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Recombinant DNA Advisory Committee
Nstional Institutes of Health
Bullding 31, Conference Room 10

Bethesda, Maryland
March 6-7, 1997
Final Agenda’
March 6, 1997
L Call to Order and Opening Remarks/Aguilar-Cordova .. ... ... .0 it iiiieeren, 9:00 a.m,
Tab 1916 Proposed Actions/Federal Register (Page 3)
Tab 1917 Actions to Reduce Membership of RAC (Page 43)
Tab 1927 Amended Charter (Page 315)
RAC Roster {Page 318)
Tab 1928 Articles
--Journal of NCI {Page 324)
--ASM News {Page 328)
IL Minutes of the December @, 1996, Meeting . .. ... ... ittt inin i iitiennennrnacenens 9:15 a.m,
Reviewers: Saha, Lysaught
Tab 1929 December 9, 1996, Minutes {Page 331)
L. Human Gene Transfer Protocol #9701-171 entitled: Immune Response to Intradermal
Administration of an Adenovirus Type § Gene Transfer Vector (Ad, CD.1G) ... ... ... .. .. .. ... .. 9:30 a.m.
Pls: Drs. Harvey and Crystal, NY Hospital-Cornell Medical Center
Reviewers: Lai and Samulski (Presented by Mclvor), Rothenberg
Tab 1919 ORDA Overview (Page 49) 1938E Harvey/Crystal Prot
Profocol (Page 54) --Lysaught Cmts .. 669
RAC's Initial Review . (Page 115) --Leinwand Cmts ., 671
Primary Reviewers Comments--Rothenberg, Lai (1) (Page 156) -~Atticlefm PI .. .. 672
Tab 1930 IBC Approval (Page 356)
Primary Reviewers Comments--Samulski, Lai (2) (Page 358)
IBC Membership (Page 360)
PI's Comments {Page 362)
PI’s Additional Information (Page 376)
Letter from ORDA (Page 398)
Revised Protocol {Page 399)
Tab 1938C Primary Reviewer Comment--Lai (3) {Page 660)
(CoffeeBreak) .. .....ocvvvirrvnrernanaan e e bbb 10:30 a.m,
v. Discussion Regarding Gene Transfer Protocols Involving Normal Subjects/Knorr. . . . ............. 10:45 a.m.
LR ) 12:00 p.m
V. Discussion Regarding Compliance under the NIH Guidelines/Knorr .. ... ..... ... ... coivniia.. 1:15 p.m.
Tab 1916 Proposed Actions/Federal Register (Page 3)
Tab 1918 ORDA Ltr re; Procedures for Submitting Protocols (Page 46)
All times on this asenda are estimates. The actual time for consideration of an item may be earlier or
later than indicated.
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\ VI Praposed Amendments to Appendix B, Classification of Human Etiological Agents/Shik . .., ...... ., 2:15 pm.
Ad Hoc Consultant: Dr, Murphy, NIH
Tab 1920 Background Information (Page 167)
Straus Review (Page 205)
Murphy Review (Page 207)
Tab 1931 Letter from Fleming (Page 452)
{Coffee BIeak) . ... i i v vt r et it s bt e st n et st tan e e, 2:45 p.m.
VII.  Discussion Regarding Proposed Actions to the NIH Guidelines/NTH Oversight of Human Gene Transfer
Research/Kmorr ......... ..o, F e et e e 3:00 p.m.
Tab 1916 Proposed Actions/Federal Register (Page 3}
Tab 1921 Comments-Walters, Zallen, Kradjian/Vical (1) (Page 210)
Tab 1922 Articles (Page 219)
Tab 1938D Kradjian/Vical Letter (2) (Page 661)
Goldhammer/BIO Letter {Page 665)
VHI.  Acting Chair's Comments/Aguilar-Cordova ... ..o uu it ittt trar s taninernnn. 4:45 p.m,
(Note: Meeting starts tomorrow at 8:30 a.m.)
IX. End of Session . .. ... e e a e 5:00 p.m.
N’

March 7, 1997

X. Call 1o Order/Aguilar-Cordova . .. .. ... i i i it it ittt et et e 8:30 a.m,
Xi. Update on the NIH Human Gene Therapy Relational Datebase . .............. ... ... ..., 8:45 a.m.
Presentation: Theresa Pierson, NIH Consultant
Tab 1932 Draft of Data Management Fields (Page 458)
(CoffeeBreak) . ..........ov0uuuves e e et ee et e s 9:45 a.m,
XIl.  Data Management/Future Directions/Smith . , ... .... N 10:00 a.m.
Tab 1934 Portions of the June 95 RAC Minutes (Page 520) 1938F Data Mgmt/Future Dir
June 95 Data Management Status Report (Page 528) --Summary fin Smith 681
June 95 Data Management Scientific Report (Page 543)
Article from Data Management Subcommittee (Page 562)
XII.  Discussion Regarding Registration of Phase IIT Clinical Trials’/Knorr . ................ ... .. ... 11:15 a.m.
Tab 1937 FDA IND Regulations--Definition of Phase I, I, I11
Clinical Trials (Page 591)
. 12:15 p.m
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XIV. Data Management/Safety Reports, Amendments, & Updates/Smith . ............¢c00vrimurinrn. 1:330 p.m.
Tab 1924 Protocol List (Page 282)
Tab 1925 Amendments & Updates (see Tab 1935 for Updated List) (Page 303)
Tab 1935 Safety Reports and Adverse Events (Page 573)
Amendments (Page 579)
XV.  NIH/FDA Strategies to Streamline Review and Approval Procedures/Knorr, A. Miller ... ........... 2:15 pm.
‘ Preseptation: Dr. Fred Miller, Food and Drug Adminstration
Tab 1933 Letter from FDA - 2/23/97 (Page 466)
Letter from FDA - 11/20/96 (Page 468)
FDA IND Application/21 CFR Part 312 {Page 469)
) £ I = ) ) < T O 3:00 p.m.
XV1.  Human Gene Therapy Protocols Not Requiring Full RAC Review/Smith ....................... 3:15 pm.
Tab 1923 #9611-165 through #9701-174
(excluding #9701-171) (Page 227)
Tab 1936 #9701-173/Williams (Page 586)
#9701-174/Das Gupta (Page 588)
Tab 1938B #9701-172/Cornetta (Page 658)
XVIL. Future Meeting Dates/Aguilar-Cordova ... ... it it e 345 pm,
Next Meeting: June 12-13, 1997, NIH, 31/CR6
Tab 1926 List of Meetings (Page 308)
" XVIIL Acting Chair's Closing Remarks/ARuilar-Cordova . . ..o vovvterererir et ieenenraneennnenr., 4:00 p.m,
XIX. Adjournment/Aguilar-Cordova ... ...t i e e s 4:15 p.m.

s oo ok o o el o ol a0 o o o oo o o R ol o o 0 o0 oo o oo O o o o o e o o o ke o R R

Visit the ORDA Web page on: http://www.nih.gov/od/orda/
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