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Presidential Advisory Council on HIV/AIDS

June 15-18, 1998

Madison Hotel 
Washington, D.C.

DRAFT AGENDA 
(MEMBERS ONLY)

Monday, June 15.1998

9:00 a.m. Interim Council. Activities/Long-Range Strategic Planning
R. Scott Hitt, M.D., Chair

9:30 a.m. Office of National AIDS Policy (ONAP) Update
Sandra L. Thurman, Director 
Todd Summers, Deputy Director

10:45 a.m. Break

Dolley Madison Room

11:00 a.m. Introductions and Strategic Planning Sessions Focus 
Long-Range Strategic Planning Overview
• Introduction from the Chair

R. Scott Hitt, M.D.

Facilitation Process
Facilitators: Myriam Figueroa, Mosaica

Emily Gantz McKay, Mosaica 
Kayla Jackson, Mosaica 
Cristina Lopez, Mosaica

• Presentation/Discussion of Agenda and Process
• Agreement on Ground Rules
• Timeline: Key Dates Affecting Council Plans and

Activities
• Brief Presentation of Proposed Session Outcomes 

{See attached list}
- Plan for June 1998 - July 1999: what we can do that 

will make a difference
- Plan for August 1999 - January 2001: what we leave 

behind

11:45 a.m. Taking the Pulse of the Council
• Focus for Discussion

- How Members Feel as Individuals as a Council
- Three Questions on Issues and Concerns to

Address Before Moving Ahead

Dolley Madison Room



Monday. June 15.1998 (continued)

12:00 p.m. LUNCH (on your own)
• Seating in Small Groups in the Restaurant
• Preliminary Discussion of Responses to the

Three Questions

1:00 p.m. Taking the Pulse of the Council (Continued)
• Discussion of Responses to the Four Questions
• Implications for Strategic Planning Process

2:30 p.m. Agreement on Desired Session Outcomes
• Discussion of Proposed Outcomes

- Plan for June 1998 - July 1999 (Actionable Issues
and Report, with Emphasis on Planned Strategies 
and Structure; Other Key Issues and Strategies 
for Keeping Them in Public View)

- Plan for August 1999- January 2001 (Platform or
Other Activities)

- Other desired outcomes (in addition to or instead of
the short-term and longer-term plans suggested 
above)

• Agreement on Desired Outcomes

3:00 p.m. Break

3:15 p.m. Subcommittee Meetings:
• What are the key issues on which the Council needs a

briefing from each subcommittee to prepare it for 
making appropriate strategic planning decisions?

• What are the important time-sensitive or “actionable”
issues in terms of policy or funding decisions or 

other” windows of opportunity” for action?
• Other Strategic Planning Issues
• Other Subcommittee Business

Dolley Madison Room

Prevention Subcommittee
• Long-Range Planning Discussion

Research Subcommittee
• Long-Range Planning Discussion
• Microbicide Development Update

Ann Marie Comer, BIOSYN 
Polly Harrison, Ph.D., Alliance for Microbicide 

Development
Penelope Hitchcock, D.V.M., M.S., National 

Institute of Allergy and Infectious Diseases, NIH

Drawing Room I

Mt. Vernon C



Monday. June 15.1998 (continued)

3:15 p.m. Subcommittee Meetings (continued):

Services Subcommittee
• Long-Range Planning Discussion
• Ryan White Care Act Reauthorization Update

John Palenicek, Ph.D., Health Resources Services 
Administration

• Review Recommendations and Assessments
• Native American Health Care Worker Guidelines

Update
Todd Weber, ONAP

5:45 p.m. Full Council Meeting
• Questions or Issues
• Review of Agenda for Tuesday

Drawing Room II

Dolley Madison Room

6:00 p.m. ADJOURN

Tuesday. June 16.1998
{During meetings of the smaller subcommittees in the morning, members are asked to address the same 
questions the larger subcommittees addressed on Monday.}

9:00 a.m. Subcommittee Meetings

Discrimination Subcommittee Meeting
• Long-Range Planning Discussion

International Issues Subcommittee Meeting
• Long-Range Planning Discussion
• U.S. Department of State HIV/AIDS Strategic Plan

Update/Discussion
Nancy Carter-Foster, David Wagner,

U.S. Department of State

Communities of African and Latino Descent 
Subcommittee Meeting

• Long-Range Planning Discussion
• Racial and Ethnic Minority Population Discussion

- African American Update
- National Minority HIV Plan Update and

President’s Initiative on Race/HHS Race and 
Health Initiative, Matthew Murguia, ONAP

- Harvard AIDS Institute; Unidos Para La Vida
• Subcommittee Structure Discussion

Dolley Madison Room 

Drawing Room I

Mt. Vernon C



Tuesday, June 16,1998 (continued)

9;00 a.m. Subcommittee Meetings (continued);

Prison Issues Subcommittee Meeting
• Long-Range Planning Discussion
• HFV Surveillance in Federal Correctional Institutions

Recommendation
• National Summit Meeting on Prisons Discussion
• Update on Federal Interagency Meeting on

Compassionate Release
• Review Recommendations and Assessments
• Update on Prison Site Visit

11 ;00 a.m. Subcommittee Meetings:

Prevention Subcommittee
• Long-Range Planning Discussion

Research Subcommittee Meeting
• Long-Range Planning Discussion

Services Subcommittee Meeting
• Long-Range Planning Discussion
• HFV Cost and Service Utilization Study Update

Samuel Bozzette, M.D., Ph.D., University of 
California at San Diego 

Martin F. Shapiro, M.D., Ph.D., University of 
California at Los Angeles

12:00 noon LUNCH (on your own)

1:00 p.m. Panel Presentation to Full Council
Addressing HIV and AIDS Among Youth 

Sean Sasser, Moderator
Margaret Campbell, The Multicultural AIDS Coalition 
Donna C. Futterman, M.D., Montefiore Medical 

Center
David C. Harvey, AIDS Policy Center for Children, 

Youth & Families
Audrey Smith Rogers, Ph.D., M.P.H., National 

Institute for Child Health and Human 
Development, NIH 

Bret Rudy, M.D., Children’s Hospital 
Robert Soliz, ONAP

3:00 p.m. Long-Range Strategic Planning
• Briefings from the Subcommittees
• Questions/Discussion

Drawing Room II

Drawing Room I

Mt. Vernon C

Drawing Room II

Dolley Madison Room

Dolley Madison Room

5:00 p.m. Break



Tuesday, June 16.1998 

5:15 p.m.

6:00 p.m.

Other Information for Council Consideration
• Discussion of Factors that May Affect the Council’s 

Ability to Meet Objectives
• Other Information for Strategic Planning

ADJOURN

(continued)

Dolley Madison Room

Wednesday. June 17. 1998

9:00 a.m.

10:30 a.m. 

10:45 a.m.

12:00 noon 

1:00 p.m.

Long-Range Strategic Planning 
Framework for the Strategic Plan
• Discussion of Key Questions Affecting Strategic 

Planning
- Should the Council be rechartered, and if so, why is

its existence important?
- To whom should the Council be directing its

recommendations and reports? What are its 
primary and secondary audiences?

- How should the changes in the face of the epidemic
be effected in the Council’s strategic planning?

- Other Key Questions
• Discussion and Agreement: What Should be the 

Framework and Scope of the Strategic Plan?
- Possible components: actionable issues, criteria for

selecting issues, strategies, structures and 
processes, responsibilities, time line

- What decisions should be made by the end of the
day?

Break

Long-Range Strategic Planning 
A Strategic Plan for the Next 13 Months
• Discussion and Decisions

- Does the Council want to focus on “short-term
achievable” action items?

- If no, what will be its focus?
- If yes, what criteria should be used to set action

priorities? How should these criteria be applied?
- Should the Council prepare a report at the end of its

current period of operations?
- Other decisions

LUNCH (on your own)

Long-Range Strategic Planning
• A Strategic Plan for the Next 13 Months (continued)

- Process to Obtain Agreement on Action Items
- Strategies for Achieving Action Items

Dolley Madison Room

Dolley Madison Room

3:15 p.m. Break



Wednesday. June 17.1998

3;30 p.m. A Strategic Plan for August 1999-January 2001
• Discussion and Agreement
• Key Objectives and Desired Accomplishments
• Strategies

5:30 p.m. Review of Decisions and Plans
• Review of Decisions and Plans
• Identification of Any Unfinished Business
• Implications of Decisions and Plans for Council 

Operations

6:00 p.m. ADJOURN

Dolley Madison Room

Thursday, June 18.1998

9:00 a.m. General Council Business/Subcommittee Reports
R. Scott Hitt, M.D.

9:30 a.m. Services Subcommittee Report

9:45 a.m. Research Subcommittee Report

10:00 a.m. Prevention Subcommittee Report

10:15 a.m. Prison Issues Subcommittee Report

10:30 a.m. International Issues Subcommittee Report

10:45 a.m. Discrimination Subcommittee Report

11:00 a.m. Communities of African and Latino Descent
Subcommittee Report

11:15 a.m. Presentation and Review of Strategic Planning Results

11:45 a.m. Agreement on Responsibilities for Next Steps and 
Follow-Through

12:30 p.m. Agreement on Content/Format of the Strategic Planning 
Session Report

1:00 p.m. ADJOURN

Dolley Madison Room
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ANNOUNCED JOINTLY BY UCSF, THE JOHNS HOPKINS UNIVERSITY 

AND LOUIS HARRIS & ASSOC., INC.
FOR IMMEDIATE RELEASF

Media Contacts:
Corinna Kaarlela (UCSF) 
415-476-3804

Marc Kusinitz (JHU) 
410-S55-8665

Stacey Amorosi (Harris) 
212-539-9694

1 in 4 PEOPLE STARTING TREATMENT FOR HIV ARE NOT TREATED 
ACCORDING TO US HHS HIV TREATMENT GUIDELINES

Louis Harris & Assoc. Survey Shows High Proportion of Women and Minorities 
Receive Care Inconsistent with HHS Guidelines

Washington, DC, June 3,1998 - Results from the first National HIV/AIDS Treatment Survey 

showed that about 25 percent of people starting treatment for HiV are prescribed therapy that is 

inconsistent with the US Department of Health and Human Services Guidelines (HHS 

Guidelines) for the Use of Antiretroviral Agents in HIV Infected Adults and Adolescents issued in 

November 1997. These recommendations are similar to the HIV treatment guidelines issued by 

the international AIDS Society (IAS) of the USA in June 1997. The resuits were jointly 

announced today at a press conference by John G. Bartlett, MD. Chief. Division of Infectious 

Diseases, Johns Hopkins University and Co-Chair, US HHS Committee to Establish HIV/AIDS 

Treatment Guidelines and by Paul Volberding, MD, Professor of Medicine, AIDS Research 

Institute, University of California at San Francisco, Director, UCSF AIDS Prcg.'-am and Medical 

Oncology a: San Francisco General Hospital and a board member of the lAS-USA. The survey 

was conducted by Louis Harris & Associates and funded with a grant from Merck & Co., Inc.

