
1. 

II, 

III, 

IV. 

V. 

VI. 

---'r-~. 

azCOMBuuua DNA AnVlSOB.Y COlOlI'l"l:SB 
HA:rIONAL IHSTIxtr:rES OF IlEALTB 

BUILDING 31, COHl'8RENCl!: RooN 6 
MARCH 6-7, 1995 

FINAL AGEHDA' 

I(UCII , 

Call to Order and Opening Remarks/Walters • • , • • 

Tab 181:2 
1813 

18:25B 

Notice of Ktg/Proposed Actions 
F~l-FDA Keeting, Karch 6, 6 p,m. 
F~I-Dorkin Update on Approved 
Exp, Design/Aerosol ~iniBtration 
Protocol List 

Reports on Accelerated Review/Walters , , • • • , • , 

Tab 1814 Fetell/Approved Accelerated Review 
Viagene/Accelerated Review Request 
--oRDA'. Ltr, to George Wash. Univ. 
--Viagene" Requ •• t 
--Smith Comment. 
--Za11en Comment. 
--DRDA' B Ltr. to IRBB &nd IBCB 
--IRB and IBC Responses 
--Viagene's Response to la11en 

Reporta on Kinor Kodifications/WalterB 

Tab 1825C Kinor Modifications List 

Minutes of the December 1-2. 1994. Keeting 
ae.,.iewera, Doi, DeLeoza 

Tab 182511. Minu.teB 

NIH and FDA Con.alidat.d Review of SWDan Gene Tran.t.r 
Protocols/Proposed Amendment. to Sections I, III, IV, V. 
and Appendix x/wivel • • • • • • • • • • • .... 

(P&98 50:2) 
(Page 561) 

(Page 510) 
(Page 922) 

(Page 576) 

(Page 5871 
(Pag. (00) 
(Page 606) 
(Page 508) 
(page 610) 
(Page 612) 
(PaglJ 635) 

(P.ge 936) 

(P&<;Ie 866) 

Tab 1825£ 

(Coffee Break 

Viagene Latter (Page 948) 

10,45-11105) 

Human Gene Tran.fer Protocol entitled. A Pha •• I Trial of 
In Vivo Gene Therapy with the Herpe. Simple% Thymidine X!na •• / 
Ganciclov!c Sy.tem ror the Treatment or Refractory or Recurrent 
o".rian cancer . . . iI • • • • • • • iI • • • .. • • .. • 

PI. Link, Nooraaza, Bwaan can. ~erapf ..... rch lzaBtitut., 
De. Moin •• , low. 
a • .,.isw.r.. atr.u., Glorio.o, aue 

Tab 1805 
1818 

Protocol 
Straus CoIIment. 
Glorioso Comment. 
lallen CocPments 
Li~ Re.pon.e. 

(P&fl- 64) 
(Page 666) 
(Pag_ 610) 
(P.ge 673) 
(Page ,.,,> 

(Lunch. • • • • • • • • • • • • • • • 12.05-1,20) 

IAll time. on this &genda are •• t1.mate.. 'l'he .ctual tt... for 
consideration of an item m4y be .arli.r or later th.n indio.tad. 

• 9100 a.m. 

9.20 a.m. 

• 9.50 a.lD. 

10100 •• 111. 

10.15 •• 111. 

l1. OS •• m. 

IllSI WALTEIlS{f'rI 
~hp&DUC Tri.i.l/Nah,ll'c GealiCCJ; ~ r. 919 
-10 ....... T,oiI/Scio= Article p. !I!$ 
-ORDAJ, R"poasc:--Go&dhammu fBIO P.,c SI86 

MINUrES VOTE: 17-0-0 

CONSOLIDATED REV: 1~ 

LINK VOTE: 17-1-0 w/stip 

IWJ UNf;. ... OOItMAH PROTOCol. 
-I.tr r.. _,..- PIoua r.!I!iO 
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VII. 

VIII. 

IX. 

x. 

'(I. 

--

H~an Gene Transfer Protocol entitled. A PhaBe I T.Bt~g of 
GeneC~cally Engineered InCerleukin-7 xel«noma Vaccine. • • • • • • 1.20 p.m. 
PI. EcoDomou, OlaapJ, and KcBri4e, UQ!T.r_ity of CAlifornia, 
Lo. Angele., cali-fornia 
Reviewer. I Motulaky, Doi, Heyere 

Tab 1910 
1811 

Protocol 
Motu1sky ~ntB 
Doi ComaIent. 
Meyers Commentll 
Economou Response 

Update on Data Manag~nt/Smit~ • • 

Tab 1915 

18250 

l825H 

(COffee Break. . 

