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RECOMBINANr DNA ADVISORY COMMI:r:mE 
NATIONAL I.STI~ES OP HEALTB 

BUILDING 31, CONPERENCE ROOM , 
Jt1!I'B 8-9, 1995 
PINAL AOBHDAI 

Call to Order and Openin9 Re~rk./walt.r. 

Tab 1840 Notica of Kaeein9/Propoead Action. 
Tab 1841 ORDA'8 Letter to PIa/Detection of Low 

Level8 of a Presumptive Human Retroviru8 
Cene Therapy Patent to NIH (excluaively 

licen8ed to Cenetic Therapy, Inc.) 
Tab 1859H Science Magazine/Ltr to Editor 

Report on Minor Modificationa ~ Accelerated Review/walter. 

Tab 1842 #940J-069/walker/Minor Modification 
1941l-092/Douer/Minor Modification 
#9412-09S/Herah-Rinehart/Minor Kodification 
#9S03-10S/Hareh/Accelereted Review ~ 

Hinor Modification 
19306-050/Raffel/Hinor Modification 

1933 19S06-106/Ver!aille Protocol 
185ge 19S06-l06/verfaille ~pproval 

Minutes of the March 6-7, 1995, Keeting •••••••••• 
Reviewer., Motul.ky, Ro •• 

Tab 1843 RAe Minute./March 6-7, 1995 

Report from the Ad Hoa RevLew Committee/Wivel 

Tab 1844 Summary Minutee/March 8, 1995 
Summary Hinut •• /Kay 1, 1995 
Subcomm1tte. Roeter 
COver Sheet for PrelJJDinary Review of a 

Human Cea. Transter Experiment 
1859p PI Submi •• ion RequLr~nt. tor Frotocole 

--Revi.ed Interim Cover sheet 
--Appendix M 

Report from the ,anel to A •• e.s NIH Investment 
on Gene Therapy/Wivel • • • • • • • • • • • 

Report fr~ the Data Kanag ... nt SubcomQittee 
Chair I s.itb 

(Page 13511 

(Pjlge 1375) 

(Faga 1376) 
(Paga 1970a) 

(Page 1381) 
(Page 13831 
(Page 1386) 

(Pag. 13881 
(Fag8 1394) 
(Paqe 438) 
(Pjlge 1891) 

(Paqe 1396) 

(Pag8 1447) 
C,aq. 1451) 
(Pag. 1457) 

(page 1458) 

(Pag. 1901) 
(page 1905) 

Membera. Brick.oQ, Notulsky, P.r~, ac •• , ... ul.ki, .~raua 
Bzec. Seci Wil.aD 
LiataODI Noguchi 

Tab 1839 
1845 

18590 

18591 

PI ReporU 
Subc~itt.. Roete~ 
PI Report #9202-016 
Updated 'I ~eport ,9409-090 
Updated PI aeport 19409-091 
Protocol Li.t 
Roe. CcxmIIants 
Otu:lAa IltIspon.. to P.os. 
ScL.ntltLe Report 
Statue Raport 
Brenner Ree~n.. to Ro •• 
19403-Q12/Ha~ah/A4v.~e. ZVen~ 
C.e.ile~h Be.pon •• to Ro., 
Wil80n Overv1e.., of PI aeiKIrta 

(Fage 867) 
(Pag8 1462) 
(Page 1463) 
(1'&g_ 1666) 
(Page 1468) 
(Page 1918) 
(P&ge 1934) t'. 1938) 
(Page 1941) 
(l'aga 1957) 
(l'a98 1971) 
(page 1972) 
(Pa9a 1975) 
(Pag. 1976) 

(Coffee Break •••••••••••••••••••• 11100-11115) 

IAll time. on thie 8genda ara •• timata.. The actual time for 
consideraticn of an item may be earlier or later than indicated. 

• 9100 a.m. 

9.15 a.m. 

• 9120 •• m. 

9,30 a.lII. 

9.40 a.lII. 

