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RECOMBINANT DNA ADVISORY COMMITTEE 
NATIONAL INSTI'l'UTES OF HEALTH 

BUILDING 31, COHFEREHCE ROOM 6 
DECEMBER 1-2, 1994 

FINAL AGENDA I 

DECEMBER 1 

Call to Order and Opening Remarks/Walters • 

Tab 1789 Federal Register 
--Notice of Mtg./Prop. Actions 

1792 FDA Meeting/Dec. 1, 6 p.m. 
ORDA Letter to Curiel 
Response from Curiel 

1803A Protocol List 

(Page 777 ) 
(Page 811) 
(Page 817) 
{Page B19} 
(Page 1163) 

Reports on Accelerated Review & Minor Modifications/Walters 

Tab 1790 

1791 
1803B 
1803C 

Accelerated--Oorkin/Lapey 
(lobar installation) 

Accelerated--Douer 
Minor Mods--Updated List 
Accelerated--Dranoff 
Minor Modification Table 

Minutes of the September 12-13, 1994, Meeting 
Reviewers: Chase, DeLeon 

Tab 1802 Minutes 

(Page 781) 
(Page 790) 
(Page 804) 
(Page 1176) 
(Page l1SS} 

(Page 1061) 

update on NIH/FDA Consolidated Review of Human Gene Transfer 
Protocols/Wivel and Noguchi • • • • • • • • • • • • • • • . • 

Tab l803E BIO/Goldhammer Letter (Page 1236) 

Report on Data Management • . • • • • • • • • • • • • 
Presenters I Smith/Ros. (Overview), Parkman (Marking), 
Samu1ski (Cancer TherapY/Don-vaccines), Marcus, GTI (BSV-tk 
vector), Berger, PI for #9303-037 (BSV-tk toxicities), 
Erickson (Cancer Therapy/"Vaccines"), Motulsky (Inherited 
Disorders), Straus (Therapy/BIV), Noguchi/Smith (Future 
Directions/Summary) 

Tab 1186 

1787 

1788 

18030 

Working Group Assignments 
Reports from PIs 
Adverse Events/9303-037 Culver, 

Van Gilder, Berger 
OVerview from ROBS 
Review from Erickson/Gene 

Therapy/Cancer/Vaccines 
Brenner Resp. #9206-018 
Gansbacher Resp. #9206-022 
Data Management Report 
Summary & Follow-up 
Smith Comments 
Ross Comments 
seigler Resp. #9306-043 
Rosenberg Resp.#8810-001/9007-003 
Rosenberg Resp.#9110-010/9110-011 
Cornetta Resp. #9202-014 
Galpin Resp. #9306-048 
Haubrich Resp. 19312-062 
Wilson Resp. #9102-012/9212-035 
Cassileth Resp. #9309-053 
Adverse Event/#9303-037/culver/ 

Van Gilder/Berger 
Adverse Event/#9206-019 & 

9312-059/0Idfield 

(Page 404) 
(Page 411) 

(Page 751) 
(Page 770) 

(Page 772) 
(Page 774) 
(Page 775) 
(Page 1191) 
(Page 1208) 
(Page 1209) 
(Page 1211) 
(Page 1215) 
(Page 1217) 
(Page 1218) 
(Page 1219) 
(Page 1220) 
(page 1222) 
(Page 1223) 
(Page 1227) 

(Page 1228) 

(Page 1230) 

IAll times on this agenda are estimates. The actual time for 
r("'lna~n':'''''~''~t''I-n noF .::lIn ~ .... o"'" ..... :::11,\, h~ oI!!o!ll_',ch¥' ....... - , ........ __ .... ""' __ l_...:iII __ &.._.'I 

----- ......... 

9:00 a.m. 

9:10 a.m. 

9:25 a.m. 

9:30 a.m. 

9:40 a.m. 
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VI. 

VII. 

""'-'"" 

VIII. 

IX. 

IB03L Blaese Response #9007-002 (Page 1303) 
Smith's Question to Btaese 

#9007-002 (Page 1305 ) 
Blaese Response #9007-002 (Page 1306) 
Straus Review/Question #9306-048) (Page 1307) 
Galpin Response #9306-048 (Page 1308) 
Seigler Response #9306-043 (Page 1309) 
Greenberg Response 19202-017 (Page 1316) 
Adverse Event #2/#9303-037/ 

Culver-Van Gilder-Berger (Page 1317) 

(Coffee Break . . • 11:00-11: 15) 

Human Gene Transfer Protocol entitled: Adenovirus Hediated 
Gene Transfer for Cystic Fibrosis: Safety of Single Administration 
in the Lung . ... ... ... ... .. .. . .. .. . . .. .. ... .. . .. ... .. .. .. .. . .. .. . . 
PI: Dorkin, New England Medical Center and Dr. Lapey, 

Massachusetts General Hospital/Harvard Medical School 
Reviewers I straus, Ginsburg, Capron 

Tab 1785 
1795 

1803G 

(Lunch. • 

Protocol 
Straus Comments 
Ginsburg comments 
Capron Comments 
Zallen Comments 
PI Response 
PI Response 

(Page 331) 
(Page 826) 
(Page 82B) 
(Page 831) 
(Page 833) 
(Page 834) 
(Page 1246) 

• 12:30-1:45) 

Discussion of Ethical Considerations Relative to in utero 
Somatic Cell and Gene Therapies • • • • • • • 
Presentationr Patterson, FDA 
Reviewers: Zallen, Capron, Motulsky 

Tab 1793 
1803F 

(Coffee Break. 

