RECOMBINANT DNA ADVISORY COMMITTER
NATIONAL INSTITUTES OF HEALTH
BUILDING 31, CONFERENCE ROOM 6

JUNE 8-9, 1995
FINAL AQENDA'

g
JUNE 8
I. Call to Ordar and Opening Remarka/Walters . . . . « « . &« o « o & ¢ o« = + 9100 a.m.
[T
Tab 1840 Notice of Meeting/Proposed Actions (Paga 1351} ~RAC Roster . Page 1981
Tab 1841  ORDA's Letter to PIs/Detection of Low e atioc/Lis o Bdtox .
Levels of a Presumptive Human Raetrovirus (Page 1375) ~United Kingdom.-Gene Therapy Adv Cinte e 1988
Gene Therapy Patent to NIH (exclusively 1st Asaual Report Page 19
licensed to Genetic Therapy, Inc.) (Page 1376) ~Hature ediciae Aricke/Puture Perteot
Tab 18594 Science Magazine/Ltr to Editor (Page 1970a}) mperfeat Page 2016
II. Report on Minor Modifications & Accalerated Review/Walters . « « « » +» « 9105 a.m,
Tab 1B42 £9403-069 /Walker /Minor Modification (Page 1281)
#9411-092 /Douer /Minor Modification {Fage 13813)
#9412-095 /Harsh-Rinehart /Minor Modification (Paga 13856)
#9503-105/Hersh/Accelerated Review &
Minor Modificatlion (Page 1388)
#9306-050/Rafrel /Minor Modification {Page 1394)
1833 #9506-106/Verfaille Protocol (Page 438)
1859¢c  #9506-106/Verfaille Approval (Page 1891)
III. Minutes of the March 6~7, 1995, Meating « « + « 2 « o + + o + o & ¢ s o 9115 a.m.
Reviewers; Motulsky, Ross
Tab 1843 RAC Minutes/March 6-7, 1995 {Page 1396}
Iv. Raport from the Ad Hoo Review Committee/Wival . . + « v o & v 4 = + o « « 9120 a.m.
Tab 1844 Summary Minutes/March 8, 1995 {Page 1447)
Summary Minutes/May 1, 1995 (Page 1451) 12891 Ad Hoc Review Commitise
Subcoamittes Roster {Page 1457) ~RAC Consensus Statcanent to Ad Hoe Rev Cm  Page 2071
Cover Sheet for Preliminary Review of a
Human Gehe Tranafer Experiment (Page 1458)
1859F PI Submission Requirements for Protocols
-~Revised Interim Cover Sheet {Page 1501)
—=Appendix M ({Page 1905)
N, Report from the Panel to Assess NIH Investment
on Gene Therapy/Wivel . .+ & v 4 4 4 o v 6 « o s « 4 & v s o 2 & o « = + » 9130 a.n.
VI, Report from the Data Management Subcommittee . . . . + + = ¢ 4 « o« » « « 9140 a.m.
Chaix: Saith )
Members: Erickszon, Motulaky, Parkman, Ross, Bamulski, Btraus
Exsc. Geo:t Wilson
Liaizon: Noguchi
Tab 1839 PIbReportl (Paga 867) SS9 DATA MANAGEMENT
1845 Subcommittee Roster {Page 1462) +Noguehl Page 2018
PI Report #9202-016 (Page 1463) e Rt 10 Wikaa/ORDA Ly
Updated PI Report #3409-090 {Page 1466)
Updated PI Report #9409-091 (Page 1468)
1859G Protocel List {Page 1918)
Roes Comments (Page 19534)
ORDAs Response to Ross (Page 19238)
Sclentific Report (Page 1941)
Statusg Report (Page 1957)
18591 Brenner Responss to Ross {Page 1971)
#9403-072/HacshfAdvarse Event {Page 1972}
Casnlleth Rasponse to Ross {Page 1975)
Wilson Overviaw of PI Reports {Page 1976)

(Coffee Braak . . + « &« &+ 4+ % o 5 o+ 2 =+ « » v » » 3 » 11:00-11:15})

'All times on this agenda are estimates. The actual time for
conaideraticn of an item may be earlier or later than indicated.
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VIII.

ix.