De81gn of Future Data Reporting Forme 
19303-037 
--Mverse Event 
--Patient'. Death 
--Mverae Event 
--Safety Report 
19312-059 
--safety Report 
'9303-041 
--Safety Report 
19303-037 
--Mverse Event 
--Adverse Event 

(Page 421) 
(page 494) 
(Page 495) 
(Page 497) 
(PI!.ge 499) 

. :2120 p.m. 

(Page 639) 

(Page 646) 
(Page 649) 
(Page 651) 
(Page 653) 

(Page 654) 

(Page 946) 

(Page 974) 
(Page 976) 

2,20-2.40) 

Update on Gene Therapy Information Network 
Report byl )Jogucbi, WilSall 

•••• 2.40 p.m. 

Human Gene Transfer Protocol entitled I Phs.e I/II Study oL 
Immuni%ation with ~C Class I satch.d Allogeneic Human 
Prostatic Carcinoma Cells Engineered to Secrete Interleukin-2 
and Interferon-y ••••• • • • • • • • • • • • • • • • • ••••• 3110 p ..... 
Pl. O&Ilabacher, Nuaorial 'lO&ll~httad.D9 Cancer Celltar, 
ae. York, aew York 
RayleWar.1 Salth. Motu1sky. I.lleu 

Tab 1807 
1819 

Protocol 
Salith CoaIIIIenta 
Hotulaky COmmente 
'allan CocIIDIent e 
Oanebacher Responae 

(paqe 213) 
(Page 697) 
(Page 702) 
(I'&ge 7031 
(Page 707) 

Human Gena Transter Protocol antltl~. Gene Therapy Lor 
AIDS using Ratroviral s.dist.d Gene Transter to Deliver HIV-l 
Anti.en.. TAR ~d Teenedominant Rev Protein Gene. to Syngeneic 
Lymphocyte. in HlV Infected Identical Twins • • • • • • • • • • 
PI.. Morgau, Walk.r, a.tiona1 Illstitut.s of aaalth, 
atlth •• 4a, Maryland 
aeTiewera. Miller, .... lkorn, •• cun4r 

Tab 1808 
1821 

Chair COImr:!ent. 

End of soasion 

Protocol 
Killer COIIlIIents 
Ha.a1karn Commente 
secundy comment. 
U.llan COI:DIIIente 
HOrqan Reapon •• 

(Page 265) 
(Page 812) 
(Pag. 813) 
(Pag. 815) 
(Pa9. 817) 
(Pag. 818) 

•• 10 p .... 

SilO p.m. 

5.30 p .... 

ECONOMOU: 18.()-1 w/stip 

ru!le ECONOMOU PIlOTOcOL 
-ORCAl. Ur 10 RAe a...it Pa.gc: -m 

GANSBACHER VOTE: 16-().l w/stip 

lWL CANS .... CHEIl.IIOTOco1. 
-Pi _ We>. r. lOQ2 

MORGAN VOTE: 16-0-1 

lWM NoaG4H.WAUcU.1lOTOCOI. 
-1'1 AddlUoGII WOo •• lOOl 
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':1. 

XIII. 

XIV. 

xv. 

-XVI. 

XVII. 

NlUlCB 7 

Call to Order/Walters ••.•••.•• 

Report on In Utero Conference Call 
Chair. Brinckerhoff/Report by, Weyers 
Members. Chase, __ yers, Samulaki, Secuady, Motulsky, 
Briek.on, CApron 

Tab 1825F Brinekerhoff Report 

Report on Ad Hoc Review Committee/wivel • • • • • 

Tab 1816 Summary Minutes of 2/3/95, KtO. 

(Page 950) 

(Paoe 656) 

Human Gene Transfer Protocol entitled. Immuaiaation of 
Glioblastoma Patients with XGF-p2 Antisen.e and Interleukin-; 
(IL-2) Gene Xodified Autologous rumor Cellsl A ph.se I Scudy 
PIa, Black, Fakhrai, UniTersity of california, Los ADg.les. 
california 
aeviewers. Ginsburg, Brinekerhoff. W.y.rs 

T&D 1809 
1820 

1824 

Protocol 
Gin.buro ~nts 
Brinckerhoff ~nt. 
Meyers Comments 
lallen COmmenta 
Karcel Letter 
Black/,akhrai Reapons. 

