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PRESIDENTIAL ADVISORY COUNCIL ON HIV/AIDS 

RESEARCH SUBCOMMITTEE 

Achieving the Goal of an AIDS Vaccine

Passed Recommendation

Background

Approximately 40,000 people become infected with HIV.in the USA each year; woriciwide,; 

6 million new infections occur annually. Although behavioral change to reduce risk of HIV infection 

is a.viable strategy for some, it is clear that this strategy will not work for all. Only a preventive 

vaccine will ultimately be successful in stopping the AIDS pandemic., Commendably, President: 

Clinton declared the goal, in May 1997, of a successful AIDS vaccine within the next decade. 

However, the current federal AIDS vaccine effort is stalled in paralyzing scientific debate and. 

bureaucratic delay.

Since late 1995, the Research Committee of the Presidential Advisory Council on HIV and 

AIDS has devoted significant time and effort to issues concerning the development of an AIDS 

vaccine. The Committee consulted with numerous experts in AIDS research and vaccinology 

(Appendix A), and also solicited arid received written input from these and other experts (Appendix 

B)..

The scientific issues involved in vaccine development are extremely complex and 

controversial, and should be addressed by existing Federal agencies. NIH has an essential role to 

' play in elucidating the basic scientific knowledge that underlies vaccine generation. However, this 

is only one aspect in the complete process of vaccine development. Additiorial administrati ve and 

policy structures will also be required to address the myriad public policy issues Which must also 

be resolved, both nationally and internationally to expedite development of a successful AIDS 

vaccine. These issues include development and implementation of mechanisms to assure the active

'. 1



participation and coordination of all relevant agencies of the US government, as well as the 

pharmaceutical industry and the international community, where candidate vaccines must be tested 

for efficacy, and where the need for an effective vaccine is the greatest. The recommendations which 

follow concern these administrative issues, which must be planned and coordinated simultaneously 

with the actual generation of candidate vaccines.

Requisite participants in vaccine development

Federal agencies: The proposed restructuring of the AIDS vaccine program, within NIH 

represents an important step in expanding the scientific leadership which will be necessary to 

expedite the development of candidate vaccines. The appointment of Dr, David Baltimore as Chair 

of the AIDS Vaccine Research Committee (AVRC), the expanded vaccine budget, and the proposed 

institution of a new Vaccine Research Laboratory at the NIH, can aU serve to invigorate the' 

scientific process. The appointment of a full-time Director of the Vaccine Research Lab could 

provide another mechanism'for coordination of the vaccine development effort within NIH. 

However, the Council is very concerned that recent progress has been slowed substantially by the 

failure to appoint this individual, who must be at the highest level of expertise.

In addition to.NIH, Federal agencies such as the Centers for Disease Control and Prevention 

(CDC), Department of Defense (DOD), and the United States Agency for International Development 

(USAID) have among them extensive experience and expertise in the area of vaccine development, 

field epidemiology, surveillance, and the conduct of vaccine efficacy trials, especially in developing 

countries. It would thus seem prudent to ensure the active cooperation, collaboration and 

communication of all relevant federal agencies in the areas of candidate vaccine development and 

testing, if the President’s goal is to be met. Similar recommendations were made by the Levine 

Commission. Howeyer, although various NIH vaccine meetings have been attended by DOD and 

CDC representatives,. and although an informal interagency group was formed, this group does not 

include senior leadership, and has not met on a regular basis. Thus, it is clear that no formal process 

of interagency coordination has been developed or implemented. If the President’s goal is to be



met, such interagency communication and coordination must occur, involving the highest levels of 

leadership from each agency.

Pharmaceutical and biotechnology industries: It is clear that development of a successful 

AIDS vaccine .will also require the active involvement of the pharmaceutical and biotechnology 

industries, working in a coordinated manner with relevant federal agencies. The pharmaceutical 

industry traditionally has been a major leader in the creation and development of vaccines, and 

should be encouraged to participate actively in the pursuit of an AIDS vaccine. Further, eventual 

product development will require the infrastructure and expertise which reside primarily within the 

private sector of phaimaceutical and biotechnology industries. To ensure the requisite coordination 

of both public and private sectors, an administrative mechanism must be created. Multiple policy 

issues must also be addressed, in an attempt to overcome existing financial disincentives for 

involvement by the private sector. THis may entail subsidies for targeted applied research, 

cooperative agreements for pilot manufacture of vaccine approaches not commercially attractive, 

support of phase III human efficacy trials, tax rebates, and/or patent extensions. Federal leadership 

will also be needed to address related issues, such as intellectual property rights, liability, and 

international vaccine development and purchase funds.

International community: Due to the higher prevalence of HIV/AIDS in developing nations, 

the majority of clinical testing for efficacy ofcandidate vaccines (Phase III) must be accomplished 

internationally. Further, the majority of AIDS vaccine use is expected to occur in nations outside 

the USA. It is thus apparent that mechanisms to develop true partnerships between the international 

community and the federal AIDS vaccine effort must begin at once, with exchange of information 

and full coordination of combined efforts. Agencies such as the United Nations Program on AIDS 

(UNAIDS), the World Bank, the International AIDS Vaccine Initiative (lAVI), and the leading 

developed countries (G-8), as well as those countries mosf affected, have critical roles to play in 

the final testing and implementation of an AIDS vaccine. A mechanism must be developed to 

provide a means for ongoing communication and collaboration.among these groups, as well as the 

other critical constituencies listed above. Critical issues which must be addressed by these groups



include active involvement in the process by scientists living in the countries involved, assurance 

of scientifically and ethically appropriate field testing of candidate vaccines, arid mechanisms to . 

ensure access to vaccine product after successful field testing.

Leadership and coordination

Role of the President’s Office: It is only within the Office of the President that sufficient 

authority exists to ensure leadership, through coordination and collaboration of all requisite 

constituencies,’ including Federal agencies, private sector, and the international community. 

Responsibility for this effort should rest with the Office of National AIDS Policy (ONAP). The 

Council, therefore, recommends that the President formally charge the Director of ONAP with 

developing arid maintaining administrative mechanisms for accomplishing the requisite 

communication and coordination among all relevant parties, including assurance of the involvement 

of senior leadership from all constituencies. Adequate resources must be made available for this 

function.

Generation of a Comprehensive Federal Plan for AIDS Vaccine Development: A

Comprehensive Federal AIDS Vaccine Plan must be developed and impleniented. This plan must 

include the vision and process for vaccine development, and must also depict the specific objectives, 

responsibilities, strategies and outcomes for the implementation of the plan. Additional requisites 

of the’plan should include the framework by which competing issues may be addressed, an overall 

work schedule, and a specific time-franie in which certain milestones are to be accomplished. The 

Council recommends that the process for development of this plan be organized within the Office 

of National AIDS Policy, working with relevant federal agencies.

Moving candidate vaccines into human trials

Differences of opinion on the appropriate time for bringing AIDS yaccine strategies into 

human efficacy trials result from two divergent philosqphical approaches. The “basic science”



approach pursues knowledge of the underlying biological mechanisms of retroviral disease and 

immunity in animal models and limited human studies, in order to elucidate the proteetive imihune 

response. Candidate vaccines are then designed to induce those specific responses, and only then 

do human efficacy trials proceed. The “empirical science” approach brings vaccines into human . 

trials relatively earlier, if comparable vaceines were safe and effeetive in animals, even without a 

clear understanding of their biological mechanisms of action. This has been the case for many 

existing vaccines in current use. With the gravity of the current AIDS pandemic in the world, and 

the need to proceed with vaccine development as quickly as possible, the Council acknowledges that 

it will be necessary to test various traditional and novel vaccine design strategies in human clinical 

trials, even before the scientific correlates of proteetion have been fully deeiphered. We thus 

advocate the simultaneous implementation of both basic and empiric scientific approaches. These 

parallel approaches should be reeognized within the comprehensive Federal plan for AIDS vaceine 

development.

Summary of Recommendations:

1. Substantive involvement, coordination, and collaboration among all relevant federal 

agencies, the private sector, and the international community are critical to the development 

of an effective AIDS vaccine.

2. Federal leadership at the highest level will be required, through the Office of National AIDS 

Policy, ensuring that adequate resources are provided for the coordination process necessary 

to achieve the goal of an effective AIDS vaccine.

3 . The Offiee of National AIDS Policy should ensure the development and implementation of 

a comprehensive federal plan to achieve the goal of an effective AIDS vaccine.

■ ■ . -5 ■



4. The process of defining the structure and mission of the proposed (AIDS) Vaccine Center 

at NIH, and the appointment of a director with the highest level of expertise, should proceed 

promptly.

5. The urgent need for an AIDS vaccine mandates the simultaneous implementation of both 

basic and empiric scientific approaches.
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APPENDIX A; LIST OF INFORMANTS

The following invited individuals formally discussed AIDS vaccine issues with the 
Committee or the Council on one or more occasions between April 1996 and October1997. 
Listing here is solely to indicate the breadth of expertise and opinion received, and does not 
necessarily imply agreement or endorsement with the above analyses and recommendations.

1. David Baltimore, Ph.D.
President, California Institute of Technology 
Chair, NIH AIDS Vaccine Research Corrimittee

2. Seth Berkley, M.D.
Rockefeller Foundation
President, International AIDS Vaccine Initiative (lAVI) -

3. Deborah Birx, M.D.
Director of Retroyirology
Walter Reed Army Institute of Research

4. Dani Bolognesi, Ph.D.
Director, Center for AIDS Research 
Duke University ■
Co-Director, Human Vaccine Institute

5. Larry Brilliant, M.D.
Founder

• Seva Foundation

6. Donald S. Burke, M.D.
Director, Center for Immunization Research 
School of Public Health 
John Hopkins University

7. Margaret Chesney, Ph.D.’
. Center fpr AIDS Prevention Studies 
University of California, San Francisco

8. Mary-Lou Clements-Mann, M.D., Ph.D.
Center for Immunization Research 
School of Public Health
Johri Hopkins University

9. Chris Collins .
Centerfor AIDS Prevention Studies (CAPS)
UCSF&VACT.UP

10. , Dinb Dina,,M.D.
President ,
Chiron Vaccines Corporation



11. Burt Dorman, Ph.D.
President and CEO 
Acrogen, Inc.

12. Jose Esparza, M.D., Ph.D.
Chief, Vaccine Development
United Nations Programme oh AIDS (UNAIDS)

,13. Max Essex, DVM, Ph.D. ■
Professor of Virology 
Chairman, Harvard AIDS Institute 
Harvard School of Public Health .

