Recombinant DNA Advisory Commitiee
National Institutes of Health
Building 31, Conference Room 10

Bethesda, Maryland
December 9, 1996 L
Final Agenda'
Deceraber ¥, 1996
I Call to Order and Opening Remarks/Walters .. ... ... . i i i i e e e 9:00 a.m,
Tab 1911 Federal Register Announcement (Page 1857)
n. Minules of e December 445, 1993 Meeting/Walters, RosS ... .. ... oo e e 9:05 a.m.
Tab 1908 Minuies (Pagc: 281)
118 Overview of Proposed ACOnS/VAITNUS ... ..ot iiiie i iat i iyt aaiian s it atnaas 9:15am.
Tab 1903 Notice of Intent (Page 2} 1915G  Comments/Cell Genesys(Page 2112}
1904 Comuments oa the Notice of Inteat {Page 7) 1915H  Comments/FDA (Page 2114}
1911 Propased Aclions (Page 1860)
1912 Guidelines/Redline & Strikeout {Page 1901)
1915A Comments on Proposed Actions (Pagc 2023)
v, RAC Discussion of Proposed ACHONS ... ... oo i it m it ca et 9:30a.m,
LT T PP [0:15 am.
V. Overvicw of NIH Guidclines Modifications/Knorr ., ....o.ovur oot iiiiiieiiinernnrairnirnine 10:30 a.m.
VL Public Comumetit on Proposed ACHBNS . ... v\ uerisvarierrartineratsmiioriseninariaeiiiiramrinries 11:00 am.
Yii.  RAC Recommendations—~CGrene Therapy Policy Conferenice ToPIE .. ... ..ot iianin i ciianraevnrs 1130 am.
T 12:00 p.m
VIII.  Dala ManaBemienl ..., .. ii ittt it e b e e e et et 1:[5 pm.
~Update on Targeied Genetics Protocol #9610-162/Smith, Motulkky, Samulaki
--Update on ORDA Submissions Since D ber 1995/8mith
--Overview of Safcly Data Submitied Since December 1995/Smith
--QRDA Summary Sheet/Knorr
--Discussion: Data Management--Future Direclions/Smitl, Knorr
--Update on ORDA Gene Therapy Relational Database/Picrson -
. 19158 Data Mgmt/Targeted
Tab 1906 Protocol List (Page 183) 4
1907 Safety Reports” {Page 202) Genetics Resp #2  (Page 2094)
1909 Ameadments to Protocols (Page 331
1910 Protocols Submitted Since 12195 {Pape 339}
195C Data Questionnaire {Pagc 2034)
‘Updated Protocol List (Page 2037)
Orkin'Motulsky Report {Page 2056)
Data Management Overview {Page 2085)
1915D Targeted Genetics Response (Page 2089)

[All times on this agenda are estimates. The actual time for consideration of an item may be carlicr or Jater than

indicaled,
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(COIIEE BICAK) . oo v vttt et e e e e e Peenaas 20 p.m.

Futurc Mecting Datos/Wallers . ... ... ooiuiiiin e et P 4:30 p.m

Tab 1914 Tuture Mecting DatesMarch 6-7, 1997, Nil{, 31/CR10 (Page 2020)

A U WIS . . i i i v it iy 445 poo.

FYi.- i FYifWorldwide G

Tab 1905 Publications (Page 162) WS F T‘h otldwide Gene Pagc 2115
1913 Articles (Page 1956) crapy Rpt. (Page )
19151 Articles and Publications {Page 2026)
1915E National Biocthics Advisory Committee (Page 2091)



