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RECOMBINANT DNA ADVISORY COMMITTEE 
NATIONAL INSTITUTES OF HEALTH 

BUILDING 31, CONFERENCE ROOM 6 
BETHESDA, MARYLAND 

MARCH 1-2, 1993 
FlNAL AGENDA 1 

------------------------------------------------------------------------------------

I. 

II. 

III. 

IV. 

V. 

MARCH 1 

Call to Order and Opening Remarks from Chair 

Dr. Walters 

Minutes of December 3-4, 1992, and January 14, 1993 . . . . 
Tab 1581 December 92 Min (Page 1802) Dr. Doi 

Dr. DeLeon 

Tab 1583 January 93 Min (Page 2054) Dr. Chase 
Dr. Zallen 

Human Gene Therapy Protocol Entitled: Gene Therapy for the 
Treatment of Malignant Brain Tumors with In Vivo Tumor Transduction 
with the Herpes Simplex Thymidine Kinase Gene/Ganciclovir 
System/Drs. Culver, Van Gilder ....... . 

Tab 1567/IV 
1571 

1584 

(Coffee Break. 

Federal Register 
Hirano's Comments 
Culver's Protocol 
Geiduschek's Comm. 
Culver's Response 

(Page 11) 
. (Page 634) 
(Page 636) 
(Page 2091) 
(Page 2093) 

Human Gene Therapy Protocol Entitled: Phase I 
for Breast Cancer/Dr. Bank 

Tab 1567/II Federal Register (Page 10) 
1569 Parkman's Comments (Page 107) 

Krogstad's Comments (Page 1ll) 
Bank's Protocol (Page 116) 

1585 Bank's Response (Page 2098} 

Dr. Hirano 
Dr, Geiduschek 
Ms. Buc 

10:15-10:30) 

Study of Gene Therapy . . . . . . 
Dr. Parkman 
Dr. Krogstad 
Mr. Capron 

. 

. 

Human Gene Transfer Protocol Entitled: Administration of Neomycin 
Resistance Gene Marked EBV Specific Cytotoxic T Lymphocytes to 
Recipients of Mismatched-Related or Phenotypically Similar Unrelated 
Donor Harrow Grafts/Drs. Heslop, Brenner, Rooney , , . • • . • . . . . 

Tab 1567/IX Federal Register (Page 13) Dr. Straus 
1576 Straus' Conunents (Page 1601) Dr. DeLeon 

DeLeon's Comments (Page 1602) Dr. Carmen 
Carmen's Conunents (page 1604) 
Heslop Response (Page 1605) 
Heslop's Protocol (Page 1613) 

(Lunch. . . . . . . . . . . . . . . . . . . . 12:30-1:30) 

1A11 times on this agenda are estimates. The actual time for 
consideration of an item may be earlier or later than indicated. 

9:00 a.m 

. 9:05 a.m 

9:15 a.m 

10:30 a.n 

11:30 a.n 
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VI. 

VII. 

VIII. 

IX. 

x. 

Human Gene Transfer Protocol Entitled: Assessmenc of the Efficacy of 
Purging by Using Gene-Marked Autologous Marrow Transplantation for 
Children with Acute Myelogenous Leukemia in First Complete 
Remission/Drs. Brenner, Krance, Heslop, Santana, Ih1e ..•..•. 

Tab 1567/VI Federal Register (Page 12) Dr. Doi 
1573 Doi's Comments (Page 903) Dr. Chase 

Chase's Comments (Page 906) Ms. Meyers 
Meyers' Comments (Page 909) 
Brenner's Respons~ (Page 912) 
Meyers' Add. Comm. (Page 921) 
Brenner's Protocol {Page 922) 

Human Gene Therapy Protocol Entitled: A Phase I Trial of Human Gamma 
Interferon-Transduced Autologous Tumor Cells in Patients with 
Disseminated Malignant Melanoma/Dr. Seigler .• •... 

Tab 1567/V Federal Register (Page 11) Dr. Leventhal 
1572 Parkman's Comments (Page 764) Dr. Parkman 

Meyers' Comments (Page 767) Ms. Meyers 
Seigler's Protocol (Page 770) 

1586 Leventhal's Comments (Page 2107) 
Meyers' Comments (Page 2109) 
Seigler's Response (Page 2110) 

(Coffee Break. . . . . . . . . . . . . . 3:30-3:45) 

Human Gene Therapy Protocol Entitled: "Phase I Study of 
Non-Replicating Autologous Tumor cell Injections Using Cells 
Prepared With or without Granulocyte-Macrophage Colony 
Simulating Factor Gene Transduction in Patients with Metastacic 
Renal Cell Carcinoma/Dr. Simons 

Tab 1567/VII 
1574 

Federal Register 
Smith's Comments 

(Page 12) 
(Page 1061) 

Dr. Smith 
Dr. Brinckerhoff 

1:30 p.rn 

2:30 p.rr. 

3:45 p.n 

Brinckerhoff'B Comm. (Page 106S) Dr. Carmen 
S}M.~J.J'J S lid • .s Carmen's Comments (Page 1068) 15~ Simons' Protocol (Page 1070) (1J~ z.!04-1587 Simons' Response (Page 2122 ) j'A..('~~, ~ffi 1.11tt:J.,,~ 

Amendment to the Points to Consider Regarding the Separation of the 
Gene Marking Informed Consent Document from the Therapeutic Informed 
Consent Documents • • • • • • • • . • • . . • . . 

