THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

February 8, 2012

Sidney M. Wolfe, M.D.

Director

Public Citizen’s Health Research Group
1600 20" Street, NW

Washington, DC 20009

Dear Dr. Wolfe:

Thank you for your letter regarding the legal and ethical questions related to pediatric anthrax
vaccine clinical trials. At present, the Department has no plans to conduct clinical trials to test
anthrax vaccine in children. As a parent, I understand the concerns you raise and agree that
children should not be exposed to unnecessary risk. Protecting the health of our children is
paramount, and I am committed to it.

Because of our concern surrounding the complexities of studying any type of medical product for
children and the challenge this particular situation presents, my Assistant Secretary for
Preparedness and Response asked the National Biodefense Science Board (NBSB), a federal
advisory committee, for objective and expert advice on how best to obtain scientifically valid
safety and immunogenicity data about anthrax vaccine as a medical countermeasure for children.
The NBSB debated the risks and benefits of attempting to perform a study for children before,
versus after, an event. The NBSB’s recommendation stated that the ethical considerations of
such a study should adequately be addressed by an appropriate review board of experts, before
considering a pre-event study to gather sufficient safety and immunogenicity data on pediatric
use of anthrax vaccine in advance of an event.

On January 6, 2011, I asked the Presidential Commission for the Study of Bioethical Issues to
convene a panel to conduct a thorough review of the ethical considerations of conducting clinical
rials of medical countermeasures in children. I also asked that the Commission include in its
review the cthical considerations in conducting a pre- and post-event study of Anthrax Vaccine
Absorbed (AVA) Post-Exposure Prophylaxis (PEP) in children.

Given the complexity and sensitivity of this issue, I asked that the Commission consult with a
range of experts within and outside the United States Government, to include the medical and
scientific communities, in addition to non-profit organizations and other public constituencies.
I asked that the Commission provide me with a report of its findings, as well as any
recommendations and suggestions the Commission deems appropriate.

I enclose the roster of the NBSB Anthrax Vaccine Working Group at your request. As you will
see, the NBSB Anthrax Vaccine Working Group consists of top experts from public health
agencies, board members, and pediatricians. The final report with recommendations approved
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by the NBSB is posted on the NBSB Web site, http://www.phe.gov/nbsb. I hope that many of
your concerns are addressed in the report. I appreciate and certainly share your commitment to
the health and safety of America’s children. I also provide this response to the cosigner of your
letter.

incfyely.

Kathleen Sebelius

Enclosure



National Biodefense Science Board
Anthrax Vaccine Working Group Roster

NBSB Voting Members

Chair, Daniel B. Fagbuyi, M.D., FAAP
Medical Director, Disaster Preparedness
and Emergency Management

Children's National Medical Center
Washington, DC

Co-Chair, John S. Parker, M.D., Major General
(Retired)

Senior Vice President

Scientific Applications International Corporation
Virginia Beach, VA

Stephen V. Cantrill, M.D., FACEP
Department of Emergency Medicine
Denver Health Medical Center
Denver, CO

David J. Ecker, Ph.D.

DVP and Carlsbad General Manager
Ibis Biosciences

Carlsbad, CA

John D. Grabenstein, R.Ph., Ph.D.
Senior Medical Director, Adult Vaccines
Merck Vaccine Division

West Point, PA

Patricia Quinlisk, M.D., M.P.H.

State Epidemiologist and Medical Director
Iowa Department of Public Health

Lucas State Office Building

Des Moines, 1A

Patrick J. Scannon, M.D., Ph.D.
Executive Vice President and Chief
Biotechnology Officer

XOMA, Ltd.

Berkeley, CA

Ex Officio Members

National Aeronautics and Space Administration

Vincent Michaud, M.D., M.P.H.

(Designated by Richard S. Williams, M.D.)
COL, USAF Detailee, MC, CFS

Director, Medicine of Extreme Environments
Office of the Chief Health and Medical Officer
National Aeronautics and Space Administration
Washington, DC

U.S. Department of Defense

Patrick Garman, Pharm.D., Ph.D.

(Designated by John P. Skvorak, D.V.M., Ph.D.)
LTC, U.S. Army

Director Military Vaccine (MILVAX) Agency
Office of the Army Surgeon General

Alexandria, VA

U.S. Department of Health and Human Services

Office of the Assistant Secretary for Preparedness and
Response

George W. Korch Jr., Ph.D.

