NATIONAL INSTITUTES OF HEALTH (NIH)

RECOMBINANT DNA ADVISORY COMMITTEE (RAC)

118th Meeting

Hilton Rockville Hotel & Executive Center

September 9, 2009
Agenda

Wednesday, September 9, 2009

8:15 AM

8:20 AM

8:25 AM

8:50 AM

9:10 AM

Call to Order and Opening Remarks
Howard J. Federoff, M.D., Ph.D., RAC Chair

Tab 2565 For Your Information

Notice of Meeting

Conflict of Interest Guidance
Minutes

RAC Reviewers: Michael J. Buchmeier, Ph.D., M.S.
Bernard Roizman, Sc.D.

Tab 2566 Minutes of the June 16-17, 2009, RAC Meeting

International Conference on Harmonization of Technical Requirements
for Registration of Pharmaceuticals for Human Use:
General Principles to Address Virus and Vector Shedding

Presenter: Daniel Takefman, Ph.D., Division of Cellular and Gene
Therapies, Center for Biologics Evaluation and Research,
Food and Drug Administration
Slide Presentation

Points to Consider Regarding Applications to Lower Containment for
Cloning Risk Group 4 Mononegavirales cDNA into E. coli

Presenter: Jacqueline Corrigan-Curay, J.D., M.D.
Office of Biotechnology Activities, NIH
Slide Presentation

Discussion of Human Gene Transfer Protocol #0907-991: A Phase | Study
of an IL-2 Expressing, Attenuated Salmonella enterica Typhimurium in
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http://oba.od.nih.gov/oba/RAC/meetings/Sept2009/FDA_ICH_ViralShedding_cln.pdf�
http://oba.od.nih.gov/oba/RAC/meetings/Sept2009/OBA_RG4_PTC_cln.pdf�

Patients with Unresectable Hepatic Spread from any Non-Hematologic
Primary Cancer

Wednesday, September 9, 2009 (continued)

PI: Edward W. Greeno, M.D., University of Minnesota,
Minneapolis, MN

Sponsor: Daniel Saltzman, M.D., Ph.D., University of Minnesota,
Minneapolis, MN — Slide Presentation

RAC Reviewers: Louis V. Kirchhoff, M.D., M.P.H.
David A. Williams, M.D.
James R. Yankaskas, M.D., M.S.

Tab 2568 Protocol

Tab 2569 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Kirchhoff, Williams and
Yankaskas
PI’s Response

10:50 AM Public Comment
11:00 AM Gene Transfer Safety Assessment Board Report

Tab 2567 Responses to M-1-C-1
Protocol List
Protocols Not Selected for In-Depth Review and
Public Discussion
Slide Presentation 1; Slide Presentation 2

RAC Reviewers: Howard J. Federoff, M.D., Ph.D.
Scott E. Strome, M.D.
David A. Williams, M.D.
James R. Yankaskas, M.D., M.S.
John A. Zaia, M.D.

11:30 AM Lunch

12:30 PM Discussion of Human Gene Transfer Protocol #0907-989: A Phase 1
Open-Label, Escalating-Dose Study, of the Safety and Tolerability of Single
Daily Doses of CEQ 508 an RNAIi-Based Therapy for Familial Adenomatous
Polyposis

PI: Gideon Steinbach, M.D., Ph.D., Fred Hutchinson Cancer
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http://oba.od.nih.gov/oba/RAC/meetings/Sept2009/991_Saltzman_cln.pdf�
http://oba.od.nih.gov/oba/RAC/meetings/Sept2009/GTSAB_Rpt_cln.pdf�
http://oba.od.nih.gov/oba/RAC/meetings/Sept2009/GTSAB_discussion_Nemunaitis_cln.pdf�

Research Center, Seattle, WA

Sponsor: Cequent Pharmaceuticals Inc., Cambridge, MA
Slide Presentation

Wednesday, September 9, 2009 (continued)

RAC Reviewers: Howard J. Federoff, M.D., Ph.D.
Eric D. Kodish, M.D.
John A. Zaia, M.D.

Ad hoc Reviewer: James M. Church, MB. Ch.B, F.A.C.S., F.R.A.CS.
Staff Surgeon, Department of Colorectal Surgery at
Cleveland Clinic, Cleveland, OH

Tab 2570 Protocol

Tab 2571 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Federoff, Kodish, Zaia, and Church
PI’s Response

2:20 PM Public Comment
2:30 PM Break
2:45 PM Discussion of Human Gene Transfer Protocol #0907-988: A First-in-

Human Safety and Dose-Finding Study of a New Type-16 Human Rhinovirus
(RG-HRV16) Inoculum in Healthy Volunteers

PIl: James Gern, M.D., University of Wisconsin School of Medicine
and Public Health, Madison, WI — Slide Presentation

RAC Reviewers: Hildengund C.J. Ertl, M.D.
Jane Flint, Ph.D.
Jeffrey P. Kahn, Ph.D., M.P.H.

Tab 2572 Protocol

Tab 2573 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Ertl, Flint, and Kahn
PI’s Response

4:40 PM Public Comment



http://oba.od.nih.gov/oba/RAC/meetings/Sept2009/989_Steinbach_cln.pdf�
http://oba.od.nih.gov/oba/RAC/meetings/Sept2009/988_Gern_cln.pdf�

4:45 PM

ADJOURNMENT
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