Tab 1567/XIV Federal Register (Page 18) Dr. Post 
Dr. Krogstad 

Amendment to the Points to Consider Regarding Safety of Delivery/ 
Expression Systems and Report on Murine Replication-Competent 
Retrovirus (HeR) Assays • • • • • • • • 

Tab 1567/XIII 
1582 

End of Session 

Federal Register 
Report 

(Page 16) Dr. Miller 
(Page 1883) Dr. Geiduschek 

4:45 p.r 

5:00 p.! 

5:30 p.~ 

z.z~q 
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XI. 

XII. 

XII! . 

XIV. 

xv. 

MARCH 2 

Human Gene Therapy Protocol Entitled: A Phase I Study of Gene Therapy 
of Cystic Fibrosis Utilizing a Replication Deficient Recombinant 
Adenovirus Vector to Deliver the Human Cystic Fibrosis Transmembrane 
Conductance Regulator cDNA to the Airways/Drs. Wilmott, 
Whitsett, Trapnell . • • • • . . ....... . 

Tab 1567/II1 Federal Register (Page 11) Ms. Grossman 
1570 Zallen's Comments (Page 365) Dr. Haselk::lrn 

8:30 a.n 

Wilmott's Protocol (Page 368) Dr. Zallen 
1588 Grossman's Comments (Page 2134 ) t s '7 '3 (j Wi ""'+/; ~+. A I &1WJ14tN Haselkorn's Comments (Page 2137) ::P g. "Z.~'2.) I. • " ..fa b IW!.. Wilmott's Response (Page 2138) 

Human Gene Therapy Protocol Entitled: 
Fibrosis Using El Deleted Adenovirus: 

Gene Therapy for Cystic 
A Phase I Trial in the 

Nasal cavity/Drs. Boucher, Knowles 

Tab 1567/VIII Federal Register (Page 13) Dr. Post 
1575 Post's Comments (Page 1339) Dr. Motulsky 

Motulsky's Comments (Page 1342) Dr. Zal1en 
Zallen's Comments (Page 1345) 
Boucher's Protocol (Page 1347) 

1589 Boucher's Response (Page 2153) 

(Coffee Break. . . . . . . . . 10:30-10:45) 

Human Gene Therapy Protocol Entitled: Phase I Study of Trans/ected 
Cancer Cells Expressing the Interleukin-2 Gene Product in Limited 
Stage Small-Cell Lung Cancer/Drs. Cassileth, Podack ••...••. 

Tab 1567/1 
1568 

1590 

(Lunch. . 

Federal Register 
Miller's Comments 
Dronamraju's Co .. m. 
Secundy's Comments 
Cassileth's Protocol 
Cassileth's Response 

(Page 10) 
(Page 21) 
(Fag€: 23) 
(Page 25) 
(Page 26) 
(Page 2175) 

Dr. Miller 
Dr. Dronamraju 
Dr. S€:cundy 

••.. 11:45-1:00) 

Human Gene Therapy Protocol Entitled: Use of Safety-Modified 
Retroviruses to Introduce Chemotherapy Resistance Sequences into 
Normal Hematopoietic Stem Cells for Chemoprotection During the 
Therapy of Ovarian Cancer/Dr. Deisseroth • • • • • 

Tab 1567/X 
1577 

1591 

Federal Register (Page 13) 
Dronamraju's Corrun. (Page 1686) 
Deisseroth's Protocol(page 1687) 
Leventhal's Comments (Page 2225) 
Deisseroth's Resp. (Page 2227) 

Dr. Leventhal 
Dr. Dronamraju 
Mr. Capron 

15'93 C 1)~ }JS81c!h!s 
CPs. 2.t>46) 

Review Preliminary Policy Statement--Amendment to the 
Points to Consider Regarding the Use of Compassionate Plea 

Tab 1567 jXII 
1593 

(Coffee Break • 

Federal Register 
Expedited Review 

Procedures 

• • • • • • • • 'II • 

{Page 

(Page 

9:30 a.n 

10:45 a.n 

1:00 p.r 

2:00 p.r 
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XVI. Discussion Regarding the Human Gene Therapy Protocol Materials 
Submitted to the Food and Drug Administration for Approval on a 
Compassionate Plea Basis/or. Royston .....•.......... 4:00 p.m 

XVII. 

XVIII. 

FYI 

Tab 1567 /XI Federal Register (Page 14) I t;13 £:. \ K(~j t!~d~ O~/}1()1tfrl-S 
1592 FDA Materials (Page 2241 ("pg. -z.:;~ Get ckt schtx'S ~~(1.-wtte~.r 

Future Recombinant DNA Advisory Corrunittee Dates 

Tab 1578 List of Meetings (Page 1783 ) 
June 7-8, 1993 
NIH, 3l/Conference Room 6 

Adjourrunent . . . . . . . . . . . . 

Tab 1579 Non-negligent Injuries 
Ltr to Healy (Page 1785) 

Tab 1580 

IS'~ 
(""pS' z. 2> ~ !» 

Article from 
Mootlen & Cupples 

I~q ~ H- l=J) AS, ~cttL 
-l~. -=z-'O~~ Z~,,~ 

. . . . . . 4:30 

Dr. Walters 

. . . . . . . . 5:00 

Dr. Walters 

p.rn 

p.rn 




