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MARCH 3-4, 19t4 
FIRAL AGERDA 

MARCH 3 

., 
" ..... 'c:J, 

Call to Order and Opening Remarks • • • • . . . .. .. . . . 
Tab 1720 

1721 

1724A 

11?4K 

Follow-up/Compensation for 
Research Related Injuries 

Letters to-from IRas/Borcher/ 
Haubrich/Welsh 

Data Management Follow-up: 
Ltrs. to-from Nabel/Greenberg/ 

Deisseroth/Lotze/Economou/ 
Freeman/Gansbacher/Ledley/ 
Rosenberg 

Letters to Galpin/Cornetta 
Letter to PIs-Modifications 
to Data Management Report 

Updated list of Protocols 
Updated list of Minor Mods. 
UCSD IRB Response/Haubrich 

& wong-staal Protocol 
Data Mgmt/Smith COmments 

Minutes of December 2-3, 1993 . . " . . 
Tab 1712 

1724B 
Minutes 
Chase Comments 

(Page 753) 

(Page 759) 

(Page 767) 
(Page 832) 

(Page 834) 
(page 909) 
(Page 915) 

(Page 922) 
(Page 974) 

Dr. Walters 

(Page 431) Dr. Zallen 
(Page 924) Dr. Chase 

Report on Minor Modifications to NIH-Approved Human 
Gene Transfer Protocols • • • • • • • • • • • . . . . 

Dr. Walters 

Human Gene Transfer Protocol entitleds A Phase I Study 
or Immunization with Gamma Interferon Transduced Neuro-
blastoma Cells/Drs. Rosenblatt and seeger • • • • • • . . . 
Tab 171l/III 

1703 
1713 

1724C 

(Coffee Break 

Federal Register 
Protocol 
Smith comments 
Chase Comments 
Meyers Comments 
Rosenblatt Response 
Smith Comments 
Meyers Comments 
seeger Response 
Revised Informed COnsent 

.. . . . . 

Dr. Smith 
Dr. Chase 
Ms. Meyers 

(Page 419) 
(Page 118) 
(Page 489) 
(Page 491) 
(Page 493) me 
(Page 496) 
(Page 925) 
(Page 927) 
(Page 929) 
(paqe 930) 

10:10-10:25) 

Human Gene Transfer Protocol entltledz A Phase I/II Pilot Study 
of the Safety of the Adoptive Transfer of Syngeneic Gene-Modified 
Cytotoxic T-Lymphocytes in HIV-Inrected Identical Twins 
IDr. Walker • • • • • • • • • • .. • . oil • • • • . . . " 

Tab 1711/11 Federal Register (Page 419) Dr. post 

9:00 a.m. 

9115 a.m. 

... .. 
9:20 a.m. 

9:25 a.m. 

10:25 a.m. 

1702 Protocol (Page 59) Dr. Brinckerhoff 
1714 Post Comments (Page 529) Me. Buc 

Brinckerhoff comments (Page 532) 
1D4II WAUD_ 

Binko/Walker Response (Page 534) c:a.-o--- ...... _0--- ...... 
17240 Carmen Comments (Page 942) 

Brinckerhoff Comments (Page 943) - M.I._4I_~ 

........ a..- ,.1.111 

._ WALUa--' 

1All times on this aaenda are eBttmAtA~_ 
__ N::rUl'.-- ",1111" 

'T'h~ ." .. ., .. , .... "MD -& __ 
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.... VI. Human Gene Transfer Protocol entitledz Expression of an 
Exogenously Administered Human Alpha-l Antitrypsin Gene in the 
Respiratory Tract of Humans/Dr. Brigham • • • • • • • • 

Tab 1711/IV 
1704 
1715 

(Lunch. • • • 

Federal Register 
Protocol 
Miller Comments 
Parkman Comments 
Zallen Comments 
Brigham Response 

. . . . . .. ,. . . . . . . . 

(Page 419) 
(Page 174) 
(Page 602) 
(Page 604) 
(Page 607) 
(Page 611) 

Dr. Hiller 
Dr. Parkman 
Dr. Zallen 

12125-1:40) 

11:25 a.m. 