Human Gene Transfer Protocol entitled: Thymidine Kinase (1K)
Transduced Donor Leukocyte Infusions as & Treatment for
Patients with Relapsed or Persistent Multiple Mysloma

after T-cell Depleted Allogenelc Bone Marrow Trangplant . . . . . . + . 11:15 a.m,
Pl'BY #unshi and Barlogie, University of Arkansas
Reviewers: Glorioso, Brinckerhoff, Ross
Tab 1828 Protocol (Page 167}
1840IX Federsal Reglster {Page 1354)
1846 Glorioso Comments {Page 1471)
Brinckerhoff Comments {Page 1472)
Roas Comments (Page 1474)
Zallen Comments (Page 1476)
¥arcus Reaponse {(GCTI) {Page 1477%
{LUNCH. & 4 « = o o ¢ ¢ « & 2 o o ¢ + &« = ¢ 0 » o ¢ 12115-1120)
Human Gena Transfer Protocol entitled: Adoptive Cellular
Therapy of Cancer Combining Pirect HLA-87/82-Microglobulin
Gene Transgfer with Autologous Tumor Yaccination for the
Generation of Vaccine-Primed Anti-CD3 Activated Lymphocyteg . . « « . . « 1120 p.m.
PI'st Fox and Urba, Chiles Rasearch Institute,
Providence Portland Medical Center
Reviewers: Brinckerhoff, Chase, Drooamraju
Tab 1832 Protocol {Page 372)
1840X  Federal Reglster {Page 1354)
1847 Brinckerhoff Comments (Page 1494}
Chase Commants . (Paga 1497)
Dronamraju Comments (Page 1500}
Zallen Comments (Page 1502)
Fox Response {Page 1503}
Human Gene Transfer Protocol sntitled: Treatment of Patients
with Advanced Epithelial Ovarian Cancer using Antli-CD3
Stimulated Peripheral Plood Lymphocytes Transduced with
a Gene Encoding & Chimeric T-cell Receptor Reactive with
Folate Binding Protedfl « o o ¢ 4 4 ¢ 4 o o o s ¢ s o 4 2 o« 5 2 &« o « & « 2120 p.m,
PIt Hwu, Natlional Institutes of Health .
Reviewers: Erickson, DeLacn, Dryonamraju
Tab 1836 Protocol (Page 662)
1B40XI Fedaral Register {Page 1354)
1848 Erickson Comments {Page 1517)
Dalacn Comments {Page 1520}
Dronamraju Comments (Page 1522)
Zallen Conments {Page 1523)
Hwu Response (Page 1524)
(Coffoe Break. . . o v ¢ & + 4 o s o o 3 2 2 o o » « & 3120=3:35)
Human Gene Transfer Protocol entitled: A Phawge I Study of
Autologous Human Interleukin-2 Gene Modified Tumor Cells
in Patients with Locally Advanced or Netastatic Prosgtate
CANCEI o + « &+ o v 2 o % s « % 2 s v s s s & 8 5 8 ¢ « v ¢« o s » s « » o 3t35 p.m.
PI'ns Paulson and Lyerly, Duke University Medical
Canter
Raviewsrs: Smith, Doi, Becundy
Tab 1834 Protocol (Page 4B7)
1840I1I Federal Register (Page 1353)
1849 Smith Comments (Page 1541)
Doi Commanta (Page 1544)
Secundy Comments {Paga 1545).
Zallan Comments {Page 1546)
Lyerly Responses {Pages 1547 & 1549}
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vi.

b

XII.

XITI.

Xiv.

Human Gene Transfer Protocol entitled: A Phase I Study

of Autologous Human Interleukln-2 (IL-2) Gene Modified

Tumor Cells 1n Patients with Refractory Metastatic COvarian

CANCRE « 4+ » 4+ + o & = & 3 5 & o o v o % & % & & 2 a4 » o @

PI's1 Berchuck and Lyerly, Duke Usniversity Medical
Center

Reviewers: Parkwman, Dei, Meyers, Secundy

Tak 183% Pratocol

1840IV Federal Reglater

1850 Parkman Comments
Dol Comments
Sacundy Comments
Heyers Comments
fallen Comments
Lyerly Responsea

I I I T}

{Page 579)

(Page 1353}
{Page 1567)
(Page 1571)
{Page 1572)
{Page 1573}
{Page 1574)
(Page 1575)

Discussion on Stipulations for Protocol entitled: Adenovirus
Mediated Gene Transfer: Safety of Single Aervsolized Administration

to the Lung, FHI2-084 . « v ¢ & ¢« 4 ¢ o « 4 & 4 s o v o o
PI‘s: Dorkin and Lapsy, New Eangland Medical Center

and Massachusetts Genseral Hospital
Reviewers: Straus, Ervickson, Parkman, Ginshurg

Tab 1857 Stipulation Response from Genzyme
{(Rachel Carle)
Dlsapprovals from Straus & Glnshurg
18598 Genzyme Response
Chalr COMmMENtE . « + & ¢ « ¢ ¢ = ¢ s o 4« = o % o & = s 3 s

End of SeBs8lon . + ¢ & s 4 4 e s v e 4 e s 4 s s st 4 4 s s

{Page 1826)
{Page 184§)
{Page 1885)

2 4 e+ o+

4 o p + « &

-

4135 p.m.

5135 p.m.

