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Members of Congress
Senator Tom Harkin
Senator Blanche-Lincoln
Rep. Vic Snyder
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The Honorable and Mrs. Beryl Anthony, Jr.
-James Hoecker and Rebecca Schaffer
Carter Eskew and Faith Schaffer

Mr. and Mrs. Brent Bumpers

Mr. and Mrs. William Bumpers

Brooke Bumpers and Gordon Low

Mrs. Ruth Wolfe

Mrs. Margaret Schaffer
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Patricia S. Fleming

Richard Sorian
Senior Researcher
! Institute for Health Care, Research and Policy

Victor Zonana

Vice President

Public Affairs

{ntemnational AIDS Vaceine Initiative

AIDS Vaccine Research Cammittee

David Baltimore, PhD
President
California Institute of Technology

Robert B. Couch, M.D.

Chairmen, Department of Microbiology and
Immunology

Baylor College of Medicine

Beatrice Hahn, M.D.

Professor of Medicine and Microbiology
University of Alabama at Birmingham
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Peter Kim, Pb.D.

Member, Whitebead Institute

Associate Investigator, Howard Hughes Medical
Institute

Professor of Biology

Massachusetts Institute of Technology

Dapiel Littman, M.D., Ph.D.

Investigator, Howard Hughes Medical Institute
Skirball Institute of Biomolecular Medicine
New York University Medical Center

Irving Weissman, M.D.
Professor of Pathology
Stanford University School of Medicine

Office of AIDS Research EX Officip Members

Jerrold Ellner, MD
Professor, Department of Medicine
Case Western Reserve University

Gerald H. Friedland, M.D.

Professor of Medicine, Epidemiology, and Public
Heazlth

Director, AIDS Program

Yale-New Haven Hospital

Yale University School of Medicine

Eric Goosby, M.D.

Director

Office of HIV/AIDS Policy

Department of Health and Human Services

Craig W. Hendrix, M.D.
Associate Professor of Medicine
Johns Hopkins University

R. Paul Johnson, MD

Director, Division of Immunology

New England Regional Primate Research Center
Harvard Medical School

Office of AIDS Research Advisory Council
Members

Mr. Moises Agosto
Sepior Associate and Director HIV Field Force
Community Access

Robert Booth, Ph.D.
President, Project SAFE

School of Medicine
University of Colorado

Susan Buchbinder, MD
Chief, Research Branch
San Francisco Department of Public Health

Charles C.J. Carpenter, M.D.
Professor of Medicine
Brown University

Deborah Cotton, M.D., MPH
Professor of Medicine

Boston University School of Medicine
Boston University Medical Campus

Peter C. Doherty, Pb.D.
Chairman, Department of Immunology
st. Jude Children's Research Hospital

Michael Frank, M.D.
Professor and Chairman, Department of Pediatrics
Duke University Medical Center

Philip Greenberg, M.D.
Professor of Medicine, Division of Oncology
University of Washington School of Medicine

John B. Jemmott, ITI, Ph.D.
Professor, Department of Health Psychology
Princeton University

Mathilde Krim, PhD
Founding Co-chair and Chairman of the Board
American Foundation for AIDS Research

Michael Lindsay, M.D.

Director, HIV Prevention in Pregnancy Clinic
Associate Professor, Department of Gynecology and
Obstetrics

Emory University School of Medicine
Grady Memorial Hospital

Manuel Navia, Ph.D.
The Althexis Company

Melanie Thompson, M.D.

Principal Investigator
Research Consortium of Atlanta

Private Sector-AIDS Community Reps
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Samuel H. Avrett, MP.H
Executive Director

AIDS Vaccine Advocacy Coalition
Dana Cappiello

Scott Carroll

Mr. Chris Collins

Mr. David Gold

Editor, International AIDS Vaccine Initiative Report
AIDS Vaccine Advocacy Coalition
Adrian Marinovich

Luis Santiago

Jim Thomas

M. Steven F. Wakefield
Associate Director of Operations
The Night Ministry

Private Sector-Child Vaccine Advocates

Joel Alpert, M.D.
President
American Academy of Pediatrics

Arthur J. Ammanao, M.D.
President
American Foundation for AIDS Research

Catherine DeAngelis, M.D.
Johns Hopkins University School of Medicine

Susan DeLaurentis
Elizabeth Glazer Pediatric AIDS Foundation

Anna Eleanor Roosevelt
March of Dimes Board of Trustees
The Brain Research Foundation

Neal Halsey, M.D. i
Johns Hopkins University Department of
International Health

Karea Hendricks, J.D.
American Academy of Pediatrics

Dr. Jennifer L. Howse

President
March of Dimes Birth Defects Foundation

Beth Joscelyn

Executive Director

National Capital Area Chapter

March of Dimes Birth Defects Foundation

Samuel Katz, M.D.
Duke University Medical Center

Jo Merrill

Director

Public Policy and Government Affairs
March of Dimes Birth Defects Foundation

Diane Wara, M.D.
Department of Pediatrics
University of California at San Francisco

Dr. Marina L. Weiss

Senior Vice President for Public Policy and
Govemnmental Affairs

March of Dimes Birth Defects Foundation

Catherine Wilfert, M.D.

Private Sector-Minority Researchers and
Activists

Hortensia de los Angeles Amaro, PhD
Professor, Department of Sacial and Bebavioral
Sciences

Boston University School of Public Health

Eric Bing, M.D.
Assistant Professor of Psychiatry
Charles R. Drew University

Florence Bonner, Ph.D.

Professor and Chair

Department of Sociology/Anthropology
Howard Upiversity

Cynthia Claus, M.PH

Program Consultant

HiV Center of Excellence
Phoenix Indian Medical Center
Indian Health Service

Bonnje Duran, Dr. P.H.
Masters and Public Health Program

Page 12 of 24



e R

University of New Mexico

Wafaa El-Sadr, M.D., M.P.H.
Director

Division of Infectious Disease
Harlem Hospital

Robert Fullilove, EA.D.
Associate Dean for Community and Minority Affairs
Columbia University School of Public Health

Mindy Fullilove, M.D.

Associate Professor of Clinical Psychiatry and Public
Health

New York State Psychiatric Institute

Columbia University

Angela Gaitano
Deputy Director of Education
Health Crisis Network

Cynthia Gomez, PhD.
Center for AIDS Prevention Studies,
University of California San Francisco

Loretta Sweet Jemmott, PhD.

University of Pennsylvania School of Nursing

Robert L. Johnson, MD.

Director

Division of Adolescent and Young Adult Medicine
University of Medicine and Dentistry of New Jersey
New Jersey Medical School

M. Paul Kawata .
National Minority AIDS Council

Celia Maxwell, M.D., F.ACP.

Principal Investigator

Mid-Atlantic AIDS Education and Training Center
Howard University Hospital

Irma Morales Huston
Bilingual Special Education Instructional Aide
Cleveland Public School District

Ma. Sallie Marie Perryman

Project Director, Educational Services
New York State Department of Health
AIDS Institute

Jeanine Primm, MSW

Director of Education
Mosaic Health

Clarita Santos
Acting Executive Director
Asian American ATDS Services

Gloria Searson
Treatment Advocate/Educator
People of Color in Crisis

Pandora Singleton
Executive Director
Project Azuka

Dr. Octavio Vallejo

Program Manager

Center for Health Promotion and Disease Prevention
University of Califomia Los Angeles

Jose Vargas
Executive Director
Iniciativa Communitaria

Karina L. Walters, Ph.D.
Assistant Professor
Columbia University School of Social Work

Quinten Welch
Education Manager
Northwest AIDS Foundation

Mr David R. Williams

Associate Research Scientist
Associate Professor of Sociology
Institute for Social Regearch
University of Michigan

Private Sector-NIATD Advisors/Contacts

Donald Abrams, MD

Assistant Director, San Franeisco General Hospital
University of California San Francisco AIDS
Program

Paul Akio Kawata
National Minority AIDS Council

Jeffrey Akman, MD
National LGHA

Dr. George Alleyne
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Pan American Health Organization

Carlog Arboleda
Associate Director
Gay Men's Health Crisis

Daniel Bao
Asian/Pacific Wellness Center

Mr. Robert Barth
Chair
Rotary International

John Battlett, MD
School of Medicine
Johns Hopkins University Hoapital

Joel B. Baseman, PhD
Professor
University Texas at San Antonio

Robert B. Belshe, MD
Department of Internal Medicine
St. Louis University School of Medicine

Jorge L. Bepach, PhD
Professor
State University of New York

Phillip W. Berman
Vice President, Research
VaxGen

Kim Bottomiey, PhD
Professor
Yale University

Kenneth Bromberg, MD
Associate Professor
State University of New York

Dennis R. Burton
Department of Tmmunology
The Scripps Research Institute

Harvey Cantor, MD
Acting Chairman
Dana-Farber Cancer Institute

J. Donald Capra, MD
President
Oklaboma Medical Research Foundation

Anne Clements
Director
Whitman-Walker Clinic

Kathy Collins, MD, PhD
Department of Biology
Massachusetts Institute of Technology

Max D. Cooper, MD
Professor of Laboratory Medicine
University of Washington

Martin Delaney
Project Inform

Charles A. Dinarello, MD
Professor
University of Colorado

Dr. Walter Dowdle
Deputy Director
Task Force for Child Development

Nancy E. Dunlap, MD, PhD
Associate Professor
University of Alabama at Birmingham

Emilio A. Emini, PhD
Director
Merck Research Lab

Max Essex, DVM, PhD
Chairman, Harvard AIDS Institute
Harvard School of Public Health

Patricia E. Evans, MD
Medical Director
Tiburcio Vasquez Health Center, Inc

James Fisher
CAB Member
University of Washington HIVNET Site

Don Francis, MD, DSc
President
VaxGen

Theodore M. Freeman, MD
Chai

59th Medical Wing

PSMA
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Robert C. Gallo, MD

Director and Professor

Institute of Human Virology

University of Maryland Biotechnology Institute

Raif S. Geha, MD
Professot
Harvard Medical School

Hassan Gibbs
Outreach Coordinator
FIGHT

Tom Gibson
CAB MEMBER
HIVNET/VaxGen Site

Steve Gibson
STOP AIDS PROJECT

Irma Gigli, MD
Professor
University Texas Houston

Janis V. Giorgi, PhD
Professor
University of California Los Angeles

E. Michael Goldberg
American Society for Microbiology

Ellen H. Goldberg, PhD
President
Santa Fe Institute

Elliot Goldstein, MD
Professor
University of Kansas

Evelyn Gonzalez-Figueroa
CAB Member
LA HIVNET Site

Kim Green
Associate Policy Director
Gilobal Health Council

Harry Greenberg, MD
Palo Alto Veterans Health Care System

Jose Gutierrez
Outreach Coordinator

CASA of Maryland

Polly Harrison
Director
Alliance for Microbicides

Wayne HBendrickson,PhD
Professor
Columbia Upiversity

George C. Hill, PhD
Professor
Meherry Medical College

George V. Hillyer, PhD
Professor
University of Puerto Rico

David D. Ho, MD
Director
Aaron Diamond AIDS Research Center

Eric Hunter, PhD
Co-Investigator
University of Alabama

Dr. Michael Jackson
Federation of American Societies for Experimental
Biology

Warren D. Johnson, Jr., MD
Professor
Cornell University Medical College

Robert E. Johnston, PbD
Professor
University of North Carolina, Chapel Hill

Dr. Douglas Jolly
Vice President, Research
Viagene, Inc.

Loretta Jones
CAB Member
LA HIVNET Site

Michael Keefer, MD
Associate Professor of Medicine
University of Rochester Medical Center

Elliott D. Kieff, MD,PhD
Professor
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Harvard University Garry T. Lyle

Vice President
Richard Koapp, PhD Xerox Corporation
The Ad Hoe Group for Medical Research Funding
Adel Mahmond
Katherine L. Knight, PhD Merck & Co.
Professor
Loyola University of Chicago David Mariner
Advocates for Youth
Scott Koenig
MedImmune Preston Marx, PhD
Professor
Richerd A. Koup, MD Aaron Diamond AIDS Research Center
Chief of Infectious Diseases
University of Texas South Western Medical Center Thomas Matthews, PhD
Duke University Medical Center
Peter D. Kwong, PhD
Research Scientist -Dr. Julie McElrath
Columbia University FHCRC
University of Washington
Thomas J. Lawley, MD
Dean Kenneth McIntosh, MD
Emory University Children's Hospital
Stephan E. Lawton, ID David C. Montefiori, PhD
Parmer Department of Surgery
Hogan & Hartson, LLP Duke University Medical Center
Mark Leasure . Dr. Mark Mulligan
Infectious Diseases Society of America University of Alabama
Randi Y. Leavitt, MD, PhD Matthew Murguia
Senior Director
Merck Research Laboratories Gary P. Nolan, PhD
Department of Molecular Phar.
Sandra Lehrman, MD Stanford University Medical Center
President & CEO
Genzyme Transgenics Corp- Len Novick
National Foundation of Infectious Diseases
Myron Levine
Center for Vaccine Development Joyce Pascall
University of Maryland American Society for Tropical Medicine
George K. Lewis, PhD Gordon W. Perkins, MD
Professor Path International
University of Maryland
Doug Pfaff
Margaret A. Liu, MD
Vice President John Phair, MD
Vaccines and Gene Therapy Professor
Chiron Corporation Northwestern Medical School
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Susan K. Pierce, PhD
Professor
Northwestern University

Seth H. Pincus, MD
Professor
Montana State University

Paula M. Pitha-Rowe, PhD
Professor
Johns Hopkins University

Dr. Thomas Quinn
NIAID/LIR
John Hopkins School of Medicine

Jerome Radwin
American Foundation for AIDS Research

Leighton Read
Aviron

David Ricbert
CAB Member
University of Washington HIVNET Site

Charles R. Rinaldo, Jr., PhD
Professor
University of Pittsburgh

Mark Robinszon
Gay Men's Health Crisis

James E. Robinson
Department Ped., SL-64
Tulane Medical School

John K. Rose
Professor
vYale University School of Medicine

Dr. Philip K. Russell
Professor Department Int.l. Health
Johns Hopkins University

Marie M. Saint Cyr
Executive Director
Iris House

Gilbert Schiff, MD
Division of Infectious Diseases
Children's Hospital Medical Center

Steven G. Self, PhD
FHCRC-HIVNET

Nicholas Sheon

University of California San Francisco AIDS

Research Institute

Mr. H.R. Shepherd
Greorgetown University

Haynes (Chip) Sheppard, PhD
Research Scientist
California Department of Health Services

Cecilia M. Shikuma, MD
Assistant Professor
University of Hawaii

George Siber, MD
Vice President
Wyeth-Lederle Vaccines

Joseph Sodroski, MD
Chief
Dana-Farber Cancer Institute

Emily J. Spitzer, JD
Past Chair
Juvenile Diabetes Research Foundation

Mario Stevenson, PhD
Professor

University of Massachusetts Medical Center

Wesley Sundquist, PhD
Department of Biochem
University of Utah

Raymond W. Sweet
Department Molecular Immunology
Smith Kline Beecham Pharmaceuticals

W. Gary Tarpley, PhD
Vice President |
Pharmacia & Upjohn

Mary B. Tompkins, DVM,PhD
Professor
North Carolina State University

Edmund Tramont, MD
Director and Professor
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Medical Biotechnology Center
University of Maryland Biotechnology Institute

Emil R. Unanue, MD
Professor and Chairman
Washington University School of Medicine

Bruce D. Walker, MD
Associate Professor of Medicine
Massachusetts General Hospital

Tom Warne
CAB Member
Howard Brown Health Center

David B. Weiner, PhD
Associate Professor
University of PA

Kent J. Weinhold, PhD
Agsociate Professor
Duke University Medical Center

Don C. Wiley, PhD
Professor
Harvard Unpiversity

David Wilson
CAB Member
HIVNET/VaxGen Site

Steven Wolinsky, MD
Associate Professor
Northwestern University Medical School

Mary Woolley
Research America

Richard T. Wyatt, PhD
Instructor in Pathology
Dana-Farber Cancer Institute

Lowell S. Young, MD
Director
California Pacific Medical Center

Jerome A. Zack, PhD

Associate Professor

University of California Los Angeles School of
Medicine

Daniel Zingale

AIDS Actions Council

Private Sector-NORA Research Task Force

Terje Anderson

Dr. Margaret Chesney
University of California, San Francisco

Dr. Thomas Coates
University of California, San Francisco

LisaCox -
AIDS Actions Coungcil

Lynda Dee
AIDS Action Baltimore

Anne Donnelly
Project Inform

Helen Fields
ASTHO

Barbara Hughes
Project Renewal

Michael Isbell
International AIDS Vaccine Initiative

Jeff Jacobs
AIDS Actions Council

Seth Kilbourne
HRC

Derek Link
Associate Director
Gay Men's Health Crisis

Miguelina Maldonando
NMAC

Angela Sharpe
COSSA

Mike Shriver
University of California, San Francisco

Jane Silver
American Foundation for AIDS Research

Page 18 of 24



TTn R

Amy Slemmer

Mother's Voices

Private Sector-Office of AJIDS Research Contacts
Mr. David Barr

Director

Forum for Collaborative HIV Research
Center for Health Policy Resgearch
George Washington University

Seth Berkley, M.D.
President
International AIDS Vaccine Initiative

Ms. Maureen K. Byrnes
Director, Health and Humao Services Program
The Pew Charitable Trusts

Dr. Purnell W. Choppin
President
Howard Hughes Medical Institute

Mrs. Irene Diamond
Aaron Diamond AIDS Research Center

Mr. Richard Feachem

Director

Health, Nutrition and Population
Human Development Department
The World Bank

Mr. David Geffen
David Geffen Foundation

Mr. Paul Michael Glaser
Elizabeth Glaser Pediatric AIDS Foundation

Wayne Koff, PhD

Vice President

Research and Development
International AIDS Vaccine Initiative

Mr. Jeffrey Levi
Deputy Director, Center for Health Policy Research
George Washington Unpiversity

Mrs. Deeda McCormick Blair, Jr.
President
Biomedical Research Foundation

Peter Piot, M.D.,, D.Sc.

“Executive Director

Joint United Nations Programme on HIV/AIDS

Mr. Michael Stephens
¢/o Van Scoyok Associates

Timothy Westmoreland, J.D.
Kaiser Family Foundation
¢/o Georgetown University Law Center

Fernando Zacharias, M.D.

Regional Advisor

AIDS and Sexually Transmitted Diseases
Health Situation and Trend Assessment Program
Pan American Health Organization

Private Sector-Vaccine Experts

Abul K. Abbas, M.D.
Professor, Department of Pathology
Harvard Medical School

Lew Barker, M.D.,MP.H.
Johns Hopkins University

R. Palmer Beasley, M.D.
Dean and Professor of Epidemiology
University of Texas

Barry R. Bloom, Ph.D.
Dean )
Harvard School of Public Heslth

Dani P. Bolognesi, Ph.D.
CEO
Trimeris, Incorporated

Donald S. Burke, M.D.

Professor of International Healtb

Director, Center for Immunization Research
Department of International Health, School of
Hygeine and Public Health

Johns Hopkins University

Steve Chang, Ph.D.
Viagene, Inc.

Janice Clements, Ph.D.
Department of Comparative Medicine
Johns Hopkins University School of Medicine
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John M. Coffin, Ph.D.

Professor of Microbiology

Department of Molecular Biology and Microbiology
Tufts University School of Medicine

Ruth L. Connor, Ph.D.
Staff Investigatot
Aaron Dissnond AIDS Research Center

Lawrence Corey, MD

Head, Program in Infectious Diseases and Medicine
Virology Division

Professor of Laboratory Medicine

Fred Hutchinson Cancer Research Center, University
of Washington

Ronald C. Desrosiers, Ph.D

Chairman, Division of Microbiology and Molecular
Genetics

New England Regional Primate Research Center
Harvard Medical School

Raphael Dolin, M.D.
Chair, Department of Medicine
University of Rochester School of Medicine

Claude Dubue, D.V.M.

