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FAX: 202/334-2939

MEMORANDUM

Participants, Meeting on IOM AIDS ActivitiesTO:

Leslie Hardy, IOM AIDS Coordinator.FROM:

November 8, 1993DATE:

SUBJECT: Background Material for November 29 Meeting

We look forward to a fruitful discussion on the 29th. Please feel free to call me at 
(202) 334-2453 or my assistant, Jennifer Holliday, if you have further questions.

DIVISION OF HEALTH PROMOTION

AND DISEASE PREVENTION

As you know, we will convene at 12:30 pm in Room 104 of the Green Building, 2001 
Wisconsin Avenue, N.W. and expect to conclude our meeting at 5:30 pm. An agenda is 
enclosed for your information. The goal of this meeting will be to discuss the current AIDS 
activities of the IOM and to explore AIDS-related projects that we should pursue in the 
future. To begin our discussion, Ken Shine will briefly describe some of the current and 
planned IOM AIDS projects. Kristine Gebbie and Harold Varmus will then offer their 
perspectives on national AIDS policy activities and future directions in HIV/AIDS research, 
respectively. The balance of the meeting will focus on developing ideas for possible future 
AIDS activities. In preparation for this discussion, I have enclosed a listing of all AIDS- 
related reports published by the IOM and National Research Council, as well as brief 
descriptions of ongoing IOM/NAS AIDS-related projects and those under development. We 
hope this document helps you to understand the scope of the IOM’s current AIDS program 
and to identify areas or issues that may require further exploration in future activities.

Thank you all for agreeing to participate in the November 29,1993 planning meeting 
to review the current and future AIDS program of the Institute of Medicine. As Ken Shine 
noted in his September 16 invitation letter, we think it is important to reflect upon the 
IOM’s AIDS-related activities to date and explore how the Institute can best contribute to 
HIV/AIDS policy-making efforts in the future, particularly in light of this year’s changes in 
national leadership and the conclusion of the AIDS Commission’s four-year tenure.

INSTITUTE OF MEDICINE 
NATIONAL ACADEMY OF SCIENCES

2101 CONSTITUTION AVENUE WASHINGTON, D.C. 204 18



INSTITUTE OF MEDICINE

Meeting on IOM AIDS Program

November 29, 1993

IREVISED AGENDA

12:30 Working Lunch

1:00
I

1:15

1:45

2:00

2:15

Discussion2:30

3:00 Break

3:15

5:30 Adjourn

Welcoming Remarks and Goals of the Meeting
• Harvey Fineberg, Dean, Harvard School of Public Health

Future Directions in AIDS Research
• Harold Varmus, A7H Director-designate

Review of Current and Planned IOM AIDS Activities 
• Kenneth Shine, IOM President

Introduction of Participants
•Each participant to introduce him or herself, briefly describe present 
position and professional background, and offer some reflections 
(if relevant) on past or current involvement in IOM/NAS AIDS-related 
activities (e.g., study, roundtable, conference)

Discussion of Future IOM AIDS Activities
(e.g., Important Issues or Topics for Studies, Workshops, or Conferences)

Room 104, Green Building
2001 Wisconsin Avenue, N.W. 

Washington, DC

• A

I
I

______________

.1

National AIDS Policy Activities
• Kristine Gebbie, National AIDS Policy Coordinator

-
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Meeting on IOM AIDS Program
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AGENDA

Working Lunch12:30 pm

1:00 pm

1:15 pm

1:45 pm

Discussion2:15 pm

2:30 pm

Discussion2:45 pm

3:00 pm

Discussion3:15 pm

Break3:30 pm

3:45 pm

Adjourn5:30 pm

Welcoming Remarks and Goals of the Meeting
• Harvey Fineberg, Dean, Harvard School of Public Health

National AIDS Policy Activities
• Kristine Gebbie, National AIDS Policy Coordinator

Future Directions in AIDS Research 
• Harold Varmus, NIH Director-designate

Discussion of Future IOM AIDS Activities 
(e.g., Important Issues or Topics for Studies, 
Workshops, or Conferences)

Review of Current and Planned IOM AIDS Activities 
• Kenneth Shine, IOM President

Introduction of Participants
• Each participant to identify his or her critical concerns in the 

HIV/AIDS policy arena

Room 104, Green Building
2001 Wisconsin Avenue, N.W. 

Washington, DC
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ORGANIZATION OF THE NATIONAL ACADEMY OF SCIENCES
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ORGANIZATION AND GENERAL ACTIVITIES OF 
THE INSTITUTE OF MEDICINE

The National Academy of Sciences (NAS) complex consists of the National Academy 
of Sciences, the National Academy of Engineering, the National Research Council, and the 
Institute of Medicine.

The Institute of Medicine (IOM) was chartered in 1970 by the National Academy of 
Sciences to enlist distinguished members of the medical and other professions in the study 
of issues and problems that affect the public’s health. Its purpose is the advancement of the 
health sciences and education and the improvement of health care.

