Food and Drug Administration
Center for Biologics Evaluation and Research
Office of Therapeutic Products
75th Meeting of the Cellular, Tissue, and Gene Therapies Advisory Committee
September 27, 2023
Web Conference

Draft Meeting Roster

MEMBERS

Chair (Acting)

Tabassum (Taby) Ahsan, Ph.D.
Expertise: Biomedical Engineering
Term: 05/17/2021-03/31/2024
Vice-President

Cell Therapy Operations

City of Hope

Duarte, CA 91010

Christopher K., Breuer, M.D. +

Expertise: General Surgery and Pediatric
Surgery

Term: 06/07/2018-03/31/2026

Director of Tissue Engineering Program and
Surgical Research

Director, Center for Regenerative Medicine
Nationwide Children’s Hospital

Columbus, OH 43215

Donald B. Kohn, M.D.

Expertise: Gene Therapies for Blood Diseases
Term: 08/23/2022-03/31/2025

Distinguished Professor

Departments of Microbiology, Immunology
and Molecular Genetics, Pediatrics,
Molecular and Medical Pharmacology

David Geffen School of Medicine at UCLA
University of California, Los Angeles

Los Angeles, CA 90095
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Marshall E. Bloom, M.D. +

Expertise: Virology Viral Vectors and Gene
Therapies

Term: 04/01/2022-03/31/2026

Division of Intramural Research

Chief, Biology of Vector-Borne Viruses
Section

National Institutes of Health

Hamilton, MT 59840

Eric Crombez, M.D. *** +
Expertise: Industry Representative
Term: 09/19/2022-03/31/2024
Chief Medical Officer

Ultragenyx Gene Therapy
Cambridge, MA 02139

Wendy B. London, Ph.D.

Expertise: Biostatistics, Clinical Trial Design,
Oncology

Term: 04/01/2023-03/31/2027

Associate Professor of Pediatrics

Boston Children’s Hospital/Dana-Farber
Cancer Institute

Harvard Medical School

Boston, MA 02215

+ Not Attending
** Consumer Representative
*** Industry Representative
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Sean J. Morrison, Ph.D. +

Expertise: Stem Cell Biology

Term: 06/07/2018-03/31/2026

Director

Children’s Medical Center Research Institute
University of Texas Southwestern Medical
Center

Dallas, TX 75390

Melanie Ott, M.D., Ph.D. +
Expertise: Virology and Immunology
Term: 04/01/2022-03/31/2026
Gladstone Institute of Virology and
Immunology

University of California, San Francisco
San Francisco, CA 94158

Gil 1. Wolfe, M.D.

Expertise: Neurology

Term: 02/04/2022—-03/31/2026

Professor and Chairman of Neurology

Irvin and Rosemary Smith Chair

University at Buffalo Distinguished Professor
Department of Neurology

Jacobs School of Medicine and Biomedical
Sciences, University at Buffalo/SUNY
Buffalo, NY 14202
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Kathleen O’Sullivan-Fortin, Esq. **
Expertise: Consumer Representative
Term: 08/23/2022-03/31/2025
Founder, ALD Connect, Inc.
Middleton, MA 01949

Nirali N. Shah M.D., M.H.Sc.
Expertise: Hematology and Oncology
Term: 02/04/2022-03/31/2026

Head, Hematologic Malignancies Section
Pediatric Oncology Branch

Lasker Clinical Research Scholar
National Cancer Institute

Bethesda, MD 20892

Joseph Wu, M.D., Ph.D.

Expertise: Cardiology and Radiology
Term: 4/1/2020-03/31/2025

Director, Stanford Cardiovascular Institute
Professor of Medicine and Radiology
Stanford University

Stanford, CA 94305

+ Not Attending
** Consumer Representative
*** Industry Representative
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TEMPORARY VOTING MEMBERS (TVMs)

G. Caleb Alexander, M.D., M.S.
Professor of Epidemiology and Medicine
Bloomberg School of Public Health
Johns Hopkins University

Baltimore, MD 21205

Kenneth Fischbeck, M.D.

Distinguished Investigator

Neurogenetics Branch, Division of Intramural
Research

National Institute of Neurological Disorders
and Stroke

National Institutes of Health

Bethesda, MD 20892

Jeffrey H. Kordower, Ph.D.

Center Director & Professor

ASU-Banner Neurodegenerative Disease
Research Center and School of Life Sciences

Arizona State University
Tempe, AZ 85287

Lisa Lee, Ph.D.

Associate Vice President for Research and
Innovation

Director, Scholarly Integrity and Research
Compliance

Research Professor, Population Health
Sciences

Virginia Tech

Blacksburg, VA 24061
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Andrew Buckley, M.B.A., J.D.
Patient Representative
Deer Park, IL

Nicholas E. Johnson, M.D., M.S.C.1.,
F.A.A.N.

George Bliley Research Chair in Neurology
Vice Chair of Research

Director, Muscular Dystrophy Translational
Research Program

Associate Professor of Neurology, Human
Molecular Genetics

Virginia Commonwealth University
Richmond, VA 23059

Richard Kryscio, Ph.D.

