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RECOMBINANT DNA ADVISORY COMMITTEE
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JUNE 9-10, 1994
FINAL AGENDA

I ¢

“lialllﬁiméa”bnifhis'agenaa"éfé‘estim&tés;‘*The'acfdéi time for

N
JUNE 9
I. Ccall to Order and Opening Remarks/Dr. Walters . e e e e e e e e e e 9:00 a.m.
- Tab 1740 Federal Register Announcement (Page 1046)
Health Care Reform (Page 1052)
Compen, for Res. Rel. Injuries (Page 1086)
‘Temin--Retrovirus Vectors (Page 1132)
II. Report on Minor Modificationg/Dr. Walters . . . « « « « « + o v & ¢ s « « 9:15 a.m.
Tab 1754A Table {Page 1587)
III- Hinutes Of March 3-4, 1994 « & & # 3 & 4 & s ¥ = & s » a4 @« -o a ¢ % & ® @ 9320 d.M.,
\ Reviewers: Doi, Chase : ‘ :
Tab 1753 © Minutes (Page 1530)
IV. Human Gene Transfer Protocol entitled: Phase I Trial of a
Polynucleotide Vaccine to Human Carcinoembryonic Antigen
in Patients with Metastatic Colorectal Cancer . . . « o« 2+ + o + « = s « o« 9:25 a.m,
PIt Dr. Curiel, Univ. of Alabama
Reviewers: Haselkorn, Chase, Zallen
Tab 1726 Protocol (Page 66)
1741 Haselkorn Comments (Page 1142)
. Chase Comments . (Page 1144)
N Zallen Comments (Page 1146)
Meyers Comments (2) (Page 1148)
PI Response {Page 1151)
(Coffee Break . . « « &+ o« & * & &+ » + & & & & & = w = 10:25"10:40)
v. Human Gene Transfer Protocol entitled: C(¢linjical Trial
to Assess the Safety, Feasibility, and Efficacy of
Transferring a Potentially Anti-arthritic Cytoklne Gbne
to Human Joints with Rheumatoid Arthritis . . s e e s e s s s 10:40 a.m.
PIe: Drs. Bvans, Robbins, Univ. of Pittsburgh
Reviewerst: Parkman, Motulsky, Zallen
Tab 1727 Protocol (Page 111)
1742 Parkman Comments ‘ (Page 1166)
Motulasky Comments . (Page 1170)
Zallen Comments {(Page 1173)
Meyers Comments (Page 1176)
Brinckerhoff Comments " {(Page 1177}
PIs Response {(Page 1180)
1754B PIs Response/Brinckerhoff {Page 1591)
Brinckerhoff Add. Comments {Page 1593)
N
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vI. Human Gene Transfer Protocol entitled: Use of & Rétroviral
Vector to Study the Trafflcklng Patterns of Purifiéd Ovarian
. TIL Populations Used in Intraperitoneal Adoptive Immunotherapy . .
N of Ovarian Cancer Patients: A Pilot Study « « o« o « o o o s « o o +» «» 11:40 a.m.
PI: Dr. Freedman, M.D. Anderson Cancer Center
Reviewers: Brinckerhoff, Dronamraju, Secundy

Tab 1731 Protocol (Page 347)
1743 Brinckerhoff Comments (Page 1200)
Dronamraju Comments {Page 1203a)
Secundy Comments (Page 1203b)
Meyers Comments (Page 1204)
PI Response (Page 1205)
1754¢C Brinckerhoff Add., Comments {Page 1594)

(Lunch- + % 8 4 &2 & + & 8 T T 4 0+ & 4 = & 2+ 8 & s s 12310-1325)

VII. Human Gene Transfer Protocol entitled: Use of Double Marking
with Retroviral Vectors to Determine Rate of Reconstitution
of Untreated and Cytokine Expanded CD34(+) Selected Marrow
Cells in Patients Undergoing Autologous Bone Marrow : .
Tr&nsplaﬂtatlon « ® & & + 2 & e & = =+ = - . s & a2 1:25 p.mo
PIs: Drs. Heslop, Bremner, Krance, st. Jnde Children s Res. Hosp.
Reviewers: Miller, Chase, Buc

Tab 1728 Protocol {Page 171)
1744 Miller Comments ' {(Page 1213)
Chase Comments : . (Page 1214)
Meyers Comments (Page 1216)
PI Response {Page 1217)
TI. Report from the Working Group on Data Management/Dr. Smith + . . . . . . 1:55 p.m.
N Tab 1737 PI Data Report . (Page 703)
1740 Oldfield-Adverse Event {Page 1068)
1745 Smith Comments {Page 1224)
ORDA's Response (Page 1230)
Oldfield Letter ' (Page 1234)
Wilson Letter (Page 1235)
Crystal Letter (Page 1236)
Deisseroth Letter (Page 1237)
Smith Response/Deisseroth (Page 1240)
1754D Table {Page 1595)
Crystal Letter : {Page 1604)
IX. Human Gene Transfer Protocol entitled: Use of Safety~

Modified Retroviruses to Introduce Chemotherapy Resistance

Sequences into Normal Hematopoietic Cells for Chemoprotection

During the Therapy of Breast Cancer: A Pilot Trial . . . « +« « « 4« « » « 2330 p.m.
PIs: Drs. Deisseroth, Hortobagyi, Champlin, Holnas, M.D. And. Cancer Cntr.
Reviewers: Brinckerhoff, Dronamraju, Capron

Tab 1732 Protocol {Page 396)
1746 IRE Approval (Page 1242)
Brinckerhoff Comments (2) (Page 1243)
Dronamraju Comments (Page 1246)
Meyere Comments . {Page 1247)
PI Response . (Page 1248)
1754E PI Response/Brinckerhoff (Page 1605)
Brinckerhoff Add. Comments (Page 1610)