.anJ m 
--itACRDIIle.r 
.·Scic:.ft(c M~ac/Ur (.0 Editor 

IW1 Subm~ U, u. Emtor 
•• Uaittd Kingdom·...ocoe 'J'1w:r.apy Adv Ctnle 

1$1 ANIlI.I Report 
.• N ..... M<diciAe Artido/Flll ... Peof ... 

-or Impetf'Cd. 

lU9L Ad Hilk Rettew CoIIllllt_ 

P,&<I98! 

Pap t99t 

r.2016 

·~R.AC CcMueIUUl SCaICMC-DE to Ad Hoc: Relt' em PlIO 2OZ1 

lU9K DATA MANAGEMENT 
.. ~l.Is 
.-SmWO ... ...u 10 WIbaa/OIU>A 
.. ~C-_ 
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Human Gene Transfer protocol entitled' Xhy.£dlae Kinas. (fX) 
Transduced Donor Leukocyte InLus£ons .s • Treatment Lor 
Paelents ~ith Relapsed or Persistent Multiple Hyeloma 
after T-cell Depleted Allogene£c Bone Xarrow Transplant. • • • • • •. 11115 a.m. 

VIII. 

PI'&t Mun~hi and $a~logie, University of Arkansas 
Reviewers, Glorioso, Brinckurhoft, Ros. 

Tab 1828 
184011 
1846 

Protocol 
Federal Register 
Glorioso Comments 
8rinckerhoff Comments 
Ross Comments 
Zallen comment. 
KarCUB Reapense (CTI) 

(Paqe 167) 
(Paqe 1354) 
(page 1471) 
(paqe 1412) 
(page 14741 
(Pjl.qe 1476) 
(Page 1417) 

{Lunch ••• 12115-1,20) 

Human Gene Transfer Protocol entitled, Adopt£ve Cellular 
Therapy of Cancer Combining D£rect HLA-B1/82-H1croglobulin 
Gene Transfer w£th Autologous Tumor Vaccination Lor the 
Generation of Vaccine-Primed Anti-CDl Activated Lymphocyte. • • • • • • • 1120 p.m. 
Pl'., Fox and Urba, Chile. a •• earch Institute, 

Providence PortlaAd Medical center 
aeviewera, Brinckerhoff, Cha.e, Dronamraju 

Tab Ia32 
IB40X 
1a41 

Protocol 
Feaeral Regl.ter 
Brinckerhoff ~nt. 
Chase COIIImantll 
Oronamraju Comment. 
Zallen C~nts 
Fox Reaponse 

(paqe 372) 
(Page 1354) 
(Faqe 1494) 
(Paqe 1497) 
(Paqe 1500) 
(Paqe 1502) 
(paqa 1503) 

IX. Human Gene Transfer Protocol entltl.~, ~r.atme~t 01 Patient. 
w~th Advanced Ep~th.J~.J Ovarian Ca~csr using Anti-CDl 
Stimulated Peripheral Blood Lymphocytas Transduced vith 
« Gene Encod1ng a Chimeric ~cell Receptor React~ve w£th 
Folate Binding Protein • • • .. ... ... ... ... • • ... • ... ... • • .. • • • oil • • .. " 212Q p.m. 
PII Hwu, Hational Inatitute. of Health 
aeviewera. Eric~.on, DeLeon, Dronaaraju 

Tab 1836 
1840XI 
1848 

Protocol 
Federal Register 
Erickson Comments 
OeLeon COftMnt. 
Oronamraju ~nts 
'tallen COt1'IInents 
Hwu Response 

(Paqa 662) 
(Page 1354) 
(Page 1517) 
(Page lS20~ 
(Page 1522) 
(Page 1523) 
(Paqe 1524) 