The IOM’s principal resource for carrying out its mission is its membership, which 
currently numbers 479 regular, 510 senior members, and 33 foreign associates. The charter 
stipulates that at least one-quarter of the IOM membership be elected from professions 
other than health and medicine. More than one-quarter of the present members are from 
law, economics, engineering, and the physical sciences, a diversity that ensures a breadth of 
perspective and multidisciplinary approach to Institute studies. The health professions in the 
membership include basic biological and behavioral scientists, clinical scientists, and health 
care practitioners. Election to membership is accompanied by a member’s commitment to 
active participation, without compensation, in the Institute’s work.

The National Academy of Sciences is a private, self-perpetuating society of 
distinguished scholars in scientific and engineering research, dedicated to the furtherance of 
science and its use for the general welfare. Its charter, an Act of Incorporation passed by 
the U.S. Congress and signed by President Abraham Lincoln on 3 March 1863, named the 
first 50 members of the Academy; empowered it to create its own organization and bylaws; 
and called upon it to serve as an official advisor, upon request and without fee, to the U.S. 
government on any question of science or technology.

The National Academy of Engineering (NAE) was established in 1964, under the 
charter of the National Academy of Sciences, as a parallel organization of distinguished 
engineers, autonomous in its administration and in its selection of members, and sharing with 
the National Academy of Sciences its responsibility for advising the federal government.

Most of the activities undertaken by the two Academies are carried out through the 
Commissions, Offices, and Boards of the National Research Council (NRC), which draw 
upon a wide cross-section of the nation’s leading scientists and engineers for advisory 
services to government agencies and the Congress.
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IOM program activities (studies, forums, and other projects) are organized in eight 
program units-six divisions and two program initiatives. These include the divisions of 
Biobehavioral Sciences and Mental Disorders, Food and Nutrition Board, Health Care 
Services, Health Promotion and Disease Prevention, Health Sciences Policy, and 
International Health. The two program areas-the Health Policy Fellowship activities and 
the Medical Follow-Up Agency-complement and extend the scope of lOM’s activities. The 
AIDS program, previously a separate initiative, was consolidated into the Division of Health 
Promotion and Disease Prevention in mid-1991.



COMPLETED REPORTS

Mobilizing Against AIDS: The Unfinished Story of a Virus, 1986; revised 1989. (IOM)

Confronting AIDS: Directions for Public Health, Health Care, and Research, 1986. (IOM)

Confronting AIDS: Update 1988, 1988. (IOM)

AIDS: Sexual Behavior and Intravenous Drug Use, 1989. (NRC)

Evaluating AIDS Prevention Programs, 1989; expanded edition, 1991. (NRC)

AIDS: The Second Decade, 1990. (NRC)

The AIDS Research Program of the National Institutes of Health, 1991. (IOM)

HTV Screening of Pregnant Women and Newborns, 1991. (IOM)

The Social Impact of AIDS in the United States, 1993. (NRC)

Conference/Workshop reports

yl/i Agenda for AIDS Drug Development, 1988. (IOM)

Prospects for Vaccines Against HIV Infection, 1988. (IOM)

Approaches to Modeling Disease Spread and Impact, 1988. (IOM)

Roundtable for the Development of Drugs and Vaccines Against AIDS reports

Developing Effective Therapies for AIDS-Related Infections, 1992. (IOM)

Implications for Drug and Vaccine

4

Institute of Medicine/National Academy of Sciences 
AIDS Activities

The Potential Value of Research Consortia in the Development of Drugs and 
Vaccines Against HIV Infection and AIDS, 1989. (IOM)

Surrogate Endpoints in Evaluating the Effectiveness of Drugs Against HIV 
Infection and AIDS, 1990. (IOM)

Understanding HIV Pathogenesis: 
Development, 1992. (IOM)

Expanding Access to Investigational Therapies for HTV Infection 
and AIDS, 1991. (IOM)



CURRENT PROJECTS

Roundtable for the Development of Drugs and Vaccines Against AIDS

5

Past Roundtable workshops have examined: (a) the use of surrogate endpoints in 
evaluating the effectiveness of AIDS drugs; (b) the development and evaluation of 
preventive HIV vaccines; (c) HIV drug resistance and research related to combination 
antiretroviral therapies; (d) the development of effective therapies for AIDS-related 
infections; (e) progress in developing drugs for pediatric HIV infection; (f) gene therapy 
approaches for treating HIV disease; (g) the changing demographics of the HIV epidemic 
and implications for clinical research; and other timely subjects. The upcoming December 
1993 workshop will explore the current scientific knowledge and understanding of possible 
correlates of protective immunity to HIV. Summaries of the Roundtable’s meetings and 
workshops are issued periodically.

The Roundtable’s current term expires in mid-1994, but as a result of the July 1993 
meeting of the Roundtable (see Attachment 1), plans are being developed to renew this 
group for another two to three year period.

Communication among policy makers, biomedical researchers, care providers, and 
patient advocates is an important element in the development of new, more effective 
therapies and vaccines to treat or prevent HIV infection and its associated medical 
conditions. Recognizing the need for such ongoing dialogue, in 1988 the IOM established 
the Roundtable for the Development of Drugs and Vaccines Against AIDS as a convening 
mechanism to explore impediments to the rapid availability of safe, effective drugs and 
vaccines for HIV infection and AIDS. The committee (see Appendix A) comprises 21 
leaders from government, the pharmaceutical industry, academia, and patient advocacy 
groups, representing a unique blend of expertise and viewpoints on scientific and public 
policy questions related to AIDS drug and vaccine development. The Roundtable reviews 
the state of scientific knowledge relevant to the design of therapeutic and preventive agents; 
examines some of the impediments to drug and vaccine development, approval, and 
availability; and discusses strategies to promote the development of drugs and vaccines 
against HIV infection. The roundtable also holds workshops and conferences on topics 
selected for their urgency and for their potential to expedite drug and vaccine development 
and availability.



