
NATIONAL INSTITUTES .OF HEALTH 
. RECOMBINANT, DNA ADVISORY COMMITTEE (RAC) 

Buildi~g 31 C, Conference Room 6C I 0 
Bethesda, Maryland 

September 19.20, 2002 

. MEETING AGENDA 

. Thursday, September' 9, 2002 

1:00 PM 

1:10 PM 

3:00PM 

3:15 PM 

Call to Order and Opening Remarks 
, Thepdore Friedmann, M.D., RAC Chair 

Tab 2266 For Your Information 
~Notice of Meeting , . 
- Co'nflict ofInterest Statement 

Discussion of Human Gene Transfer Protocol #0207-545 entitled: 
A Phase llII, Escalating-Dose, Open-Label Evaluation of Safety, Feasibility, and 
Tolerability of Transgenic Lymphocyte Immunization (TLI) Vaccine in Subjects With· 
Histologically Proven Prostate Adenocarcinoma .. 

PI:' .. Maurizio Zanetti, M.D.; University of California, San Diego 

. RAC Reviewers: Linda Gooding, Ph.D. 
Baruch Brody, Ph.D. 
Larry Johnson, M.D. 

Tab 2267 

Tab 2268.· 

BREAK 

Prototol 

OBA Summary' 
OBA Letter to PIon in-depth RAC Review and Public Discussion 
Outcome of Initial Review by RAC Members 
Reviews From Drs. Gooding, Brody, and L. Johnson 
Sponsor's Resp'onse 

Discussion of Human G~ne Transfe~ Protocol·#0207-546 entitled: 
A Phase llII, Double-Blind, Randomized, Placebo-Controlled Study To Assess Safety. 
and Efficacy of AMGOOOI To Improve Perfusion in Critical Leg Ischemia 

PI: Richard J. Powell, M.D., Dartmouth Medical School 
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Thursday, September /9, '2002 (continued) 

5:15PM 

, 5:20. PM 

RAC Reviewers: Robert Simari, M.D .. 
Madison Powers, J.D., D.Phil. 
Theodore Friedmann,.M.D. 

,Tab 2269 

. Thomas Gelehrter, M.D. 

Protocql 

OBA Summary , 
OBA Letter to PIon in-depth RAC Review and Public Discussion 
Outcome oflnitial Review by RAC Members, , ' 
Reviews From Drs. Simari, Powers, Friedmann; 'aJjd Gdehrter 
Sponsor's Response ' 

Informed-c:onsentWorking Group Upd~te , 
Baruch Brody; Ph.D., Cochair" ' 
Nancy King, J.D., Cochair (via teleconference)' 

ADJOURNMENT 

Fr;daY~ September 20,2002 

8:30AM 

8:35AM" 

1 0:00AM 

Cal. to Order 
Theodore Frie~inarin, M.D., RAC Chair 

Discussion of Human Gene Transfer Protocol #0206,.539 entitled: A Phase 1111 
Evaluation of Safety 'and Efficacy of a,Matrix~ T~rg~ted Retroviral Vector Bearing a 
bomi~lant Negative Cyelin G 1 Construct (Mx-dnG 1) as Adjunctive Intervention.for 
Superficial Corneal Opacity/Corneal Scarring , 

PI: Jonathan'C~ Song, M.D., University of South em Califoml~ 

"RAC Reviewers: ' Diane Wara, M.D. " 
James Childress; ph.D. 

'David DeMets, Ph.D., 

Ad Hoc Reviewers: ". , Nikunj Somia, Ph.D., Univ~rsity of Minnesota, twin Cities 

Tab 2271 

Tab 2272 

'BREAK 

Steven Wilson, M.D., University of Washington (via ' 
',' teleco'1ference) " , 

;, 

Protocol, 

'OBASumm~ry 
OBA L:etter to PI on'in-depth ~CReview and Public Discussion 
Outcome of Initial Review by RAC Meinber~ 
Reviews From Drs. Wara, Childress, DeMets, Somia, and Wilson 
Sponsor's Response " " 
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Friday, September 20,2002 (continued) 

10:15 AM Reh:ovira(Vector Packaging Cell Systems: Current Status 

Retrovirus Packa'ging Cell Development and Safety Issues 
, Dusty Milh:;r, 'Ph.D., Fred Hutchinson CancerResearch Center 

, Replication-Coinpete~i Retro~irus and Different Packaging Line's 
for Retroviral Vector Manufacture' 
Carolyn'Wilson, Ph.D., FDA 

Kenneth'Cornetla, M.D., Indiana University Cancer Research Iristitute (via 
, teleconf~rence), , ' " 

" 

12:00 NOON :LUNCU, ' 

1:00 PM, 

1:15 PM 

.1:25 PM 

_,,!,I,r 

. '. ~ 

Data Management Report' 

'Tab 2274, Protoc6i List ' . , 
Prot9ctils Not Selected for RAGPublic Review 
Serious Adyerse ,E'vent Suininary Report 

. Amendrrien~s and Upda~e Summary Table 

,RAe Review.ers: Robert Simari, M.D:, 
, Diane Wara; ,tv1.D. 

" .. 

, Linda ,Gooding,: Ph.D. 
, Baruch Brody,·Ph.D. 

Larry Johnson, M.D. ' 

Minutes of the'June'20-2t,', iOoi,M~eting 
- ~ .' , .' 

"RAe RevieW-en;;: Max,in~,Linial, Ph.D~, RAe Membe~ 
" P~ilip Johnson; M,D., RAe Member 

, Tab 2273 :,' Minutes of the Julie 20-'21, 2002, Meeting , 

," Discussion 'of Human Gene Transfer Protocol #0207-544 entitled:' 
, A ~base.I Study To Eval~ate Safety and Pharmacokinetics ofPro~l, ,a Liposome-' 
, Encapsulated ThymjdineKinase Gene Formuh:ltio~, in,Patients With Stage IV 

Metastatic Melanoma" '. ' " 

PI: John A:,Thomps,on, M.D.,UniversityofWashi!lgtori: 

RACReviewers: 

" 
".' 

,Neal DeLuca, Ph.D. 
, Bernard Lo, M.D., 
pavid Sidrans~,.M.D. 
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Friday; Septembe~ 20, 2002 (cQntinued)· 
; . ~ " , 
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.. 

" .. 
, Ad Hoc Reviewer$: ,Jo~ Wolff, M.D.,Uniyersity of Wisconsin MedicaLScho'ol, ' " 

(via tet~conference) '" :',' ' , 
Donald Coeri,.Ph.D., Harvard Medical School 
(via teleconference)' ' ,,'. 

, ,~ 

' . 
. ' .. 

" Tab 2275" PrQtocol ". 

Tab 2276 '. OBA,. Summary: ,.,' ' 
. OHA Letter to PIon in-depth RAC R,eview and'Public Discussion' :. , 
OutCome of Initial Reyiew by RAe Members " .' ..' , ' 
~Reviews F:rorri Drs. DeI-uca, Lo,'Sidransky; Wolff,~nd Coen, ' 
.,sponso·r'sResponse . ., , . . , 

ADJOURNMENT ' 
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