Anti-Infective Drugs Advisory Committee M eeting
November 20, 2008
NDA 022-269
Iclaprim
ArpidaAG
Holiday Inn/College, Maryland

Tentative Meeting Roster

ACTING CHAIR (Temporary Member)(Voting) Designated Federal Officer
L. Barth Reller, M.D. Janie Kim, Pharm.D.
Professor of Medicine and Pathol ogy 5630 Fishers Lane, HFD-21
Duke University Medical Center Rockville, MD

Durham, NC Janie kim@fda.hhs.gov

ANTI-INFECTIVE DRUGS ADVISORY COMMITTEE MEMBERS (Voting)

Dean Follmann, Ph.D. Carol Kauffman, M.D
Chief, Biostatistics Research Branch Chief, Infectious Diseases
Office of Clinical Research Veterans Administration Healthcare System
National Institute of Allergy and Ann Arbor, Ml

Infectious Diseases (NIAID)
Bethesda, MD
Kathleen Gutierrez, M .D. Bernhard Wiedermann, M.D.
Assistant Professor Attending, Infectious Disease
Department of Pediatrics Children’s National Medical Center
Stanford University School of Medicine Washington, D.C.
Stanford, CA

INDUSTRY REPRESENTATIVE (Non-Voting)
John H. Rex, M.D., F.A.C.P.

Infection Clinical Vice President

AstraZeneca; Alderley House

United Kingdom
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TEMPORARY MEMBERS (Voting)

Wallace Alston, M.D.

Associate Professor of Medicine
University of Vermont
Burlington, VT

John Bennett, M.D.
Section Chief, Clinical Mycology
National Institute of Allergy

and Infectious Diseases
Bethesda, MD

Alan Cross, M.D.

Professor of Medicine

University of Maryland School of Medicine
Center for Vaccine Development

Baltimore, MD

Thomas Fleming, Ph.D.
Professor of Biostatistics
University of Washington
Seattle, WA

Matthew Goetz, M.D.

Director

VA Greater Los Angeles Healthcare System
Los Angeles, CA

Joan F. Hilton, Sc.D., M.P.H.
Professor, Division of Biostatistics
University of California, San Francisco
San Francisco, CA

Peter Katona, M.D., FACP

Associate Professor

The David Geffen School of Medicine
University of CaliforniaLos Angeles (UCLA)
Los Angeles, CA

James L eggett Jr., M.D.

Associate Professor of Medicine
Oregon Health Sciences University
Portland, OR

Timothy L esar, Pharm.D.
Director of Pharmacy
Albany Medical Center
Albany, NY

Arthur Levin, M.P.H.

Consumer Representative

Director, Center for Medical Consumers
New York, NY

Lewis Nelson, M.D.

Director, Medical Toxicology Fellowship
Program

New York University School of Medicine
New York, NY

Edward Septimus, M.D.

Houston, TX
Melvin Weinstein, M.D.

Professor of Medicine and Pathol ogy
Robert Wood Johnson Medical School
University of Medicine and

Dentistry of New Jersey
New Brunswick, NJ
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FDA PARTICIPANTS (Non-Voting)
Edward Cox, M.D., M.P.H.

Director
Office of Antimicrobia Products

Katherine Laessig, M.D.
Deputy Director
Division of Anti-infective and Ophthalmology Products

Mark Gamalo, Ph.D.
Mathematical Statistician
Office of Biostatistics

John Alexander, M.D., M.P.H.
Lead Medical Officer
Division of Anti-infective and Ophthalmology Products

Thamban Valappil, Ph.D.
Statistical Team Leader
Office of Biostatistics