Study of Substance Abuse and Mental Health Issues in AIDS Research

Study of Needle Exchange and Bleach Distribution Programs

6

The IOM established an expert committee in April 1993 to examine substance abuse 
and mental health issues in AIDS research. This congressionally mandated study will assess 
the AIDS research portfolios of the National Institute on Drug Abuse (NIDA), the National 
Institute on Alcohol Abuse and Alcoholism (NIAA), and the National Institute of Mental 
Health (NIMH). In particular, it will address: (1) the scope and content of the institutes’ 
AIDS research program activities; (2) the relationship between their research and the 
services-oriented programs at SAMHSA, CDC, and HRSA; (3) the balance between 
biomedical and behavioral research; (4) the role of behavioral prevention interventions in 
the institutes’ research programs; (5) the role of the public and field opinion in influencing 
the direction of AIDS research; (6) the adequacy of the administrative structure to support 
the institutes’ AIDS programs; and (7) the adequacy of interagency coordination of AIDS 
activities.

The 15-member committee (see Appendix B) combines expertise in a variety of basic, 
clinical, behavioral and social science disciplines, as well as public health and patient 
advocacy. The committee will meet four to five times during the course of the 18-month 
study. One meeting has already included a site visit to the Center for AIDS Prevention 
Studies at the University of California, San Francisco. There was also a recent public 
hearing during which AIDS researchers, service providers, and constituency group 
representatives presented to the committee their concerns about and experiences with 
substance abuse and mental health issues in AIDS research and services. The committee’s 
review of the AIDS research program of NIAA, NIDA, and NIMH and the resulting 
recommendations on future directions for research and coordination will be summarized in 
a final report to be published in fall 1994.

In response to a Congressional request, the NRC Commission on Behavioral and 
Social Sciences and Education (CBASSE) assembled the Panel on Needle Exchange and 
Bleach Distribution Programs (see Appendix C) in June 1993 to study the impact of needle 
(syringe) exchange and bleach programs on drug use behavior and the spread of HIV 
infection and other blood-borne diseases. The Panel will gather and analyze the relevant 
research regarding the effect of such programs on rates of drug use, the behavior of drug 
users, and the spread of HIV and other diseases, such as hepatitis, among injection drug 
users and their partners. In addition, the Panel will examine closely related issues of 
importance to the research and services communities, such as the characteristics associated 
with effective exchange programs, and will provide recommendations for future research 
directions and methods applicable to the evaluation of syringe exchange and bleach 
programs.



Study of Post-Separation HIV-Positive Military Personnel Lost to Follow-up

Study to Review HIV Transmission to Hemophiliacs Through Blood Products

7

This study was initiated in response to the request of Senators Edward Kennedy (D- 
MA) and Bob Graham (D-FL) and Representative Porter Goss (R-FL) to Secretary of 
Health and Human Services Donna Shalala. Secretary Shalala asked the IOM to conduct 
a study to review and evaluate the transmission of HIV to people with hemophilia through 
blood and blood products during the period of 1982 through 1986.

This study, sponsored by the National Institute on Drug Abuse, is a joint project of 
the National Research Council and the Institute of Medicine. In order to fulfill its mandate, 
the Panel has planned to issue two publications. The first publication in early 1994 will 
summarize research findings on needle exchange and bleach distribution programs presented 
at a panel workshop in September 1993. The Panel’s final report, which will present an 
assessment of the impact of such programs and offer recommendations, is scheduled to be 
released in early 1995.

This 18-month study will describe and evaluate policy options and policy making prior 
to FDA approval of HIV screening kits and the routine heat treatment of blood products. 
A thorough review will be conducted of the amount of information and technology available 
to decision makers during this period and the scientific basis of the decisions made vis-a-vis 
HIV transmission through the blood supply. The study will include a compilation of the 
policy options considered and the outcomes or impacts that could reasonably have been 
expected from adoption of each such option. The objective of this study is to identify 
methods to improve public health decision making and public health policy to better protect 

At the request of the Walter Reed Army Institute of Research (WRAIR), the IOM’s 
Medical Follow-up Agency in 1991 initiated a study of post-separation HIV-positive military 
personnel lost to follow-up. The study seeks to locate approximately 900 HIV-infected 
health care beneficiaries (HCBs) who are "lost to follow-up" to the Army health care system. 
All individuals contacted will be health care beneficiaries of the Department of Defense 
health care system. Once located, these individuals will be asked to provide information 
regarding their current health status and sources of health care, as well as to undergo a 
standard disease-staging clinical evaluation. The primary goal of this research is to 
determine whether HIV-infected HCBs who have been lost to follow-up differ in terms of 
the natural history and progression of their disease from HCBs who continue to be followed 
within the Army health care system. The data collected in this study will be analyzed 
collaboratively by the Medical Follow-up Agency and the Department of Epidemiology, 
Division of Preventive Medicine, WRAIR. Results of this investigation will be 
communicated to the requesting agency in a written report and published in a scientific 
journal.