(Page 328, 
(Pag. 801) 
(Page 804) 
(Pag. 806, 
(Page 808) 
(Pag. 809) 
(paoe 845) 

(Coffee Break • • • • • •• 10145-11.05) 

Human Gene Transfer Protocol entitled. Gen. Ther.py 
Approach for Chronic Oraaulom.tou. Dl..... •• • • • 
PI. Malech. Matio~l Institute. of aealth, aeth •• 4a 
Maryland 
aeyi.wersl Parkman, .rickson, capron 

Tab 1806 
1822 

{Lunch • • • • • 

Protocol 
Parkman. COmment. 
Erick.on ~8nt. 
Capron Comment. 
Kaleeh Reapon •• 

(Paoe 136) 
(pag8 821) 
(pag8 828) 
(Paoe 831) 
(Pag_ 8321 

12,05-1,201 

Proposed Amendment to Appendix B, Cla •• iLlcation ot 
Nicroorgani~. on the Ba.i. of H.aard • • • • • • • 
aequestorl F1e-ing, Mid-Atlantic Biological .afetr A.soe • 
• eviewerl straus 

Tab l825C 'l~inq/Additional comment. 
Wolfe Letter/HIT 
Byer. Letter/D~a-rarber 
Braun Letter/Harvard Univer.ity 
Van Houtan Ltr./John.on £ John.on 
Harding Letter/ABSA 
Fleming Raapon.e/Braun 
Fleming Raapon •• /wolf. 
'leming Reapon.e/vidaver 
Kurphy ~tter/ASH 

(Pag& 951) 
(Pag. 9531 
(Pag8 956) 
(PaO& 9571 
(P&g8 959) 
(Page 960) 
(Pag. 5161) 
(Page 5168) 
(Pag. 5173., 
(I'ag. 973c) 

8.30 &.11. 

8135 &.11. 

9115 &.PI. 

9.45 &.PI. 

11.05 &.11. 

1120 p.aI. 

Presentation on Detection of Lov Level. of a Pr •• umptlva 
Human Retroviru. in a aene rherapy N4rking rrl.~/Kil1.r • • • • • • • • • 2.20 p.lI. 

BLACK VOTE: 16-0-0 DEFERRED 

IWN '[.4.CK.f'AKHAA' ~ROtOCOL 
..... p, Add.itioa.a.ll.n/Q p. 1004 

MALECH VOTE: 13-2·1 ",/stip 

AlP B: 11..0..0 DEFER TO WG 

IIl$O A'PENDIX a.a.uslrtCAl101< 01 M'CllOORCAHlSloCS -lJJ: __ /oYIV. r""WT 
-lh _ 8r<n/D .... ,...... ,.. IIIlII 

-La '- I'IeaUa& '" 1009 -Ur_PaoI ..... UJUJ 
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XVIII. 

X. 

xx. 

XXI. 

Discussion on Adenovira1 Vector Toxicology • . • . 
Requastor. Nogucbi, ~ood and Drug Administration, 
Betbesda, ~ryland 

Tab 1811 Noguchi Letter 

Future Meeting Dates/Walters 

List of Meetings 
Next Mtgl June 8-9, 1995 

NIH, 31C/Cfl6 

Chair Closing Remarks 

Adjournment/Walters 

rn. C(JIUEL PRarocol. 

laM Froc.ocoI 
IWQ SUIIWW eoo.-au 

SahaCom ...... 
Il ... eo.-eall (1) 
PI Itupoos< 
ORD .... 1b1O PI 

p,..s 
p,..um 
p,..1OIG 
Pq<lO<l 
Pq<,0<1 
P""l048 

2.50 p.m. 

(Page 663) 

3.50 p.m. 

(Page 843) 

3155 p.m. 

4.00 p.m. 

llUsr DISCUSSION ON ADENOVIlW. VJ:cro~ TUXICOl.QG\' 
··FDA Overb~ Paec lOlJ 
·· ... lIgi Srurt Slatem P",e lQJ6 

CURIEL: NOT REVIEWED 