Professor, Statistics and Biostatistics
University of Kentucky

Lexington, KY 40536

Jun Li, M.D., Ph.D., F.A.N.A., F.A.A.N.
John M. O’Quinn Foundation Presidential
Distinguished Chair in Neurology
Professor and Chair, Department of
Neurology

Houston Methodist Hospital

Weill Cornell Medical College

Houston, TX 77030

+ Not Attending
** Consumer Representative
*** Industry Representative
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Ronald Liem, Ph.D. Jan A. Nolta, Ph.D.

Professor of Pathology and Cell Biology Professor

Columbia University School of Medicine Director, Stem Cell Program and Gene
New York, NY 10032 Therapy Center

Scientific Director, UC Davis GMP Facility
Institute for Regenerative Cures,

University of California Davis Health
Sacramento, CA 95817

Rajiv R. Ratan, M.D., Ph.D. Lynn A. Raymond, M.D., Ph.D.
Winifred Masterson Burke Professor of Director, Djavad Mowafaghian Centre for
Weill Cornell Brain Health

CEO, Burke Neurological Institute Louise A. Brown Chair in Neuroscience
White Plains, NY 10605 Professor, Department of Psychiatry

Co-Director, Centre for Huntington Disease
The University of British Columbia,
Vancouver Campus, Musqueam Traditional
Territory

Vancouver, BC V6T 173, Canada

Mark H. Tuszynski, M.D., Ph.D.
Distinguished Professor of Neurosciences
Director, UCSD Translational
Neuroscience Institute

University of California - San Diego

La Jolla, CA 92093

TEMPORARY NON-VOTING MEMBER (TNVM)

Michael Gold, M.S., M.D.
Acting Industry Representative
Chief Medical Officer
Neumora Therapeutics
Watertown, MA 02472

+ Not Attending
** Consumer Representative

*** Industry Representative
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GUEST SPEAKER

Dr. Evan Y. Snyder, M.D., Ph.D., F.A.A.P.
Director, Center for Stem Cells and
Regenerative Medicine

Professor, Human Genetics Program

Sanford Burnham Prebys Medical Discovery
Institute

La Jolla, CA 92037

FDA PARTICIPANTS

Peter W. Marks, M.D., Ph.D.

Director

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

Nicole Verdun, M.D.

Director, Office of Therapeutic

Products (OTP)

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

Tom Finn, Ph.D. (Speaker)

BLA Chair and Chemistry, Manufacturing,
and Controls (CMC) Reviewer

Office of Cellular Therapy and Human
Tissue CMC, Division of Cell Therapy
Office of Therapeutics Products (OTP)
Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993
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Celia Witten, Ph.D., M.D. (Speaker)
Deputy Director, Center for Biologics
Evaluation and Research

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

Leila P. Hann

Associate Director for Policy

Office of Therapeutics Products (OTP)
Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

Xue (Mary) Lin, Ph.D. (Speaker)

Statistical Reviewer

Office of Biostatistics and
Pharmacovigilance, Division of Biostatistics
Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

+ Not Attending
** Consumer Representative
*** Industry Representative
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Gumei Liu, M.D., Ph.D. (Speaker)

Clinical Reviewer

Office of Clinical Evaluation, Division of
Clinical Evaluation and General Medicine
Office of Therapeutics Products (OTP)
Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

Rosa Sherafat-Kazemzadeh, M.D. (Speaker)
Clinical Team Leader

Office of Clinical Evaluation, Division of
Clinical Evaluation and General Medicine
Office of Therapeutics Products (OTP)

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

FDA ADMINISTRATIVE STAFF

Designated Federal Officer

Marie DeGregorio

Division of Scientific Advisors and
Consultants (DSAC)

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

E-mail: CBERCTGTAC@fda.hhs.gov

Committee Management Specialist

Tonica Burke, B.S.

Division of Scientific Advisors and
Consultants (DSAC)

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

E-mail: CBERCTGTAC@fda.hhs.gov

Page 6 of 7

Alternate Designated Federal Officer

Cicely Reese, Pharm.D.

Division of Scientific Advisors and
Consultants (DSAC)

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

E-mail: CBERCTGTAC@fda.hhs.gov

Committee Management Officer

LaShawn Marks

Division of Scientific Advisors and
Consultants (DSAC)

Center for Biologics Evaluation and Research
Food and Drug Administration

Silver Spring, MD 20993

E-mail: CBERCTGTAC@fda.hhs.gov
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FDA ADMINISTRATIVE STAFF (CONT’D):

Committee Management Officer DIRECTOR

Joanne Lipkind Prabhakara Atreya, Ph.D.

Division of Scientific Advisors and Division of Scientific Advisors and
Consultants (DSAC) Consultants (DSAC)

Center for Biologics Evaluation and Research ~ Center for Biologics Evaluation and Research
Food and Drug Administration Food and Drug Administration

Silver Spring, MD 20993 Silver Spring, MD 20993

E-mail: CBERCTGTAC@fda.hhs.gov E-mail: CBERCTGTAC@fda.hhs.gov
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