PROJECTS UNDER DEVELOPMENT

Prenatal and Newborn Screening for HIV Infection

8

the blood supply in the future. Based on the conclusions drawn from the findings of the 
historical review, the study committee will recommend a framework for addressing future 
unknown challenges to the blood supply in a manner that will minimize risks to the public 
health. The IOM will not conduct any original medical or epidemiological studies, and will 
not consider or make recommendations regarding specific individual cases. The resulting 
report will not seek to determine liability or affix blame for any individual or collective cases 
of HIV transmission through the blood supply during this time period.

In 1991, an IOM study committee concluded that voluntary HIV screening should be 
offered to all pregnant women in high-prevalence areas, but recommended against screening 
newborns for HIV infection at that time. The committee acknowledged, however, that 
changes in HIV diagnostic capability and therapeutic interventions for pediatric HIV 
infection might warrant reexamination and possible modification of its screening 
recommendations. Since the committee’s report, HIV Screening of Pregnant Women and 
Newborns, was issued, new information about HIV diagnostic technology and medical 
therapy for children with HIV has emerged.

In light of these developments, the IOM is planning a study to explore and analyze 
the technological, medical, scientific, and epidemiological changes that have occurred since 
the 1991 screening report was issued, as well as to reevaluate the justifications for and 
appropriateness of screening newborns for HIV at this time. In addition to reviewing the 
technological and medical developments in the area of pediatric HIV infection and assessing 
their impact on newborn screening proposals, the study committee would revisit some of the 
legal, ethical, and social issues involved in screening and how they may have been affected 
as a result of the above developments. The study also would examine prenatal HIV 
screening programs to assess the scope and relative effectiveness of these efforts in 
identifying HIV-infected women and ensuring appropriate referrals for clinical evaluation 
and follow-up care. Current prenatal HIV screening policies or recommendations would 
also be reevaluated in light of the changing epidemiology of HIV infection and AIDS in the 
United States. The resulting study report would present the committee’s findings and 
conclusions about the status of prenatal HIV screening programs and whether current 
approaches to screening pregnant women for HIV should be modified. The report would 
also provide the committee’s judgement about whether the conditions that would justify 
newborn HIV screening have been satisfied at the present time, as well as offer guidance 
in developing and implementing neonatal screening programs, if judged appropriate.
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The U. S. Agency for International Development (USAID) has asked the National 
Research Council’s Committee on Population to assist in providing a broad overview of the 
HIV/AIDS epidemic in Africa in order to identify data and trends that will enable the 
Agency to better focus its prevention programs. In response, the Committee on Population 
is planning an 18-month panel study of the data and research needs for slowing the spread 
of HIV infection and AIDS in sub-Saharan Africa, focusing primarily on social and 
behavioral issues. The study is designed to provide information critical for designing and 
implementing effective HIV prevention and control programs and to assist USAID and other 
agencies in the evaluation of existing programs. The panel will be asked to review the 
relevant scientific and research literature with the objective of identifying prevention or 
coping strategies that have been successful in one region of Africa and are likely to be 
transferable to other African settings. From this vantage point, the panel will identify 
remaining research gaps that, if filled, could have immediate policy implications for 
enhancing the effectiveness of existing prevention or coping strategies, or could assist in the 
development of new strategies.
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Future of the Roundtable

Roundtable’s Value and Unique Qualities

Roundtable’s Format of Operation

Roundtable for the Development of Drugs 
and Vaccines Against AIDS

Paul Volberding launched the discussion of the Roundtable’s future by posing several 
questions to the group: Should the Roundtable continue to operate? Should we change the 
structure, composition, and direction of the Roundtable? Members unanimously endorsed 
its continuation. They observed that the Roundtable brings together a diverse group of 
leaders from government, academia, the pharmaceutical and biotechnology industries, and 
patient advocacy communities, and thereby forms a unique blend of expertise and viewpoints 
on scientific and policy questions pertaining to HIV drug and vaccine development. Further, 
it provides a neutral forum (or "safe harbor") in which to explore and debate a variety of 
thorny issues (or "sticky wickets") surrounding the development of effective AIDS drugs and 
vaccines. Finally, the Roundtable offers an opportunity to examine areas in which science 
and public policy intersect and to consider the policy implications of scientific inquiry and 
discovery in the area of HIV drug and vaccine development.

As the Roundtable for the Development of Drugs and Vaccines Against AIDS nears 
completion of its second term in mid-1994, it seems appropriate to reflect on its value and 
continuation as a neutral forum for dialogue on scientific and public policy questions 
pertaining to HIV drug and vaccine development. To this end, a subgroup of Roundtable 
members convened on July 22, 1993, to discuss the future course of the Roundtable—its 
continuation, format of operation, composition, and the important topics or areas on which 
the Roundtable should focus its attention over the next few years.