Head, MMR/RI Section, Vaccines Division
Bureau of Biologics and Radiopharmaceuticals
Health Canada

Jose Esparaza, M.D,, Ph.D.
Vaccine Development Advisor
Joint United Nations Programme on HIV/AIDS

Charles Farthing, M.D.

Medical Director

Asgistant Clinical Professor of Medicine
AIDS Healthcare Foundation

University of California Los Angeles

Patricia E. Fast, M.D,, Ph.D.
Clinical Research
Aviron

Jeffrey Frelinger, Ph.D.
Professor, Microbiology/Immunology Department
University of North Carolina at Chapel Hill

Patricia Fultz, Ph.D.
Professor, Department of Microbiology
University of Alabama at Birmingham

Luis Giavedeni, Ph.D.

Assistant Scientist, Department of Virology and
Immunology

Southwest Foundation for Biomedical Research

Bamey S. Graham, M.D., Fh.D.
Professor of Medicine
Vanderbilt University

Ashley Haase, M.D.
Professor and Head, Department of Microbiology
University of Minnesota

Nancy L. Haigwood, Ph.D.
Senior Scientist
Seattle Biomedical Research Institute

John Hamilton, M.D.

Professor of Medicine

Duke University

Durham VA Medical Center
Duke University Medical Center

Marie-Lou Hammarskjold, M.D., Ph.D.
Myles H. Thaler Center for AJDS and Human
Retrovirus Research

University of Virginia Health Sciences Center

Barton F. Haynes, MD

Chief

Divison of Rheumatology, Allergy and Clinical
Immunology

Professor of Medicine

Duke University Medical Center

Ellen Heber-Katz, Ph.D.
Profesgor
Wistar Institute

Philip R. Johnson, M.D.

Professor, Department of Pediatrics
College of Medicine and Public Health
Ohio State University

Edmundo N. Kraiselburd, Ph.D.
Department of Microbiology
University of Puerto Rico

David Lee-Parriz, D.V.M.

Chief

Primate Medicine and Bio-containment Animal
Resource Center
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Harvard University Medical School

Norman L. Letvin, M.D.

Professor of Medicine

Harvard Medical School

Chief, Division of Viral Pathogenesis
Beth Israel Deaconess Medical Center

Paul A. Luciw, Ph.D.

Associate Professor

Department of Medical Pathology
Center for Comparative Medicine
University of California, Davis

Ms. Kelledy Manson
Associate Director, Immunology/AIDS Research
Primedica/Mason Laboratories

Richard B. Markham, M.D.
Department of Immunology and Infectious Disease
Johns Hopkins University School of Public Health

Richard Marlink, M.D.
Executive Director
Harvard University AIDS Institute

Marta L. Marthas, Ph.D.

Assistant Adjunct Professor

University of California, Davis

California Regional Primate Research Center

Jiri Mestecky, M.D.

Professor of Microbiology and Medicine
Department of Microbiology

University of Alabama at Birmingham

Ms. Denise Miles

Director of Research Services
Chicago Prevention Research Project
Howard Brown Health Center

Ronald Montelaro, Ph.D.

Professor, Department of Molecular Genetics and
Biochemistry

University of Pittsburgh

Mr. Clark Moore

Director of Public Policy

AIDS Policy Center for Children, Youth, and
Families

John Moore, Ph.D.

Associate Professor of Microbiology
New York University School of Medicine
Asron Diamond AIDS Research Center

James Mullins, Ph.D.
Professor, Department of Microbiology
University of Washington School of Medicine

Michael Murphey-Corb, Ph.D.
Department of Molecular Genetics and Biochemistry
University of Pittsburgh

Opendra Narayan, D.V.M., Ph.D.
Professor, Department of Microbiology
University of Kansas Medical Center

Mr. Gordon Nary
Executive Director
International Association of Physicians in AIDS Care

Marian R. Neutra, PhD

Professor of Pediatrics

Director of GI Cell Biology Laboratory
Harvard Medical School

Francis J. Novembre, Ph.D.
Yerkes Regional Primate Research Center
Emory University

Dennis Panicali, Ph.D.
President and CEO
Therion Biologics Corporation

Dr. Rino Rappouli
Head of Research
Chiron Vaccines

David Rekosh, Ph.D.

Myles H. Thaler Center for AIDS and Human
Retrovirus Research

University of Virginia Health Sciences Center

Douglas D. Richman, M.D.

Principal Investigator

Departments of Pathology and Medicine
Professor

University of California, San Diego

Harriet L. Robinson, Ph.D.

Chief, Division of Microbiology and Immunology
Yerkes Regional Primate Research Center

Emory University
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Erling Rud, PiLD.

Laboratories and Research, Burcau of HIV/AIDS
National Laboratory for HIV Pathogenesis
Health Canada

Ruth M. Ruprecht, M.D., Ph.D.
Associate Professor of Medicine

Chief, Laboratory of Viral Pathogenesis
Harvard University Medical School
Dana-Farber Cancer Institute

Robert F. Siliciano, M.D., Ph.D.
Associate Professor, Department of Medicine
Johns Hopkins University School of Medicine

Ralph Steinman, M.D.

Professor, Department of Cell Physiology and
Immunology

Henry G. Kunkel Professor and Senior Physician
Rockefeller University

Cladd E. Stevens, M.D., M.P.H.
Head, Laboratory of Epidemiology
New York Blood Center

John L. Sullivan, M.D.

Professor of Pediatrics

Program in Molecular Medicine

University of Massachusefts Medical Center

Thomas C. Van Cott, Ph.D.
Senior Research Scientist
Henry M. Jackson Foundation

Mark A. Wainberg, Ph.D.

Professor of Microbiology, Lady Davis Institute
Director, McGill AIDS Ceater

Jewish General Hospital

Jon Warren, Ph.D.
Staff Immunologist
The Emmes Corporation

Peter F. Wright, M.D.

Head of Pediatric Infectious Diseases
Department of Pediatrics

Vanderbilt University Mecdical Center

Michael S. Wyand, D.V.M,, PLD.
President and Chief Scientific Officer
Primedica/Mason Laboratories

Janet Yamamoto, Ph.D.

Associate Professor

Department of Comparative and Experimental
Pathology

University of Florida

Susan Zolla-Pazner, Ph.D.

Professor of Pathology

New York University Medical Center
Veterans Affairs Hospital

From Dr. Yarmus

Dr. Bruce M. Alberts
President
National Academy of Sciences

Dr. Thomas R. Cech

Howard Hughes Medical Institute
Departmept of Chemistry and Biochemistry
University of Colorado at Boulder

Dr. Rita R. Colwell
Director
National Science Foundation

Marc W. Kirschrer, Ph.D.

Chair, Department of Cell Biology

Carl W. Walther Professor of Cell Biology
Harvard Medical School

Arnold J. Levine, Ph.D.
Pregident
The Rockefeller University

Gary Nabel's List

Dr. Rafi Ahmed
Director

Emory Vaccine Center
Emory University

John Altman, PhD

Assistant Professor

Department of Microbiology and Immunology
Emory Research Center

Emory University

Martha Darling

c/o Dr. Gilbert S. Omenn

Executive Vice President for Medical Affairs
University of Michigan
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Dr. Michel De Wilde
Smith Kline Beecham Pharmacenticals

R. Gordon Douglas, Jr.,, MD
President, Merck & Co.
President

Merck Vaccine Division

John Evans
Waterford House

Mark Feinberg, M.D., Ph.D.

Associate Director/Associate Professor
Department of Medicine, Microbiology, and
Irmmupology

Center for AIDS Research
Emory University

Gregg Gonsalves

Policy Director

Treatment Action Group

Barbara Guenthner

Frank Guenthmer

George Guenthner

Guy Guenthner

Katherine Guenthner

Mr. Kenneth Guenthner

Maxine Guepthner

Mr. Thomas Guenthner

Willie Guenthner

Maurice Hilleman, Ph.D., D.S¢.

Director

Merck Institute for Therapeutic Research
Merck Research Laboratory (WP53C-350)
Mr. James A. Hoxie

Professor

Medicine

University of Pennsylvania

Dr. H. David Humes
John G. Searle Professor and Chair

Department of Internal Medicine
University of Michigan

Mrs. Lori Humes

¢/o Dr. H. David Hutnes

John G. Searle Professor and Chair
Department of Internal Medicine
University of Michigan

Dr. David Knipe

Professor of Microbiology and Molecular Genetics
Harvard Medical School

Ms. Xu Ling

Dr. Dan R. Littman

Professor and Howard Hughes Medical Institute
Investigator

Skirball Institute of Biomolecular Medicine
New York University Medical Center
Dr. John Moore

Staff Investigator

Aasron Diamond AIDS Research Center
Christopher Nabel

Elisa Nabel

Hannah Nabel

Jake Nabel

Katherine Nabel

Kay Nabel

Susan Nabel

Mr. William Nabel

Rlizabeth Nabel, M.D.

Gary Nabel, M.D., Ph.D.

Douglas F. Nixon, MD, PhD

Asgistant Professor

Staff Tavestigator

The Rockefeller University

Jack H. Nunberg, PhD
Professor and Director
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University of Montana

Dr. Gilbert S. Omenn

Executive Vice President for Medical Affairs

University of Michigan
Mrs. Mary Osterlund
Mr. Rob Osterlund
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U.S. Military
HIV Research Program

13 Taft Court

Suite 200

Rockville, Maryland 20850
(301) 294-1887

Fax: (301) 762-4177

Fax Cover Sheet

Date: 3 June, 1999

To: Todd Summers

Fax Namber: 202-456-2438
From: Deborah Birx

Ext: 1149

Subject: Briefing Information
‘Total number of pages%including this sheet

Comments: Enclosed you will find the briefing information you requested. This was
prepared by my office and is still being officially reviewed by the command. You should expect
to receive an official version from the command, but the substance will be the same. If you
prefer an e-mail version, please call Kelley Lennon at ext. 1072 and she can forward it to you.

Thank you.
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SUBJECT: DEPARTMENT OF DEFENSE (U.S. ARMY) HUMAN
IMMUNODEFICIENCY VIRUS RESEARCH PROGRAM

BACKGROUND:

Human Immunodeficiency Virus (HIV), the virus responsible for AIDS, poses a
significant threat to the U.S. Military. HIV infection is epidemic in almost every less well
developed and potentially unstable region of the world, and the risk for exposure to HIV by DoD
personnel is high. Over 19,000 new infections with HIV occur throughout the world each day.
In response to this military-relevant infectious disease threat, a congressionally-mandated
research program was begun in 1986 to assess and mitigate the impact on U.S. Military readiness
by monitoring the spread of HIV infection in military forces and by developing methods to
prevent infection. As lead agent for infectious disease research in DoD, the Army has a highly
targeted program to address the military concerns of HIV: Surveillance of infection rates and HIV
subtypes around the world; development of vaccines and other countermeasures to prevent
infection; and clinical studies to avoid immune deficiency. The primary focus of this Program is
the prevention of HIV infection in military personnel.

PROGRAM HIGHLIGHTS:

e HIV infection is relevant to today’s military. Over 400 new infections occur annually in
service members, with a significant number occurring during overseas deployments. This
uniformly fatal disease also induces significant acute morbidity, which affects fighting
readiness.

o The principal objective of the U.S. Military HIV Research Program is protection and
preservation of the fighting force through primary prevention of HIV infection, ultimately
by administration of an effective, preventive vaccine. Success in achieving this goal will
have broad-reaching application for HIV prevention in civilian populations worldwide.

Currently, Program efforts focus on:
1) education of the force
2) surveillance and threat assessment, and

3) a vigorous program of vaccine discovery, development, and evaluation.
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The Program collaborates with multiple U.S. and internationa) agencies and a network of DoD
Overseas Biomedical Research Laboratories to provide an effective surveillance network to
monitor the emergence of virological trends in the pandemic and to serve as permanent
platforms for evaluation of candidate vaccines in overseas endemic settings.

The Program has effectively leveraged its vaccine R&D funding and resources to
pursue a number of novel candidate vaccine approaches and formulations. Extensive
use of Cooperative Research and Development Agreements (CRADASs) with private
industry greatly extends the resources of the U.S. Military HIV Research Program.

VACCINE R&D SUMMARY:

The U.S. Military HIV Vaccine Research and Development efforts augment and

complement efforts of the DHHS. Domestic clinical trials of candidate vaccines based on the
strains of HIV indigenous to the U.S. (genotype B) are conducted to gain familiarity with these
novel constructs, to develop an initial safety database to facilitate transition of specific vaccine
approaches for evaluation overseas with candidates specifically designed from the HIV viruses
which circulate overseas, and, importantly, to harmonize (with the NIH) assays which are critical
for evaluating the effects of vaccine candidates on the human immune system.

Currently, three distinct classes of HIV vaccine candidates (recombinant subunit envelope,
canarypox-vectored genes with subunit envelope boost, and facilitated plasmid DNA) are In
clinical trials conducted by the U.S. Military HIV Vaccine Program. Clinical evaluation of
these constructs is underway in the United States and Thailand. The focus of the Vaccine
Development and Evaluation Program in the U.S. and Thailand is to select and then evaluate
the most immunogenic of safe candidate vaccines for their ability to protect individnals
from HIV infection. The current lead candidate is canarypox-vectored HIV (vCP1521)
manufactured by Pasteur-Merrieux-Connaught, boosted by a recombinant subumt envelope
(clade E, manufacturer TBD). Large-scale field efficacy testing is planned to begin in
collaboration with the government of Thailand during 2001.

Pre-clinical R&D of a pumber of novel candidates is being pursued by the Program, primarily
through CRADAs with industry partpers. In addition to small animal and macaque studies of
novel immunogens (many of which are conducted under the auspices of an NIH contract as a
simian vaccine evaluation unit), the U.S. Military HIV Research Program is poised to play a
roll in the initial manufacture (by good manufacturing practices — GMP) of several of these
new candidate vaccines. This is possible through the Walter Reed Army Institute of
Research bioproduction facility at Forest Glen, Maryland. Currently, the Program plans to
produce (with corporate partner AlphaVax and the International AIDS Vaccine Initiative)
HIV particles based on the Venezuelan Equine Encephalitis replicon platform, and (with
corporate partner AVANT Immunotherapeutics) recombinant anthrax antigen-vectored HIV
core polypeptides which are called Therapore™HIV.

o003
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e Field efforts to prepare for large-scale testing of promising HIV candidate vaccines have been

underway in Thailand since 1991. During this period, there has existed an effective alliance

-with multiple U.S. Government agencies (CDC, NIH, USAID). Efforts in collaboration with

the Royal Thai Government have been extensive: national HIV surveillance, development of
multiple field sites as potential venues for efficacy testing of promising candidates, creation
of a phase VIl AIDS vaccine evaluation network at four academic and government sites,

development of extensive in-country laboratory capability and technology transfer to conduct

vaccine evaluations, and successful planning, implementation and completion of large
multicenter human clinical trials. All vaccine development in Thailand is conducted with
candidates incorporating elements of the indigenous Thai HIV (genotype E).

More recent efforts, beginning last year, have focused on development of a similar field
capability in collaboration with government and academic collaborations in Uganda. Vaccine
development opportunities in Uganda are unique and complementary to other program
efforts. Distinct genotypes of HIV (A and D) co-circulate in this region of the world. The
ability to address efficacy and its breadth requires access to sites with such viral diversity.
This is a critically important question to be answered in developing vaccines that will be
effective for military populations. Again, close coordination with other U.S. Government
agencies is envisioned, and will be critical to the success of U.S.-sponsored vaccine
development efforts in Uganda.

AVAC “EIGHT YEARS AND COUNTING... WHAT WILL SPEED
DEVELOPMENT OF AN AIDS VACCINE?”;

In general, we find AVAC’s assessments to be accurate. We believe we will be able to

conduct a field efficacy trial in Thailand, as stated above. In regards to our pre-clinical activities,
we are quite diverse; our resources must be spread in such as way as to avoid excessive risk and
optimize our opportunities for devlopment and evaluation of potentially improved future
generation candidate vaccines.

A new initiative within the military infectious disease research program and the U.S.

Army Medical Research and Materie] Command (of which this Program is one element) calls for
annual external peer review — which may meet AVAC’s suggestion for increased public input and
scientific review. '
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May 1999
STATUS OF AIDS VACCINE RESEARCH AT NIH

Background
In his commencement address at Morgan State University on May 18, 1997, President

Clinton asked the nation to commit to creating a vaccine against AIDS within 10 years.
To accelerate this quest, he announced that a new Vaccine Research Center would be
established at the National Institutes of Health (NIH).

Last year, AIDS vaccine advocates marked the anniversary of this announcement by
designating May 18 as AIDS Vaccine Awareness Day. Communities nationwide
organized teach-ins and other activities to educate people about AIDS vaccine research
and to honor the several thousand U.S. volunteers who have already participated in
clinical trials of experimental AIDS vaccines. The National Institute of Allergy and
Infectious Diseases (NIAID) supported their efforts by coordinating national media
contacts. Similar events are planned again this year to mark this anniversary.

This document summarizes progress in NIH-sponsored AIDS vaccine research in
the two years since the President’s commencement address at Morgan State
University.

Vaccine Research Center at the NIH

¢ Since the announcement of the new Vaccine Research Center, and even before
building began, a core group of NIH scientists with expertise in immunology, virology,
and vaccine development has met regularly to help develop the concept of the
“Center without walls.”

¢ Construction of the $30 million, 50,000-square-foot Center building started in August
1998 and is expected to be completed in mid-2000. When fully operational, the
state-of-the-art facility will house around 100 scientists and support staff. The
scientists will be able to take a vaccine from concept through vaccine design and
pilot-lot production.

¢ On April 11, 1999, Dr. Gary Nabel of the University of Michigan was named the
Center’s first director. Dr. Nabel has begun recruiting scientific staff and charting the
Center’s research course. He is a superb scientist who has excelled at the frontiers
of virology, immunology, gene therapy, and molecular biology. His research career
has focused on developing gene therapy for AIDS and novel vaccine strategies
against cancer and the Ebola virus.

¢ This summer, the NIH will dedicate the cornerstone of the Center building. The event
is being planned to include the President and Health and Human Services Secretary
Donna E. Shalala as well as former U.S. Senator Dale Bumpers and his wife Betty
Bumpers. The building will be named the Dale and Betty Bumpers Vaccine
Research Center.

Budget and Leadership

¢ NIH has increased funding for AIDS vaccine research by 100 percent since FY 1995.
In FY 1999, funding for AIDS vaccine research increased by 30 percent over the
previous year to about $194 million. The President’s NIH budget request for FY
2000 includes $204 million for AIDS vaccine research.

¢ In May 1998, NIH Director Dr. Harold Varmus named Dr. Neal Nathanson as new
director of the NIH Office of AIDS Research. Dr. Nathanson, a world-renowned




virologist from the University of Pennsylvania Medical Center, has a broad
background in virology, epidemiology, and public health and is a member of the NIH
AIDS Vaccine Research Committee chaired by Dr. David Baltimore.

¢ In September 1998, Dr. Margaret (Peggy) I. Johnston rejoined NIH to assume two
key posts in AIDS vaccine research at the National Institute of Allergy and Infectious
Diseases (NIAID). She is Assistant Director for HIV/AIDS Vaccines at NIAID, a
newly created position; and Associate Director of the Vaccine and Prevention
Research Program in NIAID's Division of AIDS. Dr. Johnston returned to NIH after
serving two years as the top scientific administrator at the International AIDS Vaccine
Initiative, a renowned not-for-profit organization whose mission is to foster the
development of safe, effective, and accessible preventive HIV vaccines for use
throughout the world.

