NATIONAL INSTITUTES OF HEALTH (NIH)
RECOMBINANT DNA ADVISORY COMMITTEE (RAC)

121st Meeting

Hilton Rockville Hotel & Executive Center

June 16-17, 2010

Wednesday, June 16, 2010
8:00 AM Call to Order and Opening Remarks
Howard Federoff, M.D., Ph.D., RAC Chair
Tab 2602 For Your Information Notice of Meeting
Conflict of Interest Guidance

8:10 AM Minutes

RAC Reviewers: Joseph A. Kanabrocki, Ph.D.
Jeffrey S. Bartlett, Ph.D.

Tab 2603 Minutes of the March 10-11, 2010 RAC Meeting
8:15 AM Gene Transfer Safety Assessment Board Report
Tab 2604 Responses to M-1-C-1
Protocol List
Protocols Not Selected for In-Depth Review and

Public Discussion

Slide Presentation

RAC Reviewers: Howard J. Federoff, M.D., Ph.D.
Scott E. Strome, M.D.
David A. Williams, M.D.
James R. Yankaskas, M.D., M.S.
John A. Zaia, M.D.

8:45 AM Discussion of Human Gene Transfer Protocol #1004-1034 entitled:
Phase | Study of the Administration of EBV CTLs Expressing CD30
Chimeric Receptors for Relapsed CD30™ Hodgkin's Lymphoma and CD30™
Non-Hodgkin's Lymphoma

PI: Helen Heslop, M.D., Baylor College of Medicine, The
Methodist Hospital and Texas Children's Hospital
Houston, TX Slide Presentation
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http://oba.od.nih.gov/oba/RAC/meetings/jun2010/1_GTSAB_Rpt_Jun10_cln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/2_P1034_Heslop_cln.pdf

Wednesday, June 16, 2010 (continued)

10:30 AM

10:35 AM

10:45 AM

12:00 PM

12:05 PM

RAC Reviewers: Anna C. Mastroianni, J.D., M.P.H.
Susan R. Ross, Ph.D.
James R. Yankaskas, M.D., M.S.

Tab 2605 Protocol

Tab 2606 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Ross, Yankaskas and Professor
Mastroianni
PI’s Response

Public Comment

Break

Attenuated strains of Yersinia pestisthat are excluded from the
Centers for Disease Control and Prevention Select Agent Regulations —
Evaluation under Section I11-A-1 of the NIH Guidelines for Research
Involving Recombinant DNA Molecules (NIH Guidelines)

Presenters:  Joseph A. Kanabrocki, Ph.D. -- Slide Presentation
Olaf Schneewind, M.D., Ph.D., University of Chicago,
Chicago, IL Slide Presentation
Martin E. Schriefer, Ph.D., Centers for Disease Control and
Prevention, Fort Collins, CO, (via teleconference)
Slide Presentation

Discussants:  Denise Gangadharan, Ph.D., Center for Disease Control and
Prevention, Atlanta, GA (via teleconference)
Susan L. Welkos, Ph.D., U.S. Army Medical Research
Institute for Infectious Disease, Fort Detrick, MD,
(via teleconference)
Suman Mukhopadhyay, Ph.D., NIH, Bethesda, MD

Tab 2607 Presentation Materials

Public Comment

Proposal to Exempt the Mating of Certain Biosafety Level 1 Transgenic
Rodents from the Requirements of Section I11-E-3 of the NIH

Guidelines

Presenter: Jane Flint, Ph.D. Slide Presentation

Tab 2608 Presentation Materials
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http://oba.od.nih.gov/oba/RAC/meetings/jun2010/3_Ypestis_Kanabrocki_cln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/4_Ypestis_Schneewind_cln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/5_Ypestis_Schriefer_cln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/6_TransgenicRodent_Flint_SIIIE3_cln.pdf

Wednesday, June 16, 2010 (continued)

12:20 PM Public Comment
12:25 PM Lunch
1:20 PM Proposed Changes to Section I11-E-1 the NIH Guidelines

(Note: Postponed until 5:05 PM, June 16, 2010 in Webcast)

Presenter: Bernard Roizman, Sc.D. Slide Presentation

Tab 2609 Background Materials

1:40 PM Public Comment

1:45 PM Discussion of Human Gene Transfer Protocol #1004-1036 entitled:
Phase I/11 Study of Metastatic Cancer Using Lymphodepleting Conditioning
followed by Infusion of Anti-VEGFR2 Gene Engineered CD8" Lymphocytes
PI: Steven Rosenberg, M.D., Ph.D., NIH, Bethesda, MD

Slide Presentation

RAC Reviewers: John A. Zaia, M.D.
Margaret S. Mallino
Scott E. Strome, M.D.

Tab 2610 Protocol

Tab 2611 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Zaia, Strome and Ms. Mallino
PI’s Response

3:15 PM Public Comment
3:25 PM Break
3:40 PM Discussion of Human Gene Transfer Protocol #1004-1037 entitled:

Phase I/11 Study of Metastatic Melanoma Using Lymphodepleting
Conditioning Followed by Infusion of CD8 Enriched Tumor Infiltrating
Lymphocytes Genetically Engineered to Express 1L-12

PI: Steven Rosenberg, M.D., Ph.D., NIH, Bethesