These studies are designed to elucidate the pathogenic 
mechanisms more commonly observed in women, childt.en and adolescents with HIV 
infection, and represent an important scientific link between epidemiology and basic 
research. Women also experience certain clinical manifestations ofHIV infection that are 

unique and more prevalent than in men. The WomenDs :Interagency HIV .Study (WIHS), 
a major study conducted in collaboration with other PHS agencies, is identifYing the 
nature and rate ofHI V disease progression in women, characterizing clinical 
manifestations offJIV important to'women, assessing tl\e effects of therapeutic regimens, 
and identifying sociocultural and health care access fact9rs that affect disease outcomes 

. I 
III women. 	 i , 
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Eliminating Racial and Ethnic Disparities in HIVIAIDS 

Although racial and ethnic minority groups account for only about 25 percent of the U.S. 
population, they account for more than 50 percent of all AIDS cases. While overall AIDS deaths 
are down, AIDS remained the leading killer of African-Americans ages 25-44 in 1998. In 
October 1998, President Clinton declared HIV/AIDS to be'a severe and ongoing health crisis in 
racial and ethnic minority communities, and announced a comprehensive new initiative in 
collaboration with the Congressional Black Caucus to improve the nationOs effectiveness in 
preventing and treating HIV/AIDS in African-American, Hispanic, and other minority 
communities. 

In FY 99, $165.7 million in new targeted funding was provided for the Minority AIDS Initiative, 
increasing to $250.9 million in FY 200,0. The HHS Crisis Response Team initiative has also 
provided intensive technical assistance to large metropolitan areas with high num~ers of 
HIVIAIDS cases among racial and ethnic minority populations. 

In October 2000, CDC awarded $19 million to community coalitions in 15 states to help address 
racial andet~nic disparities in health in the United States. In addition, NIH contributed $5 
million dollars, for a total of $24 million, and has pledged to sustain that level of support for 4 
additional years. This is the second year that CDC has awarded the funds as part of its "Racial 
and Ethnic Approaches to Community Health (REACH 2010)" initiative, a demonstration 
project that targets HIVIAIDS and five other health priority areas. 

In addition to appropriated funds directly targeted to HIV prevention, care and treatment, and 
substance abuse and mental health prevention and treatment in minority communities, the FY 
1999 and FY 2000 Public Health and Social Services Emergency Fund provided $50 mi,lIion 
to address high priority HIV prevention and treatment needs of minority communities heavily 
impacted by HIV/AIDS. These resources were directed across three broad categories: technical 
assistance and infrastructure support; increasing access to prevention and care; and building 
stronger linkages to address the needs of specific populations. The Office of Minority Health 
and the Office of HIVIAIDS Policy have taken an active role in increasing the availability and 
effectiveness of technical assistance and capacity development initiatives to strengthen the 
community-based response to HIV/AIDS 'in minority communities. The Office of HIVIAIDS 
Policy has also conducted the Surgeon General's Leadership Campaign on AIDS to raise 
awareness and involvement of minority leaders and decrease the stigma associated with 
HIV/AIDS. 

Research 

Research to address the disproportionate impact of the HIV/AIDS epidemic on U.S. raciill 
and ethnic minority communities continues to be a high priority. The OAR at NIH has 
estab~ished the Ad Hoc Working Group on Minority Research to advise NIH on the 
scientific priorities, and NIH is directing increased resources towards new interventions 
that will have the greatest impact on these groups. The NIH is also making significant 

X 



investments to improve research infrastructure and training opportunities for minorities. 
The NIH has provided additional funds to projects aimed at: increasing the number of 
minority investigators conducting behavioral and clinical research; increasing outreach 
education programs targeting minority physicians and at-risk populations; targeting the 
links between substance abuse, sexual behaviors and HIV infection; and expanding the 
portfolio of population-based research. The Training and Career Development 
Workshops for racial and ethnic minority investigators provide minority investigators 
with an opportunity to learn about available NIH funding mechanisms, and to meet and 
network with senior minority investigators who receive significant levels of NIH funding. 

X 	 The NIH has implemented a series of guidelines, policies, and programs to ensure that 
HIV -infected indiviquals from the most at-risk populations for HIV IAIDS are enrolled 
and accrued into federally-sponsored AIDS studies. In 1994, the NIH implemented 
revised Guidelines on the Inclusion of Women and Minorities in Clinical Research, 
requiring applicants to address the appropriate inclusion of women and minorities in 
clinical research. Applications that fail to meet these requirements, as evaluated by peer 

, review, are barred from funding. 

Care and Treatment 

X 	 The Ryan White CARE Act is reaching minorities living with HIV disease B more than 
60 percent of clients served are minority. The proportion of minority CARE Act clients 
mirrors the proportion of total AIDS cases that are among minorities. ,Minority women 
and children are the most heavily impacted groups; three out of five women newly 
diagnosed with HIV IAIDS are African-American, and one out of five is Hispanic; over 
80 percent of AIDS cases among children are among radal and ethnic minorities. As part 
ofthe Minority AIDS Initiative, over 100 new planning grants have been awarded to help 
community-based organizations to develop primary health care services for HIV IAIDS 

in minority communities. The Targeted Provider Education Program has also directed 
new outreach efforts to minority providers of health and social services to increase their 
knowledge about HIVI AIDS. 

Substance Abuse and Mental Health Services 

x ' SAMHSA has made both new and enhanced investments in substance abuse treatment 
services as part of the Minority AIDS Initiative, totaling $73.6 million over the Fiscal 
Years 1999 and 2000. These include $32 million for Targeted Capacity Expansion 
Programs for Substance Abuse Treatment and HIV IAIDS Services, $13.5 million for 
Targeted Capacity Expansion for Substance Abuse Prevention and HIV Prevention, $9.5 
million for the Community-based Substance Abuse and HIV/AIDS Outreach Program, 
and other resources for integrated services planning grants, and developmental technical 
assistance for minority community-based organizations. SAMHSA has placed a special 
emphasis on addressing the needs of minority women aroUnd substance abuse treatment 
and prevention issues. In 1999, SAMHSA sponsored two policy forums focusing on 



Coordination of HIVIAIDS, Substance Abuse and Mental Health Services for African 
American and Latina women. An interagency working group has also been established to 
address potential gaps in care and services for women ,infected and affected by 
HIV/AIDS. 

HIV Prevention for People of Color 

• 	 The most df~ctiv~ prevention programs are targeted to specific needs of communities at risk 
for HIV transmission. CDC funding enables local community organizations to mount 
targeted prevention programs that" are based on sound science. CDC's efforts to ensure that 
prevention programs are effectively directed toward those'in greatest need have resulted ina 
substantial increase in Hlv prevention funding targeted to African,Americans arid Latinos. 
The implementation of community plannirig has dramatically increased funds targeted to 
African-American and Latino communities, resulting in an increase from approximately $17 ' 
mil1ion in 1993 to more than $67 million in 1999. A 

, 	 , 
, 	 . ..' 

Additio~ally, recognizing the critical role of the faith community in mobilizing community' 
leaders and reaching and serving those at risk, CDC established a collaboration with the faith 
community in 1987. By partnering with a small group of national faith organizations and 
schools of public health, CDC, leverages relatively modest resources i:nto remarkable 
programs for HIV prevention with communities of faith nationally. 

Inteniational Efforts 

Implementation ofLIFE Initiative:: In collaboration with USAID, HRSA, OPHS and other' 
federal agencies, CDC has begun to work to combat the AIDS epidemic in India and 14 countries 
in Africa. CDC works in these countries t~: (I),Provide technical assist<mce for primary HIV 
prevention activities (voluntary HIV counseling and testing, blood safety, behavior change and 
mother-to-child transmission); (2) Help countries develop surveillance programs to target 
prevention resources and assess the effects of HIV prevention interventions; and (3) Provide 
technical assistance for the care arid treatment of opportunistic infections and STDs and for the 
provision of palliative care and psychosocial' support.to persons living with AIDS' and their ' 
families.' 	 , " 

International Research Priorities The exploding natll!e ofthe HIV pandemic globally, 
particularly in the poorest parts of the world, has escalated the urgency 'of improved intervention 
strategies. The NIH supports a growing portfolio of resear~h conducted in collaboration with 
investigators in developing countries. For example, NIH collaborates with UNAIDS, host 
country governments,and in . .:.country scientists for vaccine developl1lent' and in preparation for 
efficacy trials. NIH-sponsored programs target studies on factors related to HIV transmission 
andthe pathogenic mechanisms associated with HIV disease progression through'a number of 
studies in Africa, Asia, and Latin America. NIH also supports international training programs 
and initiatives that help to build infrastructure and laboratory capacity in developing countries 

http:support.to


where the research is conducted. Funding for international HIV/AIDS research has increased 
from $34.6 million in FY 1993 to an estimated $90.3 plillion in FY 2000. 
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SECTION: Washington Dateline 
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HEADLINE: Advocacy groups blasts U.S.-funded AIDS research overseas 

BYLINE: By LAURAN NEERGAARD, Associated Press Writer 

DATELINE: WASHINGTON 

BODY: 
The United States is paying for experiments in poor countries that could 

allow 1,000 babies to die of AIDS unnecessarily by withholding a protective drug 
from HIV-infected pregnant women, the patient advocacy group Public Citizen 
charged Tuesday. 

The government says the studies are ethical because they are the only way to 
find new HIV protections that poor countries can afford. Pregnant women in 
developing countries today do not get the AZT therapy that American AIDS 
patients use to protect their unborn children. 

But in a letter signed by prominent bioethicists and Dr. Wilbert Jordan, head 
of the Black Los Angeles AIDS Consortium, Public Citizen compared the 
U.S.-funded foreign research to the infamous "Tuskegee experiment" in Alabama in 
which the government withheld syphilis treatment from poor black patients. 

Also, federal law says U.S. doctors cannot do experiments abroad that would 

not be tolerated here, the letter added in requesting a federal investigation. 


"We are confident that you would not wish the reputation of your department 
to be stained with the blood of foreign infants," said the letter to Health and 
Human Services Secretary Donna Shalala. 

Shalala did not immediately respond, but the National Institutes of Health 
and Centers for Disease Control and Prevention vigorously defended the studies. 

"In the absence of identifying some regimen that is affordable, hundreds of 

thousands of kids are going to die," said the CDC's Dr. Phillip Nieburg. 


Studies in 1994 studies on American women indicated that taking the drug AZT 
during pregnancy and labor - and giving it to infants for six weeks after birth 
- cuts by two-thirds babies' chances of catching HIV from mothers. 



:t.- .' .-~_ 

Page 16 
The Associated Press, April 22, 1997 

But that treatment costs about $ 800 per person, too expensive for developing 
countries, so doctors are studying potential alternatives such as shorter 
courses of AZT or giving malnourished pregnant women vitamin A. 

But nine of these U.S.-funded studies in Africa, Thailand and the :t;>ominican 
Republic compare the possible new therapies with dummy pills, instead of giving 
the comparison women the U.S.-style AZT tre~tment. 

The government insists a placebo comparison is the only way to prove 
potential new therapies are better than no treatment. 

But Public Citizen's Dr. Peter Lurie accuses the researchers of a double 
standard by "conducting abroad experiments we would not condone here." 

He estimated that 416 babies unnecessarily caught HIVin two just-completed 
foreign studies that gave their mothers placebos. An additional 600 babies are 
at risk in ~he continuing experiments, he said. 

But ethics rules "also say you don't study a treatment that can't be used in 
the country where the study is being undertaken, ,. countered NIH's Dr. Jack 
Killen, who noted each country agreed to these studies. "They look at it as a 
chance to deal effectively with the thousands of infants a day who are not in a 
study," by identifying affordable treatments. 

The United Nations, South Africa and Europe are funding similar 
placebo-controlled studies in developing countries. 

"We're doing this for their benefit," said Di-': Joseph Saba,' head of the 
United Nation's AIDS study. 

"We are informing the women that they have a ... risk of not getting any 
treatment," added Saba, who said the ,World Health Organization in 1995 declared 
placebo-controlled studies the best way to quickly find AZT alternatives. 

But Jordan, who ships his California patients' leftover AZT to Africa, argues 
that researchers knowingly pass up a chance to save some infants in the studies. 

"We are doing something overseas that we wouldn't be doing here," he said. 
"We've just continued to infect everyone." 

Lurie noted that yet another study in Thailand, funded by Harvard 'University 
and the NIH, did compare "short-course" AZT to U.S. style longer AZT therapy, 
proving experiments without dummy pills are feasible. 
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;:}DRAFT: PRESIDENT CLINTON .JOINS INT~~RNATfONAL RELIG]OU8 LEADERS IN 
)," . CELElm:ATING WORLD AIDS DAY 
,>'An.nounees First Ever NatioIl:~1 Im:titutcs .. 1' Health Plan for International AIDS Research 
:" Dectmber 1, 1000 

/,Today~ President Clinton jollied international religious leaders at Howard University to celebl'ate 
,ii::World AIDS Day. At tltis event. he will unveil the first t:yel' NIHpJan for international AIDS 
"':::research. a. blueprint for estab1ishing new fUI1.ding approaches and research opportunities in over 
.. i50 countries. He will also release a new repott fhnn the White House Office ofNational AIDS 
>~::~oliCY detailing the Administralion' s successes in fighting the AIDS epidemic and providing a 
/strategic blueprint offiIture chalh:uge·s. The President will also urge the Congress to flnish the 
;';"job on the Labor-HHS appropriation~ bill and rund critical domestic and interoational HIV/AlDS 
,o::funding priorities, including d01ile~;lic and international AIDS prevention and treatment 

·.\programs. the Ryan White Cl\RC Act, and HIV/ATDS resetrrch. 
'"t . 

:·;/'.THE CHAl'lGING FACE OF 1'1 U:. AIOS EPIDEMIC CONTINUES TO PRESENT NEW 
:'·GLOBAL CHALLENGES. . 

_.. . The spll'ead of AIDS in tbe lJaUed Stutes hns slowed, but nalionnl chnllcnges remain. /~ 
. Each year, 40,000 Americans i)ec:ol1l.c ittfeded with HI V - more than 1J0 a day. Halfof:lfew 
HIV infections in the U.S. aJ'~ c::;l.imnted to occur among y0\1ng pt:oplc: under the age of25, 

, and the numbe£ of new AtDS ..:a~:cs among wonien, minorities, and ndolt;:scents has increased 
considerably since the early i ~l)Os. Since the epidemic began in 1981, more than 700,000 
Americans have been diagno:';\,'d willl AIDS, and 111on; than 420.000 men, women, and 
children have lost their lives tll lhc disea~c. An estimate<l800.000 to 900,000 Americans are 
now believed to be living with !-UV. 

The AIDS pandemic is a wlIl""iuwidc threat. Durillg nc.arly two decades of AIDS, mv has 
infected 57 million men, wOI1lC'n and children worldwide - and th<'lt number is projected to 
reach 100 million by 2005. r.k:rly 22 lnillion people have died or ALDS, with:) million 
deaths just last year. Over U \l1llfiOll cJ)ildrClll.lndcr 15 h~LVC lost OClG or both parents to 
AIDS, and the total number or ,~IDS orphans is expected to c~ceed .:10 millio!1 by 2010. 
IllVIAIDS is now the f0U11h Ir.:"~tding cause ofdeath worldwide and tile singie leading cause 

.. of death in sub4 Saharan Afric.:H. Over 36 million pe()pk~ orollnd the world art' living with 
.. HIV - often with little or no m: (es~ to even basic C~lrc ~llld support. 

'. ,PRESIDENT CLINTON ANNO HNCES Fl1{ST EVEn NUl STl~\TEG1C PLAN FOR 
INTERNATIONAL AIDS RES E,\RCA. Today, the Nation;,lllnstltmcs of Health will release 

··the first ever strategic plan for imernatilJllal i\lD~ rcsean:h.;;l blueprin( for e!>iJblishing new 
: \ funding approaches and research ol:porl\.ll1ities in over 50 COllntrie~. This pIal), which invests 

.:: over $100 million in FY 2001, will: 

., 
·.01 

Establl.s:h new funding appro:H:hes lind new re3cnrch upportunlties ';)r res~'nl'che£s overseas; 

Provide support for 10.ng-1(;1'111 r,:scan:h infra!ilrLlctllr(~; 


Provide :funding for developm...: :1.1; (If ltew prevenlion "lnitcgie~; 


;,< 
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• 	 Support international contcr~nt:es (Ill\! worhhops wilh 5cholars]~i~s for scjentists from 
. developing nations; . " . 

• . HeJp ensure tbat new rcseardl i'indiilgs <.ucappticd in COHntric's with the grealest need; and 
• 	 Address obstacles to condllcrl!1gjnternationaI rt'~earch.. 	 . . :~ 

.. . . 	 I· . ... . . 

PRESIDENT CLINTON RE'LK:\SES A NE\V nEPOHT DJ-;:TAJLING THE PROGRESS 
THAT BAS BEENMADE AND.TUE WORK THAT Nt(EDS TO Hh: DONE., Today. 
President Clinton will release a 11~\V i'C:(1ort descnblng the AilininJslration'g progress in. 
. addressing the AIDS epidemic, .~ltlth nmiOl'laHy ;')l)d abrond, ~d underl'l.:ore that there is still more 
work to do. The report details.lhc J\dmillistratioLi's longstrltlding commitmenT to mY/AIDS 
research, prevention, and lrcatl11r;:II(.indudin~: 

Strong steps to fightthe Sl')f\.\qd of lUV/AiDS ~\t hume. Since 1Q93, tht:> Clinton-Gore• 
Administm1jon has more than dlJubkd .spC'Dciing 011TC'scarch, prev«nllnn wlcilrcatment since 
1993, to a total of$12 billion ill FY 2001; taken ::>trong !>tcps La eliminate racial and ethnic 
disparities in HrV ,and AIDS: s(rengthel1t'c.1 the Ryoll Wllite ('!"Ire Act wl)ich provides 

. treatmeritto 500,000 people '.\'ith HiV and AiDS nttlio:nV\lk': led th0 s(!ul'C"h for all AIDS 
vaccine Wi$. the largest sing!..: '\'rll;cin~ research progr'nm lVoridwi(je: ~tccek;nted AIDS drugs 
approvals; and expanding ac.~\..,;;;s H) hCOllth insurance fnr individual::; w;~h HLVand AIDS 

. through the Work Incentives irnp ·OY('lllenr Act. 

• 	Committed domestic inVC;wHmt Ji:IS sho,,'u djv~'h.'Hds, hut :mun.,· wU~'k n'ccds to b~ done. 
The lllostrecent data tndicah::'> ihllt HIV/A1DS mortality has declined more thao,70 percent 
since 1995. and new in.tectioii;:) resu!ting ii.·om mother-ld-chiJd tr:lnsll\i~sion have declined by 
75 percent. In 1996, for the :linn time in, the hisiory of ill..: AI.DS c:p:{:'::TIIic, the number of 
Americans diagnosed with AIDS dediiled, ttnd AIDS,J':~lth.<; drOPf:ll'd 10 rlTcent between 
1997 and 1998. However, t1K' lillmbl'i" or I)CW AIDS cu""S~ml')l\g \,:;\'Inen. :ninorities;an.d 
adolesc:entshas increased cOlIsic.krably, indjcating th' ;:,:'ed r)1.' eJ"!,,:,'!ih' ~lIld wclMargeted 
prevention efforts .u.e stilJ.'cl'u.:b1'ly hnpOrt(lnt, and im:r\'a~t'd :iCI.:I.::-.~; H) 1"'~~\:':H~are remains 
essential, as does the search i'(;r UOI'l:! and b~ttcr tn:,'ali;;t'nts \1:1d ~ \'; I(':C; 110. . . :. . 	 , 

• 	 Serving as.8 strong intcru:l t~Hi1a' il~u·f"cr. VndeT the It':xh~'r,o;hjp of the Clinton-Gore . 
Administration, the United Swte:; has .piom:crcd votum~:i'y Tit V te~li\!g <ll'vJcounsclil1gin 
Africa; launched rntemation~;j i flY/, \fDS!\l/iauce and helrx'd to ('1 ,';lle U;'J,\IDS;ta1dng 
executive action to make HI \ :!\lDS rdated drug!'l i.U'lI:: \;1(,(\1;::,1\ kd"',(\!ogi,,:~ more affordable 
and accessible in sub-Sahat';:m ,\f1'l..:a; (mining olt PC"I'::L' Corrs rnen;l.(,j';-; :1." HfV/AlDS . 
educators; act;elerating the d~·'. dopmcnt or the !lubEc :::al.lh iufr;:::.; ;,:durl,'. i;ecessary to 
deliver critical medlcalionsi'l:j' iHV/!\ lOS: <lnd nppoi! ': ing a :irs,·'.'·,:'.:r P!\':.,;idcritial Envoy for 
AIDS Cooperation. ,,' 

• 	Laying the grolUldworli. to l~":!hl .u i VIAI ns h\t~r'mt ;Olltll.;,. Thnnigh cooperation with 
our mtemational paT1l1crs, l11~' Clitltnn-Gon.:' Adminislmrion has 1l1~t.:k: inroads on global fight 
against HIV/AIDS as wen. 'irit'illding,: the lirst tkl.f\'e~\~,· in tlH' nUllIl'j\:'rof !11.;ople infected with 
HIV in sub-Saharan Afiica 'ijil~'C (h~ C!ricicmic bega'lllh,.,:c: (k:ach.:;-; :rJO: r('ducing InV . 
prevalence in young adults iii \ Jg~iHdaalld Znrobil:t; ;\I'~i ma\l.i;iinii:!.', .ciw i~:~·vatertcc.rates in . 
Senegal. Philippines, and Ind~\ilcsia, . 

• 
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PRESIDENT CLINTONURC ~.:;) T.bE CONGRESS TO AGl.' NO W TO FUND 
.CRITICAL lllV/AIDS .RESE.,,~·\.t:H, PREVf.:NTION, .,\\~n ';:I~E/,::'MENT l!>RIORITIES~ 
Today. President Clinton urg~J {hL' CUllgress to tinish the >;b on th,,: ~,y :100.J Li.lbor~}nIS 
Appropriations bill and fund crili\.',lI inl...:rI!otional and dUI\I.::::-;tic vl'iorilil's on HlV and AIDS, . 
including: an investment of $46() million (or intematiol1L!i :\IDS prevcnlio.o arid treatment. an 
increase of over 50 percent over \""t yt'ar's fundil).g levd; ::,,',1 ilW<.::';tm<:lH of $2.1 biUionin AIDS 
related research at NIH; an ·lnveslllleni oi'$41 \~ million in dnl11l,:~!ic Iii V prevl.:'lllion actiVities at 
CDC; and a $228 million increu:-;l' in fUlllling I'or the Ryall Whit.; 'Pmg';;,!11, {1I1 increase of 14' 
percent over last year's funding J....'\'t!L . . ., 
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Message from the Director of the 
Office ofNational AIDS Policy 

The epidemic of mv and AIDS constitutes 
a public health crisis of unprecedented 
proportions. In 1993, the Office ofNational 
AIDS Policy (ONAP) was created by 

. President Clinton to provide a national focus 
and direction for the government's response 
to mv a.nd AIDS. More recently, President 
Clinton asked ONAP to develop a 
comprehensive National Strategy that would 
chart the Administration's direction in 
responding to tht=( mvIAIDS national and 
international pandemic. This was as a result 
of the President's commitment to promote 
efficient . and collaborative policy and 
program efforts. 

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

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

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

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

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

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

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

There is also fear -- fear of contracting this 
disease and unwarranted fear of those who 
are infected. Fifteen years' into the 
epidemic, persons living with :my still 
endure daily prejudice and discrimination 
based upon their :my status. We are 
further challenged by the inadequ3:~ies of a 
social and health care infrastructure that is, 
in many ways, woefully unprepared to 
address the needs of:mV-infected persons. 
Moreover, the safety net provided by 
programs such as Medicaid and Medicare is 

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

Despite the many diffic~lties, AIDS has also 
brought forth an outpouring of compassion 
and caring. In my many meetings around 
the country with persons living with :mV, I 
have been inspired by numerous examples of 
great personal courage. I have been 
impressed by the dedication with which 
many communities and individuals have 

, overcome obstacles in preventing infections 
and caring for those who are sick. By 
example, it demonstrates that, as a Nation, 
we, too, can collectively rise to meet the. 
most difficult challenges placed in our path. 
Those Americans living with :mV, and 
others who are at-risk of infection, their 
families, and their communities,deselVe a 
thoughtful, effective, and aggressive strategy 
to combat the disease. 

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

The Need for a National Strategy for HIV 
and AIDS 

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

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

The changing face of mv and AIDS . . , 
coupled with a period of overall fiscal 
restraint and a trend toward managed health 
due programs, require new approaches ~nd 

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

The Strategy as a Catalyst for Change 

The National Strategy. is intended to serve 
the public, the President, the Congress, the 
members of the Interdepartmental Task 
Force on mvIAIDS, and Presidential . ' 

Advisory Council on mv and AIDS. 'The 
text that follows will serve as a blueprint 
that will: document the baseline of current· 
efforts government-wide; link goals to 
budget objectives; and, guide us in refming 
our goals a,nd objectives in response to the 
changing face' of the epidemic of mv and 
AIDS. . . 

The Strategy does not prescribe a ftxed 
sequence of steps by which the entire plan, 
and its identified opportunities, are to be 
accomplished. The goals, common 
objectives, and opportunities for progress 

. are intended to serve as a focus for our 
attention and efforts. The development of a 
functional implementation plan will be the 
responsibility of the Offtce of National 
AIDS Policy in partnership with the 
Interdepartmental Task Force on mvIAIDS, 
the Presidential Advisory Council on mv 
and AIDS, private sector organizations, and 
the community. 
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I. INTRODUCTION 

Scope of the HIVIAIDS Pan,demic 

The pandemic of Human Immunodeficiency 
Virus (HIV) and Acquired 
Immunodeficiency Syndrome (AIDS) 
presents unique social, economic, and public 
health challenges to governments and 
individuals here in the United States and 

,worldwide. Unlike other infectious diseases 
that have arisen over the course of history, 
mv is infectious for life and almost always 

~~~I:"""tt1il!~I:"I¥~§m',:~lml$:'::I~Bm
IJilU While we have made significant 
progress in understanding the disease and 
developing treatments since the first case 
was identified by the CDC in June of 1981, 
with this progress comes the challenge of 
preventing new infections,' ensuring access 
to new treatments, and assuring that health 
care professionals know h'ow to care for 
their patients. Still, mv remains a deadly 
infection for which there is no vaccine, no 
cure, and for which there is an ex;p~nding, 
but still, limited, inventory of available 
treatments. 

An Expanding Public Health Threat 

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

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

As the epidemic in the United States' has 
evolved, the demographics of the epidemic 
have been shifting. The early years of the 
epidemic were dominated by cases involving 
gay or bisexual men living in major urban 
centers, such as New York, San Francisco, 
and Los Angeles; this group now represents 
less than half of all new cases. Among the 
populations being more heavily affected now 
are young gay men, women, and 
heterosexual injecting drug users. Although 
gay men no longer represent the majority of 
new cases, this groups represents the 
majority of persons living with mv and 
AIDS. In 1994, more than 14,000 women 
were reported with AIDS and now women 
comprise 14 percent of cumulatively 
reported AIDS cases. It is estimated that if 
this trend continues, 80,000 American 
children will have been otphaned as a result 
of AIDS by the end of this decade: In 1994 
alone, more than 1,000 new pediatric AIDS 
cases were reported., As the geographic 
diversity of the disease has widened, the 
impact of the disease on the country as a 
whole has increased. 

Adolescents are at special risk. The CDC 
estimates that one in four new mv 
infection's in the U.S. occur among people 

, 
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under the age of 21. Under current trends, 
between 27 and 54 young people· in the 
United States under the age of 21 are 
infected by mv each day, or more than two 
young people every hour. Moreover, a 
significant number· of young people are 
engaging in sexual intercourse as well as 
drug and alcohol use at earlier stages in 
their lives. This fact, coupled with the 
disturbing number of adolescents who are 
prone to high risk behavior due to 
home1esness, sexual abuse, and other 
circumstances, places young Americans in a 
situation that leaves them extremely 
vulnerable to mv infection. . 

Communities of color have been more 
severely and disproportionately affected by 
the epidemic. As of October 1995, Mrican
Americans accounted for 38 percent of 
newly reported· AIDS cases, while 
representing approximately 12 percent of the 
general population. Hispanics represented 
18 percent of, new cases through October 
1995, although this group represents only 9 
percent of the general population. In 1982, 
Blacks and Hispanics represented 31 percent 
of all AIDS cases; however, as of October 
1995 these groups comprised. 51 percent of 
cU,-mulative AIDS cases. Gay men of color 
in certain regions of the country account for 
approximately 39 percent of new AIDS 
cases. 

',,- .' 

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

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

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

. The Social Impact 

Prejudice and discrimination are still 
experienced by people living with mv, their 
families, and, their loved ones. Persons with· 
mv have been denied medical· and dental 
services, emergency medical treatment, and 
health insurance. They have been 
discharged from their jobs and evicted from 
their homes. Unlike other persons with 
infectious diseases, many persons living with 
mv have been the . target of violence, 
rejected by their families, and suffered 
discrimination because of their mv status. 

AIDS is a disease that most often affects 
people in the prime of life. It 
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disproportionately kills people during their 
most productive years. That it is the leading 
cause of death among Americans 25 to 44 is 
particularly significant since this is the age 
group that constituted 54 % of the civilian 
labor force in 1992.2. Premature deaths due 
to AIDS result in the loss ()f many 
productive years of life and in many cases 
deprive young children of their parents. In 
1994, mv infection was the fourth leading 
cause of potential life lost before age 65. 

AIDS has consistently risen in the raokings 
as a cause of death, while rates for disease 
such as cancer and heart disease have been 
comparatively stable. Direct lifetime 
medical care after diagnosis for an mv
infected person costs more than care for 
patients with cancer or heart disease, 
specifically: $61,211 for heart disease3

, 

$25,000 to 84,000 for Cancet, and 
$119,000 formV/AIDSs Overall HHS 
spending' for research, treatment, 
prevention, and income supplements is 
significantly greater for cancer and heart 
disease than for AIDS. In FY 1995··DHHS 
spent approximately: $38.0 billion for heart 
disease, $17.5 billion for cancer, and $6.0 
billion for AIDS. [fllH§.:::~t::i:iilil·imfl~~ 

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

The human toll has been staggering and is 
likely to continue. 

',~ ," 
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The Evolving Challenge of the HIVIAIDS 
Epidemic 

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

In the early years of the epidemic, 
,signiflcant scientiflc resources were 
dedicated towards understanding how the 
disease was transmitted and identifying its 
underlying cause. Thanks to this work, we 
now know the risk factors and the etiologic 
agent for mv, and we have a test to. 
ascertain the serostatus of infected persons 
and can, therefore, protect the blood supply. 

Building on the know ledge gained froID 
those discoveries, more resources were 
subsequently directed towards achieving a. 
deeper understanding of mv-related . 
immunology and pathogenesis, and, 
developing therapies for H;IV primary 
infection and associated opportunistic 
infections. New and more po'werful 
therapies that offer new hope for treatment 
and prevention have been developed. 
Scientists now believe that a vaccine is 
possible. Current day. discoveries also 
create new challenges for the future. We 

now face new scientiflc challenges in 
developing a vaccine and the new generation 
of therapeutics for primary and opportunistic 
infections. 

Since the beginning of the epidemic, 
behavioral research designed to understand 
the behavioral, social, cognitive, and 
biological factors that place individuals at 
risk for acquiring mv infection has 
provided important insights for prevention 
efforts. Practical experience has also taught 
us that prevention efforts can be effective. 
However; behavioral research remains a 
relatively young science :and there are 
currently more questions than answers. The 
challenge before us now lies in expanding 
the scientiflc underpinnings that will allow 
us to design more effective prevention 
programs that will reach even more 
Americans at risk for infection. 

The progress in developing therapies and 
prevention programs has also created new 
problems for the health care delivery 
system. As a result of improved therapies, 
people with AIDS now live twice as long as 

;i~~~l~~li~[t.;·)(II~~~~!::~!q~.~. 

spons9red research we now have the ability 
to reduce the risk of perinatally acquired 
mv infection by treating women with AZT 
during pregnancy. The recent approval of a 
new class of therapies, protease inhibitors, 
will again change the direction of mv/AIDS 
treatment and prevention. Ensuring access 
to these therapies is the challenge that 
confronts us now. We need to improve our 
efforts in providing people with care earlier 
in their infection so they can receive the 
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new treatments and we need, as well, to 
ensure that health care professionals are 
well-trained and know the best way to 
provide that care. 

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

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

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

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

Development of the Strategy 

The National Strategy for mv and AIDS 
presented here is broader in scope than any 
prior planning 'efforts. To date, planning 
has been focused primarily in the Public 
Health Service (PHS)6, 'Department of 
Health and Human Services, as evidenced 
by a series of documents such as the 'Public 
'Health Service Plan for the Prevention and 
Control of Acquired Immune Deficiency 
Syndrome?, the "Cooifont"g and 
"Charlottesville"9, reports, and the PHS 
Strategic Plan to Combat mv and AIDS in 

the United States lO
• Recommendations 

have also been issued by a number of 
groups, including the National Commission 
on AIDS 11 and the Presidential Advisory 
Council for mv and AIDS. There have 
also been significant planning efforts on the 
part of individual Agencies. However, until 
now there has not been a national plan that 
provides for'a government-wide coordinated 
effort encompassing not just Public Health 
Service activities, but also that incorporates 
areas such as housing, health care, and civil 
rights. 

Effective planning requires a genuine 
commitment from participants to work 
together toward clearly defined goals. 
Therefore, the strategy for mv and AIDS 
has been developed by the Federal 
Departments and Agencies that support mv
related activities along with the counsel of 
mv-infected persons and their advocates, 
the pnvate sector, and the Presidential 
Advisory Council on mv and AIDS. 

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

There has also been a reliance on groups 
outside of government -- the same groups 
that have been and will continue to be 
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essential partners in developing solutions 
and capitalizing on the opportunities for 
progress that lay before us now. The 
recommendations provided by the 
Presidential Advisory Council on lIlY. and 
AIDS (PAC) have been invaluable. The 
advice and counsel of the activist and 

. advocacy communities, participants in the 
White House Conference on my and AIDS, 
individuals on the front lines of the 
epidemic, and many my-infected persons 
and their families, friends, and care givers 
have been essential in identifying areas for 
focused attention. And finally, the insights 
provided by a the National Commission on 
AIDS, the Institute of Medicine of the 
National Research Council, the General . ,. 
Accounting Office, and the reports of the 
Office of Technology Assessment have also 
been extraordinarily helpful in developing 
this Strategy. 

'",.". 
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Common Objectives and Opportunities 
for Progress 

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

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

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

• To ensure that treatment of persons 
living with mv is caring, ethical, 
and in accordance with legal 
standards. 

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

Based on this counsel, opportunities for 
progress are presented and discussed within 
each substantive section (i.e., prevention, 
research, care and services, international 

activities, translation 'of research into clinical 
practice, and civil rights) of the Strategy. 
(See section on Organization of the Strategy 
below.) It is these opportunities that will 
require consideration and broad-based input 
in the development of implementation plans 
if we are to meet the challenges they 
present. 

Implementation 

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

Each issue raised in the Strategy will require 
specially tailored approaches and 
implementation plans. In some cases 
Significant progress has already been made, 
in others much work remains. Some of 
these' challenges can be resolved with the 
cooperation of a handful of people, while 
others will require extensive thoughtful, 
effort on the part of many players in order 
to craft workable solutions. It will also be 
important to build on the less comprehensive 
planning efforts that have taken place and 
'complement current planning activities. 
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Organization of the Strategy 

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

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

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

The type of infonnation provided in the 
appendices varies depending upon the type 
of efforts Departments and Agencies 

sponsor. Support for mV/AIDS activities 
falls into two general categories: in the first, 
mvIAIDS activities are an essential part of 
the mission; in the second category, mv
related activities are not an explicit part of 
the mission but are indirectly supported or 
receive collateral benefit from Agency 
supported work andlor policies. There are a 
number of Agencies for whom AIDS
specific activities are central to their mission 
(e.g., the National Institutes of Health 
(NIH), the Centers for Disease Control and 
Prevention (CDC), and the Health Resources 
and Services Administration (HRSA)) , while 
other Agencies maintain programs and 
activities that support a broad range of 
activities, of which mv-related activities are 
one among many (e.g., the U.S. Agency for 
International Development (USAID) and the 
Department of Justice (D01)). Data are 
presented, therefore, in a manner consistent 
with an Agency' s level of involvement. 

15 
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II. OVERVIEW OF FEDERAL 
EFFORTS 

Introduction 

The scope and nature of the HIV IAIDS 
epidemic have brought State, local, and 
Federal 'involvement into many HIV -related 
activities. The Federal government, through 
its public health responsibilities in such 
areas as research, prevention, health care, 
and housing has seen· a dramatic increase in 
its activities since the beginning of the 
epidemic. In 1985 the Federal government 
spent $212 million for AIDS research, 
surveillance, and care. With the dramatic 
increase in cases, by 1995 that figure had 
reached $6,848 million. (See Appendix G). 
Congress . also took note of the rapid 
increase in cases of HIV and AIDS and 
passed legislation that sought to address the 
needs of HIV -infected persons and their 
families, and the Nation's need to rrnd a 
cure and a vaccine, including the Ryan 
White Comprehensive AIDS Resources 
Emergency Act (CARE) Act and the NIH 
Revitalization Act of 1993. 

Currently, Federally sponsored activities 
include direct support for' research, 
prevention and education, housing;,"medical 
care, support services, information 
dissemination, enforcement of civil rights, 
and assistance to international organizations 
and other nations. While Federal Agencies 
are responsible for responding directly to the 
epidemic of HIV and AIDS, they also 
collaborate with and provide support .for 
State. and local governments, academic 
institutions, private foundations, health care 

. institutions and community-based 
organizations, which often have substantial 
surveillance, prevention, and health care 
responsibilities. 

16 
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PREVENTION 

The Nation's prevention goal is to develop 
effective prevention strategies that will 
reduce the number of new infections each 
, and every year until there are no new 
infections. Achieving this goal will require 
a dedicated alliance between the Federal 
government, States, local governments, 
communities, businesses, non-governmental 
organizations, families, and individuals. 
Achieving this ambitious end will require a 
clear deftnition of the different roles and 
responsibilities of the Federal government, 
and an ongoing dialogue with its partners in 
the public and private 'sectors about the, 
responsibilities each has in reaching this 
goal. 

We know thatmV prevention works. We 
also know that the task of preventing mv ' 
transmission faced by the United States in 
controlling the epidemic of mv and AIDS 
has reached enormous proportions. 12 The 
Centers for Disease Control and Prevention 

. (CDC) estimates that approximately 800,000 
to I million Americans are presently mv

. infected, many of whom are unaware of 
their mv status. Moreover, the CDC, 
estimates that approximately 40,000 to 
60,000 American will become infected each 
year. Many more Americans who are not 
presently infected are at risk for acquiring 
mv. mv infection is'a unique prevention 
challenge because of the virus' virulence, 
the long period of time when people may 
not be aware they are infected, long duration 
of infectiousness, nearly always fatal 
prognosis, and potential for . exponential 
spread. Moreover, mv is transmitted 

',-, ." 

primarily as a result of personal and private 
individual behaviors -- sex and drug use. 
To be effective, mv prevention programs 
must reach tens of millions of Americans 
who are characterized by a diversity of age, 
race, ethnicity, geographic locale, sexual 
orientation, and sexual and drug use 
behaviors. 

Prevention activities are currently supported 
by several Federal Agencies. (See 
Appendix A.) Most Federal prevention 
efforts are funded by Department of Health 
and Human Services (HHS), although other 
Departments such as the Department of 
Defense (DOD), and the Department of 
Veterans Affairs (VA) also support 
prevention activities. These efforts reflect a 
continuum from surveillance to research to 
social marketing initiatives. Agency 
activities are also reflective of their 
respective missions. For example, the 
Centers for Disease Control.and Prevention 
(CDC), the Agency with primary Federal 
mv-prevention responsibilities, supports a 
wide range of surveillance and prevention 
projects, many in partnership with States, 
local governments, and community-based 
organizations. Other Agencies focus on 
specillc aspects of prevention. For 
example, the National Institute on Drug 
Abuse (NIDA) and the Substance Abuse and 
Mental Health Services Administration 
(SAMSHA) support efforts to prevent mv 
infection among drug users, while other 
Agencies support primary prevention efforts 
as part ,of medical care, such as at the 
veterans and military hospitals and clinics. 
The Health Resources and Services 
Administration (HRSA) also encourages 
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broader access to prevention infonnation 
through the integration of prevention 
interventions into primary health care 
services and through support of early 
intervention services for low-income 
medically underserved persons. HRSA also 
has undertaken special initiatives designed to 
reduce perinatal transmission of 'mv and 
has promoted primary prevention through 
the training of health professionals in the 
AIDS Education and . Training Centers 
program. 

The efforts of Federal Agencies as well as . 
research conducted at universities . and 
private organizations, have been 
instrumental in expanding our know ledge 
base about mv prevention. However, 
significant gaps remain. We know from 

_ 	 both fonnal research and community 
~xperience that developing prevention 
programs that are effective requires 
know ledge of who is becoming infected and 
of the behaviors that are enabling 
transmission, an understanding . of the 
motivations for those behaviors, and an 
und,erstanding of how best to reach people 
with messages that will ensure lasting 
behavior change. 

Prevention priorities must be guided toward 
gaining know ledge that will improv~ our 
efforts to develop effective prevention 
programs. We need to improve· our 
understanding of the major modes of 
transmission, close gaps in scientific 
know ledge, 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 riskfor 
infection. Recent epidemiologic data show 
that the mv epidemic continues to spread in 
the United States among people who engage 
in injection drug use and their sexual 
partners, young and minority men having 
sex with men, heterosexual transmission, 
and through perinatal transmission. 
Moreover, the youth of our country are 
becoming infected at an alanning rate -- 50 
percent of new· infections in the United 
States a~ in persons under 25 years of age. 
mv is the leading cause of death in 
Americans aged 25 to 44 and it is likely that 
many of these people were infected while 
they were adolescents. Racial and ethnic 
minorities are· also disproportionately 
represented among new mv infections. As 
of October 1995, Mrican-Americans 
accounted for 38 percent of newly reported 
AIDS cases and Hispanics represented 18 
percent of new cases. These trends in the 
epidemic must be taken into consideration 
when prioritizing prevention research and 
service programs. 

A crucial part of effective prevention 
strategies includes· supporting adequateI 

surveillance of mv infection and related 
diseases in order to gauge future directions 
of the epidemic, and assess the effectiveness 
of prevention interventions. As previously 
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noted, the CDC is the Federal Agency with 
primary responsibility for monitoring the 
epidemic. Seroprevalence surveys provide 
infonnation on the level of mv infections in 
"sentinel" populations. The, CDC AIDS 
case and case death reporting system 
p!ovides useful data for assessing AIDS 
prevalence and mortality by gender, 
race/ethnicity, age, and mode of exposure. 
This surveillance system also provides 
essential data on mY-related opportunistic 
infections. 

There are, however, opportunities for 
refinement. Effective prevention 
intervention programs begin with sound 
infonnation on who is at risk. Current CDC 
surveillance systems do not capture 
sufficient "front-end" infonnation on the 
'incidence and prevalence ofmV (not AIDS) 
in the population, and trends in modes of 
transmission and new infections. 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. (These data must be 
collected with the appropriate confidentiality 
,protections. ) 

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

strategies13 , the CDC has initiated efforts 
to evaluate current data collection efforts 
and implement necessary changes, and this 
work should continue'. 

Prevention Research 14 

Factors that place individuals at risk for 
acquiring mv infection are a complex 
combination of behavioral, social, cognitive, 
and biological influences. Given this 
complexity we must not assume we 
intuitively know which interventions will 
work, ,but instead base our efforts on sound , 
research findings and evaluation. 
Experience has taught us that prevention 
efforts can be effective, but when they are it 
is because the intervention incorporates 
findings from both experience and relevant 
research. Behavioral research is a relatively 
young science and there are currently more ' 
questions than answers. The three main 
areas, where gaps in knowledge have been 
identified are basic behavioral research, 
intervention research, and social marketing 
research. 

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

To capitalize on what is known and improve 
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mv prevention programs that are targeted 
to reach a diversity of Americans, more' 
information on the determinants of mv
associated sexual and drug-using behaviors 
is needed. For example, .. although much has 
been learned about the basic biology of 
substance abuse, further elucidation of the 
mechanisms underlying addictive behavior 
may assist in the development of new 
therapeutic approaches to addiction, which 
may in tum reduce the number of new 
infections. 15 And although we h~ve some 
information on relevant risk~taking 
behaviors, more information about 
knowledge, attitudes, decision-making 
processes, and beliefs about AIDS and other 
sexually transmitted diseases (STDs) is 
much needed. Such data enable scientists to 
establish theories of behavioral change, 
which then provide researchers with tools 
for identifying what approaches may be 
most effective for an individual or a

.IIITa).16 [il~~l1ifS¥~~~:::~!I~MI~~ 

Intervention Research. A second major gap 
is research to improve prevention 
interventions, i.,e., research that concentrates 
on . modifying behaviors, such as those 
related' to drug use and sexual practices. 
We .know from other behavior-influenced 
diseases (such as hypertension) and practices 
(such as cigarette smoking and wearing 
seatbelts) that basic information about what 
motivates a person to exhibit these behaviors 
can be incorporated into intervention 
research to advance approaches to reducing 
unhealthy behaviors. 

In mv and AIDS, this intervention research 

can focus on both individuals and 
communities, which often hold norms that 
influence personal behavior. Since the 
beginning of the epidemic we have made 
advances in our understanding of factors that 
are relevant to the design of intervention 
programs intended to reduce rates of mv 
infection. This theoretically based 
intervention research has identified several 
significant predictors of changes in sexual 
and drug-using behaviors among gay men, 
adolesc~nts, and heterosexual adults. 17 

Studies, have shown that community-baSed 
mv risk reduction programs that are gender 
relevant and culturally sensitive can be 
effective. IS A recent study has also 
provided a reason for optimism that the 
spread of mv can be contained among 
injecting drug user populations when there is 
early community outreach and 'access to 
sterile injection equipment.19 

However, despite this evidence of success, 
there is more that we need'to know if we 
. are to develop effective prevention programs 
for a diversity of Americans. We must 
incorporate findings from basi9 behavioral 
