Recombinant DNA Advisory Commlttee
National Institutes of Health
Building 31, Conference Room &
Bethesda, Maryland
September 11-12, 1995
Final Agenda’

September 11, 1995

IL

IIL

V.

Call to Order and Opening Remarks/Walters .. .. .. ... . it i iaaecnranaaas 9:00 a.m.
Tab 1868 Federal Register Announcement (Page 480) 18816 g:,,l,pmium_sm Anniv-
1869 Future Proposed Action Regarding Semiannual Data Reporting  (Page 484) Gene Therapy Exper Page 1276
Science Art Page 1282
Data Management /Walters .. .. ... ... it iiintia st et %:10 a.m.
Tab 1870 Report on Review Level 1: Full RAC Review, NIH Director Approval,
FDA IND (Page 490)
--Protocol List (Page 493)
--Protocol Amendments: PI Notification to NIH/ORDA (Page 507)
--#9303-038/Heslop/Death of Patient {Page 712)
--#9503-104/Malech/Severe Event (Page 714)
--#9303-037/Van Gilder/Adverse Event (Page 715)
--#9409-084/Holt /ORDA Memo to Holt/Hol’s Response {Page 717)
--#9007-003/Rosenberg/Pl's Resp to 6/95 Data Mgmt Inquiry  (Page 720)
--Articles from New York Times, Science (Page 721)
1881B #9403-069/Walker /Adverse Event (Page 1211)
1871 Report on Review Level 3: Sole FDA Review (Consolidated Rev) (Page 725)

--[See Tab 1864 /Isner/page 291
See Tab 1865/Bozik/page 338
See Tab 1866/Riddell/page 388
Sec Tab 1867/Rosenblatt/page 418)

1881C #9508-119/Response to Comments {Page 1217)
Minutes of the June 8-9, 1995, Meeling . .. ...\ it et ittt it in ittt et ey 9:25 a.m.
Tab 1880 Minutes {Page 1053)
Report from the 44 Hoc Review Committee/Wivel . . ... .. ...t oiiiriirrcnnrnnaeeananes 9:35 a.m,
Tab 1881D  June 19, 1995 Minutes (Page 1229)
Report from the Panel to Assess NTH Investment on Gene Therapy/Wivel .................... 10:00 a.m.

'All times on this agenda are estimates. The actual time for consideration of an item may be earlier or

later than indicated.
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VL

VIIL

Human Gene Therapy Protocol entitled: Gene Therapy for the Treatment
of Advanced Prostate Cancer by In Vivo Transduction with Prostate-Targeted

Retroviral Vectors Expressing Antisense c-myc RNA . . ..., ... ... ... ...

Pls: Steiner, U of Tennessee, Memphis
Holt, Vanderbilt University
Reviewers: Saha, Motulsky, McGraw

Tab 1860 Protocol
1872 Saha Comments
Motulsky Comments

McGraw Comments
Steiner/Holt Response

(Coffee Break) . ..ottt e it e e it i ce e

Human Gene Therapy Protocol entitled: .4 Phase I Study of Recombinant
Adenovirus Vector-Mediated Delivery of an Anti-erbB-2 Single-Chain (sFv}
Antibody Gene for Previously Treated Qvarian and Extraovarian Cancer Patients

Pls Curicl and Alvarez, U of Alabama, Birmingham
Reviewers: Saha, Motulsky, McGraw, Parkman
Tab 1863 Protocol
1873 Saha Comments
Motulsky Comments

McGraw Comments

Parkman Comments

Curiel Additional Information
Curiel/Alvarez Response

Human Gene Therapy Protocol entitled: .4 Phase I Study of Direct
Administration of @ Replication Deficient Adenovirus Vector Containing
the E. coii Cytosine Deaminase Gene to Metastatic Colon Carcinoma of
the Liver in Association with the Oral Administration of the Pro-Drug

S-Fluorocylosing . ... .. ... i i i e e e
PL Crystal, New York Hospital - Cornell Medical Ctr
Reviewers: Ginsburg, Samulski, Rothenberg
Tab 1861 Protocol
1874 Ginsburg Comments
Samulski Comments
Rothenberg Comments

Crystal Additional Information (2)

Crystal Response to Rothenberg
1881E Crystal Response to Samulski

Crystal Response to Ginsburg

(Page 5)

(Page 870)
(Page 872)
(Page 873)
(Page 875)

(Page 910)
{Page 912)
(Page 916)
(Page 918)

Page 62 Crystal Protocol

ot
(Page 955) Additiona

(Page 958)

(Page 964/968)

(Page 972)

(Page 1236)

(Page 1263)



Page 3 - RAC Final Agenda - September 11-12, 1995

X

XIL.