VII. Human Gene Transfer Protocol entitled: Use of a Retroviral 
Vector to Study the Trafficking Patterns of purified Ovarian 
Tumor Infiltrating Lymphocytes (TIL) Used in Intraperitoneal 
Adoptive Immunotherapy of Ovarian Cancer Patients--A Pilot 

VIII. 

IX. 

St udy /Dr • Freedman • • • • • • • • • • • • • • • • • • • • • • • • 1 z 40 p. m. 

Tab 1711/V 
1705 
1716 

1.724E 

Federal Register 
Protocol 
Brinckerhoff Comments 
Dronamraju Comments 
Secundy Comments 
Freedman Response 
Dronamraju comments 
Freedman Response 
Brinckerhoff Comments 

(Page 419) Dr. 
(Page 222) Dr. 
(page 639) Dr. 
(page 642) 
(Page 643) ,na 

(Page 644) 
(Page 944) --(Page 945) 
(Page 946) 

Brinckerhoff 
Dronamraju 
Secundy ----- ....... -- .... 10 --- ....... 

AIL_a_--.. 
-- .... Ul! 

Report from Working Group on Vaccines--Amendments to Footnotes 
21 and 22 Regarding Recombinant DNA Vaccines/Dr. Post • • • 2:25 p.rn. 

Tab 171l/X 
1719 

Federal Register 
List of Categoriee 
Post Comments 
Merchant Comments 
Letter to Working Group 

(Page 
(Page 
(Page 
(Page 
(Page 

420) Dr. Post 
737) 
739) , .... WQ_ .. ~JI 

747) --_. ....U1T 

751) 

(Coffee Break. .. . . . . •••• 3125-3r40) 

Report from Working Group on Accelerated Review Protocols-
Amendments to the NIH Guidelines and the Points to 
Consider/Dr. Parkman • • • • • • • • • • • • • 

Tab 1711/XI 
1722 

17241!' 

Federal Register 
Table 
Aooelerated Review-Guidelines 
Accelerated Rev-pts to Consider 
proposed Categories 
COver Sheet 
BIO/GOldhammer Comments 
Merchant Comments 
BIO/GOldhammer Comments 

(Page 420) 
(Page 836) 
(Page 837) 
(Page 865) 
(Page 881) 
(Page 882) 
(Page 884) 
(Page 947) 
(Page 949) 

3&40 p.rn. 

Dr. Parkman 

1~ 'WO" .Aa:lLDAnD a&'nar'.lP.AIDUII' -- .... .. -.00". 0.- ..... -m-. __ 

--~ ........ 

End of Session " . . . .. . .. . " . . . .. . . .. .. . . . .. . .. . .. . . . . 5: 30 p.m. 
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MAlleK 4 

Call to Order • • • • • • • • • • • • • " . . . . . . . . . • • • • • 8:30 a.m. 

X. Addition to Appendix D--Transrer or a Chloramphenicol 
Resistance Gene to an Avirulent Strain or Rickettsia 

Dr. Walters 

prowazeki/Dr. Policastro • • • • • • • • • 8:35 a.m. 

XI. 

Tab 1711/VIII Federal Register 
1707 Request 

(page 419) Dr. Post 
(Page 311) Dr. Straus 

Human Gene Transfer Protocol entitleds Phase I Study of 
Immunotherapy for Hetastatic Renal Cell Carcinoma by Direct 
Gene Transrer into Hetastatic Lesions/Dr. Vogelzang • • • · . . . • 9:05 a.m. 

Tab 17ll/VI Federal Register (Page 419) Dr. Doi 
1706 Protocol (Page 268) Dr. DeLeon 
1717 Doi Comments (Page 708) Mr. Capron 

DeLeon Comments (Page 710) 
Kradjian Response (Page 713) 

lIMO 
~-

1~24G Additional CVs (Page 950) 

XII. Human Gene Transfer Protocol entitled: Phase I Study or 
Immunotherapy of Halignant Helanoma by Direct Gene Transfer 
/Ors. Hersh, Akporiaye, Harris, Stopeck, Unger, and Warneke 

Tab 1711/1 
1701 
1718 

1724H 

Federal Register 
Protocol 
Doi Comments 

-----~ 

· . . . 
Dr. Doi 
Dr. DeLeon 
Mr. Capron 

.... --------.----.. ~ 

..... 