6105 p.m.
6:10 p.m.
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N’ JUNE ¢

Call to Order/Zallean . & « v o o v o v o s 2 + 9 2 ¢« o s « s = 4 s & &+ o 8130 a.m.

xv. Human Gene Transfer Protocol entitled: Gene Therapy for
Purine Nucleoside Phosphorylase Deficdency . . . . . + + & o« v o ¢« o o+ o« 8135 a.m.
PX: McIvor, Univarsity of Minnesota
Reviewers: Ericksonrn, Chaze, Meyers, Cspron
Tab 1830 Protocol (Paga 295)
1840VI Faderal Reglater {Page 1354)
1852 Erickson Comments (Paga 1671)
Chase Comments {Page 15673)
Meyers Comments (Paga 1675)
Capron Comments {Page 1677)
Zallen Comments {rage 1679}
McIvor Response (Page 1680)
XVI. Human Gena Transfer Protocol entitled: Phase I Trial of a

Polynucleotide Vaccine to Human Carcilnoembryonic Antigen in

Patlents with Metastacic Colorectal CANCEY .« + + 4 » o s o » o s s » o « 9150 a.m.
PI: Curiel, University of alabama

Reviewers: Olnsburg, Miller, Tallen

Tab 1827 Protocol (Page 107}
184011 Faderal Reglster {Page 1353)
1853 Ginsburg Commente {Page 1712)

Miller Comments {Page 1714)
Zallen Comments {(Page 1715}
Curlel Response {Bage 1717)
18594  Revised Protocol {Pag®e 1853)
Ravised Informed Consent {Page 1881)

(Coffee Break . . . + + « 4 o o v a + & ¢« ¢ o » » « » 10150~-11:05)

XVII. Human Gene Transfer Protocol entitled: Intracellular Antibodies
Agzinst HIV~1 Envelcpe Protein for AIDS Gene Therapy .+ « « « « + = + - 12105 a.m.
Pls: Marasco, Dana-Farber Cancer Institute
Roviewers1 Oloricso, Oinsburg, Mayers
h Tab 1837 Protocol {Fage 715}
1840XII Federal Register (Paga 1254)
1858 Glorioeso Comments (Page 1754)
Ginsburg Comments (Page 1757)
Mayers Comments {Page 1759)
Marcel Comments (TMC Development) {Page 1761)
Marasco Regponses (Pages 1762 & 1783)

(Lunch & « ¢« 2 & ¢ o 4 0 4 4 2 4 o ¢ s 5 o & « & 4 » & & 12120=-1:35)

XVIII. Report from the Appendix B Subcommittea--Proposed Amandments

to Appendlx B Regarding Updating the Classification of

Mlcroorghnlam® . . ¢ . 4 ¢ v 4 st s v v e s e s s e s e s e e e . 1335 p.m.

Chair: sStraus

Members: Blair, Braun, Caspar, Fleming, Glorioso, Wolfs

Exec., Beci Shih

Tab 1840XIV Federal Register (Paga 1355)

1856 Summary Minutes/May 5, 1995 {Page 1786)

Subcommittea Roster {Page 1793)
Updated Appendix B (Page 1794)
Other Amendments to the NIN Guidelines {Page 1805}

(Coffed Break + « + « « o o s o 4 e v = o o » » & » o 2135-2:50)
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XIX. Presentation on Fetal Sheep Studies . . . . . .
Speakar:
Medical Center, Reno, Nevada

Tab 184QXVI Federal Register

2%, Future Meeting Dates/Walters . . « + . 4 o » & & +

List of Meetings
Next Mtg: Sept. 11-12, 1995
NIH, 31C/CR6

Esmail Zanjani, Veterans Administration &o:pitll

P 2:50 p.m,

(Page 1372y

e e s v ¢ o » 4120 p.m,

XXI. Chair Closing Remarke/Walters . . . « . o« ¢ ¢ o s » = c ¢ s 2 v s « 4:25 p.m,
XXII. Adjournment/Walters . . « + & « 4 & 4 4 v e 4 e 4 s a e v s 4+ o« 4530 p.m.
FYl—m—

steinar-Holt Protocol/Deferred

Tabk 1829 Protocol

1840V  Federal Register

1851 Miller Comments
Saha Comment.s
Capron Comments
Zallan Comments
Steiner Responsa

18590 ORDA's Latter of Deferral

Curiel-Alvares Protocol/Deferred

Tab 1826 Protocol

18401 Fadaeral Register

1854 Samulski Comments
Saha Commente
Rogs Comments
Curlel Responses

18598 ORDA's Letter of Deferral
Curlel Response

(Page 223)
{Page 1354)
(Page 1640 & 1642)
{Page 1643)
(Page 1645}
{Page 1648}
(Page 1649)
{Page 189%)

(Page &)

{Page 13531}

(Page 1723)

{Page 1727}

(Pagae 1729)

(Pages 1731 & 1748)
{Page 1897)

(Paga 1900)