“Not suppressing viral replication to the greatest extent possible means that patients are 

more likely to experience symptoms of HIV, and their risk of developing an AIDS-reiated 

inrection may be increased." said Dr. Bartlett. The survey evaluated HIV-treating physicians' 

current use of antiretrovirals, their general awareness and acceptance of the HHS Guidelines, 

and how closely they followed them.
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The survey results specifically showed that physicians with the least experience treating 

HiV wailed longer to begin treatment and prescribed fewer medications then recommended in 

the HHS Guidelines. •The disparity in the treatment of HIV - especially for particular 

populations - signals an urgent need to educate physicians and patients more aggressively on 

the HHS Guidelines for people with HIV," said Dr. Volberding, "and supports recent plans to 

create an HIV professional society."

In 1997, HHS convened a panel of scientific and medical experts and treatment 

advocates to design recommendations that would advise physicians on how to use antiretroviral 

medications most effectively in order to ensure the best possible outcomes for their patients 

with HIV. The HHS Guidelines recommend initiating treatment for HIV with triple therapy, 

including a protease inhibitor and two nucleoside analog reverse transcriptase inhibitors (RTIs). 

The decision to begin therapy is based on a patient's clinical state, viral load, and CD4 cell 

count (immune ceil) level.

HIV-Treatment Experienced Physicians Provide The Most Progressive Care

"It's dear that physicians who receive new information and education on an ongoing 

basis are more likely to adopt and apply these treatment guidelines," said Dr. Volberding. 

“Likewise, patients who are familiar with the health benefits related to new treatments will more 

likely seek and receive the most aggressive care."

Physicians with the most experience in treating HiV more consistently prescribed 

according to the HHS Guidelines. Eighty-eight (88) percent of physicians with the most 

experience were most likely to prescribe a therapeutic regimen containing at least one protease 

inhibitor, compared to 60 percent of those with the least H!V-treatment experience. A nur^ber 

of physicians with more experience prescribed more than three medications for their treatment- 

inexperienced patients at the initiai visit, compared to those physicians with the least 

experience who prescribed an average of two medications.

- more -
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Smaller Proportion of Women and Minorities Treated By More-Experianced Physicians 

as Compared to White Men

A smaller proportion of women, African-Americans and Hispanics receive care 

from the most experienced physicians than do white men, according to the survey "The study 

has revealed some troubling information about the obstacles to treatment that women and 

minorities face which may. in part, contribute to the increased rate of mortality seen among this 

patient population, ‘ said Dr. Volberding. “For example, many of the more experienced 

physicicr.s are not always easily accessible to this grooving segment of the population most 

affected by HIV."

The US Centers for Disease Control and Prevention (CDC) in June 1996 and again in 

January 1997 reported the first declines in the rates of AlDS-related deaths since the beginning 

of the HtV epidemic. The declines have been largely attnbuted to the use of protease inhibitors 

in triple therapy with reverse transcriptase inhibitors. The estimated number of deaths among 

women with AIDS decreased by 13 percent in 1996; similarly, the death rate among people of 

color decreased by 19 percent in 1996. The most significant decline, however, was found in the 

number of deaths among white patients - 33 percent in 1995.

Physicians with less treatment experience tend to treat the greatest proportion of 

women and people of color with HIV and start antiretroviral therapy later for their treatment- 

inexperienced patient. The survey results show that more women and minorities are HIV- 

symptomatic when beginning antiretroviral therapy (36% of women, 42% of African-Americans. 

43% of Hispanics) and have higher viral load measures with lower CD4 cell (immune cell) 

counts at the start of therapy compared to 27% of white men who are symptomatic when 

starting therapy.

More Physician and Patient Education Needed On HHS Guidelines

These findings as weil as those of pn'or research including that of the Community 

Consortium, affiliated with UCSF, support and are consistent with the new Louis Harris & 

Associates Survey "We now have even more evidence that further education is required," said 

Dr. Volberding The Community Consortium is a San Francisco Bay Area association of 

healthcare providers who care for people living with HIV and AIDS.

- more -
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“Several organizations are actively involved in addressing the concerns raised by the 

findings of this survey," according to Dr. Volberding. "The IAS-USa sponsors numerous HiV 

educational programs nationally and the Infectious Disease Society of America (IDSA) is 

creating the HIV Medicine Association.'

TTie HIV Medicine Association of the IDSA is being created to help define the level of 

experience and commitment needed for high quality HIV care. The HiV M^ri'C're Association 

will be chaired jointly by Dr. Volberding and Constance Benson, MD, University of Colorado.

Methcdoloqy

The first National HIV/AIDS Treatment Survey was conducted to evaluate current treatment 

practice and trends, assess them against the current HHS Guidelines, and identify gaps where 

additional treatment educational efforts might be appropriate. A follow-up survey will be conducted 

later this year to track physician treatment practices over time and gauge changes from previous 

treating habits.

The telephone survey of 476 physicians who prescribe treatment for patients with HIV 

was conducted by Louis Harris & Associates, Inc., between January 14 and March 3, 1938. 

The survey covered a number of practice settings, including solo and partnership private 

practices, hospital, non-hospital and university-affiiiated clinics, and managed care 

organizations. Physicians who are employed by the military, a pharmaceutical company, the 

Veterans Administration, or any Federal health agency are not included in the survey

Physicians were divided into five tiers, with each tier representing a group of physicians 

who write 20% of the total number of HIV prescriptions. Most survey questions ask the - 

physician to describe his or her prescribing practices during the most recent visit of an 

antiretroviral-naive patient.

■ZT--.-:.r-.-i



Community Spokespersons List

The following is a list of community leaders from leading AIDS service organizations 
who are available to discuss the results of the National HIV/AIDS Treatment Survey 
with interested media.

LOS ANGELES 
Scott Hitt. MD 
Chair
Presidential Advisory Council on HIV/AIDS 
310-652-2562 (please ask to have Dr. Hitt 
paged regarding the Treatment Survey)

Charles Farthing. MD 
Medical Director 
AIDS Healthcare Foundation 
213-554-8038

NEW YORK CITY 
Pablo Colon
Director. Treatment Education & Advocacy 
Gay Mens’ Health Crisis 
212-367-1450

Odell Mays 
Executive Director 
Treatment Action Group 
212-924-3935

WASHINGTON. DC 
Daniel Zingale 
Executive Director 
AIDS Action Council 
202-986-1300 ext. 3065

Jim Graham 
Executive Director 
Whitman-Walker Clinic 
202-797-3500

MIAMI
Rick Siclari 
Executive Director 
CRl-South Florida 
305-667-9296

PHLADELFHIA 
Jane Shull 
Executive Director 
Philadelphia FIGHT 
215-985-4448. Ext. 21

Julia Walker
Communications Director 
The Balm In Gilead 
212-730-7381

SAN FRANCISCO 
Martin Delaney 
Director 
Project Inform 
415-558-8669

CHICAGO
Philip Matthews
Executive Director
Test Positive Aware Network
773-404-8726

NEW JERSEY
Asia Russell
Hyacinth AIDS Foundation 
732-246-0204



Paul A. Volberding, MD 
Professor of Medicine 

University of California, San Francisco 
Director, Center for AIDS Research 

Director, AIDS Program and Medical Oncology 
San Francisco General Hospital

Dr. Paul Voiberding is a Professor of Medicine and the Director of the Center for 
AIDS Research at the University of California, San Francisco, and Director of the 
AIDS Drcyidm and Medical Oncology at San Francisco General Hospital. He 
received his undergraduate and medical degrees at the University of Chicago 
and the University of Minnesota, respectively, and finished training at the 
University of Utah and the University of California, San Francisco, where he 
studied for two years as a research fellow in the virology laboratory of Dr. Jay 
Levy, later a co-discoverer of HIV. Dr. Volberding’s professional activities have 
centered at San Francisco General Hospital where he established a model 
program of AIDS patient care, research, and professional education. His 
research career began with investigations of HIV - related malignancies, 
especially Kaposis Sarcoma. His primary research focus, however, shifted to 
clinical trials of antiretroviral drugs. He has been instrumental in testing many 
compounds, but is best known for groundbreaking trials establishing standards of 
care for the use of zidovudine in asymptomatic HIV infection. Dr. Voiberding has 
written many research and review articles. He is the co-editor in chief of the 
Journal of Acquired Immune Deficiency Syndrome, and is the founder and Chair 
of the Board of the international AIDS Society - USA. He is also the co-editor of 
The Medical Management of AIDS, the most widely used textbook of HIV 
medicine, now in its fifth edition.
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th persistent, and often“Compelling evidence that race and ethnicity correlate wi... ......,
increasing, health disparities among U.S, populations denfands national attention,’

The White House, 1998

Mdsan American Health and HTV ? nd ATRS
A National State of jj^merp^en

Introduction
By fte par 2010 President WiUiam Jefferson Clinton has com 
of eluninating all racial and edmic disparities in public health, 
to improve the health of all Americans. Political experts belie 
the elimination of racial and ethnic disparities wiU be the c 
Human Services Administration, and the afSiming legacy of

At the histone White House conference on HIV and AIDS, Pr 
that he would, “End new infections from HTV and AIDS by 
none.” During t^s declaration the president committed to rele 
a report outlining the nations objectives for reaching this 
nation, by the year 2000.

ivhile continuing his progress 
\[e that the President’s call for 
c imerstone of his Health and 

lis Tniriarive on Pace

ssident Clinton also declared 
he year 2000, until there are 
ising Healthy People 2010. 
d oflier health goals for the

Despite the will and tenacity of the “leader of the free world' 
current status of the nation’s public health crisis in African Ai i 
by record rates of HTV and AIDS, drug abuse, sexually tra n 
accompanying co-factors, a national state of emergency in pu$i 
been d^lared. One that will require radical emergency public i 
allocation and redistribution of new and existing health reso' 
goals.

African Americans, the nations oldest ethnic minority popula i 
ramifications of a less than adequate system of policies and 
acceptable public health initiatives. Historically this has comihi 
racial targeting by tobacco and alcohol industries, and the ini I 
factors, coupled with undeifrinded health systems and the unpre 
once beheved to have been eradicated or controUed, have create 
health indicators rivaling those of third world nations.

If present trends continue, when the history of HTV and AIDjS 
community is written, AIDS will be documented as a modem 
generational reach, posing grave detriment to all Americans in

mitted this nation to the goal

and his adrninistration, the 
.erican commimities, fueled 

ajnsmitted diseases and their 
ic health and AIDS has not 
ealth interventions, and the 

i^ces to begin to meet these

ion, have long suffered the 
actions in their fight for 

lunity has faced decades of 
^ux of illegal drugs. These 
edented spread of diseases 

d an environment of pubhc

in the African American 
day epidemic with multi- 

he new millennium.
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report concurs that, “The demographic changes that are anticipated over the 
” ,1 importance of addressing disparities in health status. Groups

currently expenencing poorer health status are expected toL-- „ , „?
population; fterefore, the fiitare health of America as grow as a portion of the U.S. 

a whole will be influencedc ii’ " neaiui of America as la whole will be influencedsubstantially by our success m improving the health of these racial and ethnic minorities

A Move to Acting
The pro^s for thi^ergency intervention began with 33 Airican American leaders in the 
field of HIV and AmS who were caUed to a meeting by the Centers for Disease Control and 

reven on to collaborate on a new African American prwention initiative. The new 
epidemiological data were alarming: “ Every hour in this country, seven (7"i penplp arA
aeady infected >vith ffTV. the Vlpj?i that causes AIDS. a]id three f3li of thos j cpvpti 

are African Am<^HrgTi»

When viewed in context with all other health related issues facing African Americans at all 
stages of hfe, such as high infant mortality rates, the growing proliferation of prostrate and 
breast cancers unprecedented cardiovascular disease, hyp&rtension, diabetes and the 
recurrence of childhood diseases, these concerns when co-fac ored with the affects of drug 
abuse, lack of treatment, and the new proliferation of sexuall^ ^ transmitted diseases moved 
the group of 33 to develop a list of demands and a national st ategy for crisis intervention.

Our vast and unprecedented national investment in HIV and. 
and prevention^have improved the quality of life and expectanc) 
of infection or infected by the disease. In the first wave of this 
effectiveness in combating HIV and AIDS in other commuruti 
through combined financial and human resources, local and nati . 
and fair share funding for prevention programs and conununit / 
racial disparities in the AIDS crisis continues unabated as a mi 1 
magnificent proportions for the African American community, 
benefitted fully from the nation’s unprecedented investment.

Of all U.S. citizens, including other racial minorities, African Americans have the highest 
death rate from most diseases. For every 100,000 Americans, / frican American’s diabetic 
death rate accounts for a whopping 76 percent of the nation’s! overall tally of 40 percent. 
Death from cancer accounts for 182 per 100,000, compared to the nations 135 per 100,000 
Heart disease accounts for 158 per 100,000, compared to thi national count of 122 per 
100,000. Tuberculosis among African Americans is listed at 3j| per 100,000. This number 
is tnple the national rate of 10.3. Infant mortality among African American babies is 18 
percent per 1,000 births. This is quite alanning when compared to the national average of 
9.2 per 1,000 births. Coupled with these horrific numbers is the fact that African American 
women are dymg during childbirth. These women account foi- a staggering 22.1 percent. 
This number is quite high when compared to the national average of 8.2 percent. Since

t^IDS research, care, services 

of many populations at risk 
eighteen year old epidemic, 

es was clearly demonstrated 
on government intervention 

development. Tragically, 
ti-generational epidemic of 

a community that has never
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1960, death from cancer among Black men has risen steadily , 
pCTcent for all men. Prostrate cancer is 30 percent higher ar k 
66 percent survival rate for five years compared to an 81 percent

ly 62 percent, compared to 19 
ong Black males who show a 
survival rate for White men.

The facts are;

AIDS is still the number one killer of African American females of child bearing age.

African .^ericans account for 36 percent of the natioi 
yet remain only 12 percent of the national population; a II 

for 25 percent of the U.S. population yet acco

Afiic^ American children account for half of all chik 
combined with Latino children they make up 90 percent 
under 13 years of age.

The number of new AIDS cases among Blacks is now f u* greater than the number of 
new AIDS cases among Whites.

’s cases of frill-blown AIDS, 
racial and ethnic minorities 

uht for nearly 54 percent of aU

.^ren with AIDS in the nation; 
of the nations infected babies

125,000 children are ejqiected to be oiphaned as a result 
to HIV and AIDS by the year 2000. Ninety percent of 
and Latino.

Every hour, seven Americans are infected with HTV, the 
three of the seven are African American. That’s 72 J

One in fifty African American males are infected wi 
percent of all adults and adolescents reported with ATtS 
already died from the disease.

From 1995-1996, AIDS-related deaAs declined 23 
population and 20 percent for Hispanics. African Ameri
decline, a decline of only 13 percent. These numbers csn be attributed to poor base 
Ime health, late identification of disease, and the lack o; 
life prolonging drug therapies costing $10,000 to $12,0(

losing one or both parents 
these children will be Black

vims that causes AIDS, and 
ican Americans every day.

ih HTV. Approximately 62 
S in the United States have

percent for the total U.S. 
;ans experienced the lowest

health insurance to pay for 
lO per year, per patient.

I

Fifty-six percent of the nations AIDS cases and new in fections related to injection 
drug use are concentrated among African Americans [
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Nearly 700,000 people who'take the standard AIDS lest each year, do not return to 

learn whether they are infected. ______ , .............

M estimated 10 to 12 milhon new cases of sexually trinsmitted infections, 80 times 
the new cases of tuberculosis, are reported to the CDC each year.

National rates of syphihs and gonorrhea particularly in 
exceed those of many industrialized nations.

rural and inner city areas, far

Last year four percent of African American girls agefe 15 to 19 were infected with 
gonorrhea, according to CDC.

A 1997 CDC study found that one in five Americans ol ler than 12 was infected with 
a gemtal herpes virus.

I
Annually, New York City teenagers account for 40 iercent of the 2,500 cases of 
chlamydia infection. ^

Baltimore, where syphihs rates are 18 times the national average; 115 infants were
bom infected with syphilis in the past two years, the cm i for syphilis was discovered 
more than 50 years ago.

Intravenous drug users make up the vast majority of people with hepatitis C, which 
has no cure, shows no symptoms for up to 20 years and can be fatal.

Seventy-nine percent of people with AIDS in Washington DC are Afiican American.

Over 100,000 Afiican Americans have died fi-om AIDS 
it is estimated that Afiican Americans will account for 
infections in the nation

In the next seven (7) years 
up to 65 percent of all HIV

Note;

In 1998, U^CEF released its new report on ADDS oiphajns world wide, while earlier 
estimates indicated that some 10 million children would be orphaned as a result of 
losing one or both parents to ADDS by 2005, the a jency apologizes for under 
counting. The study surveyed 23 nations, 19 of which ari: on the continent of Africa. 
Should current trends continue, more than 40.7 miUim children will have been 
orphaned by the year 2010.

AIDS is killing an entire race of Black people simultaneously, across two continents
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A^CLarion Call from The Congressional Black CaucuJ; f'CBO

On Monday, May 11* following the nations celebration of roo 
Black Cauci^ met with more than 320 African American lead< 
rehgion, social policy, civil rights and elected officials, represe: 
including New York, San Francisco, Baltimore, Los Angeles, 
to outline the emergency intervention needs for a community in 
its men, women and children.

therhood, the Congressional 
rs in medicine, public health, 

liting cities across the nation - 
: Durham, Miami, and Atlanta; 

crisis, in an attempt to save

The meeting was hosted by CBC Chairwoman The Honorable 
by representatives from every division of the Health and Hut; 
and the Public health leadership of the CBC. Those atti 
Representatives Louis Stokes, P-OH), Donna Christian-Greer 
Holmes Norton (D-DC). The collective represented the entir:

cretaiy of the Department of 
■llional “State of Public Health 

resources, take leadership, 
tjtack the disease in African 

S epidemic is growing at an

At the meetings conclusion, the Caucus called on the U.S. S«
Health and Human Services, Donna Shalala, to declare a na 
Emergency in HIV and AIDS” and to marshal the necessaii^ 

develop comprehensive solutions and target funding to a 
American and minority comminutes where the HIV and ATT 
alarming rate.

During the collective call for government officials to aide ind support community and 
capacity development of those comminutes in greatest need to r jspond to their public health 
crisis the Caucus declared, “Enough is enough.” and continued, “This nation has shown 
most brightly in its fight against threats to its national secupty. We took on the fight of 
tuberculosis and smallpox in this country and won. We iiust exert the political will 
necessary to take on HTV and AIDS, drug abuse and sexually ti ansmitted diseases and their 
accompanying co-factors in those comminutes reaching epidem c proportions with the same 
commitment and concerted effort. This is a national crisis, a id we will not rest until it is 
considered one!”

Maxine Waters and attended 
an Services Administration, 

:^ndtng the meeting included 
(D-VI) and Eleanor 
46 member delegation.



Viewpoint

I
Needling GUnton

ON APRIL 23 PRESIDENT CLINTON ALLOWED BAD POLITICS
to override good science in our battle against 
AIDS. On the same day that his secretary of 
Health and Human Services declared, finally, that 
science had proved that needle-exchange pro­
grams reduce HIV infections without encouraging 
drug use, our president ordered that federal funds 
could not be used for this purpose. It was the kind 
of “split the baby" mentality that has haunted 
this administration since its earliest days.

In political life it is difficult to 
publicly challenge the decisions 
of allies who stray into unac­
ceptable territory. For the most 
part the president has been our 
friend on AIDS. Funding levels 
for AIDS programs and research 
have increased dramatically, 
even when overall discretionary 
spending has stagnated. Drug 
approvals come faster, research 
is better coordinated, services

JANA BIRCHUM

tion follow the science with respect to HIV. Koop 
set the standard for political courage. The Admin­
istration could have done the same, allowing indi­
vidual communities the choice as to how best to 
use their federal prevention money, including 
funding the exchange of clean needles to injection- 
drug users: But instead the president stepped in 
and, ignoring the unanimous advice of AIDS czar 
Thurman, Health and Human Services secretary 
Shalala, National Institutes of Health director Var- 

mus, and Surgeon General 
Satcher, said that no federal 
dollars could be used by local 
communities to implement 
these lifesaving programs.

So to whom did the -president 
listen? Remarkably, he followed 
the biased, conventional, and 
conservative advice of Gen. 
Barry McCaffrey, a drug policy 
czar with no public health or 
medical experience. All McCaf-

'm

I
Dirty needles are tbe cause of more than half d all 

new mV infections—needle exchange is needed now.
are expanding. AH of this deserves our praise. Un­
fortunately, good is not good enough in the fight 
against AIDS. Until a cure and a vaccine are found, 
the HIV epidemic must be treated as the health cri­
sis that it is.

Since dirty needles ate the cause of more than 
half of all new HIV infections, needle exchange is 
needed now. Armually more than 20,000 people in 
this nation alone contract HIV directly or indirectly 
through dirty needles. Without funds to effectively 
combat this mode of transmission, thousands will 
continue to be infected, and many will die.

In 1995 Clinton articulated his goal of “[reduc­
ing] the number of new [HIV] infections each year 
until there are no more new infections." His deci­
sion to withhold federal funds for needle exchange 
will make it impossible to achieve his stated goal.