Noguchi Letter/FDA 
Background Article/Cowan & Golbus 

{Page 
(Page 

• 2:45-3:00) 

Human Gene Transfer Protocol entitled: Intratumora~ 
Injection of Herpes Simplex Thymidine Kinase Vector Producer 
Cells (PA317/G1TklSvNa.7) and Intravenous Ganciclovir for 
the Treatment of Locally Recurrent or Persistent Head 

11:15 a.m. 

1:45 p.m. 

and Neck Cancer . ................ * ........ oil ••••••• oil 3:00 p ... m. 
PIsl Gluckman, University of Cincinnati Medical Center, 
Reviewers I Parkman, Motulsky, Ross 

Tab 1781 
1797 

1803M 

Protocol 
Parkman Comments 
Motulsky Comments 
Ross Convnents 
Zallen COmments 
PI Response 
PI Response 

(Page 72) 
(Page 913) 
(Page 917) 
(Page 918) 
(Page 921) 
(Page 922) 
(Page 1319) 

Human Gene Transfer Protocol entitled: Phase I Trial of 
Interleukin-2 Plasmid DNA/DHRIE/DOPE Lipid Complex as an 
Immunotherapeutic Agent in Solid Malignant Tumors or 
Lymphomas by Direct Gene Transfer • • • • • • • . • • 
PIc Hersh, Akporiaye, Harris, stopeck, Unger, Warneke, 

Arizona Cancer Center 
Reviewers I Miller, saha, Buc 

Tab 1782 
1796 

End of Session 

Protocol 
Miller COmments 
Saha Comments 
Zallen Comments 
PI Response 

. . . . . . . . . . . . .. . . . . . . 

(Page 156) 
(Page 845) 
(Page 846) 
(Page 848) 
(Page 849/885/902) 

. . . . . . . 

4:30 p.m. 

5:30 p.m. 
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X. 

XI. 

XII. 

XIII. 

call to Order/walters • • •• 

Data Management (continued) 
PIt Oldfield, NIH 

DECEMBER 2 

Tab 18030 Adverse Event/9206-019 & 9312-059 (Page 1230) 

Human Gene Transfer Protocol entitled: Clinical Protocol for 
Modification of Tumor Suppressor Gene Expression in Head and Neck 
Squamous Cell Carcinoma (HNSCC) with an Adenovirus Vector 
Expressing Wild-type p53 .• . . • . • • . • • . . • • . • . • • 
PI: Clayman, MD Anderson Cancer Center 
Reviewers: Brinckerhoff, Haselkorn, secundy 

Tab 1784 
1798 

1803H 

(Coffee Break. 

Protocol 
Brinckerhoff Comments 
Haselkorn Comments 
secundy Comments 
Zallen Comments 
PI Response 
PI-Additional Information 

(Page 271) 
(Page 942) 
(Page 944) 
(Page 945) 
(Page 947) 
(Page 948) 
(Page 1276) 

10:00-10:15) 

Human Gene Transfer Protocol entitled: Gene Therapy of 
primary and Hetastatic Halignant TUmors of the Liver Using 
ACN53 Via Hepatic Artery Infusion: A Phase I Study . • • • 
PISI Venook and Warren, University of california, San Francisco 
Reviewers: Erickson, Doi, Meyers 

Tab 1780 
1799 

1803J 

Protocol 
Erickson Comments 
Doi Comments 
Meyers Comments 
PI Response 
PI Response 

(Page 4) 
(Page 981) 
(Page 984) 
(Page 986/988) 
(Page 990) 
(Page 1296) 

Human Gene Transfer Protocol entitled: Phase I Study of 
Adenoviral Vector Delivery of the HSV-TK Gene and the 
Intravenous Administration of Ganciclovir in Adults with 

8:30 a.m. 

8:35 a.m. 

8:45 a.m. 

10:15 a.m. 

Halignant Tumor of the Central Nervous System • .••..•..• ~. 11:30 a.m. 
PIs: Grouman and Woo, Baylor COllege of Medicine li'O'Yi P:I (\.SIl/t'la. '~S 
Reviewersl samulski, smith, zallen ~~~ lA I~~ 

~G.'" \.J'.' \ '3'3 c;, 
Tab 1783 Protocol (Page 208) 

1800 Samulski Comments (Page 1005) 
Smith Comments (Page 1008/1012) 
Zallen Comments (Page 1014) 
PI Response (Page 1017) 

18031 PI Response (Page 1289) 

(Lunch • • 12:45-2:00) 

XIV. Amendments to Appendix B of the NIH Guidelines Regarding 
Updating the Classification of Microorganisms. • • . . .. 2:00 p.m. 
Requestor I Fleming, Mid-Atlantic Biological Safety ASSOC\&..., IJ l\r lilA' '-. Inc. ..... ~:.> 
Reviewers: straus, Saha .~~~ rp~~~ \'YJ I~~_ 

Tab 1801 
1803K 

IB03N 

Request from Fleming 
Letter from Barkley 
Letter to Barkley 
Letter from Tolin 
McDade Letter 

(Page 1024) 
(Page 1298) 
(Page 1299) 
(Page 1300) 
(Page 1320) 
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.... " ,,-v. 

XVI. 

-

(Coffee Break. •.•..•.•••• 3:00-3:15) 

Future Meeting Dates/Walters 

Tab 1794 List of Meetings 
Next Mtg: March 6-7, 1995 

NIH, 31C/CR6 

(Page 824) 

Adjournment/Walters . • • • • + • • • til .. • ... • .. • .. .. .. .. • .. • • • • • 

4:00 p.m . 

4:15 p.m. 