Meeting participants also discussed the format of the Roundtable’s operations (e.g., 
number, size, and content of meetings or workshops). Several members suggested that the 
Roundtable resist convening strictly scientific or technical sessions on HIV drug and vaccine 
development, as there are multiple forums in which scientific data are presented and 
discussed. Rather, the Roundtable should identify problem areas or difficult, controversial 

Abridged Meeting Summary 
July 22, 1993



Roundtable’s Mission

As the National Commission on AIDS concludes its tenure, it is appropriate to 
consider whether the Roundtable, as the longest standing IOM AIDS committee, should 
broaden its scope and mission to include such issues as prevention and behavioral research. 
Although several members favored expanding the Roundtable’s scope of activities beyond 
HIV drug and vaccine research and development, many cautioned that this expansion might 
ultimately dilute the effectiveness of the Roundtable and diminish its depth of expertise. 
Furthermore, one member strongly argued that a shift in the Roundtable’s focus to include 
issues of prevention would be perceived by the patient community as abandoning those 
individuals who are already infected with HIV. In the wake of the 1993 International AIDS 
Conference and the feelings of depression and confusion about the results of current HIV 
treatment research, another member urged that the Roundtable retain its current mission 
and "reinvigorate" its focus on impediments to the rapid development of effective HIV drugs 
and vaccines, as well as the process and coordination of treatment research efforts.

issues that can be uniquely addressed by the Roundtable’s diverse perspectives and expertise. 
Although the selection of topics for discussion will necessarily guide the structure of the 
Roundtable’s meetings, one member suggested that we convene smaller, focused sessions 
(either separately or following a larger, public workshop) during which a few key scientists, 
policy makers, and the Roundtable members can grapple with specific scientific and policy 
dilemmas that complicate AIDS drug and vaccine development. Several members pointed 
out that the value of the Roundtable’s meetings and workshops is the length of time devoted 
to discussion, and this unique opportunity for extensive dialogue should be fostered and 
preserved.

Following considerable debate, the group agreed upon an alternative to broadening 
the scope of the Roundtable’s activities. Participants acknowledged that HIV prevention and 
behavioral research efforts are sufficiently important to warrant specific attention and 
recommended that the IOM assemble a separate roundtable to address these issues. In 
developing the scope and focus of such an "HIV prevention roundtable," it is critical to 
maintain a strong link with the current IOM drug and vaccine roundtable. One suggestion 
was that the current AIDS drug and vaccine roundtable could participate in launching a 
"prevention roundtable" by holding a workshop to examine the "successes and failures" of 
behavioral and social research efforts in the area of HIV prevention.
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ORGANIZATION AND GENERAL ACTIVITIES OF 
THE INSTITUTE OF MEDICINE

The National Academy of Sciences (NAS) complex consists of the National Academy 
of Sciences, the National Academy of Engineering, the National Research Council, and the 
Institute of Medicine.

The Institute of Medicine (IOM) was chartered in 1970 by the National Academy of 
Sciences to enlist distinguished members of the medical and other professions in the study 
of issues and problems that affect the public’s health. Its purpose is the advancement of the 
health sciences and education and the improvement of health care.

The National Academy of Engineering (NAE) was established in 1964, under the 
charter of the National Academy of Sciences, as a parallel organization of distinguished 
engineers, autonomous in its administration and in its selection of members, and sharing with 
the National Academy of Sciences its responsibility for advising the federal government.

The IOM’s principal resource for carrying out its mission is its membership, which 
currently numbers 479 regular, 510 senior members, and 33 foreign associates. The charter 
stipulates that at least one-quarter of the IOM membership be elected from professions 
other than health and medicine. More than one-quarter of the present members are from 
law, economics, engineering, and the physical sciences, a diversity that ensures a breadth of 
perspective and multidisciplinary approach to Institute studies. The health professions in the 
membership include basic biological and behavioral scientists, clinical scientists, and health 
care practitioners. Election to membership is accompanied by a member’s commitment to 
active participation, without compensation, in the Institute’s work.

The National Academy of Sciences is a private, self-perpetuating society of 
distinguished scholars in scientific and engineering research, dedicated to the furtherance of 
science and its use for the general welfare. Its charter, an Act of Incorporation passed by 
the U.S. Congress and signed by President Abraham Lincoln on 3 March 1863, named the 
first 50 members of the Academy; empowered it to create its own organization and bylaws; 
and called upon it to serve as an official advisor, upon request and without fee, to the U.S. 
government on any question of science or technology.

Most of the activities undertaken by the two Academies are carried out through the 
Commissions, Offices, and Boards of the National Research Council (NRC), which draw 
upon a wide cross-section of the nation’s leading scientists and engineers for advisory 
services to government agencies and the Congress.
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IOM program activities (studies, forums, and other projects) are organized in eight 
program units-six divisions and two program initiatives. These include the divisions of 
Biobehavioral Sciences and Mental Disorders, Food and Nutrition Board, Health Care 
Services, Health Promotion and Disease Prevention, Health Sciences Policy, and 
International Health. The two program areas-the Health Policy Fellowship activities and 
the Medical Follow-Up Agency-complement and extend the scope of IOM’s activities. The 
AIDS program, previously a separate initiative, was consolidated into the Division of Health 
Promotion and Disease Prevention in mid-1991.