· 9:50 

_ .. ..... DeLeon Comments 
Kradjian Response 
Updated IRB Approval 
Revised Informed COnsent 

(Page 418) 
(Page 4) 
(Page 723) 
(Page 725) 
(Page 727) 
(page 953) 
(Page 955) HUll ..u.-..._~ 

XIII. 

_'-- ",Ill. 

(COffee Break. . . . . . . . . . . . . . • •• 10:35-10:50) 

Human Gene Transfer Protocol entitled. Clinical Protocol 
for Hodification of oncogene and Tumor suppressor Gene 
Expression in Non-Small Cell Lung Cancer (NSCLC)/Dr. Roth. 

Tab 17ll/VII 
1709 

1710 

17241 

Federal Register 
Protocol 
Minutes-September 1992 Meeting 
summary-December 1993 Meeting 
Letter to/from Roth 
Motulsky Comments 
Haselkorn Comments 
Miller COmments 
Roth Response 

(Page 419) 
(Page 334) 
(Page 402) 
(Page 410) 
(Page 411) 
(Page 41Sa) 
(Page 416) 
(Page 960) 
(Page 961) 

Dr. 
Dr. 
Ms. 

.1iII 

...... 

. . . • 
Hotulsky 
Haselkorn 
Grossman ---.---OOnt_ 
0.-.-__ (000.-) 

-,,-

(Lunch .. .. . . . . . . . .. . . . .. . .. .. .. .. . 11:50-1:05) 

10150 

... -.... 
". m ... '" .... "'" 

a.m. 

a.m • 
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~v. 

,--",' 

xv. 

XVI. 

XVII. 

Report from the Working Group on Informed Consent--Amendments 
to Part 1-0 of the Points to Consider/Dr. Zallen • • • • • • • • • • 1:05 p.m. 

Tab 17ll/XU 
1723 

1724J 

Federal Register 
Letter to Working Group 
Ellis comments 
pts. to Consider/Redline/Stkout 
pts. to Consider/Clean Version 
NIH Legal Advisor Comments 
Meyers Comments 
Capron Comments 
Univ. of Alabama IRB comments 
Rev. Pts. to Con./Redl/stkout 
Rev. Pta. to Con./Clean Veraion 

Continuation of Discussion on Accelerated Review 

(Coffee Break. 

Future Meeting Dates 

Tab 1708 

I 

List of Meetings 
Next Htq: June 9-10, 1994 

NIH, 3lC/CR6 

(Page 426) 
(pa.ge 888) 
(Page 889) 
(Page 891) 
(Page 896) 
(Page 900) 
(page 902) 
(Page 904) 
(page 907) 
(Page 965) 
(page 970) 

Dr. Zallen 

,,.,... "" 001_ CON:IDir 
............. mc... :==- .... -
.!-,~ .... .... 

lQ.lQ ....... c:-... 
-_ .... w 

1:50 p.m. 

• ••• 3;00-3:15) 

• • • 4: 55 p.m. 

(Page 331) Dr. Walters 

Adjour.runent . . .. . . . . . . . . . . . . . . . . • • • • • 5:00 p.m. 

Dr. Walters 



/~ (_"~ DEPARTMENT OF HEALTH 8> HUMAN SERVICES Public Health Service 

~.'. National Institutes of Health 
Bethesda, Maryland 20892 

"~ 

To: 

From: 

SUbject: 

January 19. 1994 

Members, Recombinant DNA Advisory Committee 

Executive Secretary 

March 3-4.1994. Meeting - Mailing I 

Office 01 Rcc:ombiDIult 
DNA ActMtiea 

NIH, 31/4811 
Bctbelda, NO a92 
Pboae 301 .... 96-9838 
PAX 301-49(;.9839 

MEETING PLACE: NIH, BUILDING 31, CONFERENCE ROOM 6 

The Recombinant DNA Advisory COmmittee will be meetiDI on March 3-4. 1994. at the National Institutes of 
Health. Building 31, Conference Room 6, Bethesda, Ma1yland 20892, starting on March 3 at 9 a.m. (March 4-starting 
time will be 8:30 a.m.) and adjourning on March 4 at approximately 3 p.m. 

AGENDA 

The agenda will be provided in Mailing II. 

PROTOCOL REVIBWERS 

Comments are due on February 3 to ORDA (Fax 301-496-9839). 

