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NATIONAL INSTITUTES OF HEALTH 
RECOMBINANT DNA ADVISORY COMMITTEE (RAC) 

BUlldmg 31, Conference Room 10 
Bethesda, Maryland 

Septem ber 25-26, 2000 

Draft Agenda 

September 25,2000 

CaD to Order and Openmg Remarks 

RAC Chair Claudia Mickelson, Ph D 

Tab2151 Notice of Meetlng 
Conflict of Interest Statement 
RAe Roster 

Mmutes of the June 28-29, 2000 Meetmg 

RAC ReViewers 

Tab 2152 

Jon Gordon, M D , Ph D 
Sue LeVI-Pearl 

Draft Mmutes, June 28-29, 2000 

900am 

910 a m 

III DISCUSSion on Human Gene Transfer Protocol #0007-407 entitled A Phase I Double­
blmd Placebo-Controlled Escalatmg Dose Mula-Center Study oj Ad21HYPoxia Inducible 
Factor (HIP)-loJVPJ6 Gene Transfer Administration by Intramyocardlalln;ectlOn Durmg 
Coronary Artery Bypass Graftmg (CABG) Surgery m Patients wllh Areas ojVzable and 
Underpeifused Myocardium Not Amenable to Bypass Graftmg or Percutaneous InterventlOn 

PI Todd K Rosengart, M D, Northwestern Umverslty Medical School 
Sponsor Ruth S Turner, Genzyme CorporatIOn 
RAC ReViewers Theodore Fnedmann, M 0 

Xandra Breakefield, Ph D 
LOUise Chow, Ph D 
Nancy Kmg, M P, J D 

Ad hoc ReViewers Barry J Byrne, M D , Ph D , Umverslty ofFlonda 
Pedro R Lowenstein M D, Ph D Umverslty of Manchester, UK 
Anthony RosenzweIg, M D (wntten revIew) 
DaVid A Dlchek. M D (wntten review) 
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PI Presentation 

Break 

RAe DIscussion 

Tab 2153 

Tab 2154 

Protocol 

OBA Summary 
OBA Letter to PIon RAe Publtc Revlev. 
RAe Members RecommendatIon 

915 am 

1015am 

10 30 a m 

RevIews from Fnedmann. Breakefield. Chow, Kmg, Lowenstein, 
RosenzweIg, and Dlchek 
PUSponsor s Response 

IV RAC DIscussIOn of Issues for December Safety Symposium on Cardiovascular Gene 
Transrer Research 11 15 a m 

Presenter 

RAe DISCUSSion 

Tab 2155 

Lunch 

Theodore Fnedmann, M D 

11 45 am 

Memo to Invited PartIcipants from Drs Fnedmann and Patterson 
Background Matenal 

12 15 p m 

V DISCUSSion of Human Gene Transfer Protoco1 # 0006-406 entitled ErythropOletm 
Admmlstrallon m HemodlOlysLS Patlents Usmg Vascular Grafts Lmed wzth Transduced 
Smooth Muscle Cells 

PIs 

Sponsor 
RAe ReVIewers 

Ad hoc ReViewers 

PI Presentaton 

Wllham R A Osborne, Ph D. UniVersIty of Wash mgt on, Seattle 
Kimberly A Muczynskl, M 0 , Ph D • Umverslty of Washmgton, Seattle 
N/A 
LOUise Markert, MD. Ph D 
Dale Ando. M D 
Sue LeVI-Pear! 

130 pm 

RAe and Ad hoc Re\ lew 200pm 

Tab 2156 Protocol 
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VI 

VII 

Tab 2157 

Break 

OBA Summary 
OBA Letter to PIon RAC Public Review 
RAC Members Recommendation 
Reviews from Markert, Ando, LevI·Pearl 
PI's Response 

Scope and Apphcablhf) of the NIH GUidelines 

RAC Chair Claudia Mickelson, Ph 0 

Tab 2158 

Data Management 

Presenter Jay Greenblatt, Ph D 

Tab 2159 Protocol List 
Protocols Not Requmng Full MC Review 

Adjourn 

September 26, 2000 

300 p m 

315 pm 

415 pm 

430 pm 

VIII Serious Adverse Event Reportmg Update and Report from the ad hoc Gene Transfer 
NIH Data and Saret} Assessment WorklOg 
Group 900 am 

Presenters 

Tab 2160 

DISCUSSion 

Break 

Amy Patterson, M D , Office of Biotechnology ActIVIties, NIH 
Michele Chnsuan, M D , Cancer Therapy EvaluatiOn Program, NCI 

930 a m 

1030 am 
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X DISCUSSIOn of Human Gene Transfer Protocol #0001-372 entitled A Phase lA Smgle­
Dose, Dose-EscalatIOn Study of MmlAdFVIlI Vector In Patlents wah Severe Hemophilla A 

Pls 

Sponsor 
RAe RevIewers 

Ad hoc Revlev.ers 

PI PresentatIOn 

RAe DISCUSSIOn 

Tab 2161 

Tab 2162 

Lunch 

Gilbert WhIte. II, M D, Umversity of North Carolina, Chapel Hill 
Arthur Thompson, M D , Ph D , Unrverslty of Wash mgt on, Seattle 
GenStar TherapeutlcslUroGen Corp 
Theodore Fnedmann, M D 
ClaudIa Mickelson, Ph D 
Xandra Breakefield, Ph D 
Enc Juengst, Ph D 
Pedro R LowensteIn, M D , Ph D , University of Manchester UK 
RIchard a Snyder, Ph D , Harvard Medical School 

Protocol 

aBA Summary 
OBA Letter to Plan RAC Public Review 
RAe Members Recommendation 

1045 am 

11 15 am 

Reviews from Fnedman, Mickelson, Breakefield, Juengst, Lowenstem, 
and Snyder 
PI/Sponsor's Response 

12 15 pm 

XI DISCUSSlon on Human Gene Transfer Protocol #0006-404 entitled A Muillcenter Doubfe­
Blmd Placebo-Controlled Phase II Study of Aerosolized AA VCF lfI CystIc HbroslS Patients 
wllh Mild Lung D,sease 

PI 
Sponsor 
RAC Reviewers 

Ad hoc Reviewers 

PI PresentatIOn 

RIchard B Moss, M D Stanford Umverslty School of Medlcme 
Barry Polenz, Targeted GenetIcs Corp 
Xandra Breakefield, Ph D 
Esruardo Aguilar-Cordova, Ph D 
Nancy Kmg, M P , J D 
RIchard a Snyder. Ph 0 Harvard Medical School 

130pm 

RAC DISCUSSion and Ad hoc Review 200 pm 

Tab 2163 Protocol 
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Tab 2164 OBA Summary 
OBA Lener to PIon RAC Public Review 
RAe Members Recommendation 
Reviews from Breakefield, King. and Snyder 
PlISponsor's Response 
Letter from OBAINIH to The Cystic FibrosIs Foundation 

XII An Introductaon to Proposed SV-40 Based Vector ID Humans 300pm 

Presenter DavId S Strayer, M D, Ph D. Thomas Jefferson Umverslty 

RAC DISCUSSIon 330 pm 

Tab 2165 

XIII Closmg Remarks 400pm 

RAC Chair Claudia Mickelson. Ph D 

xrv Adjournment 415 pm 

RACChair Claudia Mickelson, Ph D 