Acting Principal Deputy

Office of the Assistant Secretary for Preparedness and
Response

U.S. Department of Health and Human Services
Washington, DC

Carol D. Linden, Ph.D.

Principal Deputy Director

Biomedical Advanced Research and Development
Authority

Office of the Assistant Secretary for Preparedness and
Response

U.S. Department of Health and Human Services
Washington, DC

Office of Assistant Secretary for Health

Bruce Gellin, M.D., M.P.H.

Director, National Vaccine Program Office
Office of Assistant Secretary for Health

U.S. Department of Health and Human Services
Washington, DC

National Institutes of Health

Carole Hudgings, Ph.D.

(Designated by Hugh Auchincloss, M.D.)

Senior Advisor to the Deputy Director

National Institute of Allergy and Infectious Diseases
National Institutes of Health

U.S. Department of Health and Human Services
Bethesda, MD
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Food and Drug Administration

Carmen Maher

(Designated by Luciana Borio, M.D.)

CDR, U.S. Public Health Service

Acting Deputy Director

Office of Counterterrorism and Emerging Threats
Office of the Chief Scientist

Office of the Commissioner

Food and Drug Administration

U.S. Department of Health and Human Services
Silver Spring, MD

U.S, Department of Veterans Affairs

Andrew Flacks

(Designated by Victoria J. Davey, Ph.D., M.P.H.)
HHS/ASPR Liaison to Veterans Health
Administration

Office of Public Health and Environmental Hazards
Veterans Health Administration

U.S. Department of Veterans Affairs

Washington, DC

Other Federal Invited Representatives

Daniel Dodgen, Ph.D.

Director, Division for At Risk Individuals, Behavioral
Health, and Community Resilience

Office of the Assistant Secretary for Preparedness and
Response

U.S. Department of Health and Human Services
Washington, DC

Thomas M. Dreier, Ph.D.

Senior Program Manager

K.W. Tunnell (contractor) supporting the mission of:
Division of CBRN Countermeasures

Biomedical Advanced Research and Development
Authority

Office of the Assistant Secretary for Preparedness and
Response

U.S. Department of Health and Human Services
Washington, DC

Richard Gorman, M.D.

Associate Director for Clinical Research

Division of Microbiology and Infectious Diseases
National Institute of Allergy and Infectious Diseases
National Institutes of Health

U.S. Department of Health and Human Services
Bethesda, MD

Cynthia L. Kelley, M.S.

Senior Advisor for Counterterrorism/Medical
Countermeasures

Center for Biologics Evaluation and Research
Food and Drug Administration

U.S. Department of Health and Human Services
Rockville, MD

Michael G. Kurilla, M.D., Ph.D.

Director, Office of BioDefense Research Affairs
Associate Director for BioDefense Product
Development

Division of Microbiology and Infectious Diseases
National Institute of Allergy and Infectious Diseases
National Institute of Health

U.S. Department of Health and Human Services
Bethesda, MD

Richard A. Martincllo, M.D.

Acting Senior Medical Advisor

Veterans Health Administration

Office of Public Health and Environmental Hazards
U.S. Department of Veterans Affairs

Washington, DC

Nancy Messonnier, M.D.

CAPT, U.S. Public Health Service

Chief, Meningitis and Vaccine Preventable Diseases
Branch

Division of Bacterial Diseases

National Center for Immunization and Respiratory
Diseases

Centers for Disease Control and Prevention

U.S. Department of Health and Human Services
Atlanta, GA

William (Mike) Moore, MEP

Training, Exercises, and Lessons Learned Team
Office of Preparedness and Emergency Operations
Office of the Assistant Secretary for Preparedness and
Response

U.S. Department of Health and Human Services
Washington, DC

Robert “Skip” Nelson, M.D., Ph.D.

Senior Pediatric Ethicist and Lead Medical Officer
Office of Pediatric Therapeutics

Office of the Commissioner

Food and Drug Administration

U.S. Department of Health and Human Services
Silver Spring, MD 20993-0002

Nicki Pesik, M.D.

Senior Advisor for Countermeasures

Office of Public Health Preparedness and Response
Centers for Disease Control and Prevention

U.S. Department of Health and Human Services
Atlanta, GA

Executive Secretariat

Jomana F. Musmar, M.S.

Senior Management Analyst — GAPSi

National Biodefense Science Board

Office of the Assistant Secretary for Preparedness and
Response

U.S. Department of Health and Human Services
Washington, DC
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