research into effective prevention 
interVentions. One high priority area is 
research on interventions that lead to 
sustained behavior change and reduced 
recidivism. Another area for investment is 
research on cultural barriers and strategies 
to reach populations resistant to certain 
behavior interventions. A third area is 
research on the effectiveness of treatment 
for drug abuse, mental illness, and 
alcoholism in reducing mv risk bettavior. 

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

Social Marketing Research. It is important 
that the findings from basic behavioral and . 
intervention research be incOlporated into 

. 	prevention programs. Agencies supporting· 
social marketing activities need to .build on 
current knowledge in addition to 
strengthening efforts to understand barriers 
to the implementation and replication of 
promising prevention programs. Given the 
highly innovative nature of these endeavors, 
the CDC must consider providing broader 
technical assistance and training to 
community organizations. Moreover, a 
community-based effort that would test 
prevention models in a real-world setting 
should be carefully considered. [e:li~~lg 
i!!ii2.:::IRjHljii:::ltgm:.~1 ......................... 


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

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

Prevention Programs 

In order to stop new infections, the results 
of basic behavioral, intervention and social 
marketing research must serve as the 
foundation for prevention intervention 

. programs that reach people at risk for 
acquiring or transmitting mv. Presently,. 
the Federal government supports a range of 
programs that address the disparate needs of 
a number of at-risk populations. However, 
the shifting demographics of the epidemic 
coupled with restricted resources has 
resulted in gaps in program areas that limit 
the Nation's ability to prevent new.. 
infections. It is therefore important that 
prevention planners carefully prioritize their 
efforts based on local epidemiology. 

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

One of the most important innovations in the 

prevention area is community planning. The 


. community planning process is an 

outstandirig model of a Federal-local 

partnership. Through this effort, it is 

possible to establish joint goals for the 
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prevention of mv 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 and decision 
making. 

Substance Abuse Prevention and 
Treatment. Injection drug use is one, of the 
major forces driving the epidemic with one 
third of all new cases are directly or 
indirectly related to this mode of 
transmission. Limiting the impact of 
substance abuse on the epidemic will require 
efforts on several fronts. 

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

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

it is estimated that X percent of the 
population is affected by alcohol abuse and 
other non-injectable drugs. 

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

Work on this issue has begun and will 
continue. The CDC has an initiated State
by-State discussion, including meetings with 
State Legislators, regardil)g mv prevention 
issues., The CDC is also working with the 
National Conference of State Legislatures to 
provide a forum, for a broad spectrum of 
views on this important issues. 

Treatment for Sexually Transmitted 
Diseases and Tuberculosis. Studies have 
shown, that the presence of sexually 
transmitted diseases (STDs) can significantly 
increase the efficiency of mv 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 mv infections in 
these groups. 20, 21 These data suggest 
treating STDs can be an effective mv 
prevention strategy and points to a need for 
all clinicians to be vigilant in efforts to 
prevent and treat STDs. 
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Persons who are mv 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 mY, whereas the 
risk is 10 percent over a lifetime for persons 
not infected with mv.22 In addition to. the 
health implications for infected persons, 
there is an increased risk of transmission of 
TB to household members, health care 
workers, and other persons having regular 
contact with the person with TB. 

It is important that ~ederal and State efforts 
to reduce the incidence of . sexually 
transmitted diseases (STDs) include an mv 
prevention element, and,· that mv 
prevention programs incorporate STD 
prevention and treatment efforts. Moreover, 
the traditional model of targeting most STD 
prevention efforts towards individuals who 
have already contracted one STD is not 
necessarily effective for mv prevention. 
Enhanced and innovative linkages between 
STD and mv prevention need to be 
established. The newly organized National 
Center for mvISTD/TB Prevention at CDC 
reflects the importance of integrating these 
inter-dependent aspects of the epidemic and 
illustrates our determination to integrate and 
c90rdinate mv, STD, and TB programs. 

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

" .' 

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

Incorporating a patient's sexual and drug 
using history when a medical history is 
taken, offering mY-related counseling and 
voluntary testing, and working with mv 
positive individuals so they do not infect 
others :js also important. It also means 
offering pregnant women information about 
and access to AZT during pregnancy to 
reduce the risk of perinatal transmission. 
Training should be made available to 
improve primary care providers' skill, 
comfort level and sensitivity in these areas. 

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

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

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

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

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

Achieving this goal will'require committed 
collaborative efforts among the Federal 
government, universities, researchers, the 
advocacy community, persons living with 
mv and those at risk for infection, 
communities where research is conducted, 
charitable . organizations, . pharmaceutical 
companies, biotechnology firms; and other 
parts of the private sector. It will also 
require an ongoing dialogue between the 
public and private sectors. 

At present, a number of Federal Agencies 
play a significant role in U.S. AIDS 
research efforts. (See Appendix B.) These. 
endeavors range from basic molecular 
research to clinical research to health 
services research. The National Institutes of 
Health (NIH) supports a significant 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 health services research to help 
determine which medical approaches are the 
most cost effective. The Department of 
Energy (DOE), through its support of 
technologically advanced equipment, 
provides the opportunity for Federal and 
private researchers to share resources and 
thereby analyze molecular structures that, 
without such equipment would not be 
possible. The Centers for Disease Control 
and Prevention (CDC) monitors and assesses 
m0ges of and risk factors for transmission 
through epidemiologic and laboratory 
studies. The Agency also supports.facilities 
employing sophisticated methods for 
identifying viral variants. 

Contributions of Research 

(l!i~~!~&I¥mlJ,i9iPiii:t;qm:.fII*) The 
Nation has already reaped some' of the 
benefits of supporting research in general, 
and . mv-related research specifically. 
AIDS, research has provided advances for 
treatment of other diseases. For example, 
mv-related research has contributed to 
progress in treating breast cancer. Research 
reveal,ed that by blocking cytokine rec~ptors, 
tumor cell growth could be inhibited; this 
fmding led to the development of new 
treatnients for breast cancer. 

Advances in treating conditions resulting 
from immunosuppression have come from 
mv-targeted research. One of the most 
promising experimental therapies for 
advanced breast cancer is high-dose 
chemotherapy followed by bone marrow 
transplantation, but the treatment causes 
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profound immunosuppression; AIDS-related 
. research has provided. valuable insights 
regarding the management of these patients. 

mv-related research has also accelerated 
study of the human immune system which 

, has in tum improved our ability to 
understand and treat other conditions such as 
cancer and autoimmune diseases, 4tduding 
systemic lupus erythematosus, type I 
diabetes mellitus, rheumatoid arthritis, and 
multiple sclerosis. 

Research involving the blood/brain barrier 
has led to a better understanding of the 
mechanisms by which infectious agents 
spread into the nervous system. These 
fmdings provide valuable clues for research 
on Alzheimer's disease, dementia, multiple 

. sclerosis, neuropsychological disorders, 
encephalitis, . and meningitis. Moreover, 
prior to the AIDS epidemic, little investment 
was made in research to treat viral diseases. 
Studies to develop anti-my therapies have 
improved our understanding of more viral 
diseases and led to development of 
treatments for many other diseases. 

Research investments made before· the 
advent of the AIDS epidemic produced a 
body of scientific knowledge that enabled 
researchers to more quickly pursue theories 
and avenues of investigation. For example, 
research previously conducted on the 
immune system in general, and CD4 + cells 
in particular, provided early insights into the 
pathogenesis of mv. Research investments 
in retroviruses yielded invaluable 
information for identifying mv as the 
etiologic agent of the emerging epidemic; 

and advances in molecular biology provided 
researchers with the tools to understand 
my's structure and develop drugs based on 
that information. 

Due iri great part to Federally-sponsored 
research, persons with AIDS now live twice 
as long as they did a decade ago. Clinicians 
now· have a growing array of medication to 
treat and in some cases prevent a variety of 
mY-associated opportunistic infections. An 
NllI-sponsored study found that it is 
possible to dramatically reduce the chance of 
transmission of mv from mother to infant. 
Data from federally-sponsored prospective 
epidemiological studies are helping scientists 
unders'tand the factors that enable long-term 
non-progressors to live many years after 
infection without presenting clinical signs of . 

ri;i;ii91::::BJ· u~!!!!!!~~~~! 

happens in these non-progressors may help 
researchers 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. Combination therapies 
are offer great potential promise in this area 
and iIi preventing perinatal transmission. In 
addition, the Food and Drug Administration, 
through its expedited review and accelerated 
approval programs, is now approving drugs 
faster than ever before and faster than any 
European nation. 

However, despite these advances, many 
complex biomedical and behavioral 
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challenges remain. Identifying the most 
promising scientific avenues, and having the 
appropriate structures and processes in place . 
to ensure that the Nation capitalizes on these 
opportunities, will require a considered and 
coordinated effort. 

Opportunities for Progress 

Coordinating Federal Research• 

. Developing and implementing the Federal 

government's AIDS research agenda 

presents both scientific and logistical 

challenges. Planning and overseeing this 

massive Federal effort requires coordination 

efforts at two levels -- one within NllI and 

the second among the Departments and 

Agencies supporting HIV research. 

Within the NllI, the Agency with the largest 
portfolio, research' is supported throughout 
24 institutes, centers, and divisions (lCDs). 
In order to better plan, coordinate, and fund 
the AIDS research activities of these ICDs 
the Congress, through the. NIH 
Revitalization Act Amendments of 1993, 
provided the Office of AIDS Research 
(OAR) with new oversight and budget· 
authorities. As part. of fulfilling the 
requirements of the law, the OAR develops 
a yearly NllI plan and budget for AIDS 
research and receives directly from the 
President and the Office of Management and 
Budget (OMB) a consolidated appropriation 
for AIDS activities at NllI. This single' 
appropriation allows the OAR to effectively 
prioritize research resources on the basis of 
sound scientific judgment and provides 
flexibility for pursuing the most promising 

. research opportunities. 

It is crucial that the authority granted OAR 
in the revitalization legislation, including the 
consolidated appropriation, be supported and 
maintained. With such a large research 
enterprise it is essential that there is 
oversight and accountability so the' most 
promIsmg 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 NllI institutes. 

It is also clear that while NllI supports a 
sigQificant portion of HIV -related research, 
