HUMAN GEXE TEERAPY SUBCOMMITTEE AND
RECOMBINART DMA ADVISORY COMMITTEE

NATIOHAL INSTITUTES OF HEALTH
BLDG 31C/CONF ROOM 6, BETHESDA, WARYLAND

JuLY 30-31, 1990
acEma'

BUMAN GENE THERAPY SUBCOMMITTEE

II.

III.

Iv.

v.

VI.

Call to Ord.r--....--...-......-.-....--..-c'}.......-.....-....9!00m

Dr. Walters

Presentation and Discussion of Proposed Addition to Appendix D

of the NIH Guidelines Regarding Human Gene Therapy Protocol

entitled Treatment of Severe Combined Immuncdeficiency Disease

{SCID) Due to Adenosine Deaminase (ADA) Deficiency with

Autologous Lymphocytes Transduced with a Human ADA Gene/

Drs. Blﬂ.-.' md.r-on’ Can.r-----..-.--.-----..-----..----....9:15Am

Tabs #1396/1 Dr. Parkman
Dr. Childress

Coffee Brllk.............--............’....-n..........10!15-10!30“

Presentation and Discussion of Proposed Addition to Appendix D of
the NIH Guidelines Regarding Human Gene Therapy Protocol entitled
Gene Therapy of Patients with Advanced Cancer using Tumor
Infiltrating Lymphocytes Transduced with the Gene Coding for

Tumor Necrosis Factor/Dr. ROBONDEEG.csssesssvsssrassscessrsas.11:00am

Tab #1396/11 Dr. Mclvor
Dr. Mahoney
Mr. Capron

LunCh--------o--.----.---.-..--.....----..----.--.----.--...12"1800?![

Proposed Addition to Appendix D of the NIF Guidelinea Regarding

Human Gene Transfer Clinical Protocol entitled Use of NMarker

Genes to Investigate the Biclogy of Marrowv Reconstitution and
Relapse of Nalignant Disease Following Autclogous Bone Marrow
Transplantation/Drs. Brenner, Ihle, Mirro....cssvcsessacscesas2:00pm

Tab #1396/112" Dr. Leventhal
\ Dr. Mulligan
Mr. Brewer

Propossed Addition to Appendix D of the NIFN Guidelines Regarding

Human Gene Transfer Clinical Protocol entitled Retroviral-

Nedliated Gene Transfer of Bone Marrow Cells During Autologous

Bone Marrow Transplantation for Acute Leukemia: Understanding
Di..‘.. R‘Gﬂmﬂ"/pr- cﬂmtt.otoo----..-o.--.o-.--.u----c.---3330m

Tab #1396/VI Dr. Epstein

Dr. Gallert
Dr. Zfallen

Future Meeting Dates of the Human Gene Therapy Subcommittee....4:55pm
Tab #1397 Dr. Walters

consideration ¢f an item may be earlier or later than indicated.
protocols that pass the Human Gene Therapy Subcommittee will be forwarded to
the Recombinant DNA Advisory Committee for approval.

TAll times on this agenda are estimates. The actual time for

Only the
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“rII.

Mjwrmntll'-..lll.o..-o.ol.....o.'I!.......l!t...l.."lDD-llssoop

Dr. Waltera

RECOMRINANT DNA ADVISORY COMMITTER

II.

III.

Iv.

VI.

VII.

Call to Ord.r............................oo-..o................9:00am
Dr. McGarrity
Hinut.l of March 30, 1990' "..tlug.lliotioilllI..Il'......-..0-9'15.m

Tab #1398 Dr. Riley
Mr. Mannix

Presentation and Discussion of Proposed Addition to the
Points to Consider Document to Expedite Minor Modification
on Approv.d Protocoll-.o--..o....-...--.-.o...-................9:25;m

Tab #1396/1V Dr. R. Murray
¥r. Brewar

Presentation and Discussion of Propesed Addition to Appendix D

of the NIF Guidelines Regarding Rumsan Gene Therapy Protocol

entitled Treatment of Severe Combined Immunodeficiency Disease

({SCID) Due to Adenosine bheaminase (ADA) Deficiency with

Autologous Lymphocytes Transduced with a Human ADA Gene/

Drs. Bl.‘.., Aﬂd.r'on' CUlVeE.cocacnsscssssssconensnssssnssessT145am

Tabe #1396/1I Dr. Gellert
Pr. Childress
Dr. Parkman

Coffea Brllk.......-.--....--.......-....--...-.........10:15-10:30!ﬂ
Lunch.........'.....l........I..‘.--......'.-.......‘..-....lz-lsoom

Proposed Addition to Appendix D of the NIH Guidelines Regarding

Human Gene Therapy Protocol entitled Gene Therapy of Patients

with Advanced Cancer using Tumor Infiltrating Lymphocytes

Transduced with the Gene Coding for Tumor Necrosis Factor/

Dr. Rol.nb.rg..............u..-.u-n-.----..--.----..--..---..1800plll

Tab #1396/11 Dr. Mclvor
’ Dr. Clewsll

Proposed Addition to Appendix D of the NIN Guidelines Regarding

Human Gene Transfer Clinical Protocol entitled Use of Marker

Geanes to Investigate the Biology of Marrow Reconstitution and
Relapse of Malignant Disease Following Autologous Bone Narrow
Transplantation/Drs. Brenner, Ihle, Mirro....:cesesscoscasesre.2130pm

Tadb #1396)V Dr. Mulligan
Dr. B. Murray

Proposed Addition to Appendix D of the NIN Guidelines Regarding

Human Gene Transfer Clinical Protocel entitled Retroviral-

Mediated Gene Transfer of Bone Marrow Cells During Autologous

Bone Marrow Transplantation for Acute Leukemia: Understanding
Disease R‘cﬂf!.ﬂc'/b:- Oorn.ttl-...-.....-....-..---..--..---.-33309&

Tab #1396/VI Dr. Epstein
Dr. Gellert
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"TII. Discussion on Revision of Appendix K of the NIF Guidelines.....4:30pm
Tab #1399 Dr. Riley
IX. mion.l Public HOQIIIIQI..a..;.t.........-oo-..-o---..--....-..‘l‘Sm
Tab #1400 : Dr. Wivel '
RAC
Xx. Future Meeting Dates of the Recombinant DNA Advisory
Comit:t“......-.....-.....-...-..........--...........-.--..-.4:55m
Tab #1397 Dr. McGarrity
XI. Mjoutnm.l'lt..-................-.-..--.-..----....--...--.......5:00@
Dr. McGarrity
agenda.rac
MtgPrepCIbink
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