
Recombinant DNA Advisory Committee 
National Institutes of Health 

Building 31 C, Conference Room 10 
June 18-19, 1998 
Final Agenda l 

June 18 

I. Call to Order and Opening RemarkslMickelson ....................................... 9:00 a.m. 

Tab 2007 
Tab 2017 

Notice of MeetingIFR 5-4-98 (63 FR 24712) (Page 4) 
Amended Notice of MtgIFR 5-26-98 (63 FR28514) (Page 1172) 
ActionslFR 5-11-98 (63 FR 26018) (Page 1173) 

II. Minutes of the March 10, 1998, Meeting ............................................ 9: 10 a.m. 
Reviewers: Aguilar-Cordova, Mickelson 

Tab 2018 MinutesfMarch 10, 1998 (Page 1177) 

Ill. Data Management .............................................................. 9: 15 a.m. 
Summary: Greenblatt (presented by Aguilar-Cordova) 

Tab 2019 Safety Reports & Adverse Events 
Amendments & Updates 
Protocol List #8810-001 to 9804-244 
Protocols Not Requiring Full RAC Discussion 
-#227,229,230,231,239,240,242,243 

(Complete submission materials have not been 
received for: #233,234) 

(Page 1224a) 
(Page 1225) 
(Page 1228) 

(Page 1265) 

IV. Di.scussi.on on Gonadal Biodistribution of Gene Transfer VectorsfM.ickelson ................ 9 :30 a.m. 

Tab 2020 
Tab 2029 

FYI! Article from Long & McGarrity 
Preclinical DataiAppendix M (not for vote) 
FYIlLetter to Varmus for Request for RF A 
Biodistribution Studies-Follow up 
--Letter from Wilsoru'University of Pennsylvania 
--Letter from LotzeiUniversity of Pittsburgh 
--Letter from KomfeldIBoston University 
--Letter from KutaiGenzyme COIporation 
--Letter from Mitsuyasu/UCLA 
--Letter from DeGennarolWyeth-Ayerst Research 
--Letter from ByerslDana-Farber Cancer Institute 
--Letter from ClemensJUniversity of Pittsburgh 
--Letter from Buckleymunter College 

(Page 1304) 
(Page 1456) 
(Page 1463) 

(Page 1467) 
(Page 1507) 
(Page 1508) 
(Page 1509) 
(Page 1510) 
(Page 1511) 
(Page 1512) 
(Page 1518) 
(Page 1519) 

I All times on this agenda are estimates. The actual time for consideration of an item may be earlier or later than indicated. 
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Coffee Break ................................................................. 10:30 a.m. 

V. Human Gene Transfer Protocol #9802-237 entitled: Molecular Synovectomy by In Vivo 
Gene Transfer: A Phase I Trial . .................................................. 10:45 a.m. 
PI: Blake Roessler, University of Michigan 
Sponsor: N/A 
Reviewers: Ando, Lai, Lysaught 

Tab 2012 

Tab 2021 

ORDA Summary 
Protocol 
Ando Review 
Lai Review 
Lysaught Review 
PI's Response 

(Page 451) 
(Page 457) 
(Page 1314) 
(Page 1316) 
(Page 1318) 
(Page 1321) 

Lunch ...................................................................... 12:00 noon 

VI. Human Gene Transfer Protocol #9802-232 entitled: Gene Therapy for Myocardial 
Angiogenesis ................................................................. 12:45 p.m. 
PI: Jeffrey Isner, Tufts University (Doug Losordo representing Isner) 
Sponsor: NI A 
Reviewers: Wolff, Leinwand, Rothenberg (presented by Wolff) 
Ad hoc: William Kraus, Duke University (presented by Wolff) 

Tab 2009 

Tab 2022 

Tab 2030A 

aRDA Summary 
Protocol 
Rothenberg Review #1 
PI's Response #1 to Rothenberg 
Rothenberg #2 
PI's Response #2 to Rothenberg 
Kraus Review # 1 
PI's Response # 1 to Kraus 
Kraus #2 
Wolff Review 
PI's Response to Wolff 

(Page 10) 
(Page 15) 
(Page 1331) 
(Page 1332) 
(Page 1333) 
(Page 1334) 
(Page 1335) 
(Page 1336) 
(Page 1337) 
(Page 1338) 
(Page 1521) 



-
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VII. Human Gene Transfer Protocol #9802-238 entHled: Phase lIPhase II Study of the Effects 
of Ascending Doses of Adenovirus Mediated Human FGF-4 Gene Transfer in Patients with Stable 
Exertional Angina ............................................................. 2:00 p.m. 2 

PI: Joan Lee, University of Pittsburgh 
Sponsor: Anthony Bourdakis, Berlex Laboratories, CA 
Reviewers: Gordon, McIvor, Macklin 
Ad hoc: William Kraus, Duke University (presented by Gordon) 

Tab 2013 

Tab 2023 

Tab 2030B 

ORDA Summary 
Protocol 
Gordon Review 
Macklin Review 
Kraus Review 
Sponsor's Response 
McIvor Review 

(Page 665) 
(Page 671) 
(Page 1340) 
(Page 1341) 
(Page 1343) 
(Page 1344) 
(Page 1523) 

Coffee Break .................................................................. 3: 15 p.m. 