other Agencies and Departments support a 
broad spectrum of research related to HIV 
and AIDS .. Multiple Federal Departments 
and Agencies have responded with research 
initiatives that bring to bear their unique 
capabilities and strengths. For the 
government to effectively support a diversity 
of promising approaches, these research 
efforts must also be well-planned and 
coordinated. To achieve this the Director of 
the . Office of National AIDS Policy 
coordinated an inter-departmental working 
group, chaired by the Director of the Office 
of AIDS Research, whose charge it was to 
develop a coordinated plan and budget 
specifically' for HIV and AIDS research 
across all Agencies Departments. 
ie~~i:Ip:I"'I~p:I!~I~':rmljllll6:;)' 

The first Federal Biomedical and Behavioral 
Research Plan and Budget for HIV and 
AIDS was completed in April 1996. The 
development of this plan brought together 
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representatives from the National Institutes 
of Health, the Centers for Disease Control 
and Prevention, the Food and, Drug 

'Administration, the Department of Defense, 
the Department of Energy, and the 
Department of Veterans Affairs. This plan 
provides an initial blueprint to focus and 
coordinate existing Federal mv/AIDS 
research initiatives and thereby utilize 
available resources more efficiently and 
effectively. It also serves as a foundation 
for continued planning and evaluation. 

Vaccine Development. Several major 
challenges currently face the U.S. and the 
world in' the mv vaccine development 
effort. The first is to sunnount the daunting 
scientific and social challenges, and the 
second is to ensure the development and 
testing, of promising vaccine candidates. 

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

The issues driving this debate are scientific, 

and soCial, and stem from the contrasting 
ways different parts of the world are 
experiencing the epidemic. Some regions of 
the world hav~ already experienced the 
devastating consequences of the epidemic 
while, in other areas, the epidemic is in its 
early stages. Some governments have 
shown a greater interest than others in 
preparing for vaccine trials as a method of 
slowing the growth of the epidemic in their 
~?~~~~es·(im~~fn~::i¥mf6f:m!iHiii:::12m
NIHH Both the social and scientific issues 
musibe considered when planning trials. 
Given, the State of scientific know ledge, 
there is some consensus that both the basic 
and empirical avenues can and should be 
pursuoo. ' 

Both approaches face significant obstacles 
and ins clear that the developing a vaccine 
cannot be accomplished by the government 
or the private sector working apart -- a 
pUblic-private partnership will be heeded. 
In order to identify areas' for fruitful 
collaboration and to accelerate the pace of 
development for vaccines, ,the Vice 
President convened a meeting of government 
scientists and leaders of the phannaceutical 
and biotechnology industries to identify 
barriers to the development of these agents. 
Further dialogue involving, key players 
regarding critical problems, and 
opportunities for development, and viable 
solutions has begun and, will continue. 

[lli~~I~t~i~~I!Ii.Hii.;,trgm'.fl 

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

·tiwllilipq~i89i!:~1.9:~1.~:if§m::·:§mi) 

Microbicides. Many scientists believe that 
the prevention of sexually transmitted mv 
infection will depend on the development of 
a safe, effective, female-controlled 
mechanical and chemical barrier methods 
that will block mv transmission or prevent 
other sexually transmitted infections. 
(lw'iqi91::::·::i!i§I.::::.:~1.9:~l.i.:.. f,lm:::::::::.~1 
Worldwide over 80 percent of mv 
infections are acquired heterosexually and 
women are more easily infected than men. 
10 the U.S., the infection rate among women 
is rising dramatically. Moreover, the risk of 
becoming infected or infecting others is 
substantially increased by the presence of 
other STDs23. Microbicides could provide 
an easily available and inexpensive 
protection option for millions of women 
worldwide. 

The barrier methods that are currently 
available have limitations. Most require 
consent, if not active participation of the 
male partner, and 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 will reduce 
the risk of acquiring mv and other STDs 
there are many situations in which 
interpersonal, social, or cultural barriers 
interfere with' a woman's ability to 
successfully negotiate condom use. The 
need for a method that can be employed by 

women is based on the prevalence of non
consensual sex, sex without condom use, 
and risky behaviors that occur without 

i~~i!l.f;§i~.~) :tlwm~m!t·::::::::!i¥~§'1 


The development of this important 
prevention option will depend on strong 
support for basic and clinical' research. 
Microbicides are a promising approach, but 
will require preliminary Federal support 

. before· they reach a stage where the 
pharmaceutical or biotechnology industries 
can assume a lead role. Discussions among 
Federal Agencies, the private sector, and 
advocacy groups have been ongoing and 
shoul~ continue in order to identify areas for 
worthwhile collaboration and hasten the pace 

9r~~\f~loPlTIent. liW~yp,~·.~~~~k~ilI.9:~~i 
.[f9i:.il 
Examining the Impact of HIV on. Youth. 
mv-related research has made great strides 
on many fronts, however, adolescents have 
not received the full benefit of research 
discoveries. To date, mv research efforts 
have primary focused two specific 
popUlations: infants and adults. 

But scientific information exists to indicate 
that mv may behave differently in infected . 
adolescents and that there are adolescent
specific health-care needs that must be 
addressed. Adolescent treatment approaches 
may vary from those used for adult or 
infants. 'Because little defmitive 'research 
has been conducted to date with mv
positive adolescents, the' specific· impact of 
puberty on the course of mv infection has 
not yet been determined. Behavioral trends 
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that play a key factor" in treatment and 
prevention have also not been sufficiently 
studied. 

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

There is also need for adolescent-relevant 
information on the part of clinicians and 
researchers. Models of collaboration have 
been developed to improve our 
understanding of disease and health in 
adolescents; several PHS agencies have 
cooperatively established the Adolescent 
Medicine mv/ AIDS Research Network. 
The Public Health ServiCe should continue 
to develop in collaboration with researchers, 
clinicians, and the infected and affected 
community ,clinical practice guidelines and 
expeditiously disseminate the latest 
information on state-of-the-art therapies, 
options for trials and eligibility criteria for 
entry . into them, and health care .and 
prevention techniques to tJ. S. and 
international communities affected by 
mY/AIDS. 

Clinical Effectiveness Research. Due in 
part to the FDA's accelerated . approval 
program24

, the Federal government is now 
approving new treatments in record numbers 
and at record speed, but it is not always 
known whether a treatment confers a clinical 
benefit for the person. Specifically, while 
some treatments have shown promise based 

on surrogate markers and/or laboratory 
tests, data regarding clinical effectiveness 
are increasingly unavailable. For example, 
we do not know the optimal stage in the 
course of mv disease to begin treatment, 
for which patient groups, with. which 
regimen, or with single or combination 
therapy. We also do not know when it is 
appropriate to switch or add therapies. 

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

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

Public-Private Partnerships. As has been 
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noted previously, a key role for' the Federal 
, government is to act in partnership with the 
, private sector and support areas where there 

is a market failure, i.e., areas where 
industry is unlikely to pursue research that 
would be beneficial to the public health. 
Vaccine development is one such area, but 
there are others. The Department of 
Defense has been successful in developing 

'partnerships in the conduct of vaccine trials 
and this effort should be strengthened. As 
noted previously, microbicides (Le. , 
chemical barrier methods for preventing 
mv transmission) are a promlSmg 

,approach, but will require preliminary 
Federal support before they reach a stage 
where the private sector can assun:tea lead 

iB*J. {1~jiqi.",,~Il,;'~@~~:::i:!!M!iM~i~.!,i~2~ 

It is also unlikely that the free market 
,system will push the implementation of 
head-to-head clinical trials of therapies that 
have been approved or are in development. 
However, infonnation about these therapies 
is important to improving patient care and 
ensuring that the Nation's health dollars are 
wisely spent. The National Institutes of 
Health and Veteran's Administration have 
been successful incarryiflg out thi~ type of 
valuable research in collaboration with the 
pharmaceutical industry and these efforts 
should continue. It is unlikely that the 
private sector would support research for 
therapies that are on the market but have not 
been tested in controlled clinical trials, such 
as alternative therapies. However,'"'through 
collaborative partnerships including, the 
NIH, studies of alternative therapies have 
been conducted; these are important efforts 

, that should continue.(~~~g9~',~~IIN~~~ 
!~Il:~ii:'i!m::::.j~J. 

It is also cost effective for the government 
to provide access to sophisticated equipment 
and personnel that can be shared among 
many researchers in both the private and 
public; sectors. For example, the 
Department of Energy has supported 
sophisticated imaging equipment that would 
be prohibitively expensive for individual 
researchers or companies to purchase. This 
shared resource that has accelerated our 
understanding of molecular structures in a 
number of research' fields, including mv 
research. Infonnation gained from this 
research can fonn the b~sis for targeted drug 

i;'~\\§9ii.i;[.~.m ,filiYiit~n~ 

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

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

[11~~R::~~~1~.~.,.~!i.$.~:ill.*l 
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CARE & SERVICES 

One of the national goals is to ensure 
appropriate care for all persons living with 
mv and AIDS. Achieving the, goal of 
ensuring appropriate care of all Americans, 
including those living with mv, will 'require 
a dedicated alliance among the Federal 
government, States, the private sector, local 
communities, community-based 
organizations, clinics, families, and 
individuals. 

Background 

Persons living with mv fmance needed 
health care services through a variety of 
mechanisms. Currently, nearly 50 percent 
of adult Americans and 90 percent ,of 
children living with AIDS receive their 
medical coverage through the Medicaid 
program and another 5 percent receive 
Medicare benefits. An estimated 15 percent 
of people living with AIDS have private 
health insurance and the remaining 30 
percent are uninsured and must ',',rely on 
personal payment or charity care. For the 
remainder, their lives often depend' on the 
Federal health care safety net. 

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

After Medicaid, the centerpiece of this 
safety net is programs funded through the 
Ryan White Comprehensive AIDS 
Resources Emergency (CARE) Act of 1990, 
administered by the Health Resources and 
Services, Administration (HRSA). It was 
establis,hed to fill gaps in coverage and build 
systems of care to create access to health 
care for people living with mvIAIDS. 
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 mb of the Act provides 
early 'intervention services such 'as 
counse,ling and testing, medical care, 'and 
educational serviCes for medically 
underserved persons with the goal reducing 
mV-related illness. Title IV seeks to 
increase the availabllity of care and services 
for women, infants, children, and youth in 
a community-based family-centered system 
of care. HRSA also provides primary care 
to persons living with mv through its 
Community Health Centers and Maternal 
and Child Health Programs. 

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

32 



The National Strategy for HIV and AIDS 
Draft for Office Management and Budget Review: 6.28.96 

Federal prisons. 

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

Opportunities for Progress 

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

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

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

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

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

Integrated' Continuum of Care. Many 

health care providers believe that one of the 


. most potentially effective approaches to 

treating m\! positive persons, in addition to 

