Food and Drug Administration
Center for Biologics Evaluation and Research
BIOLOGICAL RESPONSE MODIFIERS ADVISORY COMMITTEE
- Meeting #32, May 10. 2002
Hilton Hotel, Gaithersburg. Maryland

Executive Secretary

Gail Dapolito .

Scientific Advisors & Consultants Staff
Center for Biologics Evaluation and Research
Food and Drug Administration (HFM-71)
1401 Rockville Pike

Rockville. MD 20852-1448

Phone: (301) 827-1289
Fax:  (301)827-0294
E-mail: dapolito a cber.fda.gos

ACTING CHAIR

Daniel R. Salomon. M.D.

Associate Professor

Department of Molecular and Expertimental Medicine
The Scripps Research Institute

10550 N. Torrev Pines Road. MEM 33

La Jolla. CA 92037

Bruce R. Blazar, M.D." 033103

Professor

Division of Pediatric Bone Markow
Transplantatuon/Oncology

LUniversity of Minnesota

420 Delaware Street. SE. Box 109

Minneapolis. MN 53433

Joanne Kurtzberg. MDD 0373104
Protessor of Pediatrics

Department of Pediatrics

Duke University Medical Center

Box 3350. Suite 1400 North Pavition
Durham. NC 27710

Committee Management Specialist
Rosanna L. Harve:

Scientific Advisors & Consultants Statt
Center for Biologics Evaluation and Rescareh
Food and Drug Adminsstration (HEN-T1)
1401 Rockville Pike

Rockville. MD 208352-1448

Phone: (301)827-1207
Fax:  (301)827-0294
E-mail: harvey a cber.fda.gon

MEMBERS

Katherine A High. M.D 03 3103
William H. Bennett Professor of Pediatrics
Unnversity of Pennsvivanma

Chitdren's Hospital ot Philadelphi

310 Abramson Research Cente

3615 Civie Center Bouldevard
Philadelphia. PA 19104

Alison b Lawton™” 03 3] O
Sentor Vice President

Regulatory Affairs

Genzyme Corporation

One Kendall Square

Cambridge. MA 02139-1362



BIOLOGICAL RESPONSE MODIFIERS ADVISORY COMMITTEE
Meeting #32, May 10, 2001

- MEMBERS (Cont'd)
Richard C. Mulligan. Ph.D.  03/31/04  Mahendra S. Rao. M.D.. Ph.D. 03 3] 0%
Mallinckrodt Professor of Genetics Secuon Chiet - Stem Cell Biology
Department of Genetics Laboratory of Neurosciences. 4817
Harvard Medical School ' Gerontology Research Center
Children's Hospital National Institute on Aging. NIH
861 Enders Building 5600 Nathan Shock Dr.
Boston. MA 02115 Baltimore. MD 21224
Alice J. Wolfson. J.D. ~ 033104 * - Industry Representative
Bourhis. Wolfson and Schlichtmann * - Consumer Representatne
1050 Battery Street © -Notanending
San Francisco. CA 94111 T - Temporary Voting Member

TEMPORARY VOTING MEMBERS

Martin Dvin. M.D. Terence Flotte. M.D.
Professor and Chair ' Professor of Pediatrics. Molecular Genenies
Department of Cell Biology ' and Microbiology
Georgetown University School of Medicine University of Florida College of Medicme
Medical Dental Southwest. Suite 207 Academic Research Building. Roont RGr 183
3900 Reservoir Road. N. W 1600 S W Archer Road
Washington. D.C. 20007 . Gamesville, FL. 32610-0266
Jon W. Gordon. M..D.. Ph.D Eric T. Juengst. Ph.D.
Professor ' Associate Professor for Biomedical | thies
Department of Obstetrics Gynecology and : Center tor Bromedical Ethies

Reproductive Science Case Western Research U niversin
Mount Sinai School of Medicine Schaool of Medicme. T-401 Scars Towe
Room 2066. Annaberg Building 2109 Adelberg Drive
I Gustave L. Levy Place Cleveland. OH 441006-4970

New York. NY 10029

Thomas F. Murray. Ph.D. ' R Jude Samulsks. PhiD

President Director of Gene Therapy Cenar

The Hastings Center , © University of North Carohima at Chapel Hill
21 Malcolm Gordon Road School of Medicine .
Garrison. NY 10324-3555 119 Thurston-Bowles Buildime, Rm 7352

Chapel Hhill. NC 27514



BIOLOGICAL RESPONSE MODIFIERS ADVISORY COMMITTEEL
Meeting #32. May 10. 2001 '

GUESTS/GUEST SPEAKERS

Valder Arruda. M.D...Ph.D.
Assistant Professor

Department of Pediatrics
University of Pennsvlvania

310 Abramson Research Center
3615 Civic Center Boulevard
Philadelphia. PA 19104

Mark Kav. M.D.

Professor of Pediatrics and Genetics
Department of Pediatrics

Stanford University School of Medicine
300 Pasteur Drive

Stanford. CA 94305-5208

Marina O Reillv. Ph.D.
Biotechnology Program Advisor
Office of Biotechnology Activities
National Institutes of Health

6703 Rockledge Drive

Sutte 730, MSC 7083

Bethesda. MD 20892

Jay P. Siegel. M.D.
Director

Office of Therapeutics Research and Review
Center for Biologics Evaluation and Research

1401 Rockville Pike. HFM-300
Rockville. MD 20852

Daniel Takefman. Ph.D.
Microbiologist
Division of Cellular and Gene Therapses

Center for Biologics Evaluauon and Research

1401 Rockville Pike. HFM-300
Rockville, MD 20852

Linda Couto. Ph.D.

Director of Applicauons Research
Avigen. Inc.

1301 Harbor Bay Parkway
Alameda. CA 94302

Amy Patterson. M.D.

Director

Office of Biotechnology Activities
National Institutes of Health

670> Rockledge Drine

Suite 750, MSC 7083

Bethesda. MD 20862

Stephen M. Rose. Ph.D.

Deputy Director

Office of Biotechnology Activities
National Institutes of Health

6705 Rockledge Drinve

Suite 750, MSC 7983

Bethesda. MDD 20892

FDA PARTICIPANTS

Philip Noguchi, MDD
Director

Diviston of Cellular and Gene Therapies, O TRK
Center tor Brologies Eaaluation and Rescarch

1401 Rochville Prke, HENLS S
Rockhvitle. MDD 20852

Anne Pilaro. Ph.D
Toxtcologst

Division of Chimieal Tral Dosran and Analvsis
Center tor Brologres Eyaduation and Research

1401 Rockyville Prhe. HIEN-S S
Rockvible. M) 20832



BRMAC Meeting #32 — May 10. 2002
Potential for Inadvertent Germline Transmission of Gene Transfer Vectors
CBER Working Group

Dr. Dantel Takefman
Dr. Maritz Mclintyre
Dr. Stephanie Simek
Dr. Anne Pilaro

Dr. Dwaine Rieves
Dr. Philip Noguchi