14. Anthony S. Fauci, M.D,^ 
Director 
NIAID, NIH

15. Richard G.A. Feachem, Ph.D.
Senior Advisor Human Development 
World Bank ...
Board of Directors, lAVI

16. Donald P. Francis, M.D., Sc.D.
President
VaxGen, Inc.

17. David Gold, JD
AIDS Vaccine Advocacy Coalition

18. William L, Heyward, M.D.
HIV Vaccine Coprdinator
National Center for HIV, STD, and TB Prevention 
Centers for Disease Control and Prevention

19. Maurice R. Hilleman, Ph.D.
Director
Merck Institute of Therapeutic Research

20. ^Margaret “Peggy” Johnston, Ph.D. 
Scientific Director
International AIDS Vaccine Initiative (lAVI)

21. , John Y. Killen, M.D. ;
Director, Division of AIDS 
,NIAID, NIH

22. Wayne Koff, M.D.) Ph.D. .
United Biomedical, Inc..'



23. . Yichen Lu. Ph.D.
Senior Scientist and Manager'
HIV Program'
Virus Research Institute, Inc.

24. Richard T. Mahoney, Ph.D.
Director, Institutional Development 
International Vaccine Institute, Seoul, Korea

25. John G. McNeil, M.D.
Director,

■ DOD, HIV-i/AlDS Vaccine Development Program

26. Ronald Moss, M.D.
Medical Director

. Immune Response Corporation

27. Kenrad E.Nelson, M.D.
Professor of Epidemiology 
School of Public Health 
John Hopkins University

28. William E. Paul, M.D.
Director
Office of AIDS Research, NIH

29. Peter Piot, M.D- ‘
Executive Director .
United Nations Programme on AIDS (UNAIDS).

30. ■ Bryan Roberts, Ph:D.
Vice President of Research 
Virus Research Institute, Inc.

.32.

Philip K. Russell, M.D.
John Hopkins University
Founding President, Albert B. Sabin Vaccine Foundation 
Board of Directors, International AIDS Vaccine Initiative (lAVI)

• Jerald C. Sadoff, M.D,
Executive Director, Vaccine Research 
Merck Research Laboratories

33. Allan Schultz, Ph.D.
Chief, Vaccine Research and Development Branch 
Division of AIDS, NIAID, NIH



34. Haynes “Chip” Sheppard, Ph.D:
Cellular Immunologist
Virus Laboratory.
California Department of Health

35. William Snow .
ACT-UP Golden Gate
Co-founder, AIDS Vaccine Advocacy.Coalition (AVAC) 
Member, NIH AIDS Vaccine Research Committee

36; Sten Vermund, M.D., Ph.D.
Professor of Epidemiology
President, Gorgas Memorial Institute for Tropical and 

., Geographic Medicine, University of,Alabama



APPENDIX B; SOURCES OF ADDITIONAL WRITTEN INPUT

In response to a public solicitation by the Research Committee for comment and opinion, 
the following individuals provided written input between September and December 1995 (written 
documentation was also received by some Of the informants listed-above to supplement their 
verbal input). Listing is solely to indicate the breadth of opinion received, and does not necessarily 
imply agreement or endorsement with the above analyses and recommendations.

37. Abdul K. Abbas, M.D.
Professor of Pathology 
Harvard Medical School

38. Arthur J.-Ammann, M.D.
Director of Research
American Foundation for AIDS Research (AMFAR)

39. Dana Cappiello 
Co-Founder
Until There’s a Cure Foundation

40. Scott B. Halstead, M.D.
Director, Infectious Disease Research 
Department of the Navy
(Former head. Health Sciences Division, Rockefeller Foundation)

41. Norman L. Letvin, M.D.
Chief, Division of Viral Pathogenesis, Beth Israel ,Hospital 
Professor of Medicine, Harvard Medical School

42. John Moore, Ph.D.
Staff Investigator
Aaron Diamond AIDS Research Center

43. Lendon Payne, M.D., Ph.D.,
. ' Director of Research

Virus Research Institute, Inc.

44. Kathleen Scutchfield 
Co-Founder
Until There’s a Cure Foundation

45. Robert T. Schooley, M.D.
Professor of AIDS, Research
University of Colorado Health Sciences Center

46, Raymond E. Spier, Ph.D.
Editor of the journal Vaccine 
University of Surrey, UK



47. Jonathan T, Warren,. Ph.D.
Immunologist, AIDS Vaccine Evaluation Group.
The EMMES Corporation

48. Peter F. Wright. M.D. . -
Director, AIDS Vaccine Evaluation Unit
Professor of Pediatrics, Vanderbilt University School of Medicine
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MEMORANDUM
TO

FROM

DATE

INRE

Presidential Advisory Council on HIV/AIDS 
Research Committee; Vaccine sub-committee

Alexandra Levine,MD ^

March 1. 1998

NE>a DRAFT OF THE RECOMMENDATIONS ON VACCiNES

First, I apologize for taking so long to come up with this next draft. I have been 
the Attending on general medicine at LAC-USC Med Center during February, and have been 
TOTALLY over my head (as opposed to partially) during the month.

Anyway, the revised document is enclosed. In making the revisions, I have taken 
into consideration the following: (1) all comments during our conference calls; (2) the written 
suggestions which I received; (3) some minor changes of my own, based upon the fact that I had 
not seen the document for 10 days, and could look at it “fresh”, in terms of word smithing.

I have underlined all of the changes, and have written notes about these changes 
Into the margins. If you want to see a clean copy, just call my secretary, Laurie Homor, at 
213-764-3913, and she will send one out to you.

I have not Included language about the “pipeline’, since I just don’t like the 
language, and since I don’t really think that this adds to the strength of our arguments. Also, 
please note that there ARE lots of candidate vaccines inthe “pipeline”, as recently shown by 
lAVI. I have included a copy from one of their recent publications, detailing the fact that the 
pipeline is NOT empty, as our earlier drafts had implied. Also, please note that these candidate 
vaccines do NOT include anything but vector based approaches. In other words, there are other 
candidates, as well, employing other approaches.

Also, please note that there are essentially FIVE recommendations within this 
document: (1) A mechanism must be put into place to assure the on-going communcation and 
cooperation of ALL relevant federal agencies, as well as private sector and international 
communities; (2) A vaccine coordinator should be appointed within ONAP, whose job would be 
to coordinate the communication, and cooperation among all constutuencies (including federal 
agencies, private sector, and international community): (3) The Vaccine coordinator should be
responsible for developing a comprehensive federal plan concerning development of an AIDS 
vaccine; (4) President Clinton should get involved in the appointment of the Director of the 
Vaccine Research Lab at the NIH; and (5) Both classic scientific approaches as well as 
approaches based upon thoughtful empiricism should be employed in an attempt to develop a 
successful AIDS vaccine. IN THE FINAL DOCUMENT, SHOULD THESE BE SUMMARIZED AT THE 
END OF THE SHEET? OR. WE COULD BOLD THEM IN THE TEXT, AS WELL. Please think about how 
you would want to depict this.

I have NOT included the appendices A and B within this FAX, since it is too long. 
However, they WILL be included within the full document, which will be seen by the full 
Council. OK: that's it for now. Talk to you all on Wednesday at 10:00am eastern. Please fax 
changes or corrections to me ASAP, if you have them before Wedensday.

TOTAL P/%,25 7
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PRESIDENTIAL ADVISORY COUNCIL ON HIV/AIDS 

RESEARCH SUB-COMMITTEE 

Achieving the Goal of an AIDS Vaccine

DRAFT # 5: 2/28/98

Background

In the USA, approximately 100 new people are Infected with HIV each day; world-wide, 

16,000-17,000 new infections occur on a daily basis. Although behavioral change to reduce 

risk of HIV infection is a viable strategy for some, it is clear that this stragegy will not work 

for all. It has thus become apparent that only a preventive vaccine will ultimately be 

successful in stopping the AIDS pandemic. In recognition of these facts. President Clinton 

declared his goal of development of a successful AIDS vaccine within the next decade.

Since late 1995, the Research Committee of the Presidential Advisory Counciol on HIV 

and AIDS has devoted signficiant time and effort to issues concerning the development of an AIDS 

vaccine. The Committee consulted with numerous experts in AIDS research and vaccinology 

{Appendix A), and also solicited and received written input from these and other experts 

(Appendix B).

The scientific issues involved in vaccine development are extremely complex and 

controversial, and can best be addressed by existing Federal agencies, including the National 

Institutes of Health, the world’s premier biomedical research agency. The recent re­

organization of the AIDS vaccine program within the NIH, with appointment of Dr. David 

Baltimore as Chairman of the NIH AIDS Vaccine Research Committee, is an extremely important 

step in meeting the President’s stated goal, as is the commitment of Dr. Harold Varmus of the 

NIH.

f'f
J

Despite the newV^^pjKzed^accine effort within NIH, however, it has become apparent 

to the Council that an appropriate administrative structure will also be required, in order to 

address the myriad of public policy issues which must also be resolved, both nationally and 

internationally, prior to implementation of a successful AIDS vaccine program. These issues 

include development and implementation of mechansims to assure active participation and



coordination of all relevant agencies of the US government, as well as the pharmaceutical
industry, and the international community, where candidate vaccines must be tested for ^ 

efficacy, and where the need for an effective vaccine is the greatest. The recommendations 

which follow concern these administrative issues, which must be planned and coordinated

j'/]

simultaneously with the actual generation of candidate vaccines . 