reducing the' spread .of infection, lies in 

providing people access to an integrated 

continuum of health care services. This 
inc~udes counseling and testing, 
comprehensive health care, home health 
care, . and access to substance abuse 
treatment and prevention services. 

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

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

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

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

, 

estimated that up to 50 percent of persons 
living with mv and AIDS will become 

,homeless or are at risk for becoming 
homeless during the course of their 
illness. 25 

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

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

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

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

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

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

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

Program' Co~rdination. For care Md 
services to have the most beneficial impact 
they should be offered a,s part of a 
continuum of care. For organizations on the 
front lines of the epidemic, building a 
coinprehensive integrated program requires 
applying to numerous Federal Agencies. 
For example, Creating a community 
program that integrates primary care with 
substance abuse treatment and prevention, 
and sexually transmitted disease screening, 
prevention, access to clinical trials, and 
housing assistance would require separate 
applications to SAMSHA, HRSA, CDC, 
NIH,' and HUD. 
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Efforts to simplify federal funding 
applications to facilitate improved 
integration of service programs have already 
begun. For example, HRSA and SAMSHA 
have issued joint announcements and the 
HUD and HRSA have issued a joint 
announcement for the Special Projects of 
National Significance (SPNS) program. 
These efforts to improve integration should 
be continued and expanded. 

Evaluation.. Strong Federal suPPqrt for 
these safety net programs must go hand-in
hand with improved accountability and 

.priority setting. Evaluating current activities 
can . provide valuable. information for 
planners and those on the frondines of the 
epidemic. It can assist us in providing 
better care to persons living with mv. In 
an era of limited resources coupled with a 
demand for cost effective services of high 
quality, we must use all the tools available 
to us if we are to help those perso,~s, living 
with mv. 

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

A Federal program that has achieved success 

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

However, this program alone cannot ensure 
that all health care providers have the 
know ledge and skills required to provide 
satisfactory care for mv positive persons. 

. Achieving this goal will require the 
coqperation of Federal Agencies, States, 
professional organizations, professional and 
medical schools, and individual clinicians. 
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INTERNATIONAL ACTIVITIES 

AIDS is a global pandemic. In the United 
States it is estimated that between 800,000 
and 1 million people are currently infected 
with my. The World Health Organization 

. (WHO) estimates that 18.5 million adults 
and over 1.5 million children are currently 
infected worldwide and there will be 10 to 
15 million orphans worldwide attributable to 
lIlY/AIDS by the year 2000. WHO also 
estimates that two to three million new mv 
infections can be expected annually., and by 
the year 2000, thirty to forty million people 
will have been infected around the globe. 

The pandemic jeopardizes decades of 
economic and social advances in many 
developing nations. In Africa and Asia, 
economic advances are threatened, and in 
some cases, may be reversed due to the 
pandemic of mv and AIDS. Socio
economic studies have shown a decrease in 
overall domestic savings' and investment 
levels, negative effects on foreign 
investments, reductions in the volumes of 
imports and exports, and a reduction in 
receipts from tourism. 26 In many 
countries, governments will be forced to 
cope with increasing numbers of cases, 
weakened health care systems, a deleterious 
economic impact on the most productive 
segments of society, and the reduction in the 
number of healthy men and women able to 
serve in the government and· the military. 

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

Departments, Agencies, and non
governmental organizations to develop a 
framework to guide U.S. foreign policy in 
the global efforts against mVand AIDS. 

) 	 The major areas identified for U.S. 
leadership are:. preventing new infections; 
red,ucing the personal and social impact of 
the: pandemic; and mobilizing and unify 
national and international efforts. The U.S. 
Ag¢ncy for International Development 
(USAID) also has a leadership role in the 
global mv effort through development 
assistance, research and policy formation. 
USAID focuses its strategy on developing 
prevention programs based on proven 
interventions, addressing social, cultural, 
regulatory and economic issues related to 
mv/ AIDS and other sexually transmitted 
infections, and developing and testing new· 
int~rventions and methods .to . prevent 
transmission and mitigate the impact of the 
epidemic. The U.S. Information Agency 
(USIA) supports programs that promote 
di~semination .of U. S. policies and 
information related to mv and AIDS; and 
th~ Peace Corps trains a portion of its 
volunteers to directly address mY-related 
concerns in their countries of placement. In 
addition, several Agencies support research 
overseas,including the National Institutes of 
Health, the Centers for Disease Control and 
Prevention, and, the Department of Defense 
(DOD). The DOD is conducting clinical 
tri~ls of candidate mv vaccines in Thailand 
and NIH (working in collaboration with 
USAID) , supports basic scientific studies on 
social and behavioral aspects of AIDS in 

I;~i;i.~.;l t.,~~~!=~~!!=g~,~!! 

- studies ultimately will be used to develop 
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interventions to reduce behaviors that place 
individuals at risk for contracting mv 
infection. .' . 

Opportunities for Progress 

International Leadership. The United 
States has established a global leadership 
role . in· combatting the epidemic. This 
leadership, must continue. The U. S. 
strongly supports the newly established Joint 
and Co-sponsored United Nations 
Programme on AIDS (UNAIDS).27 
Moreover, the U. S. is _a member ·of the 
governing body of UNAIDS. 

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

Sharing Technology and Bringing Lessons 

Home. In addition' to financing the 

development of large scale, comprehensive 

AIDS prevention programs in many 

countries, USAID has' gained valuable 


. insights and lessons from experiences from 

these countries and is applying them to U.S. 

populations. 

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

'.~- ." 

lessons learned abroad home to inner city 
and rural areas with problems similar to 
those experienced overseas, this initiative 
creat~s linkages between U. S. community 
organizations and international. projects. 
The U.S., through its various Agencies will 
contmue to build and strengthen networks 
that will facilitate leadership, coordination 
and transnational approaches to AIDS 
prevention and control programs and AIDS 
related research; exchange culturally and 
linguistically appropriate educational and 
training materials; and demonstrate the 
bidirectionality of USAID international 
programs and its potential impact 'on US 
based programs, and U.S. based non
governmental organizations. 

Program Coordination. One of the most 
challenging aspects of the U. S. effort is 
effective coordination among a host of 
Agencies with varied. missions and activities. 
The State Department and Agencies such as 
USAID and USIA are primarily focused on 
country-specific activities, that include many 
mv-related objectives. Other Agencies, 
such. as NIH and CDC, also support 

lii~t~[l.i~:.~ls.llmltiii~~9:m}'Hmil 


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 must develop a 
mechanism for identifying and coordinating 
this effort. 
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TRANSLATION OF RESEARCH INTO 
PRACTICE 

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

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

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

availahle computerized databases such as 
AIDSDRUGS, AIDS TRIALS , and 
AIDSUNE. In addition the toll-free 1-800 
TRIALS-A AIDS Clinical Trials Information 
Service (ACTIS) is co-sponsored by NIH, 

m~~i~i:~_:_~1(IW~~1g2~~~!~~g!! 

Disease Control and Prevention (CDC) 
disseminates information through hotlines 
such' as its toll-free l-800-mV-0440 
mv/:AIDS Treatment Information' Service 
(ATIS) and the AIDS Information 
Clearinghouse. 

The tDC also issues guidelines for health 
professionals through it Morbidity and 
Mortality Weekly Report; such guidelines 
have, included The U.S. Public Health 
Service Recommendations for HIV 
Counseling and Voluntary Testing for 

I 

Pregnant Women. The Agency for Health 
Care, Policy and Research (AHCPR,) has 
p~blished a series of mv-related clinical 
practice guidelines for clinicians and 
companion pamphlets for their, patients; an 
example of these materials is clinician 
guidelines for the evaluation and 
management of early mv infection. The 
Health Resources and Services 
Administration has also developed guidances 
for its CARE Act grantees, funds an AIDS 
wa~line that responds to questions from 
clinicians across the country, and directs 'a 
nationwide system of AIDS Education and 
Trairiing Centers that provide state of the art 
mv clinical information to health care 
providers. 

Opportunities for Progress 
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Due . in part to Federally-sponsored 
information dissemination activities, 
dramatic changes in the way mv is treated 
have taken place over the last 15 years. 
However, despite these successes, there are 
still areas for improvement. For example, 
an AHCPR-supported study indicated that 
primary care physicians may miss significant 
mY-related symptoms during patient 
examinations. 28 Other research indicates 
that a disturbing number of clinicians do not 
use universal precautions in the course of 
routine patient care. 29 

We are also. at a stage, unlike in the 
beginning of the epidemic, where research 
advances are coming more frequently. In 
the case of the NIH study that demonstrated 
it is possible to block perinatal transmission 
by administering a specific AZT regimen to 
the mother and baby, it became clear that 
this scientific breakthrough required a 
change in the standard of care and action by 
a number of Federal Agencies. This 
change also required the development of 
new testing and counseling guidelines to 
reflect the new options available to women. 
And it meant that for patients enrolled in 
Medicaid and Medicare to receive access to 
this breakthroug~, a policy change on the 
part of the Health Care. Financing 
Administration (HCFA) was required. 

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

practical infonnation for practicing clinicians 
and their patients be provided in a timely 
manner. 

The Federal government must develop a 
mechanism for ensuring periodic assessment 
of the state of the art, ensuring that essential 
information can be found easily, and 
disseminating that infonnation widely. This 
will require collaboration with industry , 
government, and professional groups. 

CoordinatiQn of Federal Activities. 
Enhancing coordination of infonnation 
dissemination activities among Public Health 
Service Agencies is an important priority. 
Within the DHHS, the Office of mv/AIDS 
Policy has the lead responsibility for 
coordinating the mv-related activities of the 
Public. Health Service Agencies. Ensuring 

. that infonnation 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 continued high level of cooperation 
and coordination among Public Health 
Service Agencies. 

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

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

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

The Federal government and some States 
have enacted laws that protect persons with 
mv from discrimination on the basis of 
their infection. Many 0'£ the more common 
legal issues faced.by people living with mv 
and AIDS, such as family law issues, estate 
planning, landlord/tenant problems are 
regulated by State law. 

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

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

Opportunities for Progress 

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

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

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