(Coffee areak ••••••••••••••••••••• 3.20.31351 

X. Human Gena Transfer Protocol entitled. A ,h •• e r Study ot 
Autologous Human Interleukjn-2 Gens ~odlLlsd rumor CsJJ. 
in Patient. with Locally Advanced or Kat •• tatie ,rostate 
Callt::J.~ ... ,. • • .. • • ... .. • • • • • .. .. .. • .. • ... 'Ii • .. • • • .. • • .. 3 a 35 p.m. 
PI' a, l'au.lsoll aAd Lyerly. Duke UD:L .... ~.ltJ 1le41cIll 

c.ute," 
aeviewer., •• !tb, Doi, .ecuu~r 

'tab 1834 
18401Il 
1849 

Protocol 
Fedaral Reqi.tar 
Smith Collll!lent. 
DOi Comments 
Secundy ~ent. 
ta lltm CotaII\ent. 
Lyerly Response. 

(Pllga 4B7) 
(Page 1353) 
(Page 1541) 
(,a';18 1544) 
(I'age 1545). 
(PIl';J8 1546) 
(paga. 1547 " 1549) 



__ lIIIim _____________ ..,..,.,~ - ----------

Page 3 - RAe Final Agenda - June 8-9, 1995 

XII. 

UlI. 

XIV • 

. ""--'. 

-~ 

Human Cene Transfer Protocol entitled. A Phase I Study 
of Autologous Hum~n Interleukin-2 (IL-2) Gene Modified 
Tumor cells in Patients with Refractory Metastatic ovarian 
CallCGr • + ................. ,.. .............. . 

PI's. Berchuck and Lyerly, Duke Univerlity Medical 
Center 

Reviewers. Parkman, Doi, Meyers, lecundy 

Tab 1835 
1840IV 
1850 

Protocol 
Federal Register 
Parkman Comments 
Dol Con'IIIIentli 
secundy Comfflents 
~eyers Comments 
Zallen Conuoents 
Lyerly Response 

(page 579) 
(Page 1353) 
(page 1561) 
(Page 1571) 
(Paqe 1572) 
(Pa.ge 1573) 
(Page 1574) 
(Page 1575) 

DiscuBsion on Stipulations for Protocol entitled: Adenovirus 
Mediated Gene Transfer: Safety 01 SLngle Aerosolized AdmLnistration 
to the Lung, 19412-094 ••••• , ••••••••••••••••• 
PI's: Dorkin a=4 Lapey, Hew kag1aAd NedLca1 Center 

and Kasaacbuaetta aeneral Hospital 
Reviewers. Straus, Erickaon, ParkaaD, OiD.b~rg 

Tab 1857 

1859B 

stipulation Respons. from aenzyme 
(Rachel Carle) 

Disapprovals from Strau. & Gineburq 
cenzyme Response 

Chair Comment. 

End of sesllion 

(Paqe 1826) 
(Page 1846) 
(Page 1885) 

4.35 p.m. 

5.35 p.m. 

6.05 p.m. 
6,10 p.m. 
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Call to Order/Zallen 8130 a.m. 

XV. Human Gene Transfer Protocol entitled, Oene Therapy for 
furln. Nucleo.ide Phosphoryl ••• aeticiency • • • • • • • • • • • • • • • e,35 a.~. 
PII McIvor, University of MiDDesot. 
Reviewers, Ericksott, Chase, Meyer., Capron 

Tab 1830 
1 84.0VI 
1852 

Protocol 
Federal Register 
Erickson Comments 
Chase Comment. 
Meyers Comment. 
Capron Comments 
Iallen Comment. 
McIvor Response 

XVI. Human Gene Transter Protocol entitled 1 Phase I Trial of • 
polynucleotide Vaccine to Human Carcinoembryonic Antigen in 

(Page 295) 
(Page 1354) 
(PAge 1671) 
(Pag8 1673) 
(Pag8 1675) 
(PAge 1677) 
(PAge 1679) 
(Page 1680) 

Patients with Hetastatic Colorectal Cancer ••••••••••••••• 9150 a.m. 

XVII. 

XVIII. 