¢ With the appointments of Drs. Nathanson and Johnston, and the establishment of an
entirely new Vaccine Research Center led by Dr. Nabel, the NIH AIDS vaccine
program has developed a strong leadership base and infrastructure for AIDS vaccine
development.

NIH AIDS Vaccine Research Committee

¢ The AIDS Vaccine Research Committee, chaired by Nobel Laureate Dr. David
Baltimore, was formed in early 1997 to improve coordination of NIH-supported AIDS
vaccine activities. It has provided guidance to the NIH in developing a
comprehensive research program aimed at developing a safe and effective AIDS
vaccine. It has also advised the NIH about scientific opportunities, gaps in
knowledge, and future directions of AIDS vaccine research, most notably contributing
to the genesis and science of the Innovation Grant Program. A workshop co-
sponsored by NIAID and the AVRC on May 3-5, 1999, brought together more than
700 researchers to discuss new research findings in HIV vaccine development.

Clinical Trials Progress

¢ Since 1987, more than 3,000 non-HIV-infected volunteers have enrolled in 52 NIAID-
supported preventive vaccine studies (50 Phase 1 safety studies; two Phase 2 safety
and immunogenicity studies) involving 27 vaccines. These trials have been
conducted primarily at six university-based AIDS Vaccine Evaluation Group (AVEG)
sites nationwide. NIAID’s HIV Prevention Trials Network (HIVNET), which includes
international as well as U.S. sites, and NIAID investigators in Bethesda have also led
or helped conduct some of these trials.

¢ Earlier this year, NIAID opened the first AIDS vaccine trial in Africa, an important
step for global vaccine development. This small study in Uganda will help determine
if it is necessary to tailor-make vaccines for different parts of the world. The vaccine
being tested is based on subtype B, the HIV variant most often found in the United
States and Europe. The researchers will determine if the immunized volunteers
develop immune responses that in laboratory experiments cross-react to the two
other HIV subtypes, A and D, the cause of most infections in Uganda.

¢ NIAID has initiated clinical trials of several novel vaccine approaches in the past two
years. One trial is testing novel routes of immunization. The vaccine is applied
topically to the moist tissues lining the vagina, rectum, and other mucosal surfaces
where most HIV infections are acquired. A second study employs a non-disease-
causing form of Salmonella bacteria to present an HIV protein to the immune system.
This is the first vaccine that NIAID has funded all the way from the laboratory to
clinical trials without industry sponsorship. A third study is combining a new




adjuvant (GM-CSF) with an experimental vaccine to see if the adjuvant can enhance
the immune responses stimulated by the vaccine.

In June 1997, NIAID initiated its second intermediate-size AIDS vaccine trial and
quickly completed enrollment of 420 volunteers. The Phase 2 trial is testing a
combination of two different vaccines. This strategy offers the advantage of
stimulating both components of the immune system. One vaccine, based on a
harmless canarypox virus designed to carry genes coding for a few pieces of HIV,
primarily stimulates cellular immune responses that kill HIV-infected cells. The other
vaccine, a genetically engineered surface protein of HIV (gp120), primarily stimulates
anti-HIV antibodies. Researchers are completing their analysis of the trial data.
Trials that are ongoing and planned will assess modified versions of the canarypox-
based vaccine to see if they stimulate better immune responses. The data from all
these studies will form the basis for a future decision about proceeding to larger-
scale efficacy trials that will determine if the vaccine protects against HIV infection.
In June 1998, the first efficacy trial of an AIDS vaccine in the United States got
underway. Although the trial is funded primarily by the vaccine manufacturer,
VAXGEN, NIAID will collaborate with the company on ancillary studies of the
samples they will collect. The trial, which is testing a bivalent subunit vaccine made
from the gp120 surface protein of HIV, is expected to last three years and enroll
5,000 people in the United States, Canada, and the Netherlands.

NIAID’s Restructured AIDS Vaccine Program

New initiatives have been launched by NIAID’s Division of AIDS to enhance
opportunities for vaccine discovery and to help move vaccine concepts from basic
research through clinical trials. The overall objective is to increase the number of new,
innovative and promising vaccine concepts flowing through the pipeline.

*

Innovation Grant Program for Approaches in HIV Vaccine Research: In September
1997, NIAID announced the selection of the first 49 grantees for a new program to
foster innovative research on AIDS vaccines. More grant awards have subsequently
been made; the current total is 97. The Innovation Grant Program encourages early
exploration of novel and innovative vaccine concepts and attempts to attract
scientists currently working in other areas.

HIV Vaccine Research and Design Program: This initiative supports traditional mid-
stage, targeted research, including animal model studies, to help develop promising
vaccine concepts.

Integrated Preclinical/Clinical Program: This program funds the iterative processes
of product development, optimization, and refinement, including clinical studies.
Other programs that will be implemented in the near future include HIV Vaccine
Design and Development Teams, which will advance vaccine concepts to the
product stage, a program to encourage innovative research on improved
technologies for evaluating immune responses, and resources to help advance
products from preclinical to clinical research.

NIAID has begun the process to restructure the AVEU and HIVNET networks. The
reorganization will consolidate scientific responsibility and create two comprehensive
networks for AIDS vaccine trials and non-vaccine HIV prevention research.

Recent Scientific Advances

*

Knowing Surface Structures Could Help Block Virus: NIH-supported scientists have
determined the 3-D crystal structures of two surface proteins of HIV, gp120 and
gp41, which help the virus attach to cells. Studies of intermediate molecules formed



during virus-cell fusion are helping explain the step-by-step process by which HIV
enters the cell, which could lead to new vaccine approaches for inducing antibodies
to block its entry.

¢ Removing Sugar Coating Improves Immunity. The outer surface protein of HIV is
coated with sugar molecules that may prevent it from being recognized by the
immune system. An NIAID grantee has shown that selectively deleting certain of
these sugar molecules from SIV, the monkey equivalent of HIV, can bring the mutant
virus under immune control much faster than the normal virus. Hence, using
similarly modified HIV molecules as potential vaccines may improve the immune
response.

¢ Testing New Vaccine Vectors: A non-disease causing Venezuelan equine
encephalitis (VEE) virus suitable for humans was modified to carry selected HIV
genes. When given to mice, the vaccine induced both antibodies to the virus and
immune responses that killed HIV-infected cells. These experiments, and additional
experiments in monkeys, demonstrate the potential for VEE-based vaccines to
stimulate both arms of the immune system and to control the level of virus. Another
novel vector, a weakened form of vaccinia virus called MVA, has been developed
and has been shown to induce good immune responses in rodents and monkeys.

¢ Novel Form of HIV Induces Good Immunity: Scientists have developed a novel
vaccine based on HIV fusion molecules exposed only by freezing the virus in the act
of infecting a cell. This virus-cell fusion mixture, when injected into mice genetically
engineered to ignore key human proteins on the cells, made antibodies against the
virus-cell fusion mixture. In laboratory tests, these antibodies were able to neutralize
23 of 24 strains of HIV representing a variety of different genetic subtypes and all
isolated from infected individuals.

¢ DNA Vaccine Protects Monkeys: Several investigators have been pursuing research
on DNA vaccines. Most recently, a chimeric DNA vaccine made from harmless
genes of HIV and SIV, its monkey equivalent, has shown promise in monkey studies.
The vaccine, when combined with “booster shots” made from a specially engineered
virus carrying the same genes, seemed to protect animals later given doses of a live
hybrid virus made from HIV and SIV. The vaccine did not keep the animals from
getting infected but seemed to keep the hybrid virus under control, making it
undetectable in the blood.

¢ New Tests Developed to Measure Cellular Inmunity: During the past year, several
new assays to measure cell-mediated immunity have been developed. These
assays allow researchers to better compare the effectiveness of vaccine candidates
in stimulating critical immune responses.

Other Federal Agencies

Within the federal government, several other agencies also have a role in AIDS vaccine
research. For example, the Centers for Disease Control and Prevention (CDC), the
Department of Defense (DoD), and the Food and Drug Administration (FDA are some of
the other federal agencies invested in AIDS vaccine development. The roles of these
different agencies in AIDS vaccine development are related and complementary and
span the spectrum from basic research to licensure and program implementation. For
example, CDC conducts epidemiologic studies and surveillance needed to define health
priorities, and develops recommendations for vaccine use. The FDA establishes
standards for the processes, facilities, and pre- and post-licensing studies needed to
insure the safety and effectiveness of vaccines. And the NIH supports most of the basic




and clinical research in fields such as immunology and microbiology that lead to vaccine
development.
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Bus: (312) 236-5207 Bus Fax: (202) 477-2967
Bus Fax: (312) 236-2321 E-mail: mmarlett@worldbank.org
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Miramontes; Helen

Company: UCSF School of Nursing
521 Parnassus Avenue

San Francisco, CA 94143-0608
Bus: (415) 476-6602

Bus Fax: (415) 476-6042

Company: Robinson & Foster
771 3rd Street NE
Washington, DC 20002

Bus: (202) 547-1995

Bus Fax: (202) 547-1140
E-mail: rfinc711@aol.com

i

Job Title: Director

Company: All Kids Count

750 Commerce Drive, Suite 400
Decatur, GA 30030

Bus: (404) 371-0466

Job Title: National Immunization Program
Company: Centers for Disease Control
Room 2417, Building 12

1600 Clifton Road

Atlanta, GA 30333

Bus: (404) 639-8779

Bus Fax: (404) 639-8834

E-mail: bgw2@cdc.gov

Copay: World nk
Bus: (202) 473-9414

NIH Event - Community
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Michigan's Nabel To Head VRC

On the Front Page...

b Dr. Gary Nabel

8 That new Vaccine Research Center director Dr. Gary
Nabel's name is spelled almost like Nobel only seems
to magnify the hope placed in him and the center being
built for a staff of almost 100 workers he will name
following his arrival from the University of Michigan
on Apr. 11. It took nearly 2 years to find a VRC
director, and NIH authorities are confident they found
- a good one.

Continued...

"Gary Nabel is a superb scientist who has excelled at the frontiers of
virology, immunology, gene therapy and molecular biology," said NIH
director Dr. Harold Varmus. "As a result of his experiences with clinical and
laboratory research in academia and extensive interactions with industrial
partners, he is remarkably well prepared to lead the complex,
multidisciplinary and collaborative activities that will be required to develop
an effective HIV vaccine. His recent work — on novel strategies for gene
therapy for AIDS and for vaccines against cancer and Ebola virus —
illustrates the imagination and drive that he will bring to the NIH Vaccine
Research Center."

The center's initial focus is to develop candidate vaccines against HIV,
though it is anticipated that other diseases such as malaria will also be
targeted.

Nabel, who officially joins NIH on Apr. 11, comes from the University of
Michigan in Ann Arbor, where he is the Henry Sewall professor of internal
medicine and professor of biological chemistry; he also is a Howard Hughes
Medical Institute investigator. Initial plans call for him to occupy temporary
space in Bldg. 9, then move eventually to the A wing of Bldg. 10 until the
VRC, now under construction, is complete.

The VRC receives joint funding from the National Institute of Allergy and
Infectious Diseases and the National Cancer Institute and is spearheaded by
those two institutes and the Office of AIDS Research.

In May 1997, President Clinton set a goal to develop an AIDS vaccine
within 10 years. NIH responded by creating the VRC, a state-of-the-art
biomedical research laboratory that will facilitate the development of
vaccines. The center will stimulate multidisciplinary research, from basic
and clinical immunology and virology through vaccine design and
production. The VRC will integrate modern immunological science with a
detailed understanding of how HIV disease develops, the creation of novel
vaccine vectors and immunogens and new vaccination strategies.

"I'm honored and excited by the opportunity to contribute to vaccine
development through this unique center at the NIH," Nabel said. "The
development of an AIDS vaccine remains a formidable challenge and an
urgent need, and the VRC hopes to drive the development of effective

http://www.nih.gov/news/NIH-Record/04_06_99/story01.htm
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vaccines with our partners in academia, industry and the public."

Currently, the VRC is a center without walls, involving a core group of NIH
scientists with expertise in immunology, virology and vaccine development.
Construction of a 5-story facility adjacent to Bldg. 37, which began in
August 1998, is expected to be completed by mid-2000. When the VRC is
fully operational, Nabel will oversee about 100 scientists and support staff.

A close look inside the "footprint” of
the new Vaccine Research Center near
Bldg. 37 shows workmen busy on the
Jfoundation of what will eventually be
a 5-story structure. Completion is set
Jfor mid-2000 on the fast-track project
that will eventually house new VRC
director Dr. Gary Nabel and a staff of
about 100 employees.

His interest in HIV gene therapy, supported by NIAID for the past 10 years,
began with basic research and progressed to clinical studies. He and his
colleagues developed Rev M10, a competitive inhibitor of the HIV Rev
protein, which is required for HIV replication. The Rev M10 gene, when
introduced into cells, makes a protein that prevents authentic REV from
binding to the cell, thereby short-circuiting HIV's replication cycle. In 1996,
they reported on the first HIV gene therapy trial, in which three HIV-infected
patients had been infused with their own CD4+ T cells that had been
modified with the Rev M10 antiviral gene. The scientists found that CD4+ T
cells containing Rev M10 survive longer in the blood than unmodified cells,
with no adverse side effects. His group continues work to improve this novel
therapeutic strategy.

Nabel is also one of the first researchers to develop a DNA-based therapeutic
vaccine against cancer. He and his colleagues have used direct gene transfer
to introduce therapeutic proteins into patients with melanoma. Their clinical
studies were among the first to demonstrate the feasibility and safety of this
approach. NCI has supported this research for 8 years.

He also has applied his gene therapy expertise to the deadly Ebola virus. In
late 1997, Nabel led a group of researchers who reported on their successful
experiments in guinea pigs showing that a DNA-based vaccine could
generate protective immune responses to Ebola virus.

Nabel graduated magna cum laude from Harvard College in 1975. He then
entered the university's M.D.-Ph.D. program, completing his Ph.D. in 1980
and his M.D. 2 years later. He continued to divide his time between research
and medical training. From 1980 to 1984, he worked as a postdoctoral
research fellow in the laboratory of immunopatho-logy at Dana Farber
Cancer Institute in Boston. Meanwhile, after completing his medical degree,
he pursued an internship and residency training in internal medicine at
Boston's Brigham and Women's Hospital. In 1985, he joined the laboratory
of Dr. David Baltimore at the Whitehead Institute in Cambridge, working
there for 2 years as a research associate. Baltimore, now president of
California Institute of Technology, chairs the NIH AIDS vaccine research
committee.

http://www.nih.gov/news/NIH-Record/04_06_99/story01.htm
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In 1987, Nabel became an assistant professor of internal medicine and
assistant professor of biological chemistry at the University of Michigan. He
also was named an assistant investigator of the Howard Hughes Medical
Institute there.

Nabel has served on several NIH advisory committees, including the NIAID
AIDS research advisory committee, which he chaired from 1996-1997.

Last year, he was elected a member of the Institute of Medicine of the
National Academy of Sciences. In addition to his faculty positions, Nabel
has been director of the Center for Gene Therapy at the University of
Michigan Medical Center since 1997, and codirector of the University of
Michigan Center for Molecular Medicine since 1994. He currently is
associate editor of the Journal of Virology and the Journal of Clinical
Investigation and serves on the editorial boards of several other journals.

His wife, Dr. Elizabeth G. Nabel, professor of internal medicine and
physiology at Michigan, will join NHLBI as director of clinical branches.

Up to Top

http://www.nih.gov/news/NIH-Record/04_06_99/story01.htm
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Jorlly Ercckesan

Cornerstone Dedication Ceremony for the
Dale and Betty Bumpers Vaccine Research Center
June 9, 1999

DRAFT - 9:00 am — May 26

Program of Events [D R A F T]

Pre-Program:
The event is to be located in a large tent situated outside the NIH Clinical Center in
the vicinity of the construction site for the new building.
e While waiting for ceremony to begin, the general audience will be entertained by
live music. We propose to include the following:
- The World Children's Choir, a highly regarded group that has
previously performed at similar events
- A jazz musical ensemble, if available
¢ Beside the main tent, there will be a Holding Area with light refreshments in
which speakers and guests of the Bumpers will wait with NIH Director Dr.
Varmus and Secretary Shalala. We anticipate the President will first stop here
when he arrives and greet the principals before entering the main tent.

Program:
We propose the following agenda:

1. Dr. Varmus — offers a brief welcome and introduces the Secretary (
/7 2. Sec. Shalala — delivers remarks, introduces the President ’}, 5
V 3. President — delivers remarks a9 10
4. Unveiling of the cornerstone §’

5. Following the unveiling, a memento (cornerstone miniature) will be
QJ\)JW\ presented to the Bumpers

0 ~ \ 6. Dale Bumpers (and possibly Betty Bumpers) — to deliver remarks 5
%:ﬁ}r \7‘;.\.\

Conclusion of Ceremony:-some final remarks by Dr. Varmus will end witha 3
song-bydthie World Children’s Choir

* Note - Senator Harkin, who initiated the effort to name the building, is being
considered as a possible candidate to give remarks.

fre—
&ept-Ceremony Scientific Briefing:
NIH is proposing to provide a briefing on the AIDS vaccine. It will be held near
| the tent in the nearby Conte Building (Building 49) in the first floor conference room.




Proposed Briefing Relating to AIDS Vaccine Research
Building 49, NIH Campus

June 9, 1999
. Harold Varmus, NIH Director-- Overview/Introduction
. Anthony Fauci, NIAID Director-Need for an NIH vaccine, domestic and global levels;

NIH successes in developing specific vaccines that have profound impact worldwide.

. Neal Nathanson, Director, Office of AIDS Research-The new Vaccine Research Center
as part of NIH’s broad strategy for developing an AIDS vaccine; coordination of
intramural (on NIH campus) and extramural (grants around the country) efforts.

. David Baltimore (Caltech), head of NIH’s AIDS Vaccine Research
Committee—Innovative approaches for developing an AIDS vaccine; pipeline of scientific
ideas and filling in the gaps in knowledge.

. Gary Nabel, new head of NIH’s Vaccine Research Center—Vision for the new VRC.

Large, colorful posters will be used; no slides.

Additional people in attendance: Secretary Shalala, Sandra Thurman, the Bumpers(? where
would their “event guests” go?), Armold Levine (author of The Levine Report that called for
more effort on vaccines), Gerry Keusch (head of NIH’s Fogarty International Center), Bill Paul
(former head of OAR), Richard Klausner (director of NCI), Michael Gottesman (NIH Deputy
Director for Intramural Research), Peggy Johnston (NIAID, head of vaccine development), John
LaMontagne (NIAID deputy director), Carole Heilman (NIAID), Jack Whitescarver (OAR).
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Wednesday, June 9, 1999

SCHEDULE OF THE PRESIDENT

FOR
WEDNESDAY, JUNE 9, 1999
Draft Schedule
SCHEDULING DIRECTOR: STEPHANIE STREETT
HOME: 202-332-5651
OFFICE: 202-456-2823

WHCA PAGER: 4824

WEATHER: WASHINGTON, D.C.

June 2, 1999 (4:29PM)



Wednesday, June 9, 1999

Schedule of the President

for
Wednesday, June 9, 1999
Draft Schedule
DOWN UNTIL 12:00 PM
12:00 pm- MEETING
12:15 pm LOCATION TBD
Staff Contact: John Podesta
TBD BRIEFING
LOCATION TBD

Staff Contact: Thurgood Marshall, Jr.