This issue requires political courage and, most 
important, leadership to educate people about the 
lives that could be saved. Fifteen years ago, 
then-surgeon general C. Everett Koop refused to 
be politically intimidated and insisted that this na-

frey could say was, “It sends the wrong message." 
The general could be a major force in coordinating 
HIV-prevention programs, but his prejudice and 
nanow-mindedness have proved to be major stum­
bling blocks. Clinton and Congress must rise above 
political rhetoric, respect good science, and com­
municate the facts directly to the nation. Any nee­
dle-exchange policy would likely face an uphill bat­
tle on Capitol Hill, with Republicans eager to cast 
Clinton as a "soft on drugs" demagogue by distort­
ing this vital health care issue. But the chance of 
wasting some political currency by fighting for a 
program whose benefits are so clear should not 
deter the Administration. Until such leadership 
comes from a president or a Congress, the epidem­
ic will rage on, fueled as much by poUtical expedi­
ence as by HIV.
► Hitt is chairman of the Presidential Advisory 
Council on HTV/AIDS, which in March gave a 
unanimous vote of no confidence regarding the 
Administration's ability to carry out Clinton's 
stated goals on HIV prevention.

By R. Scott Hitt, MD
June 9,1998 The Advocate 11
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Administrator

Memorandum

Subject Presidential Advisory Council on HIV/AIDS Recommendations

Director, Office of National AIDS Policy

Thank you for the opportunity to review these recommendations. The Health Resources 
and Services Administration supports the Dq)artment of Health and Human Services’ 
position on needle exchange and the declaration of a state of emergency in the African 
American Community concerning HIV.

Although none of the demands are specifically addressed to HRSA, it is important to note 
that HRSA has made equity access to health care for all populations disproportionately 
affected by HIV/AIDS one of its highest priorities.

We continue to support the Administration’s fiscal year 1999 budget proposal for the Ryan 
White programs and are encouraged by the Presidential Advisory Council’s recognition of 
the need to support primary medical care and other support services.

With regard to the privacy protection recommendation, HRSA’s position is consistent with 
that of the Department.

The recommendation of the Research Subcommittee regarding an AIDS vaccine is 
addressed to the National Institutes of Health (NIH) primarily, and HRSA will work with 
the NIH as appropriate and necessary to accomplish its goals.

We look forward to continuing to work with your office and the Council.

Claude Earl Fox, M.D., M.P.H.

TOTAL P.02
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Centers tor Discft»e Control 
and Prevention

Hashin^t on ^ ^ D.C.

June 12, 1998

R. Scott Hitt, M.D.
Chair
Presidential Advisory Council on HIV/AIDS 
■736 Jackson Place. N.W.

20503

Dear :
The enclosed information is in response to the recommendations 
made by the Surveillance Contmittee o£ the Presidential Advisory 
Council on HlV/AIDS (PACHA) at its Deceraber 1997 meeting.

We walcome PACHA'S Interest and commentB on HIV surveillance.
Wa agree with the Council that more research would be welcome and 
we will continue to support surveillance research. in the 
meannlrae, the routine public health practice of surveillance muet 
continue for the provision of information, the targeting of 
prevention efforts, and evaluation purposes. we plan to publish 
our program guidance for expanded HIV/AIDS surveillance In Che 
Federal Register for public comment later this year. The 
guidance will outline performance criteria to ensure both the 
quality and confidentiality of IIIV data. We look forward to 
receiving your comments on that guidance. I would be happy to 
diacuaa this further with you and the Council at any time.

Sincerely yours.

Helene D. Gayle, M.D., M.P.H. 
Director
N«ition.»l Center for HIV, RTD, 

and TB Prevention

Enclosures



Item I

IVe urge that the CDC issue a comprehensive public report on its 
analysis and scientific documentation of the impact of different 
surveillance systems on seeking/acceptance of HIV testing and 
care among and potential discriminatory impacts on, individuals 
and communities at risk for HIV infection. Such a report should 
also assess the accuracy, completeness and cost of data obtained 
under the various reporting systems. We recommend that any move 
to change reporting systems should not be made prior to the 
development and release of such a report and following an 
opportunity for community consultation.

We agree with the Council on the importance of evaluating the 
impact of HIV surveillance. CDC has and will continue to 
evaluate the effect of HIV surveillance on test-seeking behavior. 
In 1996, the University of California- San Francisco conducted a 
survey of 2,370 persons at high risk for HIV infection and 1,931 
persons with AIDS in 9 States§5 States with named reporting, 2 
with unique identifier-based reporting, and 2 States without HIV 
reporting. A worry about name-based reporting was cited as a 
reason for having delayed testing by 19 percent of respondents, 
and as their major concern by 2 percent. However, of the 2,370 
high-risk persons, only 15 percent knew whether HIV infection was 
reportable to the local health department. In the AIDS Patient 
Survey, conducted during 1995 and 1996, persons with AIDS were 
asked their reasons for delaying testing and seeking care after 
testing positive. Of persons who had delayed seeking care for 
more than 1 month after diagnosis, 0.5 percent responded that 
fear of being reported was the main reason for delay; 10 percent 
cited it as one among other reasons. [^Does HIV reporting by 
name deter testing?^ submitted to the Journal of the American 
Medical Association; §A Multi-State Evaluation of Anonymous HIV 
Testing and Access to Medical Care^ accepted for publication in 
the Journal of the American Medical Association] This survey is 
being repeated and will start this summer. We realize that these 
results can change over time as people become more aware of State 
reporting practices and the impact of HIV reporting on programs 
and peoples lives, and will need to continue to follow this 
issue.

To assess the effect on test seeking and acceptance among 
communities, CDC researchers analyzed trends in the utilization 
of HIV testing services in publicly funded HIV counseling and 
testing programs before and after the implementation of HIV 
reporting policies. No significant declines occurred in the 
total number of HIV tests provided by counseling and testing 
sites in the months immediately after the implementation of HIV 
reporting policies in any State, other than the declines expected 
from trends that were present before HIV reporting. [^Impact of 
HIV Reporting by Name Policies on Utilization of HIV Testing 
Services in Publicly Funded Counseling and Testing Programs^



submitted to the Journal of the American Medical Association] 
Again, these trends need to be re-assessed over time as more 
experience is gained with HIV reporting.

Since 1981, there has only been one reported breach of 
confidentiality of a State AIDS reporting system and there have 
been no known breaches associated with the adoption of name-based 
HIV surveillance. Some of these States have been collecting and 
reporting HIV as an extension of AIDS surveillance for over 10 
years. In the case of the one breach, there was no public 
release of the information and the individual responsible for the 
breach was prosecuted. The recent, highly publicized release of 
the names of two HIV-infected persons in Missouri and New York 
were unrelated to HIV or AIDS surveillance activities.

CDC has established performance criteria for HIV and AIDS 
surveillance to ensure that surveillance data are of sufficient 
quality to target prevention and care resources and to detect 
emerging trends in the HIV epidemic. We plan to publish these 
for public comment later this year. However, the data available 
to CDC at present suggest that routine surveillance systems using 
an individual's name as an identifier are more likely than any 
other system to provide data of the quality required for public 
health practice. Regardless of the approach to HIV surveillance 
adopted by a State, confidentiality protection will need to be of 
equal importance as the data quality.

Item II

JVe urge that, prior to recommending any changes in reporting 
systems for AIDS and HIV, the CDC be required to provide a 
comprehensive scientific justification that includes a detailed 
strategy and implementation plan about how it will obtain and 
present the data necessary to develop a comprehensive picture of 
the scope of the current and emerging HIV epidemic.

In development of such a plan, we recommend that the CDC 
recognize the inherent limitations, weaknesses, and potential for 
abuse of any HIV case surveillance system (named, unique 
identifier, or anonymous) and instead use much more innovative 
methods to collect and interpret data from a wide variety of 
sources necessary to fully characterize the complex HIV epidemic. 
Specifically, we urge expanded use of such currently 
underutilized tools as blinded seroprevalence studies, 
mathematical modeling techniques, sentinel and random 
serosurveys, a greatly enhanced portfolio of behavioral research 
and behavioral surveillance activities, and other similar, 
innovative methods. Such activities will require a well



coordinated strategy and a great deal of scientific creativity. 
Enhanced funding and technical assistance activities to allow 
States, localities, and various planning bodies to effectively 
utilize such data are essential and must be linked to these 
innovative efforts.

We agree with the Council that studies and data sources, in 
addition to HIV surveillance are essential to characterize the 
HIV epidemic as well as to design effective prevention 
strategies. CDC strives to provide a comprehensive picture of 
the HIV epidemic by analysis of data collected through HIV and 
AIDS surveillance, mortality data, blinded seroprevalence 
studies, surveillance for antiretroviral drug resistance, 
behavioral surveillance, and data collected through studies 
designed to answer specific questions. These techniques allow 
us to describe the epidemic in more detail than has been done for 
any other disease. As the epidemic changes and new studies and 
laboratory techniques are developed, we are always thinking about 
how to best integrate these data for public consumption.

HIV surveillance can be used to provide a minimum estimate 
of persons living with HIV (HIV prevalence), to identify emerging 
trends and patterns of infection, to characterize persons more 
recently infected than those with AIDS, and to evaluate 
prevention interventions. The feasibility of making minimum 
prevalence estimates for smaller areas will depend on the 
population density and whether the number of cases is sufficient 
to allow a reliable estimate. Demographics and risk behavior 
information are collected routinely as a part of surveillance.

Unlinked seroprevalence studies are conducted by CDC among 
high-risk populations, including persons attending sexually 
transmitted disease clinics and drug treatment centers. At many 
of these sites, incidence studies are being conducted 
concurrently. In addition, several States are piloting methods 
for detecting incidence among persons being tested in the HIV 
Counseling and Testing System. Estimates of the trends in 
national and regional incidence of HIV can be made indirectly by 
using data from HIV surveillance and focused studies; however, 
these methods will not quantify incidence.

New laboratory technology is being used in a variety of 
studies, surveillance systems and programs. Laboratory methods, 
for example, are being developed that may be able to detect 
recent infection. If these methods are perfected and put into 
widespread use, quantifying incidence may be possible. In 
addition, there are several new methods for determining the 
antiretroviral susceptibility of viral isolates, and CDC is using 
some of these to conduct surveillance for antiretroviral 
resistance among persons who have not been treated with 
antiretroviral chemotherapy. New testing technologies are also 
being used, or supported in concept, that would allow persons to



be tested without having blood drawn (oral fluid testing) or 
learn their infection status during the same visit (rapid tests).

The Adult Spectrum of Disease (ASD) project is a 
surveillance project in which medical records are abstracted in 
more than 100 medical facilities in 10 U.S. cities and Puerto 
Rico. This project provides information about the nature and 
trends in different opportunistic infections and other clinical 
information. Information has been collected from the medical 
records of more than 40,000 HIV-infected persons (18 percent 
women and more than 50 percent black or Hispanic.)