Requisite partlclDants In vaccine development

Federal agencies: The recent restructuring of the AIDS vaccine program within NIH 

represents an important step in defining the scientific leadership which will be necessary to 

expedite the development of candidate vaccines. The appointment of Dr. David Baltimore as 

Chair of the AIDS Vaccine Research Committee (AVRC), the expanded vaccine budget, the 

institution of a new Vaccine Research Laboratory at the NIH, and the active and on-going 

participation of senior NIH leadership including It’s Director, Dr. Harold Varmus. have all 

served to invigorate the scientific process which will be essential to vaccine generation. The 

Council supports these changes with enthusiasm. The appointment of a full time Director of the 

Vaccine Research Lab provides another mechansim for coordination of the vaccine development 

effort within NIH, although recent progress has been slowed substantially by the failure to 

appoint this individual, who must be at the highest level of expertise. The Council recommends 

the direcMnvolvment of the President in an attempt to till the post of Director of the Vaccine 

Research Lab within the NIH as quickly and successfully as possible.

In addition to NIH, Federal agencies such as the Comers for Disease Control and 

Prevention (CDC), Depaijnent of D^s^ (DOD). and the United States Agency for International 
Development (USAID)-S^C^^Vxttt^eExperience and expertise in the area of vaccine 

development, field epidemiology, surveillance, and the conduct of vaccine efficacy trials, 

especially in developing countries. It would thus seem prudent to assure the active cooperation, 

collaboration and communication among all relevant Federal agencies in the areas of candidate 

vaccine development and testing, if the President’s goal is to be met. Although the Levine 

^Report called for such coordination; although NIH vaccine meetings have been attended by DOD 

and CDC representatives: and although an Informal interagency group was formed, this group 

does not Include senior leadorship, and has not met on a regular basis. It is thus clear that no 

formal process of interagency coordination has yet been developed or implemented. If the 

President’s goal is to be met. such interagency communication and coordination must occur.



involving the highest levels of leadership from each Agency.

Pharmaceutical and biotechnology industries: It is clear that development of a
successful AIDS vaccine will also require the active and independent Involvement of the 

pharmaceutical and biotechnology industries. The pharmaceutical industry has traditionally
Cc'K'h ’

been involved in development of vaccines, and should^be encouraged to participate actively in the 

pursuit of an AIDS vaccine. Purser, eventual product development will require the 
infrastructure and expertise (^^hich^^sides primarily within the private sector of 

pharmaceutical and biotechnology industries. To assure the requisite coordination of both 

public and private sectors, an administrative mechanism must be created. Multiple policy 

issues must also be addressed, In an attempt to overcome existing financial disincentives for 

involvement by the private sector. This may entail subsidies for targeted applied research. 

cooperative agreements for pilot manufacture of vaccine approaches not commercially 

attractive, support of phase III human efficacy trials, tax rebates, and/or patent extensions. 
Federal leadership will also be needed to address related issues, such as intellectual property 

rights, liability, and international vaccine development and purchase funds.

FRcvi
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International, community; Due to the higher prevalence of HIV/AIDS in developing 

nations, the majority of clinical testing for efficacy of candidate vaccines (Phase III) must be 

accomplished internationally. Further, the majority of AIDS vaccine use is expected to occur in 

nations outside the USA. It is thus apparent that mechansims to exchange information and to 

coordinate international efforts must begin at once. Agencies such as the United Nations 

Program on Bank, the International AIDS Vaccine Initiative (lAVI),
and the@^countr1^s have critica? ro'les to play In the final testing and implementation of an 

AIDS vaccine. A mechanism must be developed to provide a means for on-going communication 

among these groups, as well as the other critical constituencies listed above. Critical Issues 

which must be addressed by these groups include active involvement In the process by scientists

living in the countries involved, assurance of scientifically and ethically appropriate field 

testing of candidate vaccines, and mechanisms to assure access to vaccine product after 

successful fialcl te.<;tlnq
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Leadership and coordination

RQl.e.Qf the President’s Office: it is only^;^ the Office of the President that sufficient



authority exists to assure coordination and collaboration of all requisite constituencies, 

including Federal agencies, private sector, and the interr^ionaFcommunity. A Vaccine 
Coordinator should be appointed within the Office^"^ational Afbs^licy (ONAP). whose role 

will be to develop administrative mechansims fc^manjjato^^-going dialogue and coordination 

among all relevant parties. This individual will bej^s[5onsible for assuring the involvement of 

senior leadership in all constituencies, and for addressing problems or concerns as they arise; 

this individual will have no fiscal respor^bil'rty. The Vaccine Coordinator will report to the 

Director of ONAP, and will serve/ln a purely administrative capacity, assuring that the 

appropriate constituences ai;Hfi communication, and providing input to the President when 

problems arise. Adequate resources must be made available for this function.

Development of a comprehensive federal plarr ^^e Vdccine Coordinator within ONAP “N 

should be responsible for drafting a comprehensjv^^^l^o^fdr assurance of a successful AIDS 

vaccine. This plan must include the vision and proc^s^r vaccine development, and must also V 

depict the specific objectives. responsibilities„.8tr^egies and outcomes for the implementation 

of the plan. Additional requisites ofJje-fSf^ should include the framework by which competing 

issues may be addressed, an over-all work schedule, and a specific time-frame in which certain / 

milestones are to be accomplished.

Candidate vaccines to be tested

Conceptually, the development of an AIDS vaccine could proceed by means of standard 

scientific inquiry, or via thoughtful empiricism. Employing the standard scientific method, 

various hypotheses are generated and then tested. With such study, the elucidation of protective 

immune responses to HIV can be determined, with subsequent use of this information in the 

design of candidate vaccines, and eventual human testing of promising vaccine candidates. The 

Council also acknowledges, however, that many of the currently used protective vaccines were 

initially developed without a clear understanding of the basic biological mechanisms which were 

likely to confer protection. With the gravity of the current AIDS pandemic in the world, and 

the need to proceed with vaccine development as quickly as possible, the Council acknowledges 

that it wiil be necessary to test various traditional and novel vaccine design strategies in human 

clinical trials, even before the scientific correlates of protection have been fully deciphered. 

We thus advocate the simulataneous implementation of both hypothesis-driven scientific 

studies, as well as studies based upon thoughtful empiricism.
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i/t i^zrov r Jti0*/nart3k ly ar
Vector-Based HIV Vaccines Currently in Development

Vaccines In Pn-<Hnlcal Research and Developfnent

Vector HIV/SIV content Developer Status

Adoftovlms env.gag Marjorie ftobert-Gtiroff
Natloital Cancer Inscluire, USA 
Wyedi-Ayerst USA

rlilnips/maraf|ii

Bscllle Cahnette-Gut eln (BCG) env-V3 [clades B and E]
CTL epitopes

Mitsuo HoiKla
National Institute of Inrectloiis
Diseases, Japan

macaques

BCG nef peptides Bridgccte Qcquel
Inscitut Pasteur, France

mice

Tovvipox^DNA env.gag Stephen Kent
Maebriane Burnet. Australia

iiocaqurs

Hfirpex simplex and vaccinia gpl60 Lynda Morrison
Saint Louis University, USA

mice

Hwpes virus SIV David Knipe
Harvard/New England Primate Center, USA

macaques

Herpes simplex virus SIVgag Ann Hill
Oregon Health Sciences University. USA

macaques

Human rhlnnvlnis V3 peptides Gail Ferstandig Arnold
Rutgers University, USA

mice

Listeria mortocytogenes SIV gag. env M. Murphy-CorbAr. Patterson
University of Pittsburgh, USA

macaques

Modified Vaccinia Ankara 
(MVA) -«-gpMO

env.gag-pol B.Moss.YHlrsch
NIAID, USA

macaques

MVA env. gag, pol. tat. rev, nef A. Fleuchatis. G. Suner
GSF Insdtute for Molecubr
Biology, Gennany

macaques

MVA enx,gag.pol Gunnel BIberficId
Karolinska Institute, Sweden

macaques

MVAtDNA Multiple genes, CTL 
epitopes

Andrew McMkhael
Oxford University, UK

macaques

MVA+FowIpox env. gag. pol, nef Tlierlon macaques

MVA ■» Influenza core, envelope proteins Peter Palcse
Mt. Sinai School of Medicine, USA

macaques

Pertussis gag, nef,V3 pepdde Nicholas Carbonetd
University of Maryland. USA
Insdtute of Human Virology, USA

mice, macaques

Poliovirus 220 amino acids of HIV Raul Andino
University of Califonih.
San Francisco. USA

macaques

Polio repllcon SIV gag, env, nef
HIV env (5 cbdei)

Patricia Rilti
University of Alabama. Birmlngliam. USA

macaques

Recombinant polio peptide fragments Jeffrey Alenond
University of Reading, UK

mice

SarrliatTimyces ceievislae gpl60 Richard Duke
University of Colorado, USA

mice

Salmonella (mucosal) env Rud> Berggren mice
University of Colorado, USA



Vbcctngf In Pn-ctlnical Reiqpfcii and Development (continued fnm page 3)

