NATIONAL INSTITUTES OF HEALTH -
,RECOMBINANT DNA ADVISORY COMMITI’EE (RAC)

Bmldmg 31 C Conference Room 6CIO
Bethesda, Maryland

September 19-20, 2002

- MEETING AGENDA

) Thursday, September 19,2002

1:00 PM

1210 PM.

 3:00 PM -

3:15PM

'Call to Order and Openmg Remarks :

“Theodore Friedmann, M.D., RAC Chair

Tab 2266 For Your Information .
' - Notice of Meeting.
- Conflict of Interest Statement

Discussion of Human Gene Transfer Pretocol #0207-545 entitled:
A Phase U11, Escalating-Dose, Open-Label Evaluation of Safety, Feasibility, and
Tolerability of Transgenic Lymphocyte Immunization (TLI) Vaccme in Subjects With -

‘Hlstologlcally Proven Prostate Adenocarcmoma -

PI: ‘ Maurlzlo Zanettl M. D Umversny of Cahforma San Dlego

- RAC Revxewers Lmda Goodmg, Ph.D.
Baruch Brody, Ph.D.
Larry Johnson, M.D.
‘Tab2267 . Protocol
Tab2268 -OBA Summary

" OBA Letter to PI on in- depth RAC Revxew and Public Dlscussmn
Outcome of Initial Review by RAC Members .
Reviews From Drs. Gooding, Brody, and L. Johnson
Sponsor s Response .

BREAK
Discussion of Human Gene Transfer Protocol #0207 546 entitled:

A Phase I/ll, Double-Blind, Randomized, Placebo-Controlled Study To Assess Safety_’
and Efficacy of AMG0001 To Improve Perfusion in Critical Leg Ischemia

PI:  Richard J?'..‘Pewel], M.D., Dartmouth Medical School



Thursday, September 19, 2002 (contmued)
RAC Rev1ewers. I Robert Slman MD
‘ ‘ " Madison Powers, J.D., D. Phil.
. ‘Theodore Friedmann, M.D.
. Thomas Gelehrter, M.D.
. Tab2269 - Protocol

Tab2270 . OBA Summary

OBA Letter to PI on m-depth RAC Revnew and Publlc Dlscussmn

Outcome of Initial Review by RAC Members .
- Reviews From Drs. Simari, Powers Fnedmann ‘and Gelehner o
‘ Sponsor s Response -

5:15PM. " . Informed Consent Workmg Group Update
‘ Baruch Brody, Ph.D., Cochair
Nancy King, 1D, Cochalr (via te]econfer_ence)

'520PM . ADJOURNMENT .

 Friday; September 20, 2002

- 8:30 AM * Call to Order o ‘
S -Theodore Fnedmann MD RAC Chalr

8:35AM~ Dlscussmn of Human Gene Transfer Protocol #0206-539 entltled A Phase 11
o - Evaluation of Safety and Efficacy of a Matrix- -Targeted Retroviral Vector Bearing a
Dominant Negative Cyclin G1 Construct (Mx-dnG1) as Adjunctive Interventlon for
Superﬁc1al Comeal Opacny/Comeal Scamng ' Co .

PI: Jonathan C Song, M. D UanCrSIty of Southern Cahforma
. "-RAC Revxcwers g ‘Dlane Wara, MD.- -

James Childress; Ph.D.
" David DeMets, Ph.D..

i Ad Hoc Reviewers: * lekunj Somla Ph.D. Umversnty of anesota Twm Cmes o

~ Steven Wilson, M. D. Umver51ty of Washmgton (v1a
: teleconference)
| Tab 2271 AProtoco]'.
 Tab2272 _ "OBA Summary
S : OBA Letter to P1 on'in- depth RAC Rev1ew and Pubhc Dlscussmn
Outcome of Initial Review by RAC Members '
- Reviews From Drs. Wara, Childress, DeMets Somla and Wllson
Sponsor s Response
1000AM  BREAK




. - Friday, Septembe'r 20, 2002 (cam'i}iu"ed) _
. ) 1‘_0:15AM’ Retrovnral Vector Packagmg Cell Systems Current Status o

S Retrov1rus Packagmg Cell. Development and Safety Issues
o Dusty Mlller Ph.D, F red Hutchmson Cancer Research Center

: Rephcatlon Competent Retrov1rus and leferent Packagmg Lmes .
for Retroviral Vector Manufacture
Carolyn Wllson Ph. D FDA

_ ‘Kenneth Cornetta M D Indlana Umvers1ty Cancer Research Instltute (v1a '
" teleconference) :

£ 12:00 NOON *LUNCH’
l:OO PM, P 'Data Management Report

' ‘Tab 2274 ~ Protocol Llst T ' _
. Protocols Not Selected for RAC Public Rev1ew -
. Serious Adverse Event Summary Report o
Amendments and Update Summary Table '

. o : ‘.VRAC Revrewers : Robert Simari, MD.
IR . Diane Wara, M.D.
- Linda Goodmg, Ph.D.
, Baruch Brody, Ph.D. .
* Larry Johnson MD o

"LISPM Mmutes of the June 20—21 2002 Meetmg

""RAC Rev1ewers » Maxine L1n1al Ph D, RAC Member
‘ Phll]p Johnson M.D., RAC Member

. Tab 2273 : Mmutes of the June 20-21, 2002 Meetmg

TLL25PM Dlscussmn of Human Gene Transfer Protocol #0207-544 entltled _
L .- .. APhase Study To Evaluate Saféty and Pharmacokinetics of Pro-1, a Llposome-
: Encapsulated Thymldme Kinase Gene Formulatlon in.Patients Wlth Stage v
'- Metastanc Melanoma - :

PI:‘"" JohnA Thompson MD Umver31ty of Washmgton .
RAC. Rev1ewers » Neal DeLuca PhD

- K .~ .. .BemardLo,MD. = .
@ . ' DavidSidansky,MD.

3.



Fr:day, September 20 2002 (contmued)

Ad Hoc Rev1ewers  Jon WolfF, M D Un1vers1ty of W1sconsm Medlcal School . '. P

SL e (via teleconference) oo
L Donald Coen, Ph.D. Harvard Medlcal School
(via teleconference)

o 'Tao2275. 'Protocol
.. ‘Tab2276 . OBA Summary e SR -
-~ .- " OBA Letter to PI on m-depth RAC: Rev1ew and Pul)l1c D1scuss1on
- Outcome of Initial Review by RAC Membeérs < =

_"Rev1ews From Drs. DeLuca Lo, Sldransky Wolff and Coen B

E ,"Sponsor s Response

3:10PM ADJOURNMENT

:






