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Agenda

Tuesday, March 8, 2011

11:00 AM

11:05 AM

11:10 AM

11:35 AM

Call to Order and Opening Remarks
John A. Zaia, M.D., RAC Chair

Tab 2648 For Y our Information
Notice of Meeting
Conflict of Interest Guidance

Minutes

RAC Reviewer: Marcella Sarzotti-K el soe, Ph.D.
James R. Yankaskas, M.D., M.S.

Tab 2649 Minutes of the December 7-8, 2010 RAC Mesting
Gene Transfer Safety Assessment Board Report

Tab 2650 Responsesto M-1-C-1
Protocol List
Protocols Not Selected for In-Depth Review and
Public Discussion
Slide Presentation

RAC Reviewers: Antonio Chiocca, M.D., Ph.D.
Y uman Fong, M.D.
Don Kohn, M.D.
Marshall Strome, M.D., M.S.
James R. Y ankaskas, M.D., M..S.
John A. Zaia, M.D.

Gene Transfer Using Growth Factorsfor Peripheral Vascular Disease:
Updates on Two Recent Trials

Introduction: John A. Zaia, M.D. — Slide Presentation

-1-


GTSAB_RPT_Mar2011.pdf
GF_Intro_Zaia.pdf

12:50 PM

1:00 PM

1:30 PM

3:20 PM

3:30 PM

Protocol #0709-838 titled: 4 Randomized Double-Blind Placebo-
Controlled Parallel Group Study of the Efficacy And Safety Of
XRP0038/NVIFGF On Amputation Or Any Death In Critical Limb
Ischemia Patients With Skin Lesions

Presenters.  Soraya Bekkali, M.D., Sanofi-Aventis, Paris, France

Caroline DeSurmont-Ruchaud, Ph.D., Sanofi-Aventis, Paris,
France -- Slide Presentation

Pr otocol #0407-661 titled: A Phase 2, Randomized, Double-Blind,
Placebo-Controlled, Parallel-Group, Multicenter, Dose-Selection Study of
Ad2/Hypoxia Inducible Factor (HIF)-10/VP16 in Patients with Intermittent
Claudication

Presenter: Mark Creager, M.D., Brigham and Women’ s Hospital,
Boston, MA -- Slide Presentation

Tab 2653 Background Materias
Public Comment
Lunch

Protocol #1101-1087 titled: 4 Randomized Phase I/II Trial using a GM-
CSF Producing and CD40L-Expressing Bystander Cell Line (GM.CD40L)
Vaccine in Combination with CCL21 for Patients with Stage IV
Adenocarcinoma of the Lung

PI: Jhanelle Gray, M.D., Moffitt Cancer Center and Research Institute,
Tampa, FL -- Slide Presentation

RAC Reviewers: Norman Fost, M.D., M.P.H.
David Ornelles, Ph.D.
Marshall Strome, M.D., M.S.

Tab 2651 Protocol
Tab 2652 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Fost, Ornelles and Strome
PI’ s Response
Public Comment

Adjourn



838_SanofiAventis.pdf
661_Genzyme.pdf
1087_Gray.pdf
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