COMPLETED REPORTS

Mobilizing Against AIDS: The Unfinished Story of a Virus, 1986; revised 1989. (IOM)

Confronting AIDS: Directions for Public Health, Health Care, and Research, 1986. (IOM)

Confronting AIDS: Update 1988, 1988. (IOM)

AIDS: Sexual Behavior and Intravenous Drug Use, 1989. (NRC)

Evaluating AIDS Prevention Programs, 1989; expanded edition, 1991. (NRC)

AIDS: The Second Decade, 1990. (NRC)

The AIDS Research Program of the National Institutes of Health, 1991. (IOM)

HIV Screening of Pregnant Women and Newborns, 1991. (IOM)

The Social Impact of AIDS in the United States, 1993. (NRC)

Conference/Workshop reports

An Agenda for AIDS Drug Development, 1988. (IOM)

Prospects for Vaccines Against HIV Infection, 1988. (IOM)

Approaches to Modeling Disease Spread and Impact, 1988. (IOM)

Roundtable for the Development of Drugs and Vaccines Against AIDS reports

Developing Effective Therapies for AIDS-Related Infections, 1992. (IOM)

Implications for Drug and Vaccine
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Surrogate Endpoints in Evaluating the Effectiveness of Drugs Against HIV 
Infection and AIDS, 1990. (IOM)

The Potential Value of Research Consortia in the Development of Drugs and 
Vaccines Against HIV Infection and AIDS, 1989. (IOM)

Understanding HIV Pathogenesis:
Development, 1992. (IOM)

Expanding Access to Investigational Therapies for HIV Infection 
and AIDS, 1991. (IOM)
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The Roundtable’s current term expires in mid-1994, but as a result of the July 1993 
meeting of the Roundtable (see Attachment 1), plans are being developed to renew this 
group for another two to three year period.

Communication among policy makers, biomedical researchers, care providers, and 
patient advocates is an important element in the development of new, more effective 
therapies and vaccines to treat or prevent HIV infection and its associated medical 
conditions. Recognizing the need for such ongoing dialogue, in 1988 the IOM established 
the Roundtable for the Development of Drugs and Vaccines Against AIDS as a convening 
mechanism to explore impediments to the rapid availability of safe, effective drugs and 
vaccines for HIV infection and AIDS. The committee (see Appendix A) comprises 21 
leaders from government, the pharmaceutical industry, academia, and patient advocacy 
groups, representing a unique blend of expertise and viewpoints on scientific and public 
policy questions related to AIDS drug and vaccine development. The Roundtable reviews 
the state of scientific knowledge relevant to the design of therapeutic and preventive agents; 
examines some of the impediments to drug and vaccine development, approval, and 
availability; and discusses strategies to promote the development of drugs and vaccines 
against HIV infection. The roundtable also holds workshops and conferences on topics 
selected for their urgency and for their potential to expedite drug and vaccine development 
and availability.

Past Roundtable workshops have examined: (a) the use of surrogate endpoints in 
evaluating the effectiveness of AIDS drugs; (b) the development and evaluation of 
preventive HIV vaccines; (c) HIV drug resistance and research related to combination 
antiretroviral therapies; (d) the development of effective therapies for AIDS-related 
infections; (e) progress in developing drugs for pediatric HIV infection; (f) gene therapy 
approaches for treating HIV disease; (g) the changing demographics of the HIV epidemic 
and implications for clinical research; and other timely subjects. The upcoming December 
1993 workshop will explore the current scientific knowledge and understanding of possible 
correlates of protective immunity to HIV. Summaries of the Roundtable’s meetings and 
workshops are issued periodically.
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The IOM established an expert committee in April 1993 to examine substance abuse 
and mental health issues in AIDS research. This congressionally mandated study will assess 
the AIDS research portfolios of the National Institute on Drug Abuse (NIDA), the National 
Institute on Alcohol Abuse and Alcoholism (NIAA), and the National Institute of Mental 
Health (NIMH). In particular, it will address: (1) the scope and content of the institutes’ 
AIDS research program activities; (2) the relationship between their research and the 
services-oriented programs at SAMHSA, CDC, and HRSA; (3) the balance between 
biomedical and behavioral research; (4) the role of behavioral prevention interventions in 
the institutes’ research programs; (5) the role of the public and field opinion in influencing 
the direction of AIDS research; (6) the adequacy of the administrative structure to support 
the institutes’ AIDS programs; and (7) the adequacy of interagency coordination of AIDS 
activities.

In response to a Congressional request, the NRC Commission on Behavioral and 
Social Sciences and Education (CBASSE) assembled the Panel on Needle Exchange and 
Bleach Distribution Programs (see Appendix C) in June 1993 to study the impact of needle 
(syringe) exchange and bleach programs on drug use behavior and the spread of HIV 
infection and other blood-borne diseases. The Panel will gather and analyze the relevant 
research regarding the effect of such programs on rates of drug use, the behavior of drug 
users, and the spread of HIV and other diseases, such as hepatitis, among injection drug 
users and their partners. In addition, the Panel will examine closely related issues of 
importance to the research and services communities, such as the characteristics associated 
with effective exchange programs, and will provide recommendations for future research 
directions and methods applicable to the evaluation of syringe exchange and bleach 
programs.

