RECOMBINANT DNA ADVISORY COMMITIEE
NATIONAL INSTITUTES OF EEALTH
BUILDING 31, CONFERENCE ROOM 6

MARCH 6-7, 1995
FINAL AGENDA'

straus, Gloricso, Buc

Tab 180§ Pratocol {Page
1818 Straus Comments {Page
Gloriosc Comments (Page

Zallen Commante {Fage

Link Responses {rage

fLunch. . & & o &t 4 4 v 4 4 s s e s e e s e e s s o« « 12:05-1120)

o

'All times on this agenda are estimates. The actual time for
coneideration of an i{tem may be earlier or later than indicatad,

MNARCH 6
1. Call to Order and Opening Ramarkd/Walters . ., . « « « &+ 4 « s + o + 4 « + 9100 a.m.
Tab 1812 Notlca of Mtg/Proposed Actions {Page 502) us “;'\LTENS/F_YI ) ]
1813 FYI-FDA Meeting, Karch 6, é p.m. {Page 567) e ature Gestioes Artide Page 979
FYI-Dorkin Update on Approved ~ORDAs Response-Goldianmer /810 pecs 305
Exp. Design/herosol Adminietration {(Page 570)
18258 Protocol List {Page 922)
II. Reporte on Accelerated Review/Walters . . . . .« + 4 « 4w 4 4 o o« s + « + « 9120 a.m.
Tab 1814 Fetell/Approved Accelerated Review {Page 576)
Viagena/Accelerated Review Requast
--ORDA's Ltr. to George Wash. Univ. (Page 587)
~=Viagena's Ragquest (Page 600)
~=5mith Comments (Page 606)
~~fallen Commants {Page 608}
-—ORDA's Ltr. to IRBs and IBCs {PFage 610}
==IRB and IBC Reepcohaes {Page 612)
--Viagane's Reeponse to Zallen {Page 635)
111, Reports on Minor Modlfications/WalterB .« « . « « 4 « o v o o s « « « « - 9350 a.m.
Tab 1825C Minor Modifications List (Page 936)
v, Minutes of the December 1-2, 1994, Meeting . . + + + + o « « « o s « +» 10100 a.m.
Reviewers: Doi, DeLson : MINUTES VOTE: 17-0-0
Tab 1825A Minutee {Page BGE) :
v. NIH and FDA Conaclidated Revliew of Human Gene Transfer
Protocole/Proposed Amendmants to Sectlope I, III, IV, V,
d N dix MWt et s s e a4 b w e v s e e s P e e e s e 15 a,p.
and Appendix M/Wivel » 10415 4.8-  CONSOLIDATED REV: 18-00
Tab 1825 Viagene Latter (Page 948)
{(Coffea Broak . « + o v + « = o o « o o« + + » + = o + 10:45-11105)
VvI. Human Gene Transfaer Protocol antitled: A Phase I Trial of
In Vivo Gene Therapy with the Herpes Simplex Thymidine Kinase/
Ganciclovir System for the Treatment of Refractory of Recurrent
Ovarian CANCEI + « 4+ o &+ o s s 2 o 4 o ¢ o o & o s s o s o s & » o s » 11105 a.m. .
PI1  Link, Moorman, Human Gans Therapy Rassarch Institutas, LINK VOTE: 17-1-0 wistip
’ Deas Noines, Iowa
S Reviewersi

64}

666) IBY  LINK-MOORMAN PROTOCOL

670) ~Lir = Rother fAlcxdon Pharm. Fage 990
673}

§74)
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VII. Human Gene Transfer Protocol entitled: A Phase I Testing of
Genetically Engineered Interleukin-7 Melanoma Vaccines . . « . -
PI: Economou, Glaspy, and McBride, University of Califorais,
Las Angeles, Califoraia
Reviewarst MWotulsky, Dol, Weyars
Tab 1810 Protocol ({Paga
1811 Motulsky Ccaments {Page
Dol Comments {Page
Meyera Commenta {Page
Ecopomou Responee (Page
VIII. Update on Data Management/Smith . . « . « v v o = & o o & o 4+
Tabk 1815 Daasfign of Future Data Reporting Formae {Page
#9303-037
-—Adverse Event ({Page
~-patient's Death {Page
--Adverse Event (Page
~-Safety Report {Page
#9312-059
~-Safety Report (Page
1B25D #9203-041
--Safety Report {Page
18258 #9303-027
--Adveraa Event {Page
--hAdverse Event (Page
(Coffeae BLe@K. . o« o« « o + = o = & = s v ¢ & « o o« & « 2:20-2:40)
IX. Update on Gene Therapy Information Network .« « « + = « v & » » o
Report byt Noguchl, Wilson
X. Human Gene Transfer Protocol entitled: Phase I/XI Study of
Immunjization with MHC Claas I Natched Allogeneic Human
Prostatic Carcinoms Cells Engineered to Secrete Interleukin-2
and TREOILOrON=Y « o« v o w a4 o o o o s o o o s s o & o a4 « s« o
PIt Gansbacher, Hemorial Sloan~Kettering Cancer Canter,
MNew York, New York
Reviewers: Saith, Motulsky, Zallan
Tab 1807 Protocol {Page
1819 Bmith Comments {Page
Motuleky Commants {Page
fallan Coumants {Page
Ganebachar Respons#e {Page
XI. Human Gena Transfer Protocol entitled: Gene Therapy for
AIDS Uaing Retroviral Mediated Gene Transfer to Deliver HIV-l
Antisense TAR and Transdominant Rev Protein Genes to Syngenelic
S Lymphocytes in HIV Infected Identical Twins . . . « « + « « o o &

PIst Morgan, Walker, Mational Institutas of Health,
Bethesda, Marylaad
Raviewers: Millar, Eamalkorm, Secundy