Vector

filnyrlh

HIV/SIV content Devoloper Status

env David Hone
Institute of Human Virology. USA

P

Siirf)tornrrm (^rdoniil HplM Slmoiieita 01 Fablo
Istituto Superlore di Sanita. Italy

rnncftqiicfi

)
Vacdnla+sublinit gag. pol. env Shiii-Lok Hu

University ofVVashIngcon. USA
macaques :■

Venezuelan equine encephalitis 
(VEE) repllcon

env. gag gene Robei t Johnston
University of Nortli Carolina, USA

inac^ques :!
i

Vectors In Human StUdJst
' n

Vector HIV content Developer Status r

Canarypox-ALVAC vCPI25 env Pasteur-PMcleux-Connaught, France Pliase 1 i
Canarypox-ALVAC vCP205 env, gag-protease Pasteur-Mbrioux-Connaught, France Phase 1, II

Cjinarypox-ALVAC vCPM33 env gag-protease: nef/pol Pasteur-MArIcux-Connauglit, France Phase 1
1

Canarypox-ALVAC vCP205 mucosal env, gag-protease Pasteur-MArleux-Connauglit, France Phase 1 1

Salmonella typhi 
(attenuated)

env,gpl20 Institute of Human Virology. USA
Johns Hopkbis. USA

Plwse 1 1
1

Vaccinia env gag-pol Therion. USA Phase 1 i
Vaccinia 2S different env constructs St. Jude’s Hospital. USA Phase 1 ■;

a,u<Mcne vocdncj ate made from dade B nroins ofHlY utifess otheAKbe spedM- The (nfomiotiof. feted ofcove wo* obtained thtxmgh a renew of (tieniific oMef. 
atKtracn and NIH gmnts, as well as dacutshns widi a number of researchers. It Is bf tw means a complete tet of all veaor-based HIV vpcane research. To odd 
Inforniothn o*i ongoing research to our dotobose, please mmH Informodoo to; dgoM@lavl.arg.

HUroMBINANT Vl'XTOR VACUNK cofl«»i«ed/W>m/>age 2

AiHitltcr apfinradi Is to delete a jurrUim <rf the Rmw fnwi rtic vector By 
ticictinjt nn>«>»ln»idy of tlic Kcne* In die vacdiifei virus,
n-sean3)crs Iwve pnuliK'ctl an atieiuntcd vaccinia vector. A relaled 
aiipniach Is to ine a wcsHnla strain that was ‘passaKcd" muhlplc time? in 
■ lili ken celh so tint It barely rcjilUtitcs in mammalian ceils. Ibis virus Is 
kiiirwn as MVA (MraHflcd Vaccinia Virus Ankara).

Silll one more approach is to cleverly alter llic packaged nucleic 
add of a virus so that it can only replicate once bi die host. Tills 
"rcpllcoti" ui hnology Is being evaluated In primate ntpcrimetiLS for 
|v>llovirus iiiul at least two alpliavlruses. SeniJikI fortatt virus aixl 
v«-nr7.i.ielaii <s|uliie ciK'cpIialUls virus. Hiially, it is postdble to bypass 
tin- vector <vmplcicly atul Just inoculate Its DNA. One of tlie must 
proiiilslitg developments has btrn tlic surprising Imniunogenlchy of 
sn e :i1l«‘(i naked DNA.” flidtinr's rufle: This article does not include 
DNA rruvines. They will he part of a separate article In an 
ri/Mon(fnj|7 issue.]

AltlKHigh iliere aic many advaniagcs to tlie naked DNA appniacb, 
die biological properties that are iini<{iic to the dllTcrent live vectors 
oHikI Iw ilie key to siKcessful linmuiilwtHoii. For example, vaccinia 
hd(. IS a wklc range of cell types and generally gets cleared fnnii the

body by die Immune system, while herpes viruses target the nervc.s 
and are able to persist tlierc. Otlier vectors, such as rho.se that 
iianirally bifcct the oral/nasal system (atlcnovlrus. iiiriiienza. 
thlnovlrus) or tlic gastrointestinal system (salmonella, |>olio) imi< (is.i 
could induce good mucosal Immune rcspoiwcs. (UilUllioixt polio 
vaccines ate glvirn orally, ami In chimpanrees. an atlcnovlnis- 
veclorcd HIV vncxiiiC is being tcstcti Uirough lntrauas;(l 
admlnlsiralion.)

ITiere arc still many uncertainties In aitcmpilng lo ilcsign viral ami 
bacterial vectors for use In an HIV vaccine. Researchers .still remain 
fundamentally unsure as to which III V auiigeiis or speelfle imimine 
respoasc.? are essential fur generating pnirecilve immoniiy. lims. 
determining the exact HIV gciKS to lm:<>r|N>ralc Inui a vo.tnr l>asie(l 
vaccltK remains a very open icseareli question. With ihh In mind, it Is 
clear that the liesi approach Is to encourage the dcvclopintmi of a wide 
varfcty of vcciorbascd vaccines and move promising apjiroachcs Into 
animal studies and wcll-<le.slRncd human trials. ♦

AUm SchitUx oversees the Pre-cUnimi Kesearrh Ittvtuh of the U.s. 
NIAlD's Vaccine and Pretvntioa Krvennh Progtrim.
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FROM : filexandra and Uictor Levine TEL: BIB 790 6301 FEB. 9.199B B:53 RM PI

MEMORANDUM

FROM

DATE

INRE

Daniel Montoya 
White House

Members of vaccine sub-committee of Research Committee 
PACHA

Alexandra Levine,MD 

February 9, 1998 

DRAFT #4 OF THE DOCUMENT

I thought the call last week was VERY valuable, and I have tried to take the 
various comments Into account on this draft.

There are two things which I did not change, and I wanted to state the “why” at 
this point. First, I LEFT the leadership piece toward the end, since it didn’t make sense to say 
that this whole big piece could only be organized within the White House until we said WHAT the 
■^hole big piece” really IS. I just think we have to define the players and the problems first, 
before we say that the coordination must occur, and must occur in the White House,

Second, I did not change the language on the first line of the last section on 
vaccines...read very carefully, and I think you will agree...the most logical approach to 

ASSURE a vaccine Is to go, bit by bit, through all of the science, allowing the answer to one 
question lead you on to the next, and so forth. HOWEVER, we also state that the problem Is so 
overwhelming that we cannot depend upon the scientific method alone, but MUST also go forward 
with emplrlclsm....polnt is this: if you “shoot off the hip” and think you might have a home 
run, you very well might, and we should proceed along these lines ALSO. BUT, this type of 
METHOD of study does not ASSURE an eventually successful effort. Either you hit the home run 
or Its an out. Then, you start all over, trying for another home run. We do NOT say that 
scientific method Is the ONLY method to be employed. We say BOTH, which I personally believe 
s the only way to go. However, please read the first line very carefully-sclentific method 
evemually problem with it) IS the only way to ASSURE that you’ll get there,

OK: that’s it for now. Bo well everyone.

0 ■ 

{ci/jt . re-’

1
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PRESIDENTIAL ADVISORY COUNCIL ON HIV/AIDS 

RESEARCH SUB-COMMITTEE 

Achieving the Qoal of an AIDS Vaccine

BiCkgfQUiLd

In the USA, approximately 100 new people are Infected with HIV each day; world-wide, 

16,000-17,000 new Infections occur on a dally basis. Although behavioral change to reduce 

risk of HIV Infection Is a viable strategy for some. It Is clear that this stragegy will not work 

for all. It has thus become apparent that only a preventive vaccine will ultimately be 

successful In stopping the AIDS pandemic. In recognition of these facts, President Clinton 

declared his goal of development of a successful AIDS vaccine within the next decade.

Since late 1995, the Research Committee of the Presidential Advisory Counclol on HIV 

and AIDS has devoted signficiant time and effort to Issues concerning the development of an AIDS 

vaccine. The Committee consulted with numerous experts in AIDS research and vaccinology 

(Appendix A), and also solicited and received written input from these and other experts 

(Appendix B).

The scientific issues involved in vaccine development are extremely complex and 

controversial, and can best be addressed by existing Federal agencies. Including the National 
Institutes of Health, the world's premier biomedical research agency. The recent re­

organization of the AIDS vaccine program within the NIH, with appointment of Dr. David 

Baltimore as Chairman of the NIH AIDS Vaccine Research Committee, Is an extremely important 

step in meeting the President's stated goal, as Is the commitment of Dr. Harold Varmus of the 

NIH.

Despite the newly organized vaccine effort within NIH, however, it has become apparent 

to the Council that an appropriate administrative structure will also be required, in order to 

address the myriad of public policy issues which must also be resolved, both nationally and 

Internationally, prior to implementation of a successful AIDS vaccine program. These issues 

Include development and Implementation of mechanslms to assure active participation of the 

pharmaceutical industry, resolution of Issues such as Intellectual property rights, and 

regulatory and liability concerns, and the Involvement of the International community, where
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candidate vaccines must be tested, and where the greatest quantity of vaccine will be used. 

Specific administrative mechanisms must be In place to assure scientifically and ethically 

appropriate fieid testing of candidate vaccines; other mechanisms wlii be required to assure a 

fully coordinated effort among all relevant agencies of the US government in collaboration with 

the private sector and international representatives. The recommendations which follow 

concern these administrative issues, which must be planned and coordinated simultaneously 

with the actual generation of candidate vaccines .

Requialte participante In vaccine development

Federal agencies: The recent restructuring of the AIDS vaccine program within NIH 

represents an important step in defining the scientific leadership which will be necessary to 

expedite the development of candidate vaccines. The appointment of Dr. David Baltimore as 

Chair of the AIDS Vaccine Research Committee (AVRC), the expanded vaccine budget, the 

institution of a new Vaccine Research Laboratory at the NIH, and the active and on-going 

participation of senior NIH leadership including it’s Director, Dr. Harold Varmus, have all 

served to Invigorate the scientific process which will be essential to vaccine generation. The 

appointment of a full time Director of the Vaccine Research Lab provides another mechansim for 

coordination of the vaccine development effort within NIH, although recent progress has been 

slowed by the failure to appoint this Individual. The Council supports these changes with 

enthusiasm.