1230 pm THE PRESIDENT departs The White House via motorcade en route
Marriott Wardman Park Hotel
[drive time: tbd]

12:40 pm THE PRESIDENT arrives Marriott Wardman Park Hotel
12:45 pm- REMARKS TO CIVIL RIGHTS LAW ENFORCEMENT
145 pm ROUNDTABLE

LOCATION TBD

Marriott Wardman Park Hotel

Remarks:

Staff Contact: Thurgood Marshall, Jr.
Event Coordinator:
PRESS TBD

1:55 pm THE PRESIDENT departs Marriott Wardman Park Hotel via motorcade
en route National Institute of Health Campus, Bethesda, Maryland
[drive time: tbd]

225 pm THE PRESIDENT arrives National Institute of Health Campus

June 2, 1999 (4:29PM)




Wednesday, June 9, 1999

230 pm- MEET AND GREET
240 pm ROOM TBD
National Institute of Health
Staff Contact:
Event Coordinator: Laura Graham
CLOSED PRESS

2:45 pm- DEDICATION CEREMONY FOR THE DALE AND BETTY BUMPERS
3:30  pm VACCINE RESEARCH CENTER

OUTDOOR TENT

National Institute of Health Campus

Remarks: mé AVLYS QL)-V

Staff Contact: Bruce Reed, Sandra Thurman

Event Coordinator: Laura Graham

OPEN PRESS

Note: There will be approximately 800 guests in attendance.

340 pm THE PRESIDENT departs National Institute of Health Campus via
motorcade en route The White House
[drive time: tbd]

410 pm THE PRESIDENT arrives The White House
TBD HOLD FOR POSSIBLE CONGRESSIONAL MEETING
LOCATION TBD

Staff Contact: Larry Stein

EVENING OFF

BC/HRC RON THE WHITE HOUSE
WASHINGTON, DC

June 2, 1999 (4:29PM)
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Gregory Roa

OCPL

Office of the Director
NIH

: Tel. 301-496-5787

: Fax301-496-0017

Email greg.roa@nih.gov
| facsimile transmutta
i
! To: TODD SUMMERS Fax: 202-456-2438
‘ From: GregRoa, N\t/oD Date: 05/26/99
. Re: Seeking Approval of VRC Invitation Pages: |
' Text
cc: Todd Summers
x Urgent X For Review Please Comment Please Reply O Please Recycl

Mr. Summers, Anne Thomas asked me to send you the attached language for the VRC
' invitation. If you have any questions or commerts, please contact me, Greg Roa, at
Tel 301-496-5787

Fax 301-496-0017

Email greg.roa@nih.gov
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05/26/99

15:32 FAX 301 496 0017 OFFICE OF COMMUNICATIONS doo2

Donna E. Shalala
Secretary of Health and Human Services
and
Harold Varmus
Director, National Institutes of Health
request the pleasure of your company
at the
Cornerstone Dedication Ceremony
for the
Dale and Betty Bumpers
Vaccine Research Center

On the afternoon of
Wednesday, June 9, 1999

National Institutes of Health
9000 Rockville Pike
Bethesda, Maryland

Please respond by Monday, June 7, to Ms. Judy Grosberg , 301/496-6756:;
. this number will also provide a recorded message with the time of the

|

ceremony. Please inform us of any special accommodation needs.

Guests must present this card to gain entrance to the ceremony tent.

S«:eating will begin one-and-a-half hours prior to the ceremony.



Hacald Vacmus
Director of the National Institutes of Health
requesis the pleasure of your company
at the
ConNBRSTONE DepicaTioN COREMONY
(or the

DALE AND BETTY BUMPERS
VACCINE RESEARCH CENTER

Thursday, Apeil 29, 1999
10:00 a.M.

National Instituter of Health
3000 Rackville Pike
Detheada, Maryland

Please respond by Apail 19 to Ms_ Judy Grasberg « 301/176-6754
All guents ouid be acried by 9 90 A M.

PMene inlotm w1 of any special sccommodation needs.

X
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VACCINE RESEARCH CENTER EVENT

June 9, 1999
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Program/Agenda
Scientific Briefing
Logistics

Other Principals



FAX TRANSMISSION

NIH OFFICE OF AIDS RESEARCH

BuiLbING 31, RoomMm 4C0O2
BETHESDA, MD 208092
30 1 -498-0357
Fax: 301-496-2( | B

To: Todd Summers Date: May 20, 1999

Fax #: 202-456-2438 Pages: 6, including this cover sheet.
From: Wendy Wertheimer

Subject:  Status of AIDS Vaccine Research at NIH

COMMENTS:

Todd,

Here is the background document prepared for you regarding the status of AIDS vaccine
rescarch. We can also send you the file via e-mail. Talk to you soon.

| Sud/188d 222 'ON 9€:01 66-02/50
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May 1999
STATUS OF AIDS VACCINE RESEARCH AT NIN

In his commencement sddrass at Morgan State Univarsity on May 18, 1987, President
Clinton asked the nation to commiit to creating a vaccine against AIDS within 10 years.
To sccelerate this quest, he announced that a new Vaccine Research Center would be
established at the National Instibitas of Health (NIM).

Last ysar, AIDS vaccine advocatss marked the anniversary of this announcement by
designating May 18 as AIDS Vaccine Awareness Day. Communities nationwide
organized teach-ina and other aotivities to educete pacple about AIDS vaccine research
and to honor the several thousand U.S, valunteers who have already participated In
clinical trials of exparimantal AIDS vaccines. The Nationa! institute of Allergy and
Infactious Diseases (NIAID) supported their efforts by coordinating national media
contacts. Simllar events are planned again this year to mark thie anniversary.

This document summarizes prograss in NiH-sponsored AIDS vaccine research In
the two years since the President’s commencement address at Morgan State
University.

¢ Since the announcement of the new Vaccine Research Center, and even before
building began, a cors group of NIH scientists with axpertise in immunolegy,
virology, and vaccine development has met regularly to help develop the concept of
the "Center without walls."

¢ Construction of the $30 million, 50,000-square-foot Canter building started in August
1988 and is expected to be complated in mid-2000. When fully operational, the
atate-of-the-art facliity will house around 100 gclentists and support staff. The
sclentists will be able 10 take a vaccine from concept through vaccine design and
pilot-lot production.

¢ On April 11, 1889, Dr. Gary Nabe! of the University of Michigan was named the
Canter's first director, Dr. Nabel has begun recruiting scientific staff and charting the
Center's ressarch course. He is a superb sclentist who has excelled at the frontiers
of virology, immunology, gene therapy, and molecular biclogy. His research career
has focused on developing gene therapy for AIDS and novel vaccine strategies
against cancer and the Ebola virus.

¢ This gummer, the NiH will dedicate the cornerstone of the Center building. The event
is being planned to include the President and Health and Human Services Secretary
Donna E. Shalala as well as former U.S. Senator Dale Bumpsrs and his wife Betty
Bumpers. The bullding will e namsd the Dale and Betty Bumpers Vaccine
Research Canter.

¢ NIH has increased funding for AIDS vaccine research by 100 percent since FY
1895. In FY 1009, funding for AIDS vaccine resaarch incressed by 30 parcent over
the previous year to about $194 million. The President's NIH budget request for FY
2000 includes $204 million for AIDS vaccine research:

| opp-zopd zzz'ON 95:97 66/02/58
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¢

In May 1988, NIH Director Dr. Harold Varmus named Dr. Neal Nathansan as new
dirsctor of the NiH Office of AIDS Research. Dr. Nathanson, a world-renowned
virologist from the University of Pennsyivania Medical Centsr, has a broad
background in virology, epidemiology, and public health and Is a member of the NIH
AIDS Vaccine Research Committes chaired by Dr. David Baltimore.

In Septembar 1998, Dr. Margaret (Peggy) |. Johnston rejoined NIH to assums two
key posts in AIDS vaccine research at the National Institute of Allsrgy and Infactious
Diseases (NIAID). She is Assistant Director for HIV/AIDS Vaccines at NIAID, a
newly created position; and Associate Director of the Vaccine and Prevention
Research Program in NIAID's Division of AIDS. Dr. Johnston retumad to NiIH after
serving two years as the tap scientific adminiatrator at the International AIDS
Vaccine Initiativa, a renowned not-for-profit organization whose mission is to foster
the devalopment of safs, effective, and accessible prevantive HIV vaccines for use
throughout the world,

With the appointments of Drs. Nathanaon and Johnston, and the establishment of an
entiraly new Vaccine Research Center led by Dr. Nabel, the NIH AIDS vaccine
program hag developad 8 strong leadership base and infrastructurs for AIDS
vaccine development. ,

)
¢ The AIDS Vaccine Research Committes, chaired by Nobal Laureste Dr. David

Baltimore, was formed in early 1897 to improve coordination of NIH-supported AIDS
vaccine activities. It has provided guidancs to the NIM in developing a
comprehansive ressarch program aimed st developing a safe and effective AIDS
vaccine. It has also advised the NIH about sclentific opportunities, gaps in
knowledge, and future directions of AIDS vaccine research, most notably
contributing to the genesis and scisnce of the Innovation Grant Program. A
workshop co-sponsored by NIAID and the AVRC on May 3-6, 1999, brought
together more than 700 researchers to discuss new rasearch findings in MIV vacecine
development.

¢ Since 1887, more than 3,000 non-HIV-infacted veluntaers have enrolled in 52

NIAID-supported preventive vaccine studies (S0 Phase 1 safety studias: two Phase
2 sufety and immunogenicity studies) involving 27 vaccines. These trials have baen
conducted primarily at six univeraity-based AIDS Vaccine Evaluation Group (AVEOQG)
sites nationwide. NIAID's HIV Pravention Trials Netwark (HIVNET), which includes
international as well as U.S. sites, and NIAID investigators in Bethesda have also led
or helped conduct some of thase trials.

Earlier this yaar, NIAID opened the first AIDS vaccine trial in Africs, an important
step for global vaccine development. This small study in Uganda will help detsrmine
if i is necessary to tallor-make vaccines for differant parta of the warld. The vaccine
being tested is based on subtyps B, the HIV variant most often found in the United
States and Europe. The researchers will dstermine Iif the immunized volurteers
davelop immune responses that in lsboratory experiments eroas-react to tha two
other HIV subtypes, A and D, the cause of most Infactions in Uganda.

NIAID has initiated clinical trigls of several novel vaccine approaches in the past two
years. One trial is testing novel routes of immunization. The vaccine is applied
topically to the molst tissues lining the vagina, ractum, and other mucosal surfaces

0B -cukid 222 "ON 92:01 668250
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whers most HIV infections are acquired. A sscond study employs 8 non-disease-
causing form of Saimonelia bactsria to present an HIV protein to the immuns
system. Thia is the first vaccine that NIAID has funded sll the way from the
isboratory to clinical trisls without industry sponsorship. A third study is combining a
new adjuvant (GM-CSF) with an experimental vaccine to see if the adjuvant can
enhance the Immune responses stimulated by the vaccine.

¢ InJune 1987, NIAID initiated its second intarmediate-size AIDS vaccine trial and
quickly completed snroliment of 420 volunteers. The Phase 2 trisl is testing &
combination of two different vaccines. This stratagy offers the advantage of
stimulating both components of the inmune system. One vaccine, based on's
harmiess canarypox virus designad to carry genes coding for a few plecas of MIV,
primarily stimulates cellular immune responses that kill HIV-infected cells. The other
vaccine, a genetically engingered surface protein of HIV (gp120), primarily
stimulates anti-HIV gntibodies. Resesrchers are completing their analysis of the trial
data. Trials that are ongoing and planned will assess modified versions of the
canarypox-based vaceine to see if they stimulate better inmune rsaponses. The
data from all these studies will form the basis for a future decision about proceeding
to larger-gcale efficacy trials that will determine if the vaccine protects against HIV
infection.

¢ In June 1898, the first efficacy trial of an AIDS vaccine in tha United States got
underway. Although the trisl is funded primarily by the vaccine manufacturer,
VAXGEN, NIAID will collaborgte with the company on anclillary studies of the
samples they will collect. The trial, which is testing a bivalent subunit vaccins made
from the gp120 surface protein of MIV, is expected to last three years and enroll
5,000 paople in the United States, Canada, and the Netharands.

NIAID's Restructured AIDS Vaccine Program

New Initiatives have been launched by NIAID's Division of AIDS to enhance

opportunities for vaccine discovery and to help move vaccine concepts from basic

rasearch through clinical trials. The overall objective is to increase the number of new,

innovative and promising vaceina concepts flowing through the pipsline.

¢ Innovation Grant Program for Approaches in HIV Vaccine Research. In Septembar
1997, NIAID announced the selection of the first 49 grantees for & new program to
foster innovative resesarch on AIDS vaceines. More grant awards have subsequently
been made; the current total is 97. The Innovation Grant Program encourages early
exploration of noval and inncvative vaccine concepts and attempts to sttract
scientists currently working in other areas.

¢ HIV Vaccine Raesearch and Deslgn Program: This initiative supports traditional mid-
stage, targeted research, including animal model studies, to help devalop promiging
vaccine concepts.

¢ Integrated Preciinicel/Clinical Program: This program funde the iterative processes
of product deveslopment, optimization, and refinement, including clinical studies.

¢ Other programa that will be implementesd in the near future Include HIV Vaceine
Design and Devalaopmerit Teams, which will sdvance vaccine coficepts o the
product stage, a program to encourage innovative rasearch on improved

technologias for svaluating immune responses, and resources to help advance
products from preclinical to clinical research.

388 PBdd c2c 0N 9£:a7 66/02/50
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¢ NIAID has begun the process to restructure the AVEU and HIVNET netwarks. The
reorganization will consolidate scientific responsibility and create two comprehensive
networks for AIDS vaccine trials and non-vaccine HIV pravention research.

Recent Sciantific Advances

¢ Knowing Surfacse Structures Could Meip Biock Virus: NiH-supported scientists have
determined the 3-D crystal structures of two surface proteins of HIV, gp120 and
gpd1, which help the virus attach to cells. Studies of intermadiate molscules formed
during virus-cell fusion are helping explain the step-by-step process by which HIV
enters the cell, which could lead to new vaccine approaches for Inducing antibodies
to block its entry.

¢ Removing Sugsr Coating Improves Immunity. The outer surface protein of HIV is
coated with sugar molecules that may prevent it from being recognizsd by the
immune system. An NIAID grantes has shown that selectively delsting certain of
these sugar molecules from SIV, the monkey eguivalent of HIV, can bring the
mutant virus under immune control much faster than the normal virus. Hencs, using
similarly modified HIV molaculss aa patential veccinas may improve the immune
response.

e Testing New Vaccine Vectors: A non-dissase causing Venszuelan equine
encephalitis (VEE) virus suitable for humans was modified to carry selected HIV
genes. When given to mice, the vaccine induced both antibodies to the virus and
immune responses that killed HiV-infected cells. These experimants, and additianal
expeariments In monkeys, demonstrate the potentia! for VEE-based vaccines to
stimulate both arms of the immune system and to eontrol the level of virus. Another
novel vector, a waaksnad form of vaccinia virus called MVA, has been developed
and has been shown to induce good immune responses in rodents snd monkays.

¢ Novel Form of HiV Induces Good Immunity: Sclentists have developed a novel
vaccine bassed on HIV fusion molecules exposed only by freezing the virus in the act
of infecting a cell. This virus-cell fusion mixture, when injected into mice genatically
enginesred to ignore key human proteins on the cells, made antibodies against the
virus-cell fusion mixture. In laboratory tests, these antibodies ware able to neutralize

. 23 of 24 strains of HIV reprasenting a variety of differant genestic subtypes and all
isolated from infected individuals.

o DNA Vaccine Protects Monkeys: Several investigators have been pursuing
research on DNA vaccines. Most recently, a chimeric DNA vaccine made from
harmless genes of HIV and SV, its monkey equivalent, has shown promise in
monkey studies. The vaccine, when combined with "booster shots” made from a
specially engineersd virus carrying the same genes, seemed to protect animals later
given dosas of & live hybrid virus made from HIV and SIV. The vaccine did not keep
the animals from getting Infected but seemad to keep the hybrid virus under control,
making it undetectable in the blbod.

¢ New Tests Developed to Measure Cellular Immunity: During the past year, several
new assays to measure call-madiatad immunity have been developed. These

assays allow researchers to bettar compare the effectiveness of vaccine candidates
in stimulating critical immune responsas.

Within the federal government, seversl other agencies aiso have a role in AIDS vaccine
research. For sxample, the Centers for Diseass Control and Prevention (CDC), the
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Department of Defense (DoD), and the Food and Drug Administration (FDA are soms of
the other federal sgencies invested in AIDS vaccine development. Tha roles of these
diffarant agencies in AIDS vaccine development are related and complementary and
span the spectrum from basic research to licensure and program implementation. For
example, CDC conducts epidemiologic studies and surveillance needed to define health
pricrities, and develeps racommendations for vaccine usa. The FDA establishes
standards for the processes, facilities, and pre- and post-licensing studias needed to
ingura the safaty and effectiveness of vaccines. And the NIH supports most of the basic
and clinical research in flelds such as Immunology and microbiology that lead to vaccine
devsiopment.

5

TOTAL P.89
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DEPARTMENT OF HEALTH & HUMAN SERVICES Chlef of Staff

T

ioverg ' Washington, D.C. 20201

MAR | 1 1999

MEMORANDUM FOR THURGOOD MARSH y IR, (4 / 7
\..

I am requesting that the President join Secretary Shalala in participating in an event to
dedicate the cornerstone of the Vaccine Research Center (VRC) building now under
construction at the National Institutes of Health (NIH). The event will be held on
Thursday, April 29, 1999, at the building site on the NIH campus beginning at 10:00 a.m.
The Honorable and Mrs. Dale Bumpers will attend the event. The VRC Building is
named the Dale and Betty Bumpers Vaccine Research Facility.

The President apnounced in his commencement address at Morgan State University in
May 1997 that he would establish an AIDS vaccine research center at the NIH and
summoned the nation’s scientific and business community to make an AIDS vaccine “the
first great triumph” of the 21* century. Plans were immediately launched to erect a
building for this dedicated research facility, and construction of the VRC building on the
NIH campus is progressing on schedule with a projected completion date of May 2000.

Attendees at the event will include patient advocacy group representatives, members of
Congress, distinguished scientists, industry executives, and members of the press.
Attendance is estimated at about 800 people.

The President’s presence at this special event would further demonstrate his commitment

to the fight against AIDS and reinforce his challenge to scientists and industry to develop a
vaccine that would prevent further spread of this dreaded disease throughout the world.

Mm%

Chief of Staff

Thank you for your assistance.

Attachment

Z00@
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< THE SECRETARY OF HEALTH AND HUMAN SERVICES

WASHINGTON, D.C, 2020

MAR |1 099

MEMORANDUM FOR THE PRESIDENT

An event to dedicate the cornerstone of the Dale and Betty Bumpers Vaccine Research
Facility at the National Institutes of Health (NIH) will be held on Thursday, April 29,
1999, 10:00 a.m., at the construction site on the NIH campus. Guests in attendance at the
event will be Senator and Mrs. Dale Bumpers, members of Congress, distinguished
scientists, industry executives, members of patient advocacy groups, and members of the
press. Approximately 800 people are expected to attend.

The construction of this important “state of the art" research building began as a result of
your announcement in the Morgan State University Commencement Address in May 1997
that a vaccine research center be established at the NIH initially dedicated to developing a
vaccine against AIDS. The building is scheduled for completion in May 2000. Important
scientific achievements have been made since the development of an AIDS vaccine
became a high priority at the NIH. Though there are many scientific hurdles yet to
surmount, there is greater hope now than ever before that a vaccine against this dreaded
disease can be developed.

Your presence as a participant at this special event would underscore your support and

commitment to the fight against AIDS worldwide and would serve to reaffirm your call to
members of the G-8 to provide the necessary support to accelerate AIDS vaccine research.

Donna E. Shalala
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SCHEDULE PROPOSAL

TODAY’S DATE: 3/12/99

ACCEPT

REGRET PENDING

TO:

FROM:

REQUEST:

PURPOSE :

BACKGROUND :

PREVIOUS
PARTICIPATION:

V001

Stephanie Streett
Assistant to the President and
Director of Scheduling

Thurgood Marshall, Jr.

Secretary to the Cabinet

Invitation for the President to participate
in the dedication of the cornerstone for the
Dale and Betty Bumpers Vaccine Research
Facility at the National Institutes of Health
Campus in Bethesda, Maryland.