Human Gene Therapy Protocol entitled: Phase [ Study of EI4 Gene

Therapy for Patients with Metastatic Breast or Ovarian Cancer that

Ovarapress HER-2/M8U . ..t i ittt n s taarensnretar it i i 2:45 p.m.
Hortobagyi, Lopez-Berestein, and Hung, U of Texas, MD A.ndcrson Cancer Cenler

Rcvxcwcm Straus, Hearing (a4 hoc), Zallen

Tab 1862 Protocol (Page 158)
1875 Straus Comments (Page 1017)
Hearing Comments {(Page 1020)
Zallen Comments (Page 1022)
Lopez-Berestein Response (Page 1026)
(Coffee Break) . ..o v vt i i ittt a sttt ittt e 3:45 p.m.

Discussion Regarding Stipulation Reguirements for Protocols #9406-079,
Clinical Protocol for Modification of Tumor Suppressor Gene Expression

and Induction of Apoptosis in Non-Small Cell Lung Cancer (NSCLC) with an
Andenovirus Vector Expressing Wild-type p53 and Cisplatin and #9412-096
Clinical Protocol for Modification of Tumor Suppressor Gene Expression

in Head and Neck Squamous Cell Carcinoma (HNSCC) with an Adenovirus

Vector Expressing Wild-type D53 . ..ot i i e e, 4:00 p.m.
Pls: #9406-079, Roth, MD Anderson Cancer Center, Houston
#9412-096, Clayman, MD Anderson Cancer Center, Houston
Tab 1876 Summary of 6/94 RAC Meeting (Page 1068)
Summary of 12/94 RAC Mecting {Page 1069)
Roth Letter (Page 1070)
Samulski Response {Page 1077)
1831A Background Materials (Page 1155)
Chair Comments/Wallers . . .. . ... . ittt i e e 5:00 p.m,
End of Session . . ..ot e e e e e e e e 5:15 p.m.
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September 12, 1995

\ - XIL Call to Order /Wallers . ... . i et ettt e s
XIV. Presentation on [n Utero Cell and Gene Therapy ... .. ..o ii i e,
Speaker: Mitchell Golbus, M.D.

Professor Emeritus of Obstetrics & Gynecology
University of California at San Francisco

(Coffee Break) . . ... . it i it et i et e e e e

XV.  Discussion of Containment Level for Retroviral Vectors . ........ .. . iitriirienrnnannias
Presentors: Anderson, U of Southern California
McGarrity, Genetic Therapy Inc.

Tab 1877 McGarrity Letter (Page 1084) 18811 mﬂn“;’:;‘::
T T e 12:00 noon
XVL  Update Report from the Appendix B Subcommittee Regarding Classification
of Commonly Used Animal Agents . ... ..ottt it st r it nrareeenar i anearnnas 1:15 pam
Chair: Straus
Members: Blair, Braun, Caspar, Fleming, Glorioso, Wolfe
Exec Sec: Shih
Tab 1878 ORDA Memo (Page 1088)
Appendix B Subcommittee Responses (Page 1091)
1881F Update on Appendix B-V (Page 1275)
XVIL  Future Meeting Dates/Walters .. ... ... ... ittt ranrrnrraaasieannns 1:45 p.m
Next Meeting: Dec, 4-5, 95 NIH 31C/CR10
Tab 1879 List of Meetings (Page 1095)
XVIIL. Chair Closing Remarks /Wallers , . .. ... . uiuuuttnun et eneernrernnensnarasrsitieenns 1:50 p.m
XIX . A OUIRME D WA er | . . ittt i e et e e 2:00 pm

Page 1294