In addition to NIH, Federal agencies such as the Centers for Disease Control and 

Prevention (CDC), Department of Defense (DOD), and the United States Agency for International 

Development (USAID) have extensive experience and expertise in the area of vaccine 

development, field epidemiology, surveillance, and the conduct of vaccine efficacy trials, 

especially In developing countries. It would thus seem prudent to assure the active collaboration 

and coordination of all relevant Federal agencies In the areas of candidate vaccine development 

and testing. If the President's goal Is to be met. _ Although the Levine Report called for such 

coordination: although NIH vaccine meetings have been attended by DOD and CDC 

representatives; and although an informal Interagency group was formed, this group does not 

include senior leadership, and has not met on a regular basis. It Is thus clear that no formal 

process of interagency coordination has yet been developed or implemented. If the President’s 

goal is to be met, such Interagency coordination must occur, involving the highest levels of
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leadership from each Agency.

Pharmaceutical Industry, and regulatory agencies fFDA^: It is clear that the scientific 

efforts of NIH and other Federal agencies must remain Independent of the pharmaceutical 

Industry In terms of the development of candidate AIDS vaccines. However, the pharmaceutical 

Industry has traditionally been involved In development of vaccines, and should be encouraged to 

participate actively In the pursuit of an AIDS vaccine. Further, eventual product development 

will require the Infrastructure and expertise which resides primarily in the private sector 

(pharmaceutical and biotechnology industries). To assure the requisite coordination of both 

public and private sectors, an administrative mechanism must be created. Multiple policy 

Issues must also be addressed, such as intellectual property rights, financial incentives, tax 

rebates, subsidies for vaccine approaches not commerlally attractive, patent extensions, and 

liability concerns.

International community: Due to the higher prevalence of HIV/AIDS in developing 

nations, the majority of clinical testing for efficacy of candidate vaccines (Phase III) must be 

accomplished internationally. Further, the majority of AIDS vaccine use Is expected to occur In 

nations outside the USA. It Is thus apparent that mechansims to exchange information and to 

coordinate International efforts must begin at once. Agencies such as the United Nations 

Program on AIDS (UNAIDS), the World Bank, the International AIDS Vaccine Initiative (lAVI), 

and the G-7 countries have critical roles to play in the final testing and implementation of an 

AIDS vaccine. A mechanism must be developed at once to provide a means for on-going 

communication among these groups, and among the other critical constituencies listed above.

Leaderahip and coordination

Role of the President's Office: It Is only within the Office of the President that sufficient 
authority exists to assure coordination and collaboration of all requisite constituencies, 

including Federal agencies, private sector, and the International community. A Vaccine 

Administrator should be appointed within the Office of National AIDS Policy (ONAP), whose role 

will be to develop administrative mechansims for mandatory on-goIng dialogue and coordination 

among all relevant parties. This Individual will be responsible for assuring the involvement of 

senior leadership in all constituencies, and for addressing problems or concerns as they arise; 
this Individual will have no fiscal responsibility. The Vaccine Administrator will report to
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the Director of ONAP, and will serve in a purely administrative capacity, assuring that the 

appropriate constituences are in communication, and providing Input to the President when 

problems arise. Adequate resources must be made available for this function.

Candidate vaccines to ba tasted

The most logical way to assure the eventual development of a successful AIDS vaccine 

will be to proceed scientifically, with the generation of hypotheses, and the testing of these 

hypotheses by means of standard scientific Inquiry. With such study, the elucidation of 

protective Immune responses to HIV can be determined, with subsequent use of this 

Information In the design of candidate vaccines, and eventual human testing of promising 

vaccine candidates. The Council also acknowledges, however, that many of the currently used 

protective vaccines were Initially developed without a clear understanding of the basic 

biological mechanisms which were likely to confer protection, with the gravity of the current 

AIDS pandemic In the world, and the need to proceed with vaccine development as quickly as 

possible, the Council acknowledges that It will be necessary to test various traditional and novel 

vaccine design strategies in human clinical trials, even before the scientific correlates of 

protection have been fully deciphered. We thus advocate the simulataneous Implementation of 

both hypothesis-driven scientific studies, as well as studies based upon thoughtful empiricism.



M 1.

• Why does the Council think the NIH must remain independent of the pharmaceutical 
industry in terms of candidate vaccines? Page 3

It almost sounds as if they are saying NIH should do its it research, the private sector do its own, 
and lets see who gets there first. At the same time they are clamoring for coordination with the 
private sector and within government.

• The real issue seems to be a concern that the various players are not talking with each 
other. Thus, why not have each Department (CDC, NIH, DOD, UNAIDS) name an 
AIDS coordinator who would meet quarterly with the others, in a meeting chaired by 
ONAP; an Interagency Task Force on Vaccine Development. Page 4

A summary of the meeting would be developed and shared with interested parties, including 
information about attendance. ONAP’s role would be to ensure that the meeting occurs, and the 
summary report is developed - no more.

This group would then issue a report every six months/year to the President on progress in 
meeting the 10 year goal. This position is less than an “administrative coordinator” since his/her 
job will be only to schedule the meetings. The Departments would still be responsible for 
developing the report, presenting at the meeting, etc. Non-feds would be invited to 
attend/present as necessary.

the draft clearly states that they will concern themselves only with administrative issues, 
not scientific issues. Yet the section “candidate vaccines to be tested” deals with 
scientific issues., calling for both hypothesis-driven and empirical studies. Page 4

Format Issue:

I think they should state up front what their recommendation is and then follow-up with narrative 
explaining why it is important. They should use the recommendation/justification format so that 
people know what the recommendation is up front and then read the rationale.

Many of the paragraphs are awkward (last paragraph, page 1; last paragraph, page 2)

y Votl '
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\\ClOSO T^XT /j To T/HS



DRAS%3 .1/4/98

PRESIDENTIAL ADVISORY COUNCIL ON HIV/AIDS 
RESEARCHpU^OMMITTEE

Recommendations concerning devei^^ent of an effective AIDS vaccine

In the USA, approximately 100 pet?ple»are’1nfected with HIV%ach day; world-wide, 

8,000 to 9,000 new infections occur oh a daily basi^^. DespiSlfstitution of multiple

behavioral risk reduction strategies, it has||ecQP^ aggarent that oply^gpze^ive vaccjpe

r:will ultimately be successful in stopping the /CTDS p^demic. In recognition oifeese facts.

President Clinton declared his goal of development oj^'suc^essful AIDS vaccine within the 

next decade.

'

The scientific issues involved in v^pinipieEelopment are extremely complex and

controversial: the Presidential Advisory Oodnc^oniWiy/A^S has neither the expertise nor

the desire to address these complexities. Further, the {|^li©nal Institutes of Health, the 

world’s premier biomedical rese^lilager^y, is well eqdipped to provide the scientific focus 

and leadership required. The teCent re-feanizatio#bf the AIDS vaccine program within

the NIH, un^the stror^^dirship of ||^aw|l*Baltimore, is an extremely important step3:14

in meeting theiiresident’s stated goal, and will,3in all probability, lead to the generation of

a series of scientifically valid carididate viccines for future testing.

.is.
De^ite the rfew^rg^nized vacfcine^ort within NIH, however, it has become 

apparent to the CouncilithaLan appropriate s^inistrative structure will also be required, 

ie o,|Jer to address the^myriad of publicp,olic^|sues which must also be resolved, both 

nationally and in^nationally, prior to injfDlementation of a successful AIDS vaccine 

progfami: The^ policy issues include develbpment and implementation of mechanisms
...............I ..to as’surPactive participation of the pha|fna^tical industry, to address issues such as 

intellectual property rights, regulatory and||iabj|j^oncerns, and to involve the international 
community, where candidate vaccines musfibe tested, and where the bulk of vaccine 

product will be used. Specific adminis^tiv^mechanisms must be in place to assure



scientifically and ethically appropriate fijeldWtlking of candidate vaccines, while other 

mechanisms will be required to assuremfully coordinated effort among all relevant 
agencies of the US government. The i^bmmendations which follow concern these

administrative issues, which must be planried^and coordinated simultaneously with the

actual generation of candidate vaccines*! ^ «

Administrative leadership and coordination^
Scientific (NIH): The recent restruc^^jf ^ AIDS v^ine"i^^^.with^lH 

represents an important step in defining:the^iehti^||eadership which wiirbe^^^^sary 

to expedite the development of candidate^cciri^ The appointment ^ Dr. David

Baltimore as Chair of the AIDS Vaccine inarch^dn^lee’^VRC), the institution of a 

new Vaccine Research Laboratory at th^NIH, and the active and on-going participation 

of senior NIH leadership including its Eifectd^^^siarold Varmus, have all served to 

invigorate the scientific process which vtfillibe e'^fitiarjtppfaccine generation. The

%

appointment of a full time Director of tl«yaccine: Research Lab provides another 

mechanism for coordination of4te>ivacdir1i^evelopnient effort within NIH. The Council 

supports these changes with enthusiasm!*.
f%-h

Scientific: Other Federaliaaencies: Aside from NIH, agencies such as the Centers

for Disease Control and Prevention (CDC), Department of Defense (DOD), and the United 

States AqenlvWotalifennational BeveloiiteriP^SAIDt have extensive experience and

expertise in the area v^cIWe developmeiti^f field epidemiology, surveillance, and the 

conduct of vaccine efficacy trials, especiall^plleyeloping countries. Since this high level 
of^pertise currentl^xists, it would sl^ri#^rudent to assure the active participation

and coordination of these agencies in tfieiarelis of candidate vaccine development
a'^^esti^Si#4he President’s goal is|to^^^met. The Council agrees with the NIH-

^-4

commissioned Levine Report on AIDS Vaccihes. that “...in parallel with basic development 
and preclinical testing of a variety of vaccineid^didates. it is essential to prepare cohorts

within different populations well in advanc^f efficacy trials”. It is clear that the activities 

of all relevant Federal agencies must be^coordinated simultaneously with the scientific



efforts of the NIH. Although the Levine Report^called for such coordination, although NIH 

vaccine meetings have been attended by.0©Diand CDC representatives, and although an 

informal interagency group was formed, ||iisl^b|ip is not comprised of senior leadership, 
and has not met on a regular basis. Itlfeele^ that no formal process of interagency 

coordination has yet been developed or imptemented. If the President’s goa|iS to be met, 
such interagency coordination must occur,»iii^yjng the highest le^le^^lladership from 

each Agency. 0 . I r*.