The President’s participation in this event
would provide an opportunity for the
President to further demonstrate his
commitment to the fight against AIDS and to
reinforce his challenge to scientists and
industry to develop a vaccine that would
prevent further spread of HIV.

In his Morgan State University Commencement
Address in May of 1997, the President
challenged the scientific and business
communities of the nation to develop a
vaccine against HIV within the next ten
years. On March 11, 1999, the President
joined Secretary Shalala in announcing the
appointment of Dr. Gary Nabel as the Director
of the Vaccine Research Center at NIH.

None
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DATE AND TIME:

BRIEFING TIME:

DURATION:

LOCATION:

PARTICIPANTS:

OUTLINE OF EVENTS:

REMARKS REQUIRED:

MEDIA COVERAGE:

VICE PRESIDENT'’S
ATTENDANCE :

FIRST LADY'’S
ATTENDANCE :

MRS. GORE’'S
ATTENDANCE:

RECOMMENDED BY:

CONTACT :

ORIGIN OF PROPOSAL:

Thursday, April 29, 1999, 10:00 a.m.

(If this date or time conflicts with the
President’s schedule, other options can be
discussed.)

None

45 minutes

NIH Campus, Bethesda, Maryland
The President, Secretary Shalala,
Mrs., Bumpers, Harold Varmus, Sandy Thurman,
memberg of Congress, patient advocacy groups,
distinguished scientists, industry
executives, and members of the press.

Approximately 800 people will attend.

The program will be determined based on the
availability of the participants.
Yes, 10 minutes.

Yes

If available.

No

No

Secretary Donna E. Shalala
Jon Jennings

Office of Cabinet Affairs
(202)456-2572

fax: (202) 456-6704

External
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Example

15:58 FAX 301 486 0017 _  OFFICE OF COMMUNICATIONS @oo2

DRAFT DRAFT DRAFT PRAFT DRAFT DRAFT

?qhbruat 1794

Al (2.5 Hrs.) visit of tHe F,iZ:At Lady,

10:00

10:03

10:08

10:23

10128

10ﬁ43

10248

11:03

il:o08

11:18
11:23
11:43
11148
12:18
12;23

12:33

Mrs. Hilary clinton,
to the National Institutes of Health

Arrive front of the NIH Clinical Center
Graeted by Dr. Harold Varmus, NIH Director

Proceed to 2nd Floor

Tour Cancer Research Labs and Patient Ward with
and Dr. Samuel Broder, Director, National Cancer
Institute and Dr. Steven Rosenberg, Chilef, Surgery
Branch,. (meet with patients?)

Proceed to 7th Floor

Tour Heart Research Labs and Patient Werd with

Dr. Claude Lenfant, Director, National Heart, Lung, and
Blood Institute and Dr. Stephen Epstein, chier,
Cardiclogy Branch, (meet with patients?)

Procead to 11th Flcor

Tour AIDS Research Labs and Patient Ward with
Dr. Anthony Fauci, Director, Natienal Institute of
Allexgy and Infectious Dissase (meet with patients?)

Proceed to 13th Floor

Tour Pediatric Ward with Dr. Broder and Dr. Philip Pizzo,
Chief, Pediatric Branch (meet with patients?)

Proceed to NIH Library

Meet with ICD Directors and oD Senior staff
Proceed to Masur Auditorium

Speak at Masur

Depart rear of Clinical Canter

Visit children’s Inn at NIE

Depart NIm
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DALE BUMPERS AND BETTY BUMPERS

The Dale and Betty Bumpers Vaccine Research Center is named in honor of two
accomplished and tireless advocates of immunization who recognized it as a key to public health
in the United States and around the world.

Dale Bumpers is best known for his long and distinguished career in public service in the
U.S. Senate and his home state of Arkansas. His father, a member of the state legislature,
instilled in him from an early age an interest in politics and government, and a deep sense of civic
responsibility; discussions of local and national affairs were the centerpiece of the family dinner
table. Early on, Dale Bumpers worked as a small-town attorney, owned and operated a hardware
store, raised cattle, and became active in community affairs. He served in the Marines during
World War II and returned to finish his education at the University of Arkansas and Northwestern
University Law School. He ran for governor of Arkansas in 1970, defeating a former governor in
the Democratic primary, and went on to serve Two terms. During his first term, he became
interested in the cause of childhood vaccination, thanks to his wife, Betty.

Dale Bumpers was elected to the U.3. Senate as an Arkansas Democrat in 1974 and was
eventually reelected three more times. He became especially known, on Capifo] Hill and
throughout the nation, as a compelling orator and for his brilliant leadership on issues close to
Americans’ lives, such as health care, medical research (he has been a great friend of the NIH),
education, homelessness, preservation of the: environment, and the U.S. defense budget and
strategy in the post-Cold War era.

Betty Bumpers has also enjoyed a long and distinguished career in service to the people
of Arkansas, to the United States, and to the cause of child immunization. A former art teacher,
she attended Towa State University, the University of Arkansas, and the Chicago Academy of
Fine Arts. Being a devoted mother of three children, she said, led her to dedicate her life to issues

affecting children’s health. She first became interested in child immunization when her husband
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was a new governor. To maximize the promise of newly developed vaccines, The Centers for
Disease Control asked all state First Ladies to lend their efforts to childhood immunization in
their states. At the time, Arkansas had one of the lowest immunization rates in the United States.
After Mrs. Bumpers set up a model system to immunize Arkansas children, the state eventually
achieved one of the highest immunization rates and became a national model for other states. As
she advocate for the immunization cause, she developed an expertise in working with public
health officials and the political community to get the vaccination message out and put delivery
systems into place. These skills served her weli when she and Senator Bumpers came t0
Washington, DC.

In Washington, Mrs. Bumpers worked on immunization issues with other state
governors’ wives, including Rosalynn Carter of Georgia. When Jimmy Carter was elected
president, Mrs. Bumpers contacted the new administration, explained the deficits in our country’s
immunization program, and urged that something be done to improve it. Her advocacy, and Mrs.
Carter’s, led to the 1977 National Childhood Immunization Initiative. Mrs. Bumpers and Mrs.
Carter have also been credited with the existence of laws, now in every state, pertaining to
vaccination at entry into school. As a result of these laws, over 95% of American children are
immunized by the time they enter school.

Dale Bumpers worked tirelessly during his Senate career to bring vaccines and vaccine
research to the attention of his colleagues and the American public. He became so well informed
on issues surrounding immunization and vaccine-preventable diseases that Walter Orenstein,
M.D., director of the National Immunization Program at the Centers for Disease Control, terms
him a colleague and a world-class expert. The Senator consistently worked for the control and
elimination of measles, and of polio; his efforts are one important reason that polio will soon be
eliminated from the earth. In other efforts, he supported the purchase of Haemophilus influenzae
type b vaccine. He convinced his colleagues that vaccines sav.c money; for example, it is

estimated that for every dollar spent on diphtheria-tetanus-pertussis vaccine, more than $30 is
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saved in direct medical care costs. He obtained federal funding for state outreach programs to
buy and administer vaccines. During lean times for domestic programs in the 1980s, he made
sure funding levels of the national immunization program were maintained. He led efforts to
establish a program to reward states, through grant incentives, for high immunization levels. He
advocated preparing for outbreaks of vaccine-preventable diseases by establishing a stockpile of
vaccines and supported their emergency purchase. He co-sponsored the first bill on Federal
compensation for vaccine-related injuries.

Dale Bumpers also recognized that the public-health infrastructure was eroding, and had
the foresight to provide a way to reverse that trend. The infrastructure resources that he helped
put into place represent the operational heart of every current immunization program in the
United States. On the Senate Appropriations Committee, he consistently supported both
laboratory research and cpidemidlogical studies in the control and prevention of disease, and saw
the wisdom of coordinating U.S. national immunization efforts with other government programs,
such as the Women, Infants and Children program.

Betty Bumpers, too, has gone on to more achievements on immunization issues. In 1991,
she and Rosalynn Carter started a campaign called “Every Child By Two,” spurred, in part, by a
measles epidemic in 1989-1991 which brought the issue of childhood vaccination home to
Americans. Over 55,000 cases of measles were reported to the Centers for the Disease Control;
more than half were in non-immunized youngsters of preschool age. One hundred twenty-three
people died of the disease. For the past eight years, Every Child By Two has worked toward the
géals of ensuring that all children in America - including those who are medically underserved,
have no or inadequate health nsurance, are undocumented residents, or live in high-risk areas —
are immunized on schedule from birth to age two, and that immunization delivery is
institutionalized nationwide. Mrs. Bumpers travels the United States, meeting with grassroots
immunization workers and encouraging and facilitating public-private and managed-care

partnerships and school-based immunization clinics.
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In recent years, Mrs. Bumpers has also worked on the global campaign to eradicate polio.
In March 1998, she was invited to travel with a delegation to Cote d’Ivoire and Zimbabwe as part
of the “Kick Polio Out of Africa” campaign and Africa’s annual “National Immunization Days.”
She met with African health leaders and other diplomats, mingled with citizens, and even
administered oral vaccines to children.

Mrs. Bumpers has served on the National Vaccine Advisory Committee and as a
longtime member of several boards, including the National League for Nursing. In 1982, she
founded Peace Links, today a national, non-profit organization that mobilizes citizens to work for
violence prevention and peace building in their communities and around the world.

Dale and Betty Bumpers have received many national awards and honorary doctorates.
Together, they have received the March of Dimes Citizen of the Year Award, the Excellence in
Public Service Award from the American Academy of Pediatrics, and the Maxwel} Finland
Award from the National Foundation for Infectious Diseases.

Dale Bumpers retired from the Senate in 1998. Today, he is director of the Center for
Defense Information in Washington, DC. In February 1998, he commented, in the wake of an
Appropriations Committee hearing on measles and polio eradication, “We live at a time when
government and politicians arc the targets of great criticism... While the U.S. cffort to support
smallpox eradication, polio eradication, child health and child immunization is a consequence of
enlightened self-intcrest, it also expresses our understanding, as Americans, of a responsibility to
the world and to the future. It is the U.S. government at its very best.” Dale and Betty Bumpers
are the U.S. citizenry at its very best. The National Institutes of Health is proud to name its new

Vaccine Research Center in their honor.
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SENATOR
DALE BUMPERS

A BIOGRAYHICAL
SKETCH

First clected to the United States Senate in 1973,
U.S. Senator Dale Bumpers is serving his fourth term as
a Democratic Senator from Arkansas. He was re-elecied
in 1992 with more than 60 percent of the vore.

Before joining the U.S. Senate, Bumpers scrved two
wrms as Governor of Arkansas, where he reorganiz:d
state government and trimmed the aumber of state agen-

cies from 69 to 13: doubled the number of State Parks;.

started the State Kindergarten Program and launched an
iniiative thar doubled the nurmber of doctors trained at
Arkansas® oaly medical school.

Betore entering politics, Bumpers lived in his horne
wown of Charleston. where he practiced law; operate<! a
small hardware, furnitare, and appliagce storc; raiscd
cartic; and pursued several other business interests. Dur-
ing those years, Bumpcers was active also in community
affairs, serving as city anomey. school board president,
and president of the Chamber of Commerce.

After serving in the U.S, Marine Corps for three
yeurs in the South Pacilic during World War II. Senator
Bumpers returaed to continue his undergraduate work at
the University of Arkanses, and later received his law
degree from Northwesiern University.

Bumpers is married to the former Betty Flanagan of
Charleston. They arc tho pagents of threc children, Brenat,
Rill. 2nd Brooke, and they have six grandchildren.

A champion of the taxpaycr and a foc of government
waste, Senator Bumpers fought {or a balanced budpet
long before it became a publicized national issue. He led
{he successtel battle to cancel the $12 billion Supercon-
ducting Super Collider, and he is continuing his efforts
to ground the $100 billion space station, a boondogzle
he contends ofTers few, if any, scientific bencfits. While
supporting a stong but not bloated defense, Senator
Bumpers has fought to eliminate Star Wars. a pipe dream

that would make the heavens 2 baulefield and cost citi-.

zens hundreds of billions of dollars for an illesion of
sccuriry; and the F-22, an uaneeded fighter plape that
sports a price tag of $180 million each.

From his position as the ranking member of the
Sepate Energy and Natural Resources Committec, Bumpers
alse fights policies chat uttack the common good. Call-
ing it “the biggest ongoing scam in America,” Scnator
Bumpers has. for hine years, sought to slop the giveaway
of America’s public lands. Since 1872, mining interests,
many of them foreign-owoed, have paid as little a5 $2.50
an acre for mineral-rich public lands and extracied bil-
lions of dollars worth of gold, silver, platinum and palls-
dium while paying not a penny in royaltes to Amcrican
txpayers. “Mining companies get the gold &nd the tax-
payers get the shatt,” he says of this staggering abusc of
public assess.

Also, he has fought for ncarly 20 years to bring
competition to the opcration of concessions in National
Parks, which. becausc of preferential tweatment for con-
tracts, rake in aboul $700 million a ycar but offer tax-
1p:xydcrs a meager 2.4 percent return on the use of their
and.

Senator Bumpers was one of oaly three Senators to
vote for the 1981 Reagan budger cuts but against the
reckless 1981 tax cuts. Had 2 majority adopted his posi-
tions, federal budget deficits would have been climi-
nated by 1985,

A stdent of history with a profound respect far the
intelligence. ideals and Vision of the country’s founders’
and 2 healthy skepticism of passing fads in econornic

3891 402 9120

and sociz! theory. Senator Bumpers is hesitant 1o change
the Constitution, which he calls a “xacred document,”

As 1 Senstor from a fural state and the top ranking
Democrat on the Sepate Appropriations Subcommittee
on Agriculure, Dale Bumpers has fought t protect
family farmers, 1o expand rural housing and to promote
rura! development, especially the water and sewer pro-
grams that improve the quality of life and help bring jobs
to rural areas.

A dedicated cavironmentalist. Seaator Bumpers be-
lieves we must preserve America’s natura] heritage aad
warns that America’s fate may binge on swpping and
preventing threals to our air. land, water and habitats.
And he has played a erucial role ia protecting the intcg-
rity of national historic sites, such as the Manassas Battle-
field in Virginia.

Senator Bumpers and his wifc Betty have long been
pationa) leaders in prolecting the health of children by
promoting childhood immunization. Their effores have
helped America reach a record high level of imumuniza-
tions. Since 1991, Mrs. Bumpers and Rosalyn Carter
have been actively invojved in “Every Child by Two." 2
‘program dedicated to fully immunize every American
child by the age of two.

In Junaary. 1997, Senator Baumperx became the high-
est ranking Democratic member of the Senate Enzrgy
and Nawral Resources Committce, and also in 1997
introduced the first comprehensive legislation of the
10Sth Copgress to dersgulate the elecwicity indusury.
which could save consumers billions of dollars. He also
sits on the powcrful Senatc Appropriations Committee
and is a member of the Small Business Committee.

During his tenure in the Senate, Bumpers has keptin
close touch with the people of Arkansas, making moure
than 100 appearances in the state annually.

P.B6716
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BIOGRAPHICAL DATA

Senator Dale Bumpers

Senator Dale Bumpers was first elected to the U.S. Senate in 1974 He served four terms as 3
Democratic Senator from Arkansas before he retired from the Senate at the end of 1998. Before
joining the Senate, Bumpers served two terms as Governor of Arkansas, where he reorganized
state government and trimmed the number of state agencies from 69 to 13; doubled the number
of state parks; started the State Kindergarten Program and jaunched an initiative that doubled the
aumber of doctors trained at Arkansas’® only medical school.

Before entering politics, Bumpers lived in Ehmleston, Arkansas, where he practiced law;
opcrated a small hardware, furniture and appliance stote; and raised cattle. After serving in the
U.S. Marine Corps for three years in the South Pacific during World War LI, Senator Bumpers
completed his undergraduate studies at the University of Arkansas and later received his law

degree from Northwestern University.

While in the Senate Bumpers advocated a sgong but sane defense budget. He fought to
climinate President Reagan’s Star Wars proposal, which he called 2 pipe dream that would make
the heavens a battlefield and cost citizens hundreds of billions of dollars for an illusion of
security. He also opposed the F-22, an unneeded fighter plane that sports a price tag of close to
£200 million each. A champion of the taxpayer and a foe of government waste, Senator Bumpers
fought for a balanced budget long before it became a national issue. He was one of only three
Senators to vote for the 1981 Reagan budget cuts but against the1981 tax cuts. Had a majonty
adoptcd his positons, federal budget deficits would have been eliminated by 1985.

A student of history with a profound respect for the intelligence, ideals and vision of the
country's founders and a healthy skepticism of passing fads in economic and social theory,
Senator Bumpers consistently opposed irresponsible and ill-conceived proposals to change the
Constitution, which he calls a “sacred document.”

& dedicated environmentalist, Senator Bumpers believes we must preserve America’s natural
heritage and warns that Amenca’s fate may hinge on stopping and preventing further degradation
of our natural resources, stopping global climate changes and arresting population growth around
the world.

Bumpers was named one of the ten best U.S. Senators in a poll of Washington correspondents
and was chosen as the 1op Senatc orator in a USA Today poll of Senate prcss secretarics. He was

described by the political weekly National J ournal as a Senator to whom “other Senators pay
attention.”

Senator Burpers joined the Center for Defense Information as Director in January, 1999. In that
position he continues his advocacy for a defense budget that is based on national security
considerations rather than political or economic considerations.

More Security, Less Cost
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) or 25 years the husband and wife
F team of Dale ard Betty Bumpen
have wosked together lo build
protection against infectious
ohildhood ciseases.

1 was in 1971 when my husband
was governor of Arkansas that | really go:
inderested in children’s immunlzation,”
Mrs. Bumpers recalls. The Ceners for
Diseate Contro) and Preveraion (COC)
had just askad all stale govemor’swives
1o paricipats In childhood Immuniza-
ton ciforts for the chlidhoed vaccines
thal were becoming avallable. Cam.
palgns for immunlzatlon against pollo:
n%e)ltishadbegnxlevcbppdlnlhe1960s
whenmeastesvaccne was abo llcensed.
Afewycars later cama proteciion sgaingt
mumps and rubella, -

As the state’s (Irst lady and a board
momber of the Arkarsas visiting nurse
assoclation, BettyBumpers sctupamode
system lo immunize children. ) mada iy
my cause,® she siys. At she pursued this
vigosously, the Immunization rates in
Arkansas children rose.

She learned how to work with aublic
‘health officlals, and discovered that get-
ung political clrcles interested was the

key to galvanizing pm?ams. These les- -

sons stood her Jr: pood stead when she

_-came o Washington In 1975 as the wife

of the aewly elecled sexator [rom Arkan-
13s.

It Is hardicday to appreciate what the
ahiitude towards preventable childhood
diseases was 20 years 5go. b fiscal year
1976, the budget for immurijzallon wa;

reduced (o $4.96ml)ion fram $6 2 mit-
" Jion,” recalis Or, Walter A. Orenstein,’

nowdirector o/ COC’s Nadonal lmmun!-
1atlon Program, "We were in the midst

of a major measkes epidemic with over
" §7,000 cases.”

immunizallenof chlldren had not been
organlzed,amiintereskwasuxmlratcd
an each new vaccine as it appeared. DI
Orensteln recalls; “We had dala which

showed thal as (ederalfunds (or orcasles

was to put In pla.

vacclnallon wentup, measles caseswent
dewvn, Whanfunding fel’, the cases went
up.” Foimar CDC dfficlal Dr. B Waison
ncies that “you could Lack immuniza-
ticn tevels In the counlry by what was
happening to the federa funds.”

Mrs. Bumpers pussued her cause with
other state govermnor's wives, One was
Rosalyan Cane: whose husband was the
governa! of Georg'a, So. In 1977, when
the Carters came te Washinglon as piesi-
dent ang firsttady, Mrs. Bumpers moved
quickly W take advantage of this.