CDC also has a large portfolio of HIV behavioral research 
and surveillance projects. Information on behaviors related to 
HIV is collected through behavioral surveillance, behavio-^el 
determinants research, behavioral and social epidemiologic 
research, and through data reported from programs such as the HIV 
Counseling and Testing System.

Statistical models have been used to reconstruct the pattern 
of HIV incidence in the U.S. population; this is not 
surveillance, however, and the data to allow meaningful modeling 
are scarce (e.g., no population seroprevalence data has been 
available since 1994). Mathematical modeling, however, has 
limited utility in predicting the future of the epidemic or for 
estimating the current prevalence and incidence of HIV. This 
poor ability to predict the epidemic is revealed when different 
mathematical models that fit historical epidemiologic data 
equally well have very different projections for the short or the 
longer term.

Item III

Whatever changes, if any, are made in HIV reporting policies at 
the national level, we strongly believe that several issues must 
be addressed. These include the following:

• Identification and implementation of steps to retain and 
expand anonymous testing options in all jurisdictions 
receiving CDC prevention and surveillance funding.

CDC agrees that continued support for anonymous testing is 
important. Unless specifically prohibited by law, CDC requires 
that States receiving prevention funds make anonymous testing 
available in order to make testing as accessible as possible.
CDC studies indicate that the lack of anonymous testing options 
serves as a major deterrent to testing in some high risk 
populations. Maintaining an anonymous testing option will help 
ensure that more people learn their status and if infected, seek 
early treatment and care. We will continue to work with States 
to preserve anonymous testing along with HIV reporting.



• Development and incorporation of confidentiality protection 
standards as part of any reporting system, including model 
laws and regulations, comprehensive record-keeping and 
database procedures, standards on use and matching of 
datasets, and penalties for improper use.

CDC agrees strongly that protecting the confidentiality of 
HIV/AIDS data is as important assuring a high quality of data and 
has stressed this issue, both with our partners and with the 
media. CDC has also held a series of internal meetings to 
determine what can be done to further assure the confidentiality 
of HIV data. Outcomes of these discussions include: CDC will
require that name data must be encrypted when stored and when 
carried in the field; CDC is funding a study of the feasibility 
of encoding names for long term storage; CDC is exploring the 
possibility of encryption of names for storage that would be 
protected by two keys held in different sites and be legally 
protected from non-public health uses. We agree that any 
surveillance system should assure strict confidentiality of the 
data, establish controlled access and penalties for abuse of data 
that have no links to non-public health uses. These issues will 
be addressed in the draft guidance on HIV surveillance.

In addition, to promote strong and uniform legal protections 
of confidentiality, CDC, in collaboration with the Council of 
State and Territorial Epidemiologists, the Association of State 
and Territorial Health Officers, and the National Conference of 
State Legislatures, is developing model confidentiality language 
for State and local legislation. The proposed model legislation 
will be available late in 1998.

• Development of appropriate public information efforts to 
explain the system, especially to members of affected 
communities and health care providers.

• Technical assistance to health departments, community 
planning groups, Ryan White planning bodies and consortia, 
and other appropriate groups on the meaning, limitations, 
and potential uses of this data.

Since 1989, CDC has held numerous technical workshops for 
State health departments (for States with or without HIV 
reporting), on HIV surveillance systems and the uses of HIV 
surveillance data. Most recently, in November 1997, CDC 
convened a meeting of representatives of the HIV and AIDS 
surveillance programs from all 50 States and 6 cities for a 
consultation on HIV reporting. CDC has contracted with the 
Academy for Educational Development to produce technical 
materials for use by State and local health departments. (Tab A 
contains a list of other groups CDC has met with on this issue.) 
As of June 1998, 31 States have implemented HIV reporting. We 
are also working with our Office of Communications to develop a



communications strategy to educate the community more broadly 
about HIV information systems.

Health departments are responsible for ensuring that HIV 
prevention community planning groups have access to current 
information related on HIV prevention and to analyses of the 
information. As a part of the development of a comprehensive HIV 
prevention plan, project areas are expected to periodically 
review, revise, and refine the plans, as indicated by any new or 
enhanced surveillance data or other relevant information. State 
and local health departments are also responsible for informing 
local health care providers or organizations about HIV 
surveillance. We will continue to work with health departments 
to ensure that data on HIV trends get incorporated into the 
planning process.

National data are provided to the Health Resources and 
Services Administration (HRSA). CDC has sponsored State and 
local staff to provide data on request to the Ryan White 
Consortia. CDC staff have attended the national meeting of Ryan 
White grantees to discuss surveillance data and the role of 
community planning groups. We see working together on this issue 
with HRSA and Ryan White grantees to be a key priority.

• Adequate funding to States and local jurisdictions for the
work of collecting, maintaining, and interpreting the 
collected data.

Funding for these purposes is available through the CDC HIV 
surveillance and HIV prevention cooperative agreements. We will 
continue to work to ensure adequate funding for these priority 
activities.

Identification of steps to guarantee access to appropriate 
care and services for all individuals who test positive in any 
system.

We agree that access to care and services is important. CDC 
does not provide the care and services required by persons 
infected with HIV. However, HIV surveillance and other targeted 
studies can evaluate access to care. CDC is working with the 
Health Resources and Services Administration to evaluate 
referrals and access to care among persons who test positive for 
HIV through the Counseling and Testing System. We recognize that 
more than ever, it is critical that CDC and HRSA work towards 
greater continuity between prevention and care services. We are 
working with colleagues at HRSA towards this goal.

In conclusion, PACHA has raised many important issues that 
are useful for CDC to reflect upon and take into account as 
technical guidelines are developed for public comment.



Tab A

CDC has met with the following organizations regarding the 
implementation of national HIV surveillance:

State and Local Health Departments (on-site or teleconference)

Alaska, California, Connecticut, Florida, Georgia, Hawaii, 
Indiana, Kansas, Los Angeles, Maryland, Massachusetts, Michigan, 
Minnesota, Mississippi, New Jersey, New York State Advisory 
Committee (4 discussions), Pennsylvania, Puerto Rico, South 
Carolina, Texas, Vermont, Washington, Wyoming

AIDS-Related Organizations (or their representatives)
AIDS Action Foundation (2 discussions)
AIDS National Interfaith Network
AIDS Policy Center for Children, Youth and Families (2 
discussions)
AIDS Research Consortium of Atlanta 
Gay and Lesbian Medical Association 
Gay Men's Health Crisis - New York City 
Human Rights Campaign (2 discussions)
National AIDS Fund
National Association of People with AIDS 
National Minority AIDS Council (2 discussions)
National Native American AIDS Prevention Center 
National Task Force on AIDS Prevention

Other Groups (or their representatives)
100 Black Men of America
Academy for Educational Development
Advocates for Youth
American Civil Liberties Union
American Medical Association
American Psychological Association
American Red Cross
Asian Pacific Islander Wellness Center
Council of State and Territorial Epidemiologists (2 discussions)
Harlem Directors
Human Rights Campaign Fund
Interviews in gay/lesbian publications
Interviews with other media
National Advocacy Coalition on Youth and Sexual Orientation 
National Alliance of State and Territorial AIDS Directors (3 
discussions)
National Association of State Alcohol and Drug Abuse Directors 
National Coalition of STD Directors
National Coalition of Hispanic Health and Human Services
National Conference of State Legislators
National Council of Negro Women
National Latino/a Lesbian and Gay Association
Office of AIDS Policy (2 discussions)
U.S. Conference of Mayors



Date: June 12,1998

To:
From:

Steve Lew 
Robert Soliz

Subject: Summary of PACHA Services Sub-Committee Recommendations Discussion

Hi, Steve, below is a summary of our discussion which I sent to Daniel. Hope this is a little more 
readable than an e-mail.

I discussed several recommendations may by the Services Subcommittee with Steve Lew on 
Wednesday (6/9/98). I explained that any recommendations that we did not discuss had been 
reviewed by ONAP and that we considered those recommendations resolved. The ones that we 
did discuss we assumed the services subcommittee needed to discuss, re-examine, refer, etc..

The recommendations that we discussed and the conclusions that we came to are summarized 
below (the letter in the number of all services subcommittee recommendations has been changed 
from “B” to “S”):

IILS.l (re: having CDC ensure that all States offer the option of geographically accessible 
anonymous testing for all CDC funded counseling and testing programs):

This recommendation needs to be referred to the Prevention Subcommittee.

111.5.3 (re: having SSA include in all SS Disability Award Notices language about health 
benefits continuation under COBRA)

Alternative strategies were given by the Administration concerning how best to 
implement the intent of this recommendation, and the Services Subcommittee needs 
information clarifying the extent to which this recommendation is being implemented.

111.5.4 (re: having the administration recommend substantial increase in the NIH OA ‘97 
budget):

This is more of a follow-up recommendation and associated with III.S.V (see below), and 
the Services Subcommittee needs a progress report from NIH and 0AM concerning what 
they’ve been doing around these issues (increased funding and altemative/complementary 
therapy reimbursement).

111.5.5 (re; having Medicaid and Medicare determine which alternative/complementary 
therapies can be immediately reimburse directly to qualified health care providers):

(ONAP suggested that this recommendation be combined with II.S.7 (re: having the President 
direct appropriate agencies to support investigation of the efficacy of complementary therapies, 
and having therapies shown to have benefits be reimbursed under Medicaid)).



The Services Subcommittee agrees that the two recommendations can be combined, but it 
still needs responses to II.S.7 and II.S.5. The Services Subcommittee needs a progress 
report on these two recommendations.

III.S.6 (re: having the administration direct OAM and OAR convene a working group 
-comprised of a variety of individuals/groups - to investigate new/innovative ways to 
research and make available to people therapies that anecdotally are being identified as 
treatments for HIV):

This recommendations has become somewhat of a lower priority, but the Services 
Subcommittee still needs follow-up/information on this. The Services Subcommittee 
still needs

- the report prepared by the “Sub-panel” on evaluation (see 8/30/97 response), 
chaired by the Director of the OAM and comprised of researchers and advocates 
interested in this issues (see 8/30/97 ONAP response), and

- a status report on the recommendations made by the NIH AIDS Research 
Evaluation Task Force (see ONAP 8/30/97 response) around these issues.

Recommendations passed at the December 7,1997 PACHA meeting;

V.B.l (re encouraging HRSA to explore strategies by which States can purchase health 
insurance coverage using ADAP funding):

The Services Subcommittee needs to know HRSA policy on this,

V.B.2 (re: having HRSA strength TA in drug pricing negotiation to all ADAP programs 
that have not achieved comparable prices from the O.D.P. Section 602 program):

Agree that HRSA has been doing this, would urge HRSA to do more.

V.B.3: (re; urging the VP to continue his work with pharmaceutical companies re: the price 
of drugs):

The Services Subcommittee wants an ONAP response to this. Not yet resolved.