^'^1- 5®'"
Pharmaceutical industry, and reaulatonfcageiilbs (FdJiT It is clear ttfajfeiSGientific 

efforts of NIH must remain independen^Oh^harn^gutical industry in terms of the 
development of candidate AIDS vaccine's. * It Js* alsl *ctear, however, that the 

pharmaceutical industry must also' be^ijiyplyed in dlv^lSphnient of candidate 

vaccines. Further, eventual product devM^em 'will require',tlie Infrastructure and 

expertise which resides primarily in the :pfate^Jet©f;{f^rmac*eutical and biotechnology

industries). Since industry will be mV^olvJd«ih generation%f candidate vaccines, and

be called upon to further develop thdSfnore®pfbmising candidate vaccines, an administrative
>• -f

mechanism must be developeSrto assureicoordinatfon of the public and private sectors. 
* ^

Federal leadership will fbe .required t^ddfbss a host of essential issues, such as
4.'^''4v.4 4

intellectual»,pre|erty rights,4financial incentives, tax rebates, subsidies for vaccine 

approaches n©tre0mperciallyreJ|racti,|e,-patent'extensions, and liability issues.

.-InTernational ^^^^nitv: Due to tb^|^igh|r prevalence of HIV/AIDS in developing 

nat[ohs, the majority qtclitiical testing fqr,jefpcacy of candidate vaccines (Phase III) must 
bd accomplished internationally. Furtherfthe^me|brity of AIDS vaccine use is expected to

^^Jn nation^reuiside the USA. It ipll^Japparent that mechanisms to exchange 
ihfbrfi^pn^ldrto coordinate internatioha[e|^s must begin at once, if the President’s

goaf is tb be achieved. Agencies such asrtiWOnited Nations Program on AIDS (UNAIDS), 

the World Bank, the International AIDS’V'aleine Initiative (lAVI), and the G-7 countries 

have critical roles to play in the final testingjahtf implementation of an AIDS vaccine. A 

mechanism must be developed at once^tosprovide a means for on-going communication



among these groups, and among the other'Mical constituencies listed above.

Role of the President’s Office in cetirdination of full vaccine etfort: It is only within 
the Office of the President that sufficiefPiu^rity exists to assure coordination of all 

requisite constituencies, including Federal agencies, private sector, and the international 
community. A Vaccine Coordinator shoui^^^ointed within the'Officepf National AIDS

APolicy (ONAP), whose role will be to develop ac^mistrative mechanisms for mandatory on­
going dialogue and coordination amot^^^le^ant partie^Tfnj^Midual willA 

responsible for assuring the involvementptsenipr leadershjp-in all constitueriSes, a^d for

addressing problems or concerns as ll^ylafiserfflSihdividual will hav^no fiscal 

responsibility. The Vaccine Coordinato^Will serve: in a^^ely administrative capacity, 
assuring that the appropriate constituen&,s:.atSn*communici|(i^providing input to the 

President when problems arise, and assuring thlt^all administrative mechanisms are in 
place to achieve the President’s statedJgSitoia^^fil^Gcihe within one decade.

mCandidate vaccines to be tested
0

The most logical way M*assurejthe eventual development of a successful AIDS
» mvaccine will#e to DroceeltScientificallv.wiltTp^eneration of hypotheses, and the testing 

of these hyp^^es by*i®i.eansgof steward scientific inquiry. With such study, the 

elucidation ^^^^Gtive imm^^fesfOrise^^BlV can be determined, with subsequent 

design of appropriate" candidate, vaccihes, .and eventual human testing of promising 

candidates. The CoiJflii*ars%acknowle|lgesf^wever, that many of the currently used

protective vaccines were initially developed Wpout a clear understanding of the basic 

bj^gical mechanisris which were likely to'cbnfer protection. With the gravity of the 

eum^t, AIDS ^ndgmic in the world, andi^iyd to proceed with vaccine development 

as quWKly as^^sible, the Council acknowledges that it will be necessary to test various 

traditional and novel vaccine design strategi^n human clinical trials, even before the 

scientific correlates of protection have ^erffdlly deciphered. We thus advocate the 

simultaneous implementation of both hypot^sisilriven scientific studies, as well as studies 

based upon thoughtful empiricism.



helenmm @ itsa.ucsf.edu
11130197 08:19:00 PM

Record Type: Record

To:

cc:

Daniel C. Montoya

Subject: Re: Sharing Johnston feedback with Resc. Comm.

>X-Sender: dburke@phir.sph.jhu.edu
> Date: Tue, 18 Nov 1997 16:21:00 -0500
>To: Helen Miramontes <helenmm@itsa.ucsf.edu>
>From: Don Burke <dburke@phir.sph.jhu.edu>
> Subject: Re: Sharing Johnston feedback with Resc. Comm.
>
>
>Helen,
> I think you should stand firm on the issue of a comprehensive plan. I 
>disagree with Pegyy - I don't think the exercise would be useless, and it
>seems clear to me that something must be done to alter present course. I do
> agree with her on the point that unless there is clear leadership that plan 
>development won't get very far. But we should lay out the ideal approach 
>and stick with it - and this should include a thoughtful comprehensive 
>plan. Don
^*******************»*******************
>Donald S. Burke, M.D.
> Director, Center for Immunization Research
> School of Hygiene and Public Health
> Johns Hopkins University 
>Room 241 Hampton House 
>624 North Broadway
> Baltimore, Maryland 21205 
>Phone (410) 614 - 5960 
>Fax (410) 502 - 6898
>email <dburke@jhsph.edu> (! Note new email address ! ) 
^***************************************
>
>
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Record Type: Record

To: Daniel C. Montoya

cc:
Subject: Feedback from David Sencer on Res. Comm. Document 

>Fronn: "Weniger, Bruce" <bgw2@cdc.gov>
>To: '"Montoya, Daniel (WhiteHouse ONAP)'" <Montoya_DC@a1 .eop.gov> 
>Cc: '"Miramontes, Helen (PACHA)"' <helenmm@itsa.ucsf.edu>,
> '"Levine, Alexandra (PACHA)"' <hornor@hsc.usc.edu>
>Subject: Feedback from David Sencer on Res. Comm. Document 
>Date: Fri, 21 Nov 1997 18:13:00 -0500
>
>
> Dear Daniel,
> I received permission from Dr. David Sencer 
>to share his feedback and comments to me about the
> Research Committee's draft document with the other 
>Council members. Please add this to the documents 
>you are assembling and will be sharing with us in 
>the briefing book or handouts.
>
> FYI, Dr. Sencer is a former director of the 
>CDC (pre-AIDS epidemic) and former Commissioner 
>of Health of New York City (during onset of the 
>epidemic).
>
> Thanks,
> Bruce
>
> -------------------------------------------
>From: David J. Sencer 
>To: Weniger, Bruce
> Subject: Re: Draft PACHA AIDS vaccine document 
>Date: 20 November, 1997 13:16
>
>Bruce,
>
>Thanks for the opportunity to look at your draft document.
>Let me speak only as characterized by Harvey Fineburg 
>as an "able, wily bureaucrat," not as a scientist.
>
>You propose;
>To complement the Vice-President-Fs role, the President
> should appoint a respected and accomplished leader in
>public health/medical science as the National Director for 
>AIDS Vaccine Development. This should be a full time
> position in a semi-autonomous environment sufficiently



>high in the Government hierarchy to: (1) be an advocate
>for AIDS vaccine development, (2) have fiscal authority 
>over all government AIDS vaccine efforts, (3) provide
> strong leadership and coordinate all government 
>organizations involved in this field, (4) maintain close
> relationships with vaccine developers in the private sector, 
>and (5) martial the resources and cooperation of other
> nations, international organizations, and the philanthropic
> community.
>
>As nice and neat as that may sound, the track record for 
>positions such as that is not great: "Drug Tsar" or "Whatever 
>Sandy Thurman is called" or the even the President's 
>Science Advisor (I don't even know the current one's name!).
>
>VP Gore has had more impact than many VP's but most of it 
>has been marginal not really policy determining or more 
>importantly, budget allocations.
>
>1 have found that when extraagency pressures (from the 
>Secretary's Office or higher) try to influence scientific priorities, 
>the agencies do not respond as well as if they developed 
>those priorities themselves.
>
> Interagency communication is best facilitated by the workers 
>not by the bosses (Sencer's Maxim III).
>
>Dave
>
>



helenmm @ itsa.ucsf.edu
^ 11/30/97 08:19:00 PM

Record Type: Record

To:

cc:

Daniel C. Montoya

Subject: Re: Feedback from David Sencer on Res. Comm. Document

>From: "Weniger, Bruce" <bgw2@cdc.gov>
>To: Helen Miramontes <helennnm@itsa.ucsf.edu>
> Subject: Re: Feedback from David Sencer on Res. Comm. Document 
>Date: Tue, 25 Nov 1997 14:02:00 -0500
>
>
> Helen,
> See below for the comments from David Sencer.
> Bruce
>
> -----------
>From: Helen Miramontes
>To: Weniger, Bruce; Montoya_dc@a1.eop.gov 
>Subject: Re: Feedback from David Sencer on Res.
>Comm. Document
>Date: 23 November, 1997 23:20
>
>Bruce,
>
> please send these comments to me - I will put them 
>together for Danile in one packet - Didn't you get my 
>email from the 20th about this?
>
>helen
>
>