“Almost singlehandedly,
Betiy Bumpers was
responsible lor the

remarkable Improvement

In immunization levels

agaliisi cliildhood diseases
n the United States.”

She wen! 0 Mni. Cater and, accord-
{ng to Dr. Alzn R. Hinman, foimey direc-
tor of the mmun{zation division atCOC,
she saldto tha (irstlady: “Yovknow {l's a
aying shame that the chlldien In’ this
country are nol yell-immunized.” Mrs.
Canter agreed arid mentioned il to her
husband, Hein tura called it to the atten-
tion of his secretary of hzalth, education
and we fave, Ioieph A Galifano, suggest-
ing the secratary might do somathing
adowt i,

_ M. Califano ls not 2 man to |gnore a
goodidea, especlaly whenitcomesfrom
his president The resul: was the Child-
hood Immunizallen Inialive of 1977,
The programhad two targels: the fint was
10 (alse to 90 percont the immunization
levels inscheolchlr’ 7y andthe second

') mechanlsm (o
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M malnialn those levels. The Caner agmin.
1 istration increased federz) funds to abowut
¢11 million. “To us it seemed an Incred-
Ible ampuntof money,” says D« Hinman.
Almost singlehandedly, continues Dr.
Hinman, Betty Bumpers was responsible
(or the remarkable improvement In im-
munization levels sgains childhood dis-
cases (n the United States.

“#when Dale Uumpers
came to Washington in
1977, he made childhood
iimmunization one of his
privritles. He convinced
his congressional
colleagues that vacclnes
were cost-effective.”

Medmwhile the senalor was abso olay-
ing a vial role. When Dale Bumpers
came to Washington In 1977, he made
childhood immunization one of his pri-
miilles. He convinced his congressional
coll eagues that vaccineswese cost-effec-
tive, acoarding to one of his lorme: staff
assistants, Mellssa Skolfteld. For every
dollar spent there was $30 or §15.saved
on the medical costs of treating prevent-
able illnesses, Senzlor Bumpers gol fed.
era) grants for state outreach programs,

clinic nurses and w help buy vaccines,
while the senator pushed junding In
Congress, Betty Bumpers, along withMrs.
Carter and the governor's wives netwark,
wai worng to gel all 50 statestorequlire
that chiidren be vaccinated by the llme
" they entered school, This mechanhim Is
suill in place today, and because ofh95
em of o' childeen are immunized

y the age’ e and vacdne prevent-

.. able diseases have sunk o record low

which were funds to enable siates to hire.

levels. Mr. Ca fano likes to tell how his
davghterwas once sent hame from school
because she did not have an adeqale
record of Immunizaitons.

Bulthesetegulations warenot enough.
There was no mechanisia o assure thal
chlidren under the age of flve were also
pratected. In 1989 measles started in-
creasing again By 1990 there was a fulk-
blown epidemlc. Cases had risen from
1,5001n 1983 :0 almost 23,000. By 1991,
over 85,000 cases, 1ncluding 160.deaths,
were reparted (o the CDC. Nearly hall of
these cases occusred amongy pre-school
chi'dren who had not been immunized.
The lesson was clear. (f vaccine prevent-
abla dlseases were \o ba -educed, apio-
grarh had to be set up to immunize (hese
youngsters,

“No two people have
Influenced Lhe effort to
iriuiize ciildreit inore

than the senator and Belly

Bompers, whether it's

through polHltical
leadership, interesting the
right groups or in gelting
pecple to work logether
towards a canmon goal.”

In January 1991, the then-chatrman of
1he Natlonal Vaccine Advisary Canonlt-
tee, Dr. Vincemt A, fulginiti, went to the
aspistantsecretaryfor healthwlih acepont
thal speiied oul the banders to preschool
immunbzation such as tnsulficlent per-
sonne), limited clinlc hours and too few
clinic locations. The report pointed owt

that 80 gercent of measies cases arong,

children aged 16 months 10 flve years

could have been prevented if they had

s’

been mmunizec In a imely manaer, So,
that same year, public health officlals
mounted a major campalgn to deaf with
missed opronunitles for prolecting cha-
dren, creating a demand (or preschoo!
mmunlzaton,

Bedty Bumpess and Rosalynn Carter,
~ho were also aware of e sluation,
mourted a parsliel campalgn entltled
Evory Child by Two. This drew adentlon
1o the need; enl!sted the fielo of natlona)
and local organtzetions; encouraged
health care providers; and promated na-
tlonal and ‘ocal progams 1o Inst'tution-
afize the Immuntration of every child by
the age of two.

“Whal's going to save us are local

health workers, both public and private, -

who are out in the field and doiag thelr
jobsas bestthey can,” fays Or. Orensteia.
“When M. Bumpers viyils them and
tells’ themn: that what they are dolng is
Important, 't stimutates thelr Intevest and
they fee! thelr effonts are belng rewarded.
She has been Invaluable.” )
Dale Bumipen’ giasp of the supjedt
impiesses Dr, Orenstein. “Here’s a US
senatorwho has <o mary things forwhlch
he Is responsible, and ye! he has made
hmself Snto a technical expert on bmnu-
nizaban, He really. understands the im-
munizatlon program and Issues. } can
talk to him as i/ he were a professional
collesgue. It's Invalushle having some-
one that knowledgeatle In the Senate.
*You have ta respect what he says
about Immwunizatton. It s always wdl
(hought through. He doesnt shoot from

the hip and he’s Innovalive.” For ex- -

ample, the senalor developed a pIogram
whereln siates are awarded moneybased
on how well they Immunize their chil-
dren, The betterthey do, the more money
they earn.

. There was lessenthusiasm for funding

* Immulzation when Ronald Reagan and

George Buch were In the White House.
BulSenatorBumpers never stopped work-
{ngforchildhood:mmunizalion. "1 those
years ho may nothave gottenmvuch inthe

way of Increases,” his wife commend
*huthe never let the level of lunds drop
“No two peop'e have Influenced t
dlont to Iramunize childien more thi
the senator and Benz Bumpers,” C
Orensteln sums up, “whelber I's throuy
polliical leadership, Interesting th2 rig
groups or In getting people to work |
gather towards a common goa),”

“Here’s a US senalor who
has so many things for
which he is responsible,

and yet he has made
himself into a teckhnical
expert on immuaization,

He really understands the
immunlzation program

and issues. , . . N's.
invaluable having
~ somcane (hat
knowledgeable in
the Senate.”

By keeping bimself Informed, Senau
Burnpess has made it easler (or publi
~ bealthofficabto d)scuss kssuss with hin

It has also pald off wiih his pelivce
colleagues. What Senator Bumpers sa
on Immunization confinues to ke &
tcn!ed o with respect by both sides of th
alsie,

According to Betly Bunipers, belng

"~ former governor’s wife and-s-scnatorl;

spoise “gives you credibility. This helg
a greal deal. Most (irst ladles calch o
very quickdy and thotoughly enjoy spor -
sorlng a good program thal especiall
benefitschildren—and there 2re noneg:
tives to that In the! )te.‘ E
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AIGHLIGHTS OF SEN. DALE BUMPERS’ AND MS. BETTY BUMPERS’
ADVOCACY OF VACCINES AND VACCINE RESEARCH

July 1997 Chaired Senate Commitiee on Appropriatons Subcommittee on Labor,
Health and Human Services, and Education hearing on the subject of “National
[mmunization Program” examimng the development of new vaccines and the
challenges these products present for providers and stales as they develop or revise
immunization strategies. In his opering remarks. Scnator Bumpers described the
hearing as an opportunity to celebrate breakthroughs on several fronts, including the
highest coverage rates in U.S. history and the development of new vaccines including
one 1o prevent rotoviruses. He stated that he hoped the hearing would focus on how
these breakthroughs have presented new challenges to public health officials
including: the maintenance of high coverage levels: the distribution of products in 2
timely fashion; and the accommodation of increased costs.

September 1998: Chaired Senate Committee on Appropriations Subcommittee on
Labor, Health and Human Services, and Education hearing on the subject of “the

Global Eradication of Polio and Measles.”

Since his Senate career begas, he has been treless in supporting the control and
elimination of measles. He supparted the purcbase of Haemophilus influenzae b
vaccine, recognized that the public sector infrastructure was eroding, and had the
foresight to provide a way 10 Tcverse that trend. The infrascructure resources that
the Senator ensured represent the operational heart of every current immunization

program in the Country.

Led efforts 1o establish a program to reward States tﬁmugh grant incentives that has
been successful in preventing unnecessary disease by obtaining and maintaining
high immunization levels.

Led efforts to prepare for outbreaks of vaccine-preventable diseases by establishing
a stockpile of vaccines and supported the emergency purchase of vaccines.

When appropriations were tight and retrenchment was the order of the day, Sen.
Bumpers ensured the continuation of the national immunization program.

Sen. Bumpers has consistently supported the global eradicadon of polio. There has
not been a case of wild virus polic in the United States for 19 years. Due to his
support, and that of international organizations such a Rotary International, it now
appears likely that a second disease--polio—will be eliminated from the earth.

P.18/16
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Through his service on the Appropriations Committee, Sen. Bumpers consistently
supported both laboratory research and epidemiological smdies in the control and
prevention of disease, as well as the coordination of U.S. immunization efforts with
other programs, such as WIC, to improve effectiveness and efficiency.

Sen. Bumpers understood that not all vaccines are totally safe, and that a
compensation program was essential to the overall success in averting vaccine-
preventable diseases. Toward this end, he co-sponsored the National Chiidhood
Vaccine Improvement Act of 1986, which would have established the Natonal
Vaccine-Injury Compensation Program as an elective alternative remedy to judicial
action for vaccine-related igjuries. A similar bill, creating a federal no-fault
compensation program for vaccine-injured children, became law later that year.

The Senator’s wife, Betty, first peaked his interest in immunization wlien he was the
Govermor of Arkansas. In 1971, the CDC had just asked all state governors’ wives
to participate in childhood immunization efforts for the childhood vaccines that were
becomiag available. Campaigns for immunization against polio had been developed
in the 1960s when measles vaccine was also licensed. A few years later came
protection against mumps and rubella. In 1972, as Arkansas’s first lady and a
board member of the visiting nurse association, Berty Bumpers set up 2 model
system (o immunize children, succeeding in getting increased support for
immunizations and improved immunization levels in Arkansas. As a result, the
Bumper's family legacy was to convert a State with the Nation's lowest
:mmunization levels and one of its highest measles rates, into a State with ope of the
highest immunization levels and one of the lowest measles rates. After Senator
Bumpers was elected to the United States Senate, and Jimmy Carter was elected
President in 1976, Betty contacted the new administration. She explained the
deficits in our country’s childhood immunization program, and urged that
something be done to improve it. This produced the 1977 Natonal Childhood
[mmunization Inidative and the beginning of an unparalleled record of support from

the Senator and Betry Bumpers.
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Every Child By Two

The Carfer/Bumper: CamPoign For Early Immunization

Betty Bumpers

Betty Bunmpers is the co-founder of Every Child by Two along with Formex First Lady
Rosalynn Carter. Betty Bumpers is the wife of Senator Dale Bumpers (retired), a mother of
three children, and a former art teacher. Bumpers received her edncation at Towa State
University, the University of Arkansag, and the Chicago Academy of Fine Arts.

During her husband’s tenure as Govemor of Arkansas, Betty Bumpers was the leader of a
successful statewide inmmunization program for children, witich was later used by the Centers
for Discase Control as a national model for other states. During the presidency of Jimmy
Cutu,shewkedwi&FnstLadyRosalymCmtctoiuplmminmmimﬁmpmgrm
stute-by-state. She and Rosalyrm Carter have bean credited with the passage of laws
mandating vaccination, st school entry which now exist in every state. As a result of these
laws,ﬂxcUnimiSmteshasa%?%plusimmmﬁuﬁmmfursdmd enterers. Realizing the
need to immunize our pre-schoal age children and the need 10 increase the immumization rates
for our pation’s wn-insured, under-msured and w-documented children, they have contmued
thar efforts through the Every (hild By Two Program.

Betty Bumpers has served on the National Vaccine Advisory Committee snd as a member of
the Board for the National Leaguc for Nursing for six years, the All Kids Count Advisory
Board, and the Family Place Project Advisory Committee for Libraries for Our Future,

haddiﬁmmha\iglmeﬁbmmdininaumumbledtwascsinourdﬂd:m, Betty
Bumpers founded Peace Links, Women Against Nuclear War, in 1982, Peace Links, an
manaﬁmalpmednmﬂmgnnmformmmwasamajorfomeh ending the Nudear Arms
race and 1s still active in all fifty states. As we move away from the Cald War, they bave re-
focused their goal towards attaining peace within our commmities by taking part in discussions
with women and children throughout the world who strive to create a better place for our
children to live.

Awards and Recognitions:

* 1998, Rotary International’s Polio Eradication Champion award for extraordinary effort
on behalf of all the children of the world to eradicate Polio,

* 1998, March of Dimes Citizen of the Year Award, presented to Senator and Betty
Bumpers for a fifetime commitraent to children’s health and the eradication of Polio.

* 1997, National Lesgue for Nursing Isasc K. Beckes Award for service to the NLN bys
non-nurse of nations] stature,

*1997, Carmg for Kids Award presented by Bell Atlantic.
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+1993, Healthy Community National Award, The Commumity Foundations

1993, The Surgeon General’s Medallion, presented by US Surgeon Generzl Antonia C.
Novello

+1993, National Immmmizstion Program Award, Centers for Disease Control
#1993, Friend of the Children Award, Southemn Early Childhood Associstion
+1993, National Council of Jewish Women Award

+1992, Pedistric Nursing Bumanitzrian Award

+1987, Distinguished Citizen Award, presesied by the Governor of Arkansss, the Arkansas
Office of Volunteerism and KARK-TV, Channel 4.

*Honorary Doctor of Lsws degrees from Hendrix College and the University of Arlansas at
Little Rock.

*Excellence in Public Service Award presented by the American Academty of Pediatrics (jomtly
with Senator Bumpers) for child advocacy.
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National Institutes of Health

June 1999

m Vaccine Research a# A7#

Vaccines provide safe, cost effective and efficient means of preventing illness, disability and
death from infectious diseases. Indeed, vaccines are the only human interventions that have
actually eradicated diseases: the last case of smallpox on earth occurred in 1977, and polio has
been eradicated from the western hemisphere, the western Pacific region, and virtually all of
Europe. The complete elimination of polio, and perhaps other, vaccine-preventable diseases, 1s
within our grasp. In the United States, the progress against many infectious diseases has been

dramatic:

The impact of vaccines in the United States
Disease Peak incidence (year) ;998 cases (preliminary
ata)

Diphtheria 206,939 (1921) 1
Measles 894,134 (1941) 89
Mumps 152,209 (1968) 606
Pertussis 265,269 (1934) 6,279
Polio, paralytic ]

)
(wild poliovirus) 21,269 (1952) 0
Rubella )

}
(German measles) 57,686 (1969) 345
Rubella, congenital 20,000 (1964-5) 5
syndrome

The National Institutes of Health (NIH) supports much of the basic and clinical research that
leads to vaccine development. The National Institute of Allergy and Infectious Diseases, whose
core scientific disciplines — immunology, microbiology and infectious diseases — underpin
vaccine development, leads the NIH vaccine research effort. Other NIH Institutes involved in
vaccine research include the National Cancer Institute, National Center for Research Resources,
National Eye Institute, National Institute of Arthritis and Musculoskeletal and Skin Diseases,
National Institute of Child Health and Human Development, National Institute of Dental and
Craniofacial Disorders, National Institute of Diabetes and Digestive and Kidney Diseases,
National Institute on Drug Abuse, and National Institute of General Medical Sciences. This

document summarizes recent progress and ongoing challenges in NIH vaccine research.
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Recent Successes

Infant diarrhea

NIH research spanning 25 years recently culminated in the licensure of a vaccine against
rotavirus, a leading cause of life-threatening childhood diarrhea. Widespread use of the rotavirus’
vaccine promises to reduce the 160,000 emergency room visits and 50,000 hospitalizations
caused by rotavirus infections each year in this country. Global use of the vaccine could
significantly lessen the impact of rotavirus diarrhea, which affects 130 million infants and
children each year, resulting in more than 870,000 deaths.

Meningitis

After decades of research by scientists at NIH and in private industry, three new vaccines were
licensed in the late 1980s to protect young children from the bacterium Haemophilus influenzae
type B (Hib), a microbe that causes meningitis, deafness and approximately 400,000 deaths
worldwide each year. The new vaccines use conjugate vaccine technology, in which Hib’s
polysaccharide coat is linked to a protein that acts to boost immunity in infants. More than 35
countries, including the United States, have added these vaccines to their immunization
programs. Hib disease has been dramatically reduced wherever the vaccine has been used.

Whooping cough

Pertussis, or whooping cough, is a highly contagious respiratory disease that affects more than 50
million people worldwide and causes an estimated 350,000 deaths each year, primanly among
infants. In the early 1990s, NIH-sponsored clinical trials conclusively demonstrated that
acellular pertussis vaccines, which use only part of the pertussis bacterium, were highly effective
in protecting infants against whooping cough, with fewer side-effects than the whole-cell
pertussis vaccine that had been in use for many years.

Hepatitis A

Worldwide, more than 1.4 million cases of hepatitis A virus infection occur each year, mostly in
countries with poor sanitation. This food- and water-borne disease also accounts for one-third to
one-half of all hepatitis cases in this country. Although only about 25,000 cases are actually
reported, as many as 130,000 cases of hepatitis A infection are estimated to occur each year in
the United States. A strain of hepatitis A virus (HAV) developed by NIH scientists led to the
production of the first commercially available hepatitis A vaccine in 1995. A single dose of the
vaccine is protective. With a booster in 6 to 12 months, the vaccine is expected to protect against
hepatitis A for up to 10 years. The new HAV vaccine is now available in 45 countries.

Lyme Disease

Late last year, the Food and Drug Administration approved the first vaccine against Lyme
disease. In 1981, NIH scientists discovered Borrelia burgdorferi, the microbe that later would be
identified as the cause of Lyme disease. In the mid-1980s, NIH-supported and other researchers
identified a protein, OspA, on the outer surface of the microbe that caused an immune response
in humans. In the early 1990s, NIH-supported researchers developed an OspA-based vaccine
that protected mice from infection. The recently approved vaccine also is based on the OspA
protein.
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New Vaccine Strategies

Nasal Spray Vaccine for Influenza

In a large clinical trial supported in part by NIH, an experimental nasal spray vaccine tested in
children provided 93 percent protection against the flu and, unexpectedly, 98 percent protection
against ear infection, a common complication of the flu. Children experience the highest
incidence of flu, two to 10 times that seen in adults, and are a common source of its spread to
adults and to other children. The vaccine is made from live but weakened influenza viruses
adapted 1o grow only at cooler temperatures, such as those found in the nasal passages, but not in
such warm respiratory environments as the lungs. Thus, it induces immunity without actually
causing disease.

Edible Vaccines

In 1998, researchers demonstrated that an edible vaccine can safely trigger significant immune
responses in people. Volunteers in the NIH-supported study ate bite-sized pieces of raw potato
that had been genetically engineered to produce a protein secreted by Escherichia coli, a
bacterium that causes diarrhea. NIH-supported scientists are using this technique to develop
edible vaccines targeted against intestinal pathogens such as Norwalk virus, a common cause of
diarrhea, and hepatitis B virus. Edible vaccines would be particularly useful in developing
countries, where storing and administering traditional vaccines are often major problems.