The 15-member committee (see Appendix B) combines expertise in a variety of basic, 
clinical, behavioral and social science disciplines, as well as public health and patient 
advocacy. The committee will meet four to five times during the course of the 18-month 
study. One meeting has already included a site visit to the Center for AIDS Prevention 
Studies at the University of California, San Francisco. There was also a recent public 
hearing during which AIDS researchers, service providers, and constituency group 
representatives presented to the committee their concerns about and experiences with 
substance abuse and mental health issues in AIDS research and services. The committee’s 
review of the AIDS research program of NIAA, NIDA, and NIMH and the resulting 
recommendations on future directions for research and coordination will be summarized in 
a final report to be published in fall 1994.



Study of Post-Separation HIV-Positive Military Personnel Lost to Follow-up

Study to Review HIV Transmission to Hemophiliacs Through Blood Products

7

This study, sponsored by the National Institute on Drug Abuse, is a joint project of 
the National Research Council and the Institute of Medicine. In order to fulfill its mandate, 
the Panel has planned to issue two publications. The first publication in early 1994 will 
summarize research findings on needle exchange and bleach distribution programs presented 
at a panel workshop in September 1993. The Panel’s final report, which will present an 
assessment of the impact of such programs and offer recommendations, is scheduled to be 
released in early 1995.

At the request of Secretary of Health and Human Services Donna Shalala, the IOM 
has launched a study to review and evaluate the transmission of HIV to people with 
hemophilia through blood and blood products during the period of 1982 to 1986. This 18- 
month study will describe and evaluate policy options and policy making prior to FDA 
approval of HIV screening kits and the routine heat treatment of blood products. A 
thorough review will be conducted of the amount of information and technology available 
to decision makers during this period and the scientific basis of the decisions made vis-a-vis 
HIV transmission through the blood supply. The study will include a compilation of the 
policy options considered and the outcomes or impacts that could reasonably have been 
expected from adoption of each such option. The objective of this study is to identify 
methods to improve public health decision making and public health policy to better protect 
the blood supply in the future. Based on the conclusions drawn from the findings of the 
historical review, the study committee will recommend a framework for addressing future 

At the request of the Walter Reed Army Institute of Research (WRAIR), the IOM’s 
Medical Follow-up Agency in 1991 initiated a study of post-separation HIV-positive military 
personnel lost to follow-up. The study seeks to locate approximately 900 HIV-infected 
health care beneficiaries (HCBs) who are "lost to follow-up" to the Army health care system. 
All individuals contacted will be health care beneficiaries of the Department of Defense 
health care system. Once located, these individuals will be asked to provide information 
regarding their current health status and sources of health care, as well as to undergo a 
standard disease-staging clinical evaluation. The primary goal of this research is to 
determine whether HIV-infected HCBs who have been lost to follow-up differ in terms of 
the natural history and progression of their disease from HCBs who continue to be followed 
within the Army health care system. The data collected in this study will be analyzed 
collaboratively by the Medical Follow-up Agency and the Department of Epidemiology, 
Division of Preventive Medicine, WRAIR. Results of this investigation will be 
communicated to the requesting agency in a written report and published in a scientific 
journal.
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unknown challenges to the blood supply in a manner that will minimize risks to the public 
health. The IOM will not conduct any original medical or epidemiological studies, and will 
not consider or make recommendations regarding specific individual cases. The resulting 
report will not seek to determine liability or affix blame for any individual or collective cases 
of HIV transmission through the blood supply during this time period.

In 1991, an IOM study committee concluded that voluntary HIV screening should be 
offered to all pregnant women in high-prevalence areas, but recommended against screening 
newborns for HIV infection at that time. The committee acknowledged, however, that 
changes in HIV diagnostic capability and therapeutic interventions for pediatric HIV 
infection might warrant reexamination and possible modification of its screening 
recommendations. Since the committee’s report, HIV Screening of Pregnant Women and 
Newborns, was issued, new information about HIV diagnostic technology and medical 
therapy for children with HIV has emerged.

In light of these developments, the IOM is planning a study to explore and analyze 
the technological, medical, scientific, and epidemiological changes that have occurred since 
the 1991 screening report was issued, as well as to reevaluate the justifications for and 
appropriateness of screening newborns for HIV at this time. In addition to reviewing the 
technological and medical developments in the area of pediatric HIV infection and assessing 
their impact on newborn screening proposals, the study committee would revisit some of the 
legal, ethical, and social issues involved in screening and how they may have been affected 
as a result of the above developments. The study also would examine prenatal HIV 
screening programs to assess the scope and relative effectiveness of these efforts in 
identifying HIV-infected women and ensuring appropriate referrals for clinical evaluation 
and follow-up care. Current prenatal HIV screening policies or recommendations would 
also be reevaluated in light of the changing epidemiology of HIV infection and AIDS in the 
United States. The resulting study report would present the committee’s findings and 
conclusions about the status of prenatal HIV screening programs and whether current 
approaches to screening pregnant women for HIV should be modified. The report would 
also provide the committee’s judgement about whether the conditions that would justify 
newborn HIV screening have been satisfied at the present time, as well as offer guidance 
in developing and implementing neonatal screening programs, if judged appropriate.
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The U. S. Agency for International Development (USAID) has asked the National 
Research Council’s Committee on Population to assist in providing a broad overview of the 
HIV/AIDS epidemic in Africa in order to identify data and trends that will enable the 
Agency to better focus its prevention programs. In response, the Committee on Population 
is planning an 18-month panel study of the data and research needs for slowing the spread 
of HIV infection and AIDS in sub-Saharan Africa, focusing primarily on social and 
behavioral issues. The study is designed to provide information critical for designing and 
implementing effective HIV prevention and control programs and to assist USAID and other 
agencies in the evaluation of existing programs. The panel will be asked to review the 
relevant scientific and research literature with the objective of identifying prevention or 
coping strategies that have been successful in one region of Africa and are likely to be 
transferable to other African settings. From this vantage point, the panel will identify 
remaining research gaps that, if filled, could have immediate policy implications for 
enhancing the effectiveness of existing prevention or coping strategies, or could assist in the 
development of new strategies.
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Future of the Roundtable