Included in this mailing are the buman gene transfer protocols (witbout appendices) primary revieweI1 received the 
protocols with appendices under separate cover two weeks ago via FedEx. Principal investigators will be instructed 
to limit tbeir responses to reviewers comments and questions to s 10 minutes. 

BACKGROUND MBE'IlNG MATERIAl.S: 

Tab 1701 

Tab 1702 

Human Gene TnDsfer ProtomI/Dl5. Hcnh, ~ Harris, Stopec:k. Unger, and Warneke 

Dr. Evan Hersh of the Arizona cancer Center and Drs. Akporiaye. Harris, Stopeck. Unger. and 
Warneke of the University of Arizona, Tucson, Arizona, submitted a protocol entitled: Plulu I 
Study of Immunotherapy of Malignant Melatwmll l1y Di1'tct Gmt Trtw{er. 

Reviewers: Doi, DeLeon, Capron 

Dr. Robert Walker of the National Institutes of Health; Bethesda, Maryland, submitted a protocol 
entitled: A Phase 1/11 Pilot Study of the Safety of the Adoptive Transfer of Syngeneic Gene-Modified 
Cytotoxic T-Lymphocytts in HW-Infecltd Identical Twins. 

Reviewers: Posl, Brinckerhoff, Bue 

I 
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Tab 17m 

Tab 1704 

Tab 1705 

Tab 1706 

Tab 17U1 

Tab 1708 

Drs. Joseph Rosenblatt of the University of California, Los Angeles, California, and Robert Seeger 
of the ChUdrens Hospital. Los Angeles. California, submitted a protocol entitled: A Phase 1 Study 
of lmmunizlltion with Gamma InterferDlt TrlUV4ucal Neurobkutoma Cells. 

Reviewers: Smith. Chase, Meyers 

Human Oenc TIaDsfer ProtoooJJDr. Brig1IaDl 

Dr. Kenneth BriJltam of Vanderbilt Univenity, Nashville. Tennessee, submitted a protocol entitled: 
Erpression of an Exogenously Administertd Human Alpha-1 Anti#yplin Gene in the Respimtory Tra,t 
of Humans. 

HlIIDID. Gale 'I'rmsfer ProtocoJ/Dr. Freedman 

Dr. Ralph Freedman of tbe MD Anderson Cancer Center. Houston, Texas. submitted a protocol 
entitled: U,e Of a Retroviral Vector to Study the 1TalJkking Paltema of Purified Ovtuion 7ion0l' 
InjiltTating Lymphocytu (TIL) Used in InITaperitoneal AIJoptive Immunotherapy of Ovorian Cancer 
Patimts·-A Pilot Study. 

Reviewers: Brinckerhoff. Dronamraju, Secundy 

Human Gale Transfer ProtoooJlDr. Vogelzan, 

Dr. Nicholas Vogelzang. University of Chicago, Chicago, Dlinois, submitted a protocol entitled: 
Phase 1 Study of Immunotherapy for Metastatic Renal Cell Carcinoma by Dirrcl GeM Transfer i1Uo 
MetIJSlIJtic Lesions. 

Reviewers; Doi, DeLeon. Capron 

Requelt for Deliberate 1iaDsfer of. Drug-Rc!IiItaa.t GeDe Madra' to all AvituleDt SUaiD/ 
Dr. PoUcastto 

Dr. Paul Policastro of the National Institutes of Health, Rocky Mountain Laboratories, Hamilton. 
MODtana, submitted a request for Deliberate Transfer of a Drug-Resistant Gene Marker to an 
Avirulent Strain of Rkk.ettsiD ProwzaeJci. 

Reviewers: Post, Straus 
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Room reservations have been made at the Marriott Hotel in Bethesda (301-897-9400) for those who requested 
accommodatioas. lf)'Ou wish to chanF or c:ancel these relenatioDS. please contact Becky LawsoD/Christine Ireland 
in my office (phone 301-496-9838, FAX 301-496-9839). For arriYaJ after 6 p.m.. a deposit in the amount of $98.20 
or a major credit card authorization is required. nIB HOl"BL WILL Nor HOll) nIB ROOM PASr 6 P.M. 
Wl1HOur A DEPOSIT. PlBASE BRING AU.1HFSE MATER1AI.S wrm YOU TO 1HB MEE'J1NG. 

Enclosures 