(Coffee BrEak- 4 * e ¢+ 8 & 28 4 8 & =& 8 s % s e = @ . 3:15-3330}
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X. Human Gene Transfer Protocol entitled: Retroviral Mediated
Gene Transfer of the Fanconi Anemia Complementation Group C
Gene to Hematopoietic Progenitors of Group C Patients . . . . . . .
\\h// , PIs: Drs. Liu, Younyg, National Institutes of Health
Reviewers: Parkman, Smith

Tab 1736 ‘ Protocol (Page 613)
1747 Parkman Comments (Page 1283)
Smith Comments (Page 1284)
PI Regponse (Page 1286)
XI. Amendment to Part I-D of the Points to Consider Regarding
Informed Consent/Dr. Zallen . « « v ¢ v « o« ¢ o o o o o o & o o o o o v 4:30 p.m,
Tab 1748 Working Group Report ~ (page 1290)

End of Se881i0N 4 & 4 4 4 ¢ o o « + « o o o o o o 5 4

+ s s+ + s 4 s« 2 + 5:30 p.m.
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N/ / JUNE 10
Call to Order/Dr. Walters . . . « ¢ + « o ¢ ¢ o« o o 2 s o + +» s 2 +» + « o+ 8230 a,m.
XII. Deletion of Appendix L of the NIH Guidelines Regarding _
) ‘Releagse into the Environment/Dr. Wivel . ¢ ¢ « ¢ ¢ o « + 4 + + & o« « o« o+ B235 a.m.
Tab 1738 Wivel Letter {(Page 1038)
XIII. - Amendment to Part VI of the Points to Consider Regarding
Expedited Review/Dr. Wivel . . . ¢ ¢ ¢ o + ¢ o o o o ¢ o o o o s 4 + & » 9:00 a.m.
Tab 1739 Wivel Letter {Page 1044)
XIv. Human Gene Transfer Protocol entitled: A Phage I Testing
of Genetically Engineered Interleukin-7 Melanoma Vaccines . . . « ¢ o 9:30 a.m.
PIs: Drs. Economou, Glaspy, McBride, Univ. of CA, los Angeles
Reviewers: Motulsky, Doi, Meyers
Tab 1730 Protocol {Page 294)
1749 Motulsky Comments {Page 1295)
Doi Comments {Page 1297)
Meyerg Comments . {Page 1299)
PI Response (Page 1300)
{(Coffee Break. . + + « « + o o o o o« s o o » » » » » 10:15~10:30)
Xv. > Human Gene Transfer Protocol entitled: Clinical Protocol
for Modification of Tumor Suppressor Gene Expression and
Induction of Apoptosis in Non-Small Cell Lung Cancer (NSCLS)
S with an Adenovirus Vector Expressing Wildtype p53 and
cisplatin L] L4 - L] L] L4 * - L] L] - L] L] * - - L » L] L - - - - - - L) . . - L] 10:30 alm!
PI: Dr. Roth, M.D. Anderson Cancer Center
Reviewers: Haselkorn, Straus, Capron, Ginsberg
Tab 1733 Protocol (Page 493)
1750 Haselkorn Comments {Page 1306)
Straus Comments {Page 1308)
Capron Comments {Page 1310}
Mevers Comments {Page 1314)
Ginsberg Comments {Page 1315)
PI Response {Page 1316)
"1754F PI Response/Ginsberg (Fage 1611)
{LuHCh . @ 2 e e « * & & & a LIRS Y . T T T T T B B ) 11:30-12315)
XVI. Human Gene Transfer Protocol entitled: Injection of Glioblastoma
Patients with Tumor Cells Genetically Modified to Secrete
Interleukin-2 (IL-2): A Phage I Study . . . .« . . . « o o 12:15 p.nm.

PIs: Drs. Sobol, Royston, San Diego Regional cancer CBnter
Reviewers: Miller, Straus, Meyers

Tab 17285 Protocol {Page 5)
1751 Miller Comments {(Page 1413)
Straus Comments {(Page 1414)
Meyers Comments {Page 1416)
PI Response {Page 1418)
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XViI.

N

XVIIT.

XIX.

"/

Human Gene Transfer Protocol entitled: IL-12 Gene Therapy
Using Direct Injection of Tumor with Genetically Engineered ,
Autclogous FibroblaBt8 .+ « « « « o o » o o o s 4« « v s o & o s &« + + 1:15 p.m.
PI: Dr., Lotze, University of thtsburgh
Reviewers: Miller, Parkman, Meyers

556) ‘”ISI‘lG! L Qeop.w‘.e

Tab 173% Protocol {Page
1752 Miller Comments (Page 1428) 167)
Parkman Comments ‘ ‘ {Page 1430)
Meyers Comments : (Page 1433) '
PI Response . {Page 1435)

(Coffee Break. «a & & & s 8 B + s B & s & a 9 & 2 s 2 s = 2:15_2530)

Continued Discussion on Amendment to Part I-D of the

Po;nts to Consxder Regarding Infoag?d Congent /Dr. Zallen . . A . 2:30 p.m,
+o5;40hm¢ I.Q)/;Ewueu gg& é&Q
Future Meeting (3%23 Dr. Walters . . . CED l i> .« 3:30 p.m.

" Tab 1734 . List of Meetings (Page 554}

Next Mtg: Sept. 12-13, 1994
NIH, 31C/CR6

Adjournment/Dr. WALtEIB v v » o v o o o o « o o o o o v o o s o o s o s+ 3145 D.M.