Roundtable’s Value and Unique Qualities

Roundtable’s Format of Operation

Roundtable for the Development of Drugs 
and Vaccines Against AIDS

Paul Volberding launched the discussion of the Roundtable’s future by posing several 
questions to the group: Should the Roundtable continue to operate? Should we change the 
structure, composition, and direction of the Roundtable? Members unanimously endorsed 
its continuation. They observed that the Roundtable brings together a diverse group of 
leaders from government, academia, the pharmaceutical and biotechnology industries, and 
patient advocacy communities, and thereby forms a unique blend of expertise and viewpoints 
on scientific and policy questions pertaining to HIV drug and vaccine development. Further, 
it provides a neutral forum (or "safe harbor") in which to explore and debate a variety of 
thorny issues (or "sticky wickets") surrounding the development of effective AIDS drugs and 
vaccines. Finally, the Roundtable offers an opportunity to examine areas in which science 
and public policy intersect and to consider the policy implications of scientific inquiry and 
discovery in the area of HIV drug and vaccine development.

As the Roundtable for the Development of Drugs and Vaccines Against AIDS nears 
completion of its second term in mid-1994, it seems appropriate to reflect on its value and 
continuation as a neutral forum for dialogue on scientific and public policy questions 
pertaining to HIV drug and vaccine development. To this end, a subgroup of Roundtable 
members convened on July 22, 1993, to discuss the future course of the Roundtable—its 
continuation, format of operation, composition, and the important topics or areas on which 
the Roundtable should focus its attention over the next few years.

Meeting participants also discussed the format of the Roundtable’s operations (e.g., 
number, size, and content of meetings or workshops). Several members suggested that the 
Roundtable resist convening strictly scientific or technical sessions on HIV drug and vaccine 
development, as there are multiple forums in which scientific data are presented and 
discussed. Rather, the Roundtable should identify problem areas or difficult, controversial 

Abridged Meeting Summary
July 22, 1993



Roundtable’s Mission

issues that can be uniquely addressed by the Roundtable’s diverse perspectives and expertise. 
Although the selection of topics for discussion will necessarily guide the structure of the 
Roundtable’s meetings, one member suggested that we convene smaller, focused sessions 
(either separately or following a larger, public workshop) during which a few key scientists, 
policy makers, and the Roundtable members can grapple with specific scientific and policy 
dilemmas that complicate AIDS drug and vaccine development. Several members pointed 
out that the value of the Roundtable’s meetings and workshops is the length of time devoted 
to discussion, and this unique opportunity for extensive dialogue should be fostered and 
preserved.

Following considerable debate, the group agreed upon an alternative to broadening 
the scope of the Roundtable’s activities. Participants acknowledged that HIV prevention and 
behavioral research efforts are sufficiently important to warrant specific attention and 
recommended that the IOM assemble a separate roundtable to address these issues. In 
developing the scope and focus of such an "HIV prevention roundtable," it is critical to 
maintain a strong link with the current IOM drug and vaccine roundtable. One suggestion 
was that the current AIDS drug and vaccine roundtable could participate in launching a 
"prevention roundtable" by holding a workshop to examine the "successes and failures" of 
behavioral and social research efforts in the area of HIV prevention.

As the National Commission on AIDS concludes its tenure, it is appropriate to 
consider whether the Roundtable, as the longest standing IOM AIDS committee, should 
broaden its scope and mission to include such issues as prevention and behavioral research. 
Although several members favored expanding the Roundtable’s scope of activities beyond 
HIV drug and vaccine research and development, many cautioned that this expansion might 
ultimately dilute the effectiveness of the Roundtable and diminish its depth of expertise. 
Furthermore, one member strongly argued that a shift in the Roundtable’s focus to include 
issues of prevention would be perceived by the patient community as abandoning those 
individuals who are already infected with HIV. In the wake of the 1993 International AIDS 
Conference and the feelings of depression and confusion about the results of current HIV 
treatment research, another member urged that the Roundtable retain its current mission 
and "reinvigorate" its focus on impediments to the rapid development of effective HIV drugs 
and vaccines, as well as the process and coordination of treatment research efforts.
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