PI, Curiel, university of Alabama 
Reviewe~sl Ginsburg, Hiller, Zall.~ 

Tab 1827 
l840II 
1853 

1859A 

Protocol 
Federal Regiater 
Ginsburg comments 
Miller Comments 
Zallen Commltntl 
C\1r1.l Responlle 
Revised Protocol 
Revis.d Informed COnsent 

(Pa98 107) 
(Page 1353) 
(page 1712) 
(Page 1714) 
(Pag& 1115) 
(Pa9. 1117) 
(Pag& 1853) 
(Paq8 1881) 

(Cot fee Break • • • 10,50-11105) 

Human Gene Transfer Protocol entitledl Intracellular Antibodje. 
Against HIV-l Envelope Protein tor AIDS aane ~h.r.py • • • • • • 
PIs, Marasco, Dsua-Farber Cancer Instituta 
Reviewers I Glorioso, Ginsburg, Merara 

Tab 1837 
1840XII 
1855 

Protocol 
Federal Register 
Glorioso comment. 
Ginsburg Comments 
Meyers COauIIents 
Kareel comments {'rKC o.velopil\Gl'lt} 
Maraaco Respons •• 

(Pag& 715) 
(Pag. 1354) 
(pag. 1754) 
(Page 1757) 
(Pag. 1759) 
(Pa941 1761) 
(Pages 1762 

(Lunch • • ........... II ................ Ii 12*20-1 • .35) 

Report from the Appendix B Subc~ittee--Propos.d Amendment. 
to Appendix B Regarding Updating the Clasaitlcation ot 
Kicroor9an1anls • • • • • • • • • • • • • • • • • • 
Chairl Straus 
Maabarsl Blair, Braun, Caspsr, Fl.-lng, GloriOSO, Wolfa 
Exec. Sacl Shih 

Tab 1840XIV Federal Regl.ter 
1856 summary Minut •• /Hay 5, 1995 

SuboomQitt.. Roster 
Updated Appendix B 
Other Amendments to the NIH Q~jdalin •• 

(Pag. 1355) 
(Page 1786) 
(hge 1193) 
(Page 1794) 
(Pag. 1806) 

(COffee Break • • • • • • • • • • • • • • • • • • • 2135-2150) 

11105 a.m. 

" 1783) 

1,35 p.lII. 
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XIX. Preaentation on Fetal Sheep Studies • • • • • • • • • • • • • • • • • • 2,SO p.m. 

xx. 

XXI. 

XXII. 

speakerl E$mail •• nj.ni, Veterans Administration Hospital 
Medical Center, Reno, Nevada 

Tab 1840XVI Federal ~l.ter 

Future Meeting Data,/Walters 

List ot Meetings 
Next Ktgl sapt. 11-12. 1995 
NIH, 3lC/CR6 

Chair Closing Remarks/Walters 

Adjournment/Walters • • • • • 

FYI--

Stelner-Holt p~tocol/neferred 

Tab 1829 
1840V 
1851 

1&590 

Tab 1826 
18401 
1854 

1859B 

Protocol 
Federal Register 
Millar CClnments 
Salle Comments 
Capron COIIIIIIanta 
Za.llen ~nta 
Steiner Respon.e 
ORDA'. Letter of Deferral 

Protocol 
r.deral a&glatar 
S~ul.ki Comment. 
Saha Coaaenta 
Ross Commentll 
curiel Responses 
ORDA's Letter ot Deferral 
Curiel Response 

(page 1372) 

(Page 18S1) 

(Page 223) 
(Pag8 1354) 

• 4120 p.m. 

4,25 p.m. 

4130 p.lII. 

(Page 1640 G 1642) 
(Page 16431 
(Page 1645) 
(Page 1648l 
(Page 1649) 
IPa98 189$0) 

(Page 6) 
(Page 1353) 
(Page 1723) 
(Page 1721) 
(Page 1729) 
(Pagea 1731 G 1748) 
(Page 1897) 
(page 1900) 