VIII. Human Gene Transfer Protocol #9802-235 entitled: A Dose Escalating Phase I Study 
a/the Treatment a/Malignant Glioma with G207, a Genetically Engineered HSV-J ........... 3:45 p.m. 
PIs: James Markert, University of Alabama at Binningham 

Michael Medlock, Georgetown University, D.C. 
Sponsor: Sheryl Osborne, NeuroVir, Inc., Canada 
Reviewers: Gordon, Verma (presented by Gordon), Juengst (presented by Gordon) 
Ad hoc: Edward Wagner, University of California, Irvine (presented by Gordon) 

Tab 2010 

Tab 2024 

ORDA Summary 
Protocol 
Gordon Review 
Venna Review 
Juengst Review 
Wagner Review 
Sponsor's Response 
Article/Gene Therapy 
Artic1efN euroscience 

(Page 174) 
(Page 178) 
(Page 1352) 
(Page 1354) 
(Page 1357) 
(Page 1358) 
(Page 1361) 
(Page 1366) 
(Page 1372) 

IX. End of Session ................................................................. 5 :00 p.m. 

2Portions of the discussion may be closed if confidential infonnation is discussed. 
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June 19 

X. Call to OrderlMickelson ......................................................... 8:30 a.m. 

XI. Human Gene Transfer Protocol #9804-244 entitled: A Phase 1 Study Using Direct 

XII. 

Combination DNA Injections for the Immunotherapy of Metastatic Melanoma ............... 8:45 a.m. 
PI: Patrick Walsh, University of Colorado 
Sponsor: N/A 
Reviewers: Markert, Macklin 
Ad hoc: Robertson Parkman, Childrens Hospital of Los Angeles 

Tab 2015 

Tab 2025 

Tab 2030C 

Coffee Break 

ORDA Summary 
Protocol 
Markert Review 
Macklin Review 
Parkman Review 
PI's Response 
Article/Canine Melanoma 

(Page 864) 
(Page 869) 
(Page 1386) 
(Page 1389) 
(Page 1391) 
(Page 1393) 
(Page 1524) 

Human Gene Transfer Protocol #9802-236 entitled: A Phase I Study afthe Intraprostatic 
Injections ofCN706, a Prostate-Specific Antigen Gene-Regulated Cytolytic Adenovirus in 

10:00 a.m. 

Patients with Locally Recurrent Cancer Following Definitive Radiotherapy ................ 10:30 a.m. 
PI: Jonathan Simons, Johns Hopkins University 
Sponsor: Dan Henderson, Calydon 
Reviewers: Ando, Aguilar-Cordova, Juengst (presented by Ando) 

Tab 201 1 

Tab 2026 

ORDA Summary 
Protocol 
Ando Review 
Juengst Review 
PI's Response 

(Page 326) 
(Page 331) 
(Page 1400) 
(Page 1401) 
(Page 1402) 

Lunch ....................................................................... 11 :45 a.m. 
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XIII. Human Gene Transfer Protocol #9804-247 entitled: A Phase J Safety and Dose Escalation 
Trial of Autologous Transfected Human Fibroblasts Producing Human Factor VIII in Patients 
with Severe Hemophilia A ....................................................... 1:00 p.m.2 

PI: David Roth, Harvard Medical School 
Sponsor: Kurt Gunter, Transkaryotic Therapies, Inc., MA 
Reviewers: Verma (presented by Mickelson), Mickelson 
Ad hoes: Robertson Parkman, Childrens Hospital of Los Angeles 

Haig Kazazian. University of Pennsylvania (presented by Mickelson) 

Tab 2016 ORDA Summary (Page 936) 
Protocol (Page 941) 

Tab 2027 Verma Review (Page 1409) 
Mickelson Review (Page 1411) 
Parkman Review (Page 1414) 
Kazazian Review (Page 1417) 
Sponsor's Response (Page 1419a) 

Coffee Break .................................................................. 2: 15 p.m. 

XIV. Discussion on RAe's FunctionlMickelson ........................................... 2:45 p.m. 

XV. Future Meeting Dates ............................................................ 4:00 p.m. 

Tab 2008 Future Meeting Dates 
GTPC/September 24, 1998IHoliday Inn 
RAC/September 25, 19981NIH, 31C, CRlO 

(Page 7) 

XVI. Adjournment .................................................................. 4:05 p.m. 

******************************************************************************************** 

Visit the ORDA Web site on: http://www,nib.gov!od/orda/ 

******************************************************************************************** 

For Your Information: 

Tab 2014 

Tab 2028 

Tab 2030D 

Kipps Protocol #9802-242 
-Withdrawn from RAe agenda, No full RAC discussion 
For Your Information 
-Letter from Foote, NORD/Germline Gene Therapy (Page 1424) 
-ArticlelWashington PostiGermline (Page 1447) 
For Your Information 
-Article/JAMAl 
----Compensation for Injured Research Subjects (Page 1533) 
-FDA/Guidance for Industryl 
----Human Somatic Cell Therapy & Gene Therapy (Page 1534) 