Tab 1808 Protocol (Page 265)
1821 Miller Comments {Page B12)
Haselkorn Comments {Page 813)

Secundy Comments {Page 815)

Zallen Comments (Page 817)

Horgan Response (Page 618}

ChAir COMMONLEB .« o = 4 & 4 = 2 & & = & » « o s + & &« = & » 2 o
End of S@solon .« . ¢ o« ¢ 4 e 4 o w4 4 4 w4 w4 n s a e s e e s

« « « + 1120 p.a. ECONOMOU: 18-0-1 wistip
125K ECONGMOU PROTOCOL
~ORDA: Lir to RAC Chaic ~ Page 93

421)
4943
495)
497}
499)

s e . 2120 p.om.
638}
646)
649)
651)
653)
654)
946)
974)
976)
e« s+ 2:40 p.m.
-+ »« 310 PM. GANGRACHER VOTE: 16-0-2 wistip

I82SL  GANSBACHER PROTOCON.
213) ~PI Additional Info, Page 1002
697)
702}
703)
707}
PRI 4110 p.m.
MORGAN VQTE: 160-1
1823M  MORGAN-WALKEK PROTOCOL
~P1 Additional lafe. Poge 100

« + « « 5110 p.m.
e o 0+ 5130 p.m.
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Human Retrovirus in a Gene Therapy MNarking TrialfMiller . , . . . . . . .

MARCH 7
Call o Order/Waltars . « . « « + & o 4 « 2 = 4 e & 4 a4 v on s « « +» B:130 a.m.
'L, Report on In Utero Conference Call . . . . . .« s 4 ¢ 4 & o & = « « « 8135 a.m.
Chajr: Brinckerhoff/Report by: Meyers
Kemhbers: Chase, Meyers, Samulski, Secundy, Motulsky,
Erickson, Caproa
Tab 1825F Brinckerhoff Report {Page 950)
XIII. Report on Ad Hoc Review Committee/Wivel . . , . . . . . . . . . . « s o« 9115 a,m,
Tab 1816 Summary Minutes of 2/3/95, Mtg. (Page 656)
XIv. Human Gene Transfer Protocol entitled: Immupization of
Glioblastoma Patients with TGF-f2 Antisense and Interleukin-2
(IL-2} Gene Modified Autologous Tumor Cells: A Phase I Study . . P 9:45 a.m. BLACK VOTE: 16-0-0 DEFERRED
PIss Black, Fakhral, Unlversity of Califormia, Los Angeles,
California
Reviewers: Ginsbhurg, Brinckerhoff, Meyers
Tab 1809 Protocol (Page 328)
1820 Ginabyrg Commaenta {Page 801) N i oo OTOROL e
Brinckarhoff Compants {Page BO4)
Hayeres Commants (Page BOG6)
Zallen Commante {Page 808)
Marcel Letter (Page 809)
1824 Black/Fakhrai Response {Page B45)
{Coffea Break + + v + 4 4 s 4 2 4 « » ¢ ¢ « o « o » « 10145=11105)
xv. Human Gene Tranefer Protocel entitled: Gene mcrapy
Approach for Chronic Granulomatous Digease . . “ s a e « . 11305 a.m.
PI: Malech, National Institutes of Health, utho-da
Maryland
Revlewers: Parkman, Erickson, Capron
Tab 1806 Protocol (Page 136) MALECH VOTE: 13-2-1 wistip
1822 Parkman Comments {Pags 821)
Erickson Comments {Page 828)
Capron Cocmentse (Page B31)
Malech Response {Page 832)
(Lunch.........-...............12505-1:20)
S’
XVI. Proposed Amendment to Appendix B, Classification of
Nicroorganisms on the Basls of Hazard . . . “« 8. .« 1¢20 p.m.
Requastor: Fleming, Mid-Atlantic llologicll Sltoty Alloc.
R
aviewer: Btraus APP B; 17-0-0 DEFER TO WG
Tab 1825G Fleming/Additional Comments (Page 951}
Wolfe Latter/MIT {Page 953)
Byers Laetter/Dana-Farber (Page 956) 10 f{,‘;‘ﬂ"w;;‘sf‘ “0",0' :':a(_.r-:oonmlsus
Braun Letter/Harvard University (Page 957) ~Lir from Byers/Dasa.Farber r:m
van Houten Ltr./Johnson & Johnson {Page 959} ~Lir from Plemiog Page 1007
Harding Letter/ABSA (Page 9560) ~Lur trom Post Page 1010
Fleming Response/Braun (Page 961)
Fleaming Responss/Wolfe {Paga %58)
Fleming Response/Vidaver {Page 973a)
Murphy Lettaer/ASH {Page 373c)
XVvil. Presantation on Detection of Low Levels of a Presumptive

2:20 p.m.
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XVIII.

Raquaestor:

Bethesda, Maryland

Tab 1817

X. Future Meeting Dates/Walters

XX. Chair Closing Remarks .

Liast of Heetings
FNext Mtg: June B-9, 1995
NIH, 31C/CR&

Noguchl Letter

XXI. Adjournment /Waltera .

.-

104
1025Q

CURIEL PROTOCOL

Prococol

Samulski Coeaments
Sahs Comments
Roas Comments (1)
PI Response
ORDAs Liro PL

Dliacussion on Adenoviral Vector Toxicology
Noguchl, Food and Drug Rdministration

{Page 661)

{Page B43)

2:50 p.m.

3150 p.m.

3155 p.m.
4:00 p.m.

1825P  DISCUSSION ON ADENOVIRAL VECTOR TOXICOLOGY
~FDA Overhcads Page 1010
-Margi Stuart Statem  Page 136

CURIEL: NOT REVIEWED