DNA Vaccines

Perhaps the most exciting new experimental vaccine technique, DNA vaccination involves the
injection of DNA from a disease-causing organism directly into the body. The DNA is used by
the body’s own cells to make the “foreign” proteins, which then stimulate an immune response.
The DNA can potentially result in lifelong protection. And since the vaccine contains only a
fragment of the organism’s genetic matenal, it will not cause disease. DNA vaccines are
inexpensive, easy to make, and don’t need refrigeration, qualities that make feasible their
widespread use in developing countries. DNA vaccines for malaria, influenza, and HIV have
been tested in humans and NIH researchers recently developed a DNA vaccine that protected
monkeys from rabies.

Genome Sequencing

Numerous projects are underway to sequence the genetic instructions, or genomes, of disease-
causing microbes. These initiatives promise to speed vaccine and drug development. In 1998
alone, NIH-supported researchers reported the complete genomic sequence of three important
pathogens: the agents of chtamydia, syphilis and tuberculosis, as well as the sequence of one of
the chromosomes of the malaria parasite Plasmodium falciparum. The new genomic sequence
data promise to provide important insights regarding the components of these organisms that
might be incorporated into candidate vaccines.

Ongoing Challenges

Tuberculosis

Last year, tuberculosis (TB) claimed the lives of nearly 3 million people, more than any other
single infectious disease. Clearly, an effective TB vaccine is needed. NIH is using a two-tiered
approach to develop a TB vaccine: basic research into the cellular events that occur during

TOTAL P.16
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disease and the host immune response to infection with the TB bacterium; and applied research
into vaccine candidates. Several experimental vaccine approaches appear promising, and the NIH
recently joined forces with public- and private-sector health agencies to formulate a "blueprint”
to speed TB vaccine development.

Malaria

Between 300 million and 500 million cases of malaria occur worldwide each year and every 20
seconds, a child dies of the disease. As part of the Multilateral Initiative on Malaria coalition,
NIH works with research organizations and agencies from around the world to enhance
international collaborations, encourage the involvement of scientists from malaria-endemic
countries, and identify additional malaria research resources. NIH recently bolstered its long-
term commitment to malaria research with a multi-year research plan designed to accelerate the
development of a malaria vaccine. The plan includes: establishing a repository of well-
characterized malaria reagents to improve worldwide access to malana research materials;
expanding efforts to sequence the genomes of malaria parasites; and expanding current malaria
vaccine production and evaluation efforts through collaborations between NIH scientists and
graniees.

HIV/AIDS

The development of a safe and effective vaccine for HIV infection remains the "holy grail” of
AIDS research. NIH funding for HIV/AIDS vaccine research increased by nearly 80 percent
between FY 1995 and FY 1999. As part of this expanded effort, NIH has awarded numerous
grants to foster innovative research on HIV vaccines, and is invigorating and reorganizing its
vaccine clinical trials effort. In addition, NIH has established a Vaccine Research Center on the
NIH campus to stimulate multidisciplinary vaccine research.

Recent studies supported by the NIH have assessed so-called "vectored vaccines”: harmless
viruses which are genetically altered to make HIV proteins. These vaccines have been
administered to volunteers in combination with a separate vaccine made of a purified HIV
protein. Results have been encouraging: in phase | and phase Il studies, the combination
approach has appeared safe and evoked several types of immune responses that may have a role
in protection from HIV. NIH-funded researchers are now comparing three different vectors, as
well as other HIV proteins to determine which combination produces the most robust immune
response. Meanwhile, a large-scale study of a vaccine based on the surface proteins of two HIV
strains was recently undertaken in the United States by a private company, with an additional
phase Il study to be conducted in Thailand. NIH will collaborate with the company in evaluating
the immunological responses to the vaccine. -

Sexually Transmitted Diseases

Sexually transmitted diseases (STDs) affect an estimated 13 million people in the United States
and many millions more worldwide each year. More than 20 STDs have now been identified but
so far, a vaccine against only one of them, hepatitis B, has been developed. NIH supports
ongoing basic research directed towards STD vaccine development, particularly for chlamydia,
gonorrhea, syphilis, human papillomavirus, and herpes. This research includes several major
projects investigating the molecular immunology of STD infections to identify new antigens as
potential vaccine candidates. NIH also supports projects to sequence the genomes of a variety of
STD pathogens. Within the past year, scientists have reported the complete genome sequences
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of the chlamydia and syphilis pathogens. This information should provide new insights into
STD and could also identify new vaccine candidates.

Streptococcal Infections

Streptococcus pneumoniae infections are among the leading causes worldwide of illness and
death in young children, persons with underlying chronic medical conditions, and the elderly. In
the United States, these bacteria are the most common cause of community-acquired pneumonia.
They also cause infections of the bloodstream, central nervous system and upper respiratory
system. NIH supports research aimed at developing safe and effective streptococcal vaccines.
The most active area is the development and clinical evaluation of conjugate vaccines, but NIH
actively supports research to develop alternative vaccines that might provide immunity at an
earlier age, or might be more broadly protective than the conjugate vaccines.

Cancer

Continuing insight into how the immune system works at the molecular level has spurred
research on vaccines against cancer. Unlike conventional vaccines, which are used to prevent
illness, cancer vaccines seek to mobilize the body’s immune defenses against cancerous tissue.
So far, cancer vaccine research has focused largely on melanoma, a potentially deadly skin
cancer. However, NIH scientists and grantees are conducting basic research that may lead to the
development of candidate vaccines for prostate, lung, colon, lymphoma, and other cancers. One
experimental approach uses whole tumor cells from a cancer patient’s own tumor as a vaccine.
These whole-cell vaccine preparations stimulate an immune response when injected back into the
patient. To heighten that response, researchers usually link the cells with an immune-boosting
protein. Another cancer vaccine strategy involves identifying immune-stimulating antigens on
tumor cells. These molecules may be unique to individual tumors, shared by several tumor
types, or expressed by the normal tissue from which a tumor arises.

Immunologic Diseases

Scientists have begun to investigate the development of vaccines designed to tolerize — or turn
off — the wayward immune responses characteristic of autoimmune and allergic diseases.
Autornmune diseases, in which a person’s immune system attacks its own tissues and organs,
affect nearly 5 percent of adults in North America and Europe and allergic diseases affect an
estimated 15 percent of children and adults. The activation of the immune system’s T cells is
central to virtually all autoimmune diseases. Scientists are pursuing a variety of experimental
approaches for inducing T cell tolerance and some of these approaches are now being developed
as candidate vaccines.

Hik

Prepared by:

Office of Communications and Public Liaison
National Institute of Allergy and Infectious Diseases
National Institutes of Health

Bethesda, MD 20892-2520

U.S. Department of Health and Human Services
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National Institute of Allergy and Infectious Diseases

National Institutes of Health

May 1999
Status of AIDS Vaccine Research at NIH

Background

In his commencement address at Morgan State University on May 18, 1997, President
Clinton asked the nation to commit to creating a vaccine against AIDS within 10 years.
To accelerate this quest, he announced that a new Vaccine Research Center would be
established at the National Institutes of Health (NIH).

Last year, AIDS vaccine advocates marked the anniversary of this announcement by
designating May 18 as AIDS Vaccine Awareness Day. Communities nationwide
organized teach-ins and other activities to educate people about AIDS vaccine research
and to honor the several thousand U.S. volunteers who have already participated in
clinical trials of experimental AIDS vaccines. The National Institute of Allergy and
Infectious Diseases (NIAID) supported their efforts by coordinating national media
contacts. Similar events are planned again this year to mark this anniversary.

This document summarizes progress in NIH-sponsored AIDS vaccine research in the
two years since the President’s commencement address at Morgan State University.

Vaccine Research Center at the NIH

¢ Since the announcement of the new Vaccine Research Center, and even before
building began, a core group of NIH scientists with expertise in immunology,
virology, and vaccine development has met regularly to help develop the concept of
the “Center without walls.”

¢ Construction of the $30 million, 50,000-square-foot Center building started in August
1998 and is expected to be completed in mid-2000. When fully operational, the state-
of-the-art facility will house approximately 100 scientists and support staff. The
scientists will be able to take a vaccine from concept through vaccine design and
pilot-lot production.

¢ OnApnl 11, 1999, Dr. Gary Nabel of the University of Michigan was named the
Center’s first director. Dr. Nabel has begun recruiting scientific staff and charting the
Center’s research course. He is a superb scientist who has excelled at the frontiers of
virology, immunology, gene therapy, and molecular biology. His research carcer has
focused on developing gene therapy for AIDS, and novel vaccine strategies against
cancer and the Ebola virus.
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Budget and Leadership

¢ The Clinton/Gore Administration has doubled the NIH funding for AIDS vaccine
research by 100 percent since FY 1995. In FY 1999, funding for AIDS vaccine
research increased by 30 percent over the previous year to about $194 million. The
President’s NIH budget request for FY 2000 includes $204 million for AIDS vaccine
research.

¢ In May 1998, NIH Director Dr. Harold Varmus named Dr. Neal Nathanson as the
new director of the NIH Office of AIDS Research. Dr. Nathanson, a world-renowned
virologist from the University of Pennsylvania Medical Center, has a broad
background in virology, epidemiology, and public health and is a member of the NIH
AIDS Vaccine Research Committee chaired by Dr. David Baltimore.

¢ In September 1998, Dr. Margaret (Peggy) I. Johnston rejoined NIH to assume two
key posts in AIDS vaccine research at the National Institute of Allergy and Infectious
Diseases (NIAID). She is Assistant Director for HIV/AIDS Vaccines at NIAID, a
newly created position; and Associate Director of the Vaccine and Prevention
Research Program in NIAID’s Division of AIDS. Dr. Johnston retumed to NIH after
serving two years as the top scientific administrator at the International AIDS
Vaccine Initiative, a renowned not-for-profit organization whose mission is to foster
the development of safe, effective, and accessible preventive HIV vaccines for use
throughout the world.

¢ With the appointments of Drs. Nathanson and Johnston, and the establishment of an
entirely new Vaccine Research Center led by Dr. Nabel, the NIH AIDS vaccine
program has developed a strong leadership base and infrastructure for AIDS vaccine
development.

NIH AIDS Vaccine Research Committee

¢ The AIDS Vaccine Research Committee, chaired by Nobel Laureate Dr. David
Baltimore, was formed in early 1997 to improve coordination of NIH-supported
AIDS vaccine activities. It has provided guidance to the NIH in developing a
comprehensive research program aimed at developing a safe and effective AIDS
vaccine. It has also advised the NIH about scientific opportunities, gaps in
knowledge, and future directions of AIDS vaccine research, most notably
contributing to the genesis and science of the Innovation Grant Program. A workshop
co-sponsored by NIAID and the AVRC on May 3-5, 1999, brought together more
than 700 researchers to discuss new research findings in HIV vaccine development.

Clinical Trials Progress

¢ Since 1987, more than 3,200 non-HIV-infected volunteers have enrolled in 52
NIAID-supported preventive vaccine studies (50 Phase | safety studies; two Phase 2
safety and immunogenicity studies) involving 27 vaccines. These trials have been
conducted primarily at six university-based AIDS Vaccine Evaluation Group



" JUN-84-1999 16:15 NIAID 391 492 p128  P.B5/23

3

(AVEQ) sites nationwide. NIAID’s HIV Prevention Trials Network (HIVNET),
which includes international as well as U.S. sites, and NIAID investigators in
Bethesda have also led or helped conduct some of these trials.

¢ Earlier this year, NIAID opened the first AIDS vaccine trial in Africa, an important
step for global vaccine development. This small study in Uganda will help determine
if it is necessary to tailor-make vaccines for different parts of the world. The vaccine
being tested 1s based on subtype B, the HIV variant most often found in the United
States and Europe. The researchers will determine if the immunized volunteers
develop immune responses that in laboratory experiments cross-react to the two other
HIV subtypes, A and D, the cause of most infections in Uganda.

¢ NIAID has initiated clinical trials of several novel vaccine approaches in the past two
years. One trial is testing novel routes of immunization. The vaccine is applied
topically to the moist tissues lining the vagina, rectum, and other mucosal surfaces
where most HIV infections are acquired. A second study employs a non-disease-
causing form of Salmonelia bacteria to present an HIV protein to the immune system.
This 1s the first vaccine that NIAID has funded all the way from the laboratory to
clinical tnals without industry sponsorship. A third study is combining a new
adjuvant (GM-CSF) with an experirnental vaccine to see if the adjuvant can enhance
the immune responses stimulated by the vaccine.

¢ In June 1997, NIAID imtiated its second intermediate-size AIDS vaccine trial and
quickly completed enrollment of 420 volunteers. The Phase 2 trial is testing a
combination of two different vaccines. This strategy offers the advantage of
stimulating both components of the immune system. One vaccine, based on a
harmless canarypox virus designed to carry genes coding for a few pieces of HIV,
primarily stimulates cellular immune responses that kill HIV-infected cells. The
other vaccine, a genetically engineered surface protein of HIV (gp120), primarily
stimulates anti-HIV antibodies. Researchers are completing their analysis of the trial
data. Trials that are ongoing and planned will assess modified versions of the
canarypox-based vaccine to see if they stimulate better immune responses. The data
from all these studies will form the basis for a future decision about proceeding to
larger-scale efficacy trials that will determine if the vaccine protects against HIV
infection.

¢ In June 1998, the first efficacy trial of an AIDS vaccine in the United States got
underway. Although the trial is funded primarily by the vaccine manufacturer,
VAXGEN, NIAID will collaborate with the company on ancillary studies of the
samples they will collect. The trial, which is testing a bivalent subunit vaccine made
from the gp120 surface protein of HIV, is expected to last three years and enroll
5,000 people in the United States, Canada, and the Netherlands.

NIAID’s Restructured AIDS Vaccine Program

New initiatives have been launched by NIAID’s Division of AIDS to enhance
opportunities for vaccine discovery and to help move vaccine concepts from basic
research through clinical trials. The overall objective is to increase the number of new,
innovative and promising vaccine concepts flowing through the pipeline.
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¢ Innovation Grant Program for Approaches in HIV Vaccine Research: In September
1997, NIAID announced the selection of the first 49 grantees for a new program to
foster innovative research on AIDS vaccines. More grant awards have subsequently
been made; the current total is 97. The Innovation Grant Program encourages early
exploration of novel and innovative vaccine concepts and attempts to attract scientists
currently working in other areas.

¢ HIV Vaccine Research and Design Program: This initiative supports traditional mid-
stage, targeted research, including animal model studies, to help develop promising
vaccine concepts.

¢ Integrated Preclinical/Clinical Program: This program funds the iterative processes
of product development, optimization, and refinement, including clinical studies.

¢ Other programs that will be implemented in the near future include HIV Vaccine
Design and Development Teams, which will advance vaccine concepts to the product
stage, a program (o encourage innovative research on improved technologies for
evaluating immune responses, and resources to help advance products from
preclinical to clinical research.

¢ NIAID has begun the process to restructure the AVEU and HIVNET networks. The
reorganization will consolidate scientific responsibility and create two comprehensive

networks for AIDS vaccine trials and non-vaccine HIV prevention research.

Recent Scientific Advances

¢ Knowing Surface Structures Could Help Block Virus: NIH-supported scientists have
determined the 3-D crystal structures of two surface proteins of HIV, gp120 and
gp41, which help the virus attach to cells. Studies of intermediate molecules formed
during virus-cell fusion are helping explain the step-by-step process by which HIV
enters the cell, which could lead to new vaccine approaches for inducing antibodies to
block 1ts entry.

¢ Removing Sugar Coating Improves Immunity: The outer surface protein of HIV is
coated with sugar molecules that may prevent it from being recognized by the
immune system. An NIAID grantee has shown that selectively deleting certain of
these sugar molecules from SIV, the monkey equivalent of HIV, can bring the mutant
virus under immune control much faster than the normal virus. Hence, using
similarly modified HIV molecules as potential vaccines may improve the immune
response.

¢ Testing New Vaccine Vectors: A non-disease causing Venezuelan equine encephalitis
(VEE) virus suitable for humans was modified to carry selected HIV genes. When
given to mice, the vaccine induced both antibodies to the virus and immune responses
that killed HIV-infected cells. These experiments, and additional experiments in
monkeys, demonstrate the potential for VEE-based vaccines to stimulate both arms of
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the immune system and to control.the level of virus. Another novel vector, a
weakened form of vaccinia virus called MVA, has been developed and has been
shown to induce good immune responses in rodents and monkeys.

o Novel Form of HIV Induces Good Immunity: Scientists have developed a novel
vaccine based on HIV fusion molecules exposed only by freezing the virus in the act
of infecting a cell. This virus-cell fusion mixture, when injected into mice genetically
engineered to ignore key human proteins on the cells, made antibodies against the
virus-cell fusion mixture. In laboratory tests, these antibodies were able to neutralize
23 of 24 strains of HIV representing a variety of different genetic subtypes and all
isolated from infected individuals.

¢ DNA Vaccine Protects Monkeys: Several investigators have been pursuing research
on DNA vaccines. Most recently, a chimeric DNA vaccine made from harmless
genes of HIV and SIV, its monkey equivalent, has shown promise in monkey studies.

The vaccine, when combined with “booster shots™ made from a specially engineered
virus carrying the same genes, seemed to protect animals later given doses of a live
hybrid virus made from HIV and SIV. The vaccine did not keep the animals from
getting infected but seemed to keep the hybnd virus under control, making it
undetectable in the blood.

o New Tests Developed to Measure Cellular Immunity: During the past year, several
new assays to measure cell-mediated immunity have been developed. These assays
allow researchers to better compare the effectiveness of vaccine candidates in
stimulating critical immune responses.

Other Federal Agencies

Within the federal government, several other agencies also have a role in AIDS vaccine
research, including the Centers for Disease Control and Prevention (CDC); the
Department of Defense (DoD); and the Food and Drug Administration (FDA). The roles
of these different agencies in AIDS vaccine development are related and complementary,
and span the spectrum from basic research to licensure and program implementation. For
example, CDC conducts epidemiologic studies and surveillance needed to define health
priorities, and develops recommendations for vaccine use. The FDA establishes
standards for the processes, facilities, and pre- and post-licensing studies needed to insure
the safety and effectiveness of vaccines. And the NIH supports most of the basic and
clinical research in fields such as immunology and microbiology that lead to vaccine
development.
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Thirty-six years ago, President Kennedy looked to the heavens and proclaimed
that the flag of peace and democracy, not war and tyranny, must be the first
to be planted on the moon. He gave us a goal of reaching the moon, and we
achieved it ahead of time . . .

Let us today set a new national goal for science in the age of biology. Today,
let us commit ourselves to developing an AIDS vaccine within the next de-
cade . ..

If America commits to find an AIDS vaccine and we enlist others in our
cause, we will do it. 1 am prepared 1o do all I can to make it happen.

Today, | am pleased to announce the National Institutes of Health will estab-
lish a new AIDS vaccine research center dedicated to this crusade. And next
month at the Summit of the Industrialized Nations in Denver, 1 will enlist
other nations 1o join us in a worldwide effort to find a vaccine to stop one of
the world’s greatest killers. We will challenge America’s pharmaceutucal
industry, which leads the world in innovative research and development, to
work with us to make the successful development of an AIDS vaccine part
of its basic mission. My fellow Americans, if the 21* century is to be the
century of biology, let us make an AIDS vaccine its first great triumph.