>
>Dr. Sencer is a former director of the CDC (in the
> pre-AIDS era) and former Commissioner of Health of 
>New York City (during onset of the epidemic).
>
> -------------------------------- ----------
>From: David J. Sencer 
>To: Weniger, Bruce
>Subject: Re: Draft PACHA AIDS vaccine document 
>Date: 20 November, 1997 13:16
>
> Bruce,
>
>Thanks for the opportunity to look at your draft 
>document. Let me speak only as characterized by



>Harvey Fineburg as an "able, wily bureaucrat," not as 
>a scientist.
>
>You propose;
>To complement the Vice-President's role, the President
> should appoint a respected and accomplished leader in
> public health/medical science as the National Director for 
>AIDS Vaccine Development. This should be a full time
> position in a semi-autonomous environment sufficiently
>high in the Government hierarchy to: (1) be an advocate
>for AIDS vaccine development, (2) have fiscal authority 
>over all government AIDS vaccine efforts, (3) provide
> strong leadership and coordinate all government
>organizations involved in this field, (4) maintain close
> relationships with vaccine developers in the private sector,
>and (5) martial the resources and cooperation of other
> nations, international organizations, and the philanthropic
> community.
>
>As nice and neat as that may sound, the track record for 
>positions such as that is not great: "Drug Tsar" or
> "Whatever Sandy Thurman is called" or the even the
> President's Science Advisor (I don't even know the 
>current one's name!).
>
>VP Gore has had more impact than many VP's but most of it 
>has been marginal not really policy determining or more
> importantly, budget allocations.
>
>1 have found that when extraagency pressures (from the
> Secretary's Office or higher) try to influence scientific priorities, 
>the agencies do not respond as well as if they developed 
>those priorities themselves.
>
> Interagency communication is best facilitated by the workers 
>not by the bosses (Sencer's Maxim III).
>
> Dave
>
>
>
>



■■

helenmm @ itsa.ucsf.edu
11/30/97 08:19:00 PM

Record Type: Record

To:

cc:

Daniel C. Montoya

Subject: Comments from Dr. Harriet Robinson

>From: "Weniger, Bruce" <bgw2@cdc.gov>
>To: "'Miramontes, Helen (PACHA)'" <helenmm@itsa.ucsf.edu>
> Subject: Comments from Dr. Harriet Robinson 
>Date: Tue, 25 Nov 1997 13:56:00 -0500
>
>
> Dear Helen,
> Comments from Dr. Harriet Robinson, a 
>DNA vaccine researcher, now at Emory University 
>and formerly Professor of Pathology at the University 
>of Massachusetts.
> Thanks,
> Bruce
>

>
>From: Harriet.Robinson@banyan.ummed.edu 
>To: bgw2@cdc.gov 
>Subject: ...no subject...
>Date: 20 November, 1997 12:42
>
> Dear Bruce,
>
>Thank you for forwarding the draft analysis for 
>recommendations on AIDS vaccines. In the vaccine 
>development approach section: I agree about the 
>importance of human trials. However, I think the 
>SHIV/macaque models should not be totally discounted.
>
> Using the SHIV models one can conduct challenges that 
>are graded in virulence with a number of different HIV-1 
>envelope glycoproteins. These challenge allow
> determination of correlates of protection; correlates that 
>can then be used as benchmarks for immune responses
> being raised in human trials.
>
>To me the ideal scenario is one where preclinical testing 
>in macaque models serves to identify correlates of
> protection (which are likely to hold for HIV-1 in humans)
>with parallell human trials being used to assess
> immunogenicity in humans. The macaques can also be 
>used for an initial assessment of safety and efficacy of



>novel approaches.
>
>Therefore I would not be too negative on the importance 
>of continued work in the macaque models, to parallel and 
>in some cases come before trials in humans.
>
> Sincerely yours,
>
> Harriet Robinson
>
>



helenmm @ itsa.ucsf.edu
T' 11/30/97 08:19:00 PM

Record Type: Record

To:

cc:

Daniel C. Montoya

Subject: Peggy Johnston's comments

>From: "Weniger, Bruce" <bgw2@cdc.gov>
>To: '"Miramontes, Helen (PACHA)'" <helenmm@itsa.ucsf.edu>
> Subject: Peggy Johnston's comments 
>Date: Tue, 25 Nov 1997 13:35:00 -0500
>
>
> Dear Helen,
> Here are Peggy Johnston's comments for the 
>compilation.
> Bruce
>
> -----------
>From: Margaret Johnston (lAVI)
>To: Weniger, Bruce; Sam Avrett
>Cc: Helen Miramontes; Seth Berkley; Phil Russell;
>INTERNET:bkovacs@iavi.org; Hanna Sarn
> Subject: Draft PACHA AIDS Vaccine Recommendations 
>Date: 18 November, 1997 12:32
>
> Bruce,
>
>ln brief, here is a summary of my comments/concerns:
>
> 1. A comprehensive plan, I remain skeptical. I have
> participated creating way too many plans on paper, forced 
>from on high, to believe that another plan on paper is going 
>to make any difference in what the government does. A 
>plan only works when the people responsible for
>implementing the plan want to implement the plan. Here is
> where #2 is important.
>
> 2. Leadership. Overall, I would encourage someone 
>in the VP office to be involved. However, I think not
> realistic to think that that person would have budget 
>authority over all the vaccine dollars (e.g. HHS,
>Defense, etc). The Secretaries would have to give up too 
>much. That said, by virtue of being in the VP office, the
> person could weld considerable power, especially behind 
>the scenes in getting people to work together, and
>in representing the US on international issues and 
>non-scientific issues.
>



> 3. planning and process and goals. This comes
> across as far too much work for what will come out in the 
>end, which will likely be a collection of contributions 
>describing what is already ongoing and planned
>sewn together by a good writer. Perhaps what needs to 
>change can be changed by #2 without going through this 
>sort of "process", (take a look at the NIH OAR review 
>process, report and implementation plan..... golly....so many
> hours and dollars spent, trees destroyed and for 
>what? I contend there is not one change happening that 
>could not have happened without leadership. Now,
> PACHA may feel that what is needed is "buy in" for
>change. And I admit that this sort of process is great at
> getting buy in even when the course of action is well
>known. I'd ask if there may be an easier and quicker way 
>to get that buy in. and perhaps the person designated in 
>#2 should make that call.
>

4. basic science research, clear and on target.
5. vaccine development approach, clear and on target.
6. product development - clear and on target.

7. phase III trials - this gets at the crux, and may be 
>the only area worthy of consideration in #3 above, getting 
>all the agencies to work together is key. my impression is 
>that the army and the NIH already work well together, at least 
>to the extent that they are working in the same countries. 
>they talk alot, which is facilitated by their geographic
> proximity. What is missing is USAID and CDC to get into 
>this loop. In my opinion, this will require that individuals be 
>designated with the responsibility to make that communication 
>happen, and to be held accountable for making it work.
>
>Thanks for the opportunity to comment. I look forward to
> continued interactions with PACHA and applaud your
>dedication, interest and efforts to get the attention this needs 
>at the highest levels in the US.
>
>Peggy 
>
>



helenmm @ itsa.ucsf.edu
11 /30/97 08:19:00 PM

Record Type: Record

To: Daniel C. Montoya

cc:
Subject: WHO/GPV comments on vaccine document

>Fronn: "Weniger, Bruce" <bgw2@cdc.gov>
>To: '"Miramontes, Helen (PACHA)'" <helenmm@itsa.ucsf.edu>
>Subject: WHO/GPV comments on vaccine document
> Date: Fri, 28 Nov 1997 11:48:00 -0500
>
>
> Dear Helen,
> Below are informal comments shared with me 
>from WHO on the draft document. The first
>is from Peter Evans and the second from Mark Miller 
>in the WHO Global Programme on Vaccines and 
>Immunizations (GPV).
>
> If you bring to Washington a set of all the 
>comments I have been e-mailing you, it should be
> possible to make copies for the notebooks of the
> Research Committee members.
>
> Thanks,
>
> Bruce
>
>-l--l--p-l--l--l--l--l--l--l--(--l--l--i--l--i--i--l--l--l--l--l--i--i--t- + + -t- + + 
>From: millermark@who.ch 
>To: Weniger; Bruce; evansp@who.ch 
>Subject: Re[3]; Draft PACHA AIDS vaccine document 
>Date: 27 November, 1997 11:19 
>
> Bruce, response from Peter Evans, GPV Unit Chief 
>Vaccine Supply and Quality
>
> Regards, Mark
>
>
>Reply Separator
> Subject: Re[2]: Draft PACHA AIDS vaccine document 
>Author: P.M. EVANS at whohqS
>Date: 27-11-97 4:28 PM
>
> Mark,
>
> Thank you for sharing the document with me and for you own
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introductory remarks.

At first glance at the paper and the list of informants it would 
appear as if the science of creation is receiving high attention.
This will give the best possible chance for people in the 
industrialised countries to receive protection at an early date.
What is not clear is if anything different about the introduction 
is being addressed. Unless several steps are taken this vaccine 
will follow the route of other vaccines widely needed and becoming 
available in the last decade or so. The vaccine will be available 
in limited quantities at high prices to a restricted market.
Eventually after 5 years when this high value market is saturated 
additional capacity will become available for a second tier market 
and eventually after another few years sufficient capacity will be 
installed to allow for all markets to be served. This doesn't have 
to happen this way but the paper does not give any reason to think 
that something different will happen for an AIDS vaccine.

peter

Reply Separator
Subject: Re: Draft PACHA AIDS vaccine document 
Author: M. MILLER at whohq2 
Date: 19/11/97 10:31

Bruce,
Thank your for sending me the draft document. I believe you 
covered most of the pertinent issues. You may wish to address some 
of the issues regarding the eventual delivery and affordability of 
a vaccine at the global level. All too often, not enough thought 
is given up front to the practical issues of delivering affordable 
public health interventions to areas with the greatest disease 
burden. I would hope that any AIDS vaccine would have the 
characteristics to be able reach the global population in a timely 
manner, unlike many other new vaccines.