V.B.4 (re: expanding /intensifying White House leadership on all options for expanding 
access to treatment):

This is a Leadership recommendations, and the Services Subcommittee wants the 
President, the VP, and ONAP to address this.
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heady flush of success over identifying HfV, Margaret 
Heckler, then secretary of the Health and Human Services 
Department, blithely served up a science-fiction scenario of 
a quick fix when she said that a candidate would be ready to 
test within two years. After all, in the real world even a 
decade is turbo speed for a new vaccine.

Fourteen years later, a vaccine is nowhere in sight; in fact, 
even the fantas)' has faded. During these years, while AIDS 
activists—desperate to save lives—pushed the National 
Institutes of Health (NIH) toward a massive research effort 
on treatments, there was no one fighting with such passion 
for a vaccine. In fact, many in tlie AIDS community cast a 
cold eye on the vaccine cause, fearful that research into, let 
alone development of, a shot that protected against HIV 
would dash the hopes of the already infected. Moreover, 
some scientists even grew skeptical that a vaccine was possi­
ble. And most drug companies steered clear, anticipating a 
long, difficult scientific path fraught with uncertain profits 
and a political and ethical minefield.

Now, with some big successes in anti-HfV therapy but the 
virus still spreading like wildfire worldwide, vaccines are 
starting to make a comeback—although so far there's still 
more talk than action. Take, for example. President 
Clinton’s 1997 call for an HIV vaccine within the decade, 
which invoked “can do” images of a man-on-the-moon-t)'pe 
effort 'Vet he offered no Apollo-esque strategies to support 
it nor has NIH come up with a concrete plan for trying to 
meetihe deadline.

is “10 years till a vaccine” remotely realistic? NIH top brass 
are wary. “I’ll be happy if we can get a good candidate to the 
point of la^b-scale clinical trials in that dme,” says Dr. Carole 
Heilman, deputy director of the agency’s Division of AIDS. 
Ofhers are eager to go for it but say that far more energy and 
focus are necessary. “The whole mentality of how we’re look­
ing has to change,” says Dr. Margaret Johnston, scientific 
director of the International AIDS Vaccine Initiative (lA'VI), 
a new nonprofit group dedicated to pushing \’accines for­
ward. “We have to be much more aggressive. People haven’t 
woken up yet to what making a vaccine really means ’

e-intigorating the national 
vaccine effort has been a 
rocky road since 1996, 
when a blue-ribbon panel 
of AIDS researchers diag- 
nosed the federal program 
as crisis": It was deemed 
too small, of low priorit)' 
and poorly funded, and too 
narrowly focu.sed on basic 
science while neglecting 
targeted reseaich .Added 

to this is not onl\ the huge cost but the very slow and long 
development pipeline that leads promising vaccine catidi- 
dales (nit of academic labs, into manufacture lor human 
use, through earl\' clinical tests lot safeiv and .ihiliiy to stim­
ulate immune responses, and then Im.tlly into a Phase 
eflicatw trial, which tests if the catididaie works.

A ,S' /■ tt / I t 1. ( I '1 u ,s

Yet many scietitists view the biggest obstacle as the formi­
dable scietitific challenge of HIV iLsclf A major mystery is 
that people usually show strong immune responses to HfV 
but still eventually get sick, so no one knows for sure which 
type of immunity a vaccine should stimulate to protect 
against disease. One emerging view suggests that a vaccine 
should aim at several arms of the immune system: The cells 
producing antibodies that destroy free virus in the blood, 
the cytotoxic T lymphocytes (CTL) that target already- 
infected cells, and also perhaps the dimly understood 
immune responses in the body’s mucosal membranes, 
including those lining the vagina and rectum—ports of 
entry for sexually transmitted HIV—and the gut, likely a key 
destination of HfV soon after infection. Another high hur­
dle: Since no animal immune system perfectly mirrors that 
of humans infected with the virus, there’s no way to know If 
a vaccine works without testing it in people.

Athough daunting, none of this is new to vaccinologists, 
who rarely know all tliey’d like to about their |ti ey. So they rely 
instead on educated trial and error, where experimental vac­
cines are tested in people and tlieir designs improved based 
on the results. Another way they’ve sidestepped ignorance is 
to suck with the strategy' that produced the vet v first vaccines 
and is still hard to beat: Take the whole virus, weaken or kill 
it so it can’t make people sick, and then count on the body’s 
own immune response to do the rest. But there's a tradeoff 
because weakened whole-virus vaccines still carry a tiny risk of 
causing disease. For example, in the United .States, there are 
about eight cases a year of vaccine-induced polio.

With HFV, fears about potential risks have steered 
researchers away from this traditional strategy' and toward 
genetically engineered “designer” vaccines that are harmless 
because they use only parts of the virus. .Again, there’s a 
price—these vaccines, even if they work, may give weaker or 
less long-lasting immunity. Most types will also be expensive, 
adding to the problem of making an ADS vaccine available 
to those most in need—in developing countries, where over 
90 percent of the world’s 31 million with Hf\' liv'e

But a more immediate worry in the vaccine field is hovv few 
candidates have even made it out of the lab and into the 
pipeline. And sadly, once in it, tliey don’t flow through: Of 
die more dian two dozen products tested in Phase 1 salhiy 
trials, only three have made it to the next step, and none to 
Phase 3, a record that prompted Dr. William Heyward of the 
Centers for Disease Control and Prevention (CDC), to write 
in The Journal of the. Inieniatioytal Assoaatior of I’h'fsinans in 
AIDS Care (lAP.AC), diat the pipeline is more like a pipette.

The reason for this paltry trickle is one of the most con­
tentious issues in the vaccine field. For manv basic 
researchers, the bottom line is that current candidates are 
simply not good enough. Even Dr David Baltimore, the 
retrovirologist and Nobel laureate who chairs NlH's nevv 
ADS Vaccine Research Committee, doubts that M years 
of R&.-D have produced anything wc>nh large-scale tests 
To him and others in the ''theorist’' camp, the key Isn't 
“big trials now" but mote basic rese.irch and small ti ials 
aimed at understanding wit.it's needed lor an elfective 
vaccine. Ibis is .tiso the wav t(.) pull in drug and 
biotech com|3auies, Baltimore says. "We need to face
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industry with real opporuimlies. Right now tlie pipeline 
isn't exciting enough—we're testing concepts that are clcar- 
Iv otitdated. Drug companies have made tlie reasonable 
judgment tlial the time isn't right."

But tlie ''empiilasts"—mostly public health experts, epi­
demiologists and vaccinologists favoring more applied 
research—counter that it's too soon to write off current 
candidates, since basic science can't predict which ones will 
pan out. “We don't know what works, end of story," says Dr. 
Seth Berkley, president of lA\d. “We have theories, but we 
don't know.” Di Mary Lou Clemenls-Maun of Johns 
Hopkins Universitv. a vaccine researcher and member of 
the FD.-X's vaccine advisory committee, agrees, saying, “I've 
seen vaccines moved from small- to large-scale tests much 
more rapidly, without answers as to whv thev might work." 
She adds, “After licensing, often we still don't know." Some 
lab tests can even be misleading, says Dr. Barry Bloom, an 
immunologist at the ,\lbei t Einstein College of .Medicine 
and chan of the UNAIDS vaccine subcommittee. “If we 
went bv animal models we wouldn't have the newest whoop­
ing-cough vaccine,■' he savs. “If we'd used the same criteria 
as for Hf\f it would never have gotten off the ground."

his long-simmering debate 
erttpted last March when 
Dr. Jonathan Mann, for­
mer head of the World 
Health Organization’s 
Global Program on AIDS, 
attacked the “dieorists” in 
a passionate speech before 
Clinton’s AIDS advisory 
council. Mann criticized 
the failure to mount effi­
cacy trials as “unethical" 

and a "violation of htiman riglits," and called on the NIH 
leadership to involve more people who have vaccine experi­
ence. .And he accusetl the NIH of indifference to the people 

now getting HIV m this cotintrv, most of whom come from 
alreadv-margmali/ed groups. 'Yerv simply, if 40,000 college 
students were becoming HW infected each year, it’s obvi­
ous that field trials ol .AIDS vaccine c.mdidates would have 
long been underwav," he said.

But as polarized and ideological .is the debate sounds, 
in practice there's a well-occupied middle ground, says 
lose Esparza, vacane team leader at UN.AIDS Geneva. 
And he points oui that opinions on efficacy trials rellect 
not onlv ■ iheonsi ' \s. ■empiricist " arguments btit practi­
cal issues .IS well—such as inonev These tests take big 
bucks, and with limited funds it becomes a matter of 
■competing priorities." he says. Ettndmg, m turn, 
rellects Hl\ wiccine research's low [triority in the 
United .Si,lies. " fbe f.ict of the matter is th.tt the cotin- 
11V wiih the fmaiK.ial resources .md scieniilic know-how 
to deve lop the vac c ine does not leel the nrgency of the 
epidemic. " he s.ivs. ■file onlv solution is to incre.ise 

lundnig !oi Hl\ v.iccine research .nid proceed with 
p.nallel development of several vaccine concepts, 
jiu Inding sevei.il large-scale elficac v irials."

Lurking in the shadows of this battle is the spectre of fall­
out from a large trial that fails, a common occurrence vvith 
experimental vaccines but mtich feared in the HIV field. 
Given the ptiblic attention to AIDS, a bust would give HfV 
vaccine trials “a bad name,’’ says Baltimore. lAVTs Berkley 
disagrees. “Politically it’s considered too risky to have nega­
tive vaccine trials,” he says. “But why? With malaria, we've 
tested a lot of vaccines that didn't work. We need a big shift 
in mind-set." And if a trial is well designed, says vaccinolo- 
gist Clements-Mann, a negative result can give crucial infor­
mation on how to make a better one.

That means a reality check on public expectations. 'The 
public is looking for an immediate, spectacular success,” 
says immunologist Bloom. “But you don’t pull a vaccine out 
of a test tube and it works. It takes constant modification. 
You're not going to get it right the first time. A 99 percent 
effective vaccine" I don't see it on the horizon. But even 50 
percent effectiveness would be enormously useful."

Amid the clash of views, one vaccine is now inching its 
way toward that historical milestone—the first Phase 3 trial, 
likely underway within a year or so. The figure behind the 
trial is Dr. Donald Francis, who, at the CDC in the early ’80s, 
was one of the first voices trying to awaken the world to the 
tragedy ahead. In 1993 he joined the HFV vaccine program 
at Genentech, a biotech behemoth based in South San 
Francisco. Researchers there had adopted the same strategy 
as nearly all early HFV vaccine makers—focusing on a genet­
ically engineered version of the so-called gpl20 protein, 
which makes up the surface of HFV. These scientists had 
already succeeded in making a vaccine that prevented HFV 
from infecting chimpanzees. Early trials with small numbers 
of people found it to be safe in humans and able to stimu­
late a strong antibody response. Tbe NIH’s National 
Institutes for Allergy and Infectious Diseases (NIAID) was 
prepared to pump $20 million into a Phase 3 trial.