Prestdent William J. Clinton
Commencement Address
Morgan State University
Baltimore, Maryland

May 18§, 1997

P.AS/23
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Building Owner:
Building Location:
Building Function:
Project Start:

Project Completion:
Building GSF:

Building NSF:

Typical Floor:

Building Population:
NTH Project OfTicer:
NIH Contracting Officer:
NIH Science / Design Coordinator:

Design / Construction Team:

381 482 8120

The National Institutes of Health
Bethesda, Maryland

Biomedical Rescarch Laboratery
November 1997

September 2000

82.500-5quare-feet

78.950-5quare-feet

11,785-square-feet

160

Nancy Boyd

Jean Riddle

Cyrena Simons

Spaulding & Siye development manager
HIM Design architecture / structural engineering
RMF Engincenng. Inc. MEP Engineering

sst planners laboratory planning / programming
A.Morton Thomas & Associales civil engineering

P.18/23

Schnabcel Engineering Associates geotechnical enginecering
Rolf Jensen & Associates. Inc. fire protection / life safery
Polysonics. Inc. acoustic & vibration control

Lerch Baies & Associates, Inc. vertical transportation
Rowan Wiiliams Davies & Irwin, Inc, wind analysis
Management Alternatives occupancy planning

Clark Construction Group. Inc. construction
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PROJECT PROFILE

The Dale and Betty Bumpers Vaccine Research Center. Building 40, is an 82.500-square-foot research and conference
/ education building that is being constructed to fulfill President Clinton's challenge to NIH and the scientific commu-
nity 10 develop an AIDS vaccine within the next ten ycars. President Clinton’s announcement stated that “with the
strides of recent years. it is no longer a question of whether we can develop an AIDS vaccine: it is simply a question of
when.” In accepting the challenge, Dr. Harold Varmns, Director of the National Institutes of Health. said. “The Presi-
dent has ser a difficult goal for the research community, but NIH is ready 1o bring its scientific expertise and resources
into play. Creating a vaccine that will block the AIDS virus is a formidable scientific task. There is no guarantee that we
can produce a vaccine within ten years, but recent advances in immunology and virology have increased optimism that
it can be done. NIH's new [Dale and Betty Bumpers] Vaccine Research Center will be a vital part of that effort.”
(Spaulding & Slye Press Release, January 29, 1999)

The Dalc and Betty Bumpers Vaccine Research Center (VRC) will be a joint venture of the National Cancer Instiwte
and the National Institute of Allergy and Infectious Diseases and will incorporate a core of NIH scientists with expertise
in immunology, virology and HIV research.

The design of the Dale and Betty Bumpers Vaccine Research Center responds o the NIH Master Plan guidelines that
specify that buildings are located in order to relate to each other through commonly defincd open spaces and clearly
articulated “'front doors.” Each quadrangle open spacc clearly identifics a building group. Iis location and massing
reinforce and complete the architectural enclosure of the West Lab Quadrangle, and the deveiopment of the “front
doors™ adjacent 1o the automobile courtyard establishes the identity for this building group on the NIH campus. Fur-
thermore, with an overall building height of 112 fect. the VRC is approximately the same height as its surrounding
neighbors and within the Master Plan guidelines. In order to complement the concrete and glass buildings of Buildings
36 and 37. 2 palette of light colored precast concretc and tinted glass cuntainwall is employed. Addinonally, the articu-
lation of the new facade is in scalc and character with the proposed Building 37 expansion. The result will be a cohesive
and pleasing architectural cxpression that unites and zugments the visual character of this building group in the West
Lab Quadrangle to the NIH campus.

The Dale and Betty Bumpers Vaccine Research Center consists of five above grade floors plus a mechanical penthouse
and one below grade level basement. Between each floor level is a partial interstitial service floor for the distribution of
utilities and for the separation of science and maintenance.

A bascment Jevel. housing HVAC and electrical equipment, is located under the northern end of the first floor. Vertical
shafts allow distribution of mechanical and electrical services. outside and exhaust air 1o the interstitial levels. the
penthouse, and the exterior.

The VRC is organized with the Education and Conference Center and loading dock at the First Floor level. An entrance
rotunda is located along the southern fagade 10 annovnce the main entrance 1o the new facility and. additionally. 10
function as a ceremonial pre-function area for the Conference Center. A circulation space links the Confercnce Center
with the VRC functions. terminating in a sccondary lobby that scrves as the primary access o the research laboratories
above. This secondary lobby entrancc also serves as a means of access (0 the new facility from the north end of the NIH
campus. The Director's office suite and administrative support arcas are houscd at the western end of the First Floor.
Thesc elements combine 10 create a plinth. which supports the laboratory tower levels above.

The upper floors house the laboratories, support spaccs. and Principal Investigator's offices, along with administrative
and support spaces. The laboratories are organized aloag the east and west sides of a double-loaded corridor running
north-to-south. The P! offices and administrative suppart spaces are located at the north end of the laboratory floors.
overlooking the park-like green space at the corner of Covenant and South Drives.

A mechanical penthouse occupies the top floor of the building and houses the major HVAC cquipment and other
services components, In addilion to the penthouse area. mechanical and electrical distribution on each floor is provided
by a pantial interstitial space above the laboratory space.
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PROJECT PROFILE

NIH has proposed that a potential future expansion research wing could be construcied at the northera end of the
project’s site. The addition would be a mirror image of this initial project’s laboratory floor, oriented so that future
office space can by contiguous with the existing P office suites. This approach allows potential future expansion 1o
utilize the service core elements from the initial project’s construction, increasing the overall building efficiency and
providing flexibility in future interior space requirements. The total size and occupancy of both the initial project and
potential future expansion will remain within the limits set for this site in the Master Plan.
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NATIONAL INSTITUTES OF HEALTH

Dale and Betty Bumpers
Vaccine Research Center

Site Plan

The Dale and Betty Bumpers Vaccine Research Center is located in the southeast comer of the site,
roughly parallcl 1o Convent Drive. The southern facade of the new building encloses the Confer-
ence Center, with the research Iaboratories and support spaces organized in a linear fashion along
Convent Drive. A public plaza is created at the corner of Convent Drive and establishes the new
automobile courtyard to anchor the new building to its site and 10 contribute an outdoor pedestrian
space along the campus’ West Laboratory Quadrangle.

An 2utomobile courtyard that serves as the prirary drop-off point for Building 36, Building 37. and
the day care facility in Building 35 defines the southern border of the site. This roadway creates an
exlenior courtyard that has been identified in the Master Plan as part of 2 potential east-west Jabora-
tory quadrangle that will serve as an organizing device for future development of the NTH campus.

Access 10 the loading docks and service area is provided from South Drive at the north end of the site.
in accordance with the Master Plan. On the west side of the facility. an outdoor Iandscaped area is
provided adjacent to the Director’s office suite. With the exception of the new service and uiility
tunnel. irees and natural topography at the north end of the site will be left undisturbed.
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Dale and Betty Bumpers
Vaccine Research Center

Fifth Floor Plan
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INSTITUTE PROFILES

NATIONAL CANCER INSTITUTE

The National Cancer Institute (NCI) is the largest of the sevemeen biomedical rescarch inslitutes and centers at the
National Institutes of Health in Bethesda. Maryland. Established under the National Cancer Act of 1937. the NCl is the
federal government’s principal agency for cancer research and wraining. The National Cancer Act of 1971 broadened
the scope and responsibilities of the NCI and creatzd the National Cancer Program. which conducts and supports
research, training, health information dissemination. and other programs with respect o the causc, diagnosis. preven-
tion. and teatment of cancer. rehabilitation from cancer. and the continuing care of cancer patients and the families of
cancer patients.

In addition to conducting research in its own laboratories and clinics, the Institute supports and coordinates research
projects conducted by universities, hospitals, research foundations and businesses both nauonally and internationally.
Also, NCl supports education and training in fundamental sciences and clinical disciplines for participation in research
and treatment programs relating to cancer. Finally, the NCI continues 1o be a major source of information about cancer,
and one of its pnmary responsibilities is to coliect and distribute information about cancer. Through the Cancer Infor-
mation Service, cstablished in 1906, the NCI provides the latest available information to people around the county by
answenng calls made to its toll-free hotline and by providing outreach to communities nationwide. Additionally. the
Physician’s Data Query database. which may be accessed on the World Wide Web. provides current information on
clinical urials, cancer screening. prevention, treatment, physicians. organizations. and facilities active in cancer medi-
cme.

The commitment 1o basic research at the National Cancer Institute has led to critical discoveries in the identification and
ireatment of diseases other than cancer. including cystic fibrosis. theumaloid arthritis. and hepatitis. NCI rescarchers in
immunology. virology and cell and molecular biology have also done landmark work in AIDS research, Dr. Robernt C.
Gallo. the NC1 researcher who first discovered the hurnan RNA virus. became the co-discoverer of HIV, which causcs
AIDS. The National Cancer Institute remains active in AIDS research. especially on AIDS-related cancers.

NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES (NIAID)

The National Instuitute of Allergy and Infectious Diseases (NIAID) conducts and supports research aimed at preventing.
diagnosing. and ireating illnesses such as AIDS and other sexuvally transmitted diseases, tubcerculosis. asthma and aller-
gics. In 1986, NIAID formed the Division of the Acquired Immunodeficiency Syndrome 1o address the national re-
search needs created by the advent and spread of HIV/AIDS pandemic by ensuring that federally-sponsorcd scientific
investigation of HIV infections is focused and appropriately balanced on the most critical biomedical research 1550€s.
Its purpose is 10 increase basic knowledge about HIV/AIDS and promote progress in its dctection. treatment and pre-
vention through basic and clinical rescarch, discovery and development of therapies for HIV infection and its compli-
cauons, development of vaccine and training of researchers in these three activities.

In discussing the need for an AIDS vaccine. NIAID Ditector Dr. Anthony §. Facui says. “Developing a safe und effec-
live vaccine against HIV is critical to our effors to conirol the devastating pandemic of HIV and AIDS. Over the past
year. in an effont led by Dr. Jack Killen. director of NIAID Division of AIDS, and his staff, the Institute has formulated
aflexibic swategic plan. with an integraied program of fundamental and empiric research, to facilitate the most efficient
development of HIV research.”

“This plan provides 3 framework for the decision-making process in the development of any candidale vaccine, from
basic research through preparation for large-scale efficacy trials,” (NIAID Press Release. February 12. 1996)

In addition to being Director of the National Institute of Allergy and Infectious Diseases, Dr., Fauci is the Chief of the
Laboratory of Immunoregulation and has made seminal contributions to the understanding of how the AIDS virus
destroys the body's defenses leading 1o its susceplibility to deadly infections. He has also been instrumental in develop-
ing strategies for the therapy and immune reconstitution of patients with this serious disease. as well as for a vaccine 1o
prevent HIV infection. He continves 1o devole much of his research time 1o AIDS research and vaccine devclopment.
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Spaulding & Siye

Spaulding & Slye Colliers, as the Development Manager. is the team leader responsible for coordinating all of the
design and construction consultants working on the Dale and Betty Bumpers Vaccine Research Center. Spaulding &
Slye Colliers is an integrated real estate services company with offices in Boston and Washington, DC. Established in
1966, the firm specializes in office, research and development, industrial, and retail space. The service groups include
brokerage. capital markets. construction. advisory scrvices. property. facilily. and development management. In addi-
tion. Spaulding & Slye Colliers is an owner/member of Colliers International, a corporate partnership of 50 real estate
services companies with approximately 4,400 professionals in over 255 offices worldwide. Spaulding & Slye Colliers
has serviced several billion dollars in commercial real estate properties and has assisted numerous local. national and
international companies with planning and implementing successful real estate strategies. The firm's web site 1s at
www.SpauldSlyc.com.

HLM Design

HLM Design is the Architect responsible for the design of the Dale and Betty Bumpers Vaccine Research Center and 15
also providing planning. interior design, and structural engineering services. HLM is one of the nation’s largest archi-
tectural and engineering firms with over 300 professionals in eleven offices across the country and one office abroad.
HLM is consistenily ranked among the top medical architects in the U.S. by Modern Healthcare Magazine. Over the
vears. HLM Design has designed over one billion square feet of constructed faciliies. The firm's clicnts include many
of America’s leading healthcare providers, academic medical centers, universities. government agencies, and corpora-
uons. HLM’s suburban Washingion. DC office was established in 1988. Since then. that office has been responsible for
more than $250 million of construction, including architecture and structural engineering for the Dale and Betty Bumpers
Vaccine Research Center. the Louis B. Stokes Laboratories / Building 50 and the addition to Building 11. all at the
National Institutes of Health in Bethesda. Maryland.

RMF Engineering

RMF 15 a 120-person consulting engineering firm located in Baltimore, Maryland and Durham, North Carolina. The
firm consists of twenty-two professionally registered engineers, a registered architect and over sixty engineering col-
lege graduates. RMF is designing all of the mechanical. clectrical. and plumbing systems for the Dale and Betty
Bumpers Vaceine Rescarch Center. RMF has been working on the NIH Bethesda campus for the past nine years on the
Infrasiructure Modernization and Improvement Program. The projects have included expansion and modemization of
the central plant and underground utility distribution throughout the campus.

sst planners

sst planners. a Virginia-based small business. is a specialty laboratory planning and design firm with expertise in bio-
medical rescarch facilities. From its inception, the firm has planned and programmed approximately 2 million-square-
feet of research space annually. The essence of our firm is in the approach to our practice and the expertise of our
employees. Our approach is one that values and insists that firm principals be involved from project inception until the
building is delivered 10 the client. Qur employees are all registered professionals who selecied this technically complex
project type on which to focus their considerable talents.

A. Morton Thomas & Associates, Inc.

AMT has been providing civil engineering. planning. surveying and landscape architecture services 10 a wide varicty of
clients since it was founded in 1955. For 42 years. the firm'’s practice has focused on a knowledge of principals applied
to public works. land usc and environmental concerns. The firm employs approximately 70 professional, technical and
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support personnel. AMT provides services from initial evaluation and planning through surveying, design, permitting
and construction on a wide range of engineering projecis.

Schnabel Engineering Associates, Inc.

Schnabel Engineering Associates, Inc.. a 160-person firm with officcs in Maryland. Virginia, Pennsylvania, Georgia,
Colorado, South Carolina, and New Jersey, is providing geotechnical engincering and testing services for the Dale and
Betty Bumpers Vaccine Rescarch Center through its locat officc in Bethesda. Maryland. Geotechnical engineering
services form the base of Schnabel Engineering Associates. Inc. In-house research and an extensive working know!-
edge of local geologic settings and ground water repimes enable them 1o minimize technical and financial risks for
clicnts. Schnabel professionals excel at developing a detailed array of practical geotechnical solutions specifically
suiled to each project.

Rolf Jensen & Associates, Inc.

Established in 1969. Rolf Jensen & Associates, Inc. is engaged exclusively in fire protection engineering and building
code consulting and is currently recognized as one of the world’s leading fire protection engineering firms. RJA has
extensive expenience in the evaluauon of new and existing buildings for fire protection. life safety. and accessibility
features. including survey and analysis of these structures. RJA employs over ninety professionals in its eleven regional
offices. and of these employccs. over forty have degrees in fire protection engineering. The remaining professionals
have degrees in architecre or other engineering disciplines. Thesc professionals have been involved in many of
architecture’s most distinguished achievements, Their function is 10 know. understand and work with building code
authonties and 1nterpret these codes for their clients. More importantly, RJA employees have developed and have
received approval for many “equivalent solutions™ 10 code compliance problems. They are skilled at helping architects,
cngineers and owncrs achieve distinctive. innovative designs while still complying with fire protection and life safety
requirements.

Polysonies, Inc.

Polysonics. a professional regisiered cngineering firm in Washington, DC, has been in business for forty years provid-
ing noise and vibration conurol in buildings. designing *state-of-the-ar” audio/video systems ard developing noise
standards for land uses. Ovr reputation for providing clients with cost-effective and practical solutons for noise and
vibration problems and audio/visual sysiems is firmly established. For determination of building vibration, Polysonics
provides on-site vibralion measurement and computer modeling using finite element analysis. Computer modeling
techniques have been developed to predict the leve] of building floor vibrations on buildings still in the design phase.
Modeled vibration sources on such buildings include tansportation. mechanical equipment and human foorfalls. This
technique has been used in the structural design and development of medical and scientific research laboratory build-
Ings that require extremely low levels of floor vibration but enjoy architectural benefits of long span construction
technmiques.

Lerch Bates & Associates, Inc.

Lerch. Bates & Associatcs (LBA) has over fifty years of experience in providing specialized consulting services in
the field of vertical ransporiation systems. Lerch Bates Hospital Group (LBHG) was formed in 1984 10 meet the
complex matcrials management challenges of health cire projects. LBHG is headquartered in Litdeton. Colorado
with regional offices in Timonium. Maryland and Petlauma, California. LBHG personnel have been responsible for
the analysis of need. development of recommendations. specification of design of more than $1.5 billion worth of
clevators. escalators. and other materials handling sysiems.
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FIRM PROFILES

Rowan Williams Davies & Irwin, Inc.

Located in Guelph, Ontario. RWDI is an international consulting engineering firm specializing in environmental stud-
ies. One of the firm's areas of expertise is air quality studies, and over 1,000 air quality projects have been conducted
by the firm's staff of more than 150. including ateam of engineers and specialists, meteorologists, enginecring teehnolo-
gists, and technicians. These resources allow RWDI 10 offer a wide variety of services, including consultations, scale
mode) studies. numerical modeling. field monitoring and site inspections. For the Dale and Betty Bumpers Vaccine
Rescarch Center project, RWDI was retained to conduct a review of air quality issues using numerical modeling. The
objectives were to assist in the design of the VRC’s cxhaust and placcment of the fresh air intakes and 1o demonstrate
compliance of the exhaust with air quality standards.

Management Alternatives

Management Aliernatives is the oldest and largest relocation project planning and management firm in the Mid-Atlantic
region. Headquartered in Washington. DC. Managemment Alternatives was founded in 1983 by Patricia A. Hennques.
Over the last 16 years, Management Alternatives has expanded its expertise and scope of services 10 meet the demands
of an ever-changing and more technically-diverse client base. From laboratories and research facilities to awports.
public authorities. law offices and complex computer facilitics, we have expanded our portfolio to become experts at
managing high-risk. logistics intensive projects.

Clark Construction Group, Inc.

Founded in 1906. The Clark Construction Group is one of the nation’s largest building contractors and the largest
contraclor in the Washington Mewopolitan area. Headquanered in Bethesda. MD. Clark employs over 00 full-time
personnel and 1.600 tradespersons in offices throughout the country. The company provides general contracting. con-
struction management and design/build services to both public and private sector clients on a wide range of project
types. Notable projects such as MCI Center, Jack Kent Cooke Stadium, Onole Park at Camden Yards, The Warner
Theatre, The Willard Hotel. Reston Town Center, National Archives II. and the Women in Mililary Service for America
Memorial underscore Clark’s reputation as onc of the nation’s leading providers of quality construction services.



JUN-84-1939S 16:23 NIAID 301 482 B12B  P.22/23

-

CREDITS

The Consultant team is composed of:

Spaulding & Slye - Development Management
Jeffrey Welter

Paul Robertson

Marshall Durston

Nancy Decker

HLM Design - Architecture and Structural Engineering
Christopher M. Knight, AIA

Richard Blessing, RA

Steven Breslin, AIA, PE

Michael Ufer, AIA

Ron Marx

Ross Murphy Finkelstein - Mechanical and Electrical Engineering
Duane Pinnix, PE

Paul Pohlod, PE

Stefan Domby, PE

sst planners, inc. - Laboratory Planning / Programming
Charles English, AIA

Barbara Myerchin, AIA

David McCullough, Al1A

Schnabel Engineering Associates - Geotechnical Engineering
Victor Omelchenko, PE

Enric Henmueller, PE

Greg Gurewitz

A. Morton Thomas - Civil Engineering
James Long, PE

Ron Perera, EIT

Dennis McFarland

Rose Lee

Rolf Jensen & Associates - Fire Protcction
Michael Edwards, PE
Paul Richards, PE

Polysonics. Inc. - Acoustics and Vibration Control
Paul Harvey, PE

Lerch Bates Hospital Group - Vertical Transportation / Maierials Management
John McGirt

RWDI - Wind Analysis
Glenn Schuyler, M.Sc., PE
John Alberico, M.Sc.

Kim Thompsen, PE
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CREDITS

Managemenl Aliernatives
Patricia Henriques
Tracey Spivey

Beverly Giusti

Clark Construction Group. Inc. - Construction

Jeremy Small

Bill Calhoun

TOTAL P.23