I will send your comments to Drs. Lee, Widdus and other GPV unit 
chiefs for further comments.

Regards,
Mark



..>A

helenmm @ itsa.ucsf.edu
11/30/97 08:19:00 PM

Record Type: Record

To:

cc:

Daniel C. Montoya

Subject: David Baltimore comments for compilation

>From: "Weniger, Bruce" <bgw2@cdc.gov>
>To: '"Miramontes, Helen (PACHA)'" <helenmm@itsa.ucsf.edu>
> Subject; David Baltimore comments for compilation 
>Date: Fri, 28 Nov 1997 16:57:00 -0500
>
>
> Dear Helen,
> Kindly please add Dr. Baltimore's comments
>below to your compilation for the research committee.
> Thanks,
> Bruce
>
> -----------
>From: David Baltimore 
>To: Weniger, Bruce 
>Cc: Carole Heilman
> Subject: Re: Draft PACHA AIDS Vaccine Recommendations 
>Date: 28 November, 1997 16:30
>
> Dear Bruce,
>
>1 thought I'd share with you my reaction to your draft report, even 
>though
>1 suspect you will hear similar things from others.
>
>Without tooting my own horn too much, I think that the vaccine program 
>is
>not in such bad shape and is shaping up. While it can always use
> further
>organization, the program is not so disorganized that it needs a
> wholesale
>revamping. It certainly shouldn't be directed from the White House 
>because
>many key issues are NIH issues and the capability to handle them is in 
>NIH.
> Everything has to be done with an eye to ultimate industrial production 
>of
>a vaccine but just where industry becomes involved is an open question 
>and
>depends on its perspective on particular candidates. There are many
> ancillary issues beyond the actual production of vaccine candidates and 
>they certainly do need attention but they haven't been ignored.



>
>The urgency of the situation is unquestionable but I do not believe that 
>a
> Director appointed over the existing authorities, with fiscal and
> managerial responsibility over them is the answer. There is a new 
>senior
> person to be appointed in DAIDS and he or she probably should have more
> national visibility than previously. There is a new OAR Director to be
> appointed and that is another opportunity to bring distinction to the
> program. Working outside or above these channels would bring 
>disorganization to the process and would completely disrupt the
> integrated
>activities that now exist. It is important to remember that the AIDS 
>vaccine program increasingly draws on the full resources of NIH, 
>especially
>on protein structural, immunological and virological problems.
>
>There is a lot of value in having a few parallel programs so that no one 
>person has purview over all decisions about directions of research. For 
>instance, I disagree with some of the aims of the DOD program but I'm 
>glad
>that it can pursue its ideas without asking my approval so that "many 
>flowers can bloom".
>
>As your draft acknowledges, the new AIDS Vaccine Lab at NIH offers the
> opportunity to bring in someone who can mount a coordinated program on 
>the
>NIH campus. I hope that such a lab will have access to the facilities 
>to
>make vaccine candidates for testing so that the Director can carry a
> candidate up to the stage where industry can take it over. At the same 
>time, the Lab should be independent of industry so that it can pursue 
>its
>own ideas.
>
>We all agree that we need more candidates and need to get them to the 
>field
>testing stage faster and in larger numbers. I believe that there are 
>more
> effective ways of reaching this goal than appointing a czar. The issue 
>to
>me is not primarily organization, it is the generation of vaccine 
>candidates that take into account the latest information. We need to
> carry
>through testing of materials that are promising but we must also
> recognize
>that the candidates now in hand have been extensively investigated and 
>that
>most knowledgeable scientists have grave doubts about their potential 
>for
> efficacy. I think that we have in place a system that will generate new
> candidates over the next few years and we have to let that system work.
>
>1 believe that the Presidential Council can have a positive role in the



> process of gathering and deploying the resources needed to produce a
> vaccine. It will be most effective if it takes into account the 
>processes
>now in place, gives them their proper acknowledgement as effective
> elements
>of the discovery effort, looks hard at those areas of true need and
> helps
>put in place mechanisms for coping with them.
>
> Sincerely,
>
> David Baltimore
>
>
^ ***********************
> David Baltimore
>[NOTE THE NEW ADDRESS AND NUMBERS]
> President
> California Institute of Technology
> Pasadena, California 91125
>
>Tel. 626-395-6301 
>Fax 626-449-9374
>
> baltimo@caltech.edu
^ ***********************
>
>



Record Type:

helenmm @ itsa.ucsf.edu
11/30/97 05:39:00 PM

Record

To:

cc:

Daniel C. Montoya

Subject: Comments from Dr. Lichen Yu

>From: "Weniger, Bruce" <bgw2@cdc.gov>
>To: "'Miramontes, Helen (PACHA)'" <helenmm(g)itsa.ucsf.edu>
> Subject: Comments from Dr. Lichen Yu 
>Date: Tue, 25 Nov 1997 18:29:00 -0500
>
>
> Dear Helen,
> Commentary from Dr. Yichen Lu, formerly 
>of the Virus Research Institute, Cambridge, who 
>addressed the PACHA at our April 7 panel 
>discussion.
>
> Bruce
>
> -----------
>From: ylu@vrii.com 
>To: bgw2@cdc.gov
> Subject: PATH A recommendations 
>Date: 25 November, 1997 10:14
>
>Dear Bruce: I was happy, or rather relieved, to read the 
>new draft of recommendations from the PACHA (draft 11).
>
>With the way it went in the past 6 months, I began to worry
> about the commitment of our scientific leaders to achieve 
>the President's goal of an AIDS vaccine within a decade.
>
>lf NIH has not yet had a comprehensive timetable as how 
>to achieve the goal by now, it is then not capable of being 
>the leader in this crusade.
>
>lt's very unfortunate... We have to have an aggressive 
>timetable for multiple phase III trials. We have to have
> multiple approaches. 1 like this draft and sincerely hope 
>that PACHA will recommend it to the Preseident.
>
>lf there is anything I can do to help, please do not 
>hesitate to ask.
>
>Good luck, Bruce.
>
> Yichen



helenmm @ itsa.ucsf.edu
11/30/97 05:33:00 PM

Record Type: Record

To:

cc:

Daniel C. Montoya

Subject: Nara comment on draft

>From: "Weniger, Bruce" <bgw2@cdc.gov>
>To: '"Miramontes, Helen (PACHA)'" <helenmm@itsa.ucsf.edu>
> Subject: Nara comment on draft 
>Date: Tue, 25 Nov 1997 17:23:00 -0500
>
>
> Dear Helen,
> Some more commentary on the AIDS vaccine
> document for your compilation.
>
> FYI, in addition to the affiliation given by
>Dr. Nara below, he is also President of the International
> Society for Vaccines and formerly a research scientist 
>at the National Cancer Institute, NIH.
>
> Bruce
>
> -----------
>From: Nara, Peter 
>To: 'Weniger, Bruce'
> Subject; RE: Draft PACHA AIDS vaccine document 
>Date: 21 November, 1997 09:33
>
> Dear Bruce,
> Thank you for the PACHA AIDS draft document.
>1 have read over the draft and found it to be a well written
> consensus of most of the meeting/think tanks I have 
>been involved with over the past 10 years, which have
> included all the agencies listed in this document.
>
> This coordination has been talked about far too 
>long and gone without action even longer. I believe that 
>an efficient and adequate funding stream needs to exists 
>for AIDS vaccine researchers with a track record to
> promote and expedite ongoing novel and high risk
>research. While I was in the government this was talked 
>about, however was not practiced enough, one of the 
>reasons for my moving the program to the private side.
>Now on the private side I am curious about how 
>well the government will now fund novel efforts such as 
>our company's.
>



> Please keep me informed about any relevant
>matters in this area in which you are involved. We have 
>a novel technology with much promise; it needs however 
>additional funding quickly.
>

Best regards,

Peter Nara, D.V.M., PhD 
Co-founder and Executive Director 

for Research and Development 
Biological Mimetics Inc.
431 Aviation Way 
Frederick, Md. 21701

(301) 620-7691 
(301) 964-7223 
E-mail; nara(a)sri.org



helenmm @ itsa.ucsf.edu
11/30/97 05:31:00 PM

Record Type: Record

To: Daniel C. Montoya

cc:
Subject: Comments of Richard Mahoney on Draft Document

>From: "Weniger, Bruce" <bgw2@cdc.gov>
>To: "'Miramontes, Helen (PACHA)'" <helenmm@itsa.ucsf.edu>
> Subject: Comments of Richard Mahoney on Draft Document 
>Date: Tue, 25 Nov 1997 14:05:00 -0500
>
>
> Dear Helen,
> See below for your compilation from Richard
> Mahoney, Executive Director of the International 
>Vaccine Institute in Seoul, Korea.
> Bruce
>
> -----------
>From: Richard T. Mahoney 
>To: 'Weniger, Bruce'
> Subject: RE: Draft PACHA AIDS vaccine document 
>Date: 24 November, 1997 03:54
>
>Dear Bruce:
>
>1 have studied the draft report and must congratulate you on an 
>excellent effort. The novelty is placing responsibility in the Office 
>of the Vice President. It seems like a great idea to me. I can imagine 
>many resisting it because it sets a "precedent" for special interests to 
>have their issues "promoted" to the VP's office.
>
>1 hope it has a large impact. I'll be interested to learn what happens. 
>Please keep me informed.
>
>Good luck,
>
> Rich
>
>