And then NIAID wasn’t. In a stunning reversal, the agency 
ptilled out. New data in early 1994 rai.sed fears that differ­
ences among gpl20 proteins in HFV strains directly from 
people and those grown in the lab—used to make Francis' 
vaccine—might doom tbe vaccine to failure Many voiced 
doubts about whether gpl20s stimulated the "nght" kind of 
antibodies. And even the chimp data didn't convince every­
one, since HIV can infect chimps but doesn't gi\e them 
AIDS. As scientists feverishly debated the meaning of the 
new findings, NIAID finally bailed out in June, saving that its 
limited funds should be saved for better candidates. Tbe 
decision cast a pall over the whole field and led some com­
panies to shrink or shtit drwn their HIA' vaccine work 
(including Genentech, which spun off Francis and the vac­
cine to a snuill new company, VaxGen).

Francis persisted, convinced that the vaccine's ability to 
protect (.hiiti|5s meant more thati the lab tests that gave 
NIAID cold feet. Now he's ready once ag.iitt, with his own 
luiuls—$20 million raised privately so far—and modilied 
vaccines. These newest vaccines stimulate the tvpe of aiui- 
hodies NIAID wanted to see and, along with gpl20 from the 
l.tb sir.iin. contains gpl20s repre.sent.itive of common strains 
.It each of the two likely tri.il sites ( I'liail.iiid and the United



Slates). And he expecLs to gel the ofhcial goaheads soon. In 
the U.S., FDA approval for a Phase 3 ti ial is nearly cei uiin, 
he says, once data from liie ongoing Phase 2 trial aie in 
Meanwhile, in February an international group of scientists 
recommended to Thai officials that the Phase 3 trial there 
go forward. Together, the two trials would follow 7.500 high 
risk volunteers for three years.

These trials-to-be have triggered the full range of reac­
tions. Skeptics point to a growing belief that an Hf\^ vaccine 
should induce strong CTL responses, and Francis' doesn'i 
“Seriously wanting” is how Dr. John Moore of the Aaron 
Diamond AIDS Research Center rates the vaccine. "I'm 
absolutely certain that the vaccrne's efficacy worrld be 
immeasurably low,” he says. "There is also a moral isstre, he 
adds, arguing, “It's simply not appropriate to immunrze 
human volunteers with a protein that has no chance of |jr o- 
tecting them from HIV." Others are more supportive of 
Francis' trials. “I'm delighted that VaxGen is rno\mg 
ahead," says lAVTs Margaret Johnston. "'It's important to 
know if gpl20 works at all based on data rather than on 
what people see in a crystal ball. Any answer is worthwhile

However the gpl20 story ends, rts cauuonarv moral—don r 
put all your eggs in one basket—has already spurred those in 
the vaccine field to pursue sever al other strategies. One is to 
put selected HIV genes into harmless viruses tliat rnfect the 
cells of vaccinated people and make them churn out HIV pro­
teins, which should stimulate immunity. Since these \aral “vec­
tors” often evoke good CTL responses, some experimental 
strategies combine them with die andbody-stimulaung gpl20 
for a one-two immunizing punch. And high hopes are pinned 
on the concept of vaccinating with HfV genes in the form oi 
“naked” DNA. Although at least a decade away, this technolo­
gy is a potentially revoludonary way to make vaccines cheaply 
and simply, which would be ideal for the developing world.

Increasingly, diese new approaches turn on the old-fash­
ioned idea of presendng the immune system widi many dif­
ferent parts of HfV (working “top down” from whole vinrsl 
rather than the “bottom up” approach of selecting onh one 
or two targets, as with gpl20. This would hopcfulh gi\c die

Estimated HIV Infections
Sub-Saharan Africa 20.8 million

South & Southeast Asia 6 miliion

Latin America 1.3 million

North America 860,000

Western Europe 530,000

Eastern Asia & Pacific 440,000

Caribbean 310,000

North Africa & Middle East Asia 210,000

Eastern Europe & Central Asia 150,000

Australia & New Zealand 12,000

GLOBAL TOTAL 30.6 MILLION

wily, changeable virus fewer chances to evade immune 
attack. And that shift has sparked pockets of interest in a 
strategy long viewed as unthinkable—using live Hf\'

rom their backwater in the HIV 
^ field, live but weakened (“attenuat-

1 ed") AIDS vaccines made a sudden, 
_ dramatic appearance in the head-

M lines last September when lAftVC
announced an initiative to push for 
a Phase 1 human trial by the veai 

^ 2000. But that wasn't all

Recognizing the potential risk— 
and the public fears—of a live HIV 
vaccine, several LAPAC members 
volunteered to be the first guinea 

pigs, following the tradiuon of Louis Pasteur, Walter Reed 
and other vaccine pioneers. It was a vivid, surtling gcsiiire 
showing that the need for a vaccine was so great worldwide 
that people were willing to accept the risk of getting ,\IDS 
(although lAPAC considers this low). And since lAPAC. s 
announcement, more than 270 people have volunteered to 
|oin them in tolling up their sleeves (a first trial would proli- 
ably involve 10 or less).

lAPAC's attempt to put live vaccines on the agenda isn't a 
stab m the dark: There's already powerful evidence that thev 
may work. In 1992, Ronald Desrosiers of the Harvard 
Medical School injected monkeys with a weakened version ol 
SrV^, a simian virus related to HfV, made by clipping out sev­
eral genes. 'WTien tlie same animals were infected later with 
die intact, nasty SfV, they were fully protected from disea.se— 
just as a good vaccine should do. No other vaccine candidate 
has come close to matching this stellar performance

Yet most AIDS researchers reacted to lAPAC's announcr 
inent vvith alarm, aware of then-cmeiging data dial .some 
aiienuated SIV suains cau.se lull-blown simian AIDS in habv 
monkeys and in a small proporuon of adults. .And even 
liiough I.APAC propo.scd using a more weakened sU'ain. mucs 
s.iv thai too litde is knovoi about HfV geiieucs to ensure that 
die vims can be made meek enough to not cause disease.

Whether a U.S. tiial kicks off by the year 2000 oi latei 
depemls on the FDA, whose priniarv concern is public 
safety, not necessarilv the shortest toad to an el'fectivc vac­
cine. V'accmologisi Clemeius-Mami ticks off .some ol 
die concerns; ('.ould vaccinated people get sick from the 
aiieiiuatetl virus vears later- WOiat happens when then 
iiiiiiuiiu: svsiems we.iken from age or illness? Is aiteiuiai 
ed Hl\' II aiismissible, even at a low' h equeiicy’^ None ol 
ihese (luestions can he tackled in short human trials 

l.AP.Yti's depulv director. Jose Zuniga, acknowledges 
ihese fears. 1 don'i eiiv> die FDA's position. We re iioi 
.iskiiig iheiii to iliidw caution to the wind, to sav we 
doii'i lu-ed more data. But we need to move Iroiii .iiii- 
111.ils and ask what the vaccine does in luimaiis. .And 
he 1 lies .111 accidental experiment in humans thai stig. 
vests ill.11 a sale aiieiiiiaied HIV is iiossihle. f.ighi peo­
ple. including seven in .-Ytisii alia, were loniid lo he 
inlec ted with weakened loriiis ol 111\' siiiic the 
e.n h ."kOs. wiihont ;ni\ apparent ill ellects.
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Yt'i for ilie TOA (o oven consider (rials, and lo ensure that 
potential volunteers are fully aware of the possible conse­
quences, more animal data will be needed. Enter LAVl. 
.-'Jdiough the organizauon sees a trial in healthy volunteers as 
premature, it also believes smongly that the live-attenuated 
approach should be pursued, and have funded a pilot project 
to design a large safen- study involving hundreds of monkeys. 
Similar studies were done for other live vaccines, such as polio. 
“I would consider enrolling in a trial if there was more data,” 
sa\s lAVTs scienufic director, Margaret Johnston. “I’m not will­
ing to make the leap of faith now.”

In the meantime. Dr. John Sullivan of the University of 
Massachusetts has proposed an alternative plan for the first 
human trial, one that may be more acceptable to the FDA. 
Rather than vaccinating healthy volunteers, Sullivan sug­
gests recruiting terminally ill cancer patients with still-inuct 
immune systems. This plan, dubbed "a very reasonable first 
step" bv 1,‘Wl’s Johnston, could throw light on kev issues, 
such as whether the chosen attenuated HD' strain repli­
cates in humans, what types of immune responses it stimu­
lates, and how its behavior in people compares to that of 
attenuated SIV in monkeys.

Researchers in Australia are also pursuing plans to test a 
live-attenuated vaccine within the next few years Dr. John 
Mills, director of the Macfarlane Burnet Centre for Medical 
Research, is modeling his candidate on the naturally weak­
ened HIV strain found m the seven Australians (who got it 
through blood from a single donor), with this speculative 
5%ist: He hopes to vaccinate with DNA only, not with whole 
virus. If that works, it would make vaccine preparation vast­
ly simpler, safer and cheaper. With funding from LAVl, he’s 
now working on safet\' studies in monkeys.

n the United States, despite both outside 
criticism and Clinton’s 10-year call, the 
NIH is sticking with its present strategy, 
beefed up with some extra funds and the 
involvement of big gun David Baltimore. 
Several new mechanisms are also in place 
to help researchers negotiate the arduous 
vaccine development pipeline. But 
there’s no specific 10-year plan, and a 
proposed NIH Vaccine Center, meant as 
a cornerstone of NIH's born-again vac­
cine effort, has yet to get on its feet. 

lAVI will likely shake things up when it presents its 
"scientific blueprint" for an HIV vaccine in 10 vears at 
the World AIDS Conference in Geneva. Based on a 
1994 biainstorming meeting of big vaccine jilayers 
worldwide, the plan is ’’a very differeni approacli from 
the basic science one,” says lAVI president Berkley. Its 
ceiural elemenis: "Work on diffeieiit things in parallel 
Work to|) down. .\nd go fast into humans—don't sii 
.irmmd ,md .iigue al>out animal models '

I.AVI's plan is based on a key assumpiion Cleuing a 
vaccine in 10 years means starting with a c oiu ept that's 

alre.uly out there, since the development [iipeline is 
so long. I.Wfs ide.i is lo hind p.irallel work (om- 
pariiig several candidates that use ;i (ommon stint

egy and to advance the best ones. For example, comparing 
lab and animal data for candidates based on viral vectors, 
choosing some for Phase 1 trials, and so on, eventually test­
ing the best of different strategies in Phase 3 trials.

lAVI is also tackling some of the business issues that slow 
vaccine development. Liability and intellectual property are 
big concerns, since one v'accine can touch on a dozen or 
more patents. Another problem is ensuring a market. 
Companies diat invest in v-accines want to be able to sell 
them, yet the major demand will be in poor countries, which 
will desperately need diem to be affordable One solution 
being discussed is an internauonal vaccine purchasing fund 
of around $1 billion guaranteed by the World Bank.

As die vaccine effort gears up, developing countnes will 
face anodier set of difficulues. They are the most likely places 
for large-scale efficacy trials, which can be done faster and with 
fewer people where the infection rate is high Yet that scenario 
promises some painful ethical dilemmas—for example, the 
“guinea pig ” issue. In the United States, vaccine trial paruci- 
pants who become infected would be able to start drug treat­
ment right away. In most developing countries, though, cost, 
adherence difficulues and the lack of medical care conspire to 
make combinauon therapy unavailable. Yet no treatment 
enables researchers to monitor not only whether a vaccine 
prevents people from getting infected, but also whether it 
keeps them from getdng sick or makes the disease less severe, 
which is just what many scientists think a vaccine will do.

Efforts are underway to tackle this and other problems 
before large trials begin, when public attendon will be high 
and mistakes potendally disastrous. The prime push is by 
the UNAIDS ethics subcommittee, now finishing a set of 
guidelines for efficacy trials after a series of “community 
consultadon” workshops worldwide that brought together 
sciendsLs, community groups and local reps. According to 
Dr. Ruth Macklin, the Albert Einstein College of Medicine 
bioethicist chair, many countries want to contribute to the 
vaccine effort, as long as it’s on terms they help to vvxite. 
“Developing countries must be more empowered to make 
their own decisions about trials,” says WHO'sJose Esparza. 
Otherwi.se, they are dependent on whichever vaccines the 
industrialized world decides to test at home—where the 
sense of urgency is less and could lead to different deci­
sions about which candidates to pursue.

To date, initial recruiting efforts In the developing 
world for HIV vaccine trials have been received better 
than officials may have expected. .Naith Bhamarapravati, a 
member of the National AIDS Commission of Thailand, 
told The lAVI Rrfxirl, “We expected th.il our volunleers 
would be uneducated people who received some incen­
tive, financial or otherwise. But so far the profile is much 
dilferent. fliree-fourihs of ihem tire imiversiiv educated 
■Some are doctors and nurses People are interested in par­
ticipating in .AID.S v.iccitie trials because it can help end 
this horrible epidemic"

.All ihese developments cast a r.iv of optimism on the 
slow, .sad story of AIDS vaci iiies If a |iist parliiership 
Ix.-lvveen rich and poor coiinli ies can evolve, dreams of the 
ultimate we.ipon against AIDS could become realiiv not 
only for the woild's privileged but also lot its destiliile. ■
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"Martin, R. Frank" <RMartin @ HQE.IHS.GOV>
06/09/98 03:08:14 PM

Record Type: Record

To:

cc:

Daniel C. Montoya/OPD/EOP

Subject: PAC on HIV/AIDS Recommendations

I just received the memo and recommendations from Dr. Trujillo to review 
for comments from the IHS. Since there were no specific recommendations 
concerning American Indians and Alaska Natives (AI/AN) none of the 
recommendations are pertinent to the IHS to comment on. The Agency does 
endorse the recommendations as they pertain to AI/AN as part of the U.S. 
population. The IHS will do its best to see that they are followed in 
Indian Country.

I am E-mailing since they are due tomorrow.

Frank Martin
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Clark Moore <cmoore @ aidspolicycenter.org >
06/03/98 01:13:27 PM

Record Type: Record

To:

cc:

"Sean Sasser (w)" <ssasser @ stopaids.org>, Sean Sasser <Mojo1025 @ aol.com> 
David Harvey <harveyapc @ aol.com>, Daniel C. Montoya/OPD/EOP

Subject: Draft Youth Recommendations

Draft Recommendations for the Presidential Advisory Council on HIV/AIDS 
Youth Issues

1) In March 1996, the White House Office of National AIDS Policy issued a 
report to the President titled. Youth & HIV/AIDS: An American Agenda. The 
report, written with input from youth, service providers, researchers and 
advocates, contained a variety of recommendations to strengthen the 
nation's response to the HIV/AIDS epidemic among young people. Two years 
later, the extent to which these recommendations have been implemented is 
not clear. The Council requests that the Office of National AIDS Policy 
present a detailed status report on the implementation of these 
recommendations.

The recommendations in the report include, but are not limited to, the 
following (some recommendations have been combined):

General Recommendations

DHHS should create a forum of young people who are infected with or 
affected by HIV along with their advocates and providers. This group 
should work with relevant federal agencies to help identify and articulate 
the needs of adolescents in fashioning Federal responses to HIV/AIDS (page 
13).

Prevention

Innovative, creative prevention efforts aimed at young people must be 
encouraged, adequately funded, and evaluated, and -- when found to be 
effective -- broadly disseminated (13);

Beginning at the earliest appropriate age, young people should receive 
sexuality and HIV/AIDS education as part of a comprehensive curriculum of 
health education. Such a curriculum should include accurate information 
about HIV and modes of transmission, the opportunity to assess personal 
risk of infection, and skills training. HIV prevention information should 
be age-, language-, and culturally-relevant and designed to accommodate the 
context of the lives of young people and their families (6);

Comprehensive HIV/AIDS education - as part of comprehensive health 
education - should be available to all young people in all fifty states and 
U.S. territories (13). The Federal government should help the nation's 
schools and other youth serving agencies implement comprehensive programs 
to prevent the spread of HIV among young people (14);

CDC should encourage the inclusion of young people and their advocates in



all HIV prevention planning councils to provide their unique perspective on 
the needs of youth in prevention efforts (ii, 14);

SAMHSA, CDC, and HRSA should collaborate on substance abuse treatment and 
prevention strategies affecting adolescents to ensure a coordinated effort 
(ii);

Counseling and Testing

Routine counseling and voluntary HIV testing should be made more 
accessible, developmentally appropriate, and affordable to young people 
(13);

The Federal government should support expanded access to testing and 
counseling for young people. The CDC guidelines for testing and counseling 
should acknowledge and address the special needs of adolescents, such as 
developmental iss'.'es, processes for consent, confidentiality, and payment 
for services. The guidance should be integrated into the training of all 
personnel at CDC-funded counseling and testing sites (ii, 14);

CDC should require that, as part of the grant application for counseling 
and testing funds, states demonstrate the availability of counseling and 
testing for young people (14);

Care and Services

HIV-positive adolescents should be linked to a continuum of care and 
services that will extend their life span and provide them with the 
information and skills they need to reduce the likelihood of further 
transmission (13);

The Federal government and states should examine opportunities to ensure 
that all Medicaid-eligible HIV-positive youth have access to appropriate 
treatment and care (10);

PHS should work with the researchers, clinicians, medical community, and 
patients to develop appropriate clinical practice guidelines for 
adolescents with HIV/AIDS (ii);

HRSA should encourage the inclusion of young people and their advocates on 
AIDS care planning councils to help identify local needs and ways to target 
Federal funds to help meet the distinct developmental and comprehensive 
care needs of youth (13);

Research

The family of HIV seroprevalence surveys should be expanded to target and 
teach us more about the epidemic as it affects young people (12);

Adolescent-specific biomedical and behavioral research should be increased 
to enhance our knowledge of the progress of HIV disease in adolescents and 
of effective AIDS prevention approaches (13). Additional studies are 
needed to understand the natural history of HIV in adolescents as well as 
expanded study of youth and their behaviors (11);

NIH and FDA should encourage government and industry sponsors to enroll 
adolescents, when feasible and appropriate, in HIV/AIDS clinical trials 
(ii, 14);

In releasing data from clinical trials, NIH and FDA should include specific



data related to adolescents. When the number of adolescents participating 
in a trial is too small, anecdotal data should be released on a limited 
basis to allow clinicians an opportunity to begin building a base of 
information for their use in treatment (14).

2. On December 1, 1997, President Clinton issued a memorandum to heads of 
executive departments and agencies regarding the integration of HIV
prevention in Federal programs serving youth. This directive was to be 
implemented by the end of May 1998. The Council requests that the Office 
of National AIDS Policy present a detailed status report on the 
implementation of these recommendations.

The President's directive includes the following:

That each Federal agency, within 90 days, working with the HHS and ONAP, 
identify all programs under its control that serve young people ages 13-21 
and that offer a significant opp^’-tunity for preventing HIV infection; and

That each Federal agency, in collaboration with the HHS and ONAP, develop 
within 180 days a specific plan through which said programs could increase 
access to HIV prevention and education information, as well as to 
supportive services and care for those already infected.

3. The President should appoint at least one young person under age 24, 
particularly an individual who is HIV infected, and a youth service
provider to the Presidential Advisory Council on HIV/AIDS.

4. Additional Recommendations (Draft)

The following recommendations expand on key issues and recommendations 
contained in the 1996 White House Report, Youth & HIV/AIDS: An American 
Agenda. The recommendations also summarize some of the top policy issues 
which have consistently been identified by young people, service providers, 
and advocacy organizations.

Prevention

The Administration should direct CDC to ensure that HIV prevention 
activities, including CDC-funded activities at the local level, more 
equitably address the needs of youth at highest risk for HIV infection, 
including youth of color, young women, and young men who have sex with men.

The President must provide strong and vocal support for federal funding for 
comprehensive HIV/STD prevention and family planning programs that include 
information about disease and pregnancy prevention methods other than 
abstinence.

Counseling and Testing

The Administration should direct the CDC to ensure that all CDC-funded HIV 
counseling and testing programs are accessible and appropriate for young 
people. Funding and support for youth-specific casefinding and 
counseling/testing programs should be expanded.

The Administration should direct HHS to expand training and assistance 
programs for health care providers on improving the quality and 
availability of HIV counseling and testing for youth.

Care and Treatment



The President should seek expanded funding and support under the Ryan White 
CARE Act and other Federal programs for comprehensive, community-based 
health care services that address the medical and psychosocial needs of HIV 
infected youth.

The Administration should work to expand eligibility under the Children's 
Health Insurance Program (CHIP) and Medicaid to ensure that all youth in 
all states and territories have comprehensive health coverage.

The Administration should direct HRSA to expand and strengthen training and 
technical assistance for HIV service providers and youth service providers 
to help them respond to the unique needs of young people living with and at 
risk for HIV.

Research

The President should direct HHS to convene a working group consisting of 
representatives from Federal agencies, researchers, youth service 
providers, advocates and young people to develop a coordinated Federal 
agenda for HIV/AIDS research on adolescents and young adults. This agenda, 
which should be updated regularly, would help to coordinate existing 
efforts and to identify key research gaps. It should address the full 
range of research related to HIV/AIDS epidemiology, prevention, care and 
treatment.

The Administration should direct NIH to provide incentives, training and 
technical assistance to units of the Adult AIDS Clinical Trials Group 
(AACTG), the Pediatric AIDS Clinical Trials Group (PACTG) and Clinical 
Programs for Clinical Research on AIDS (CPCRA) to promote access to 
clinical research opportunities for HIV infected adolescents and young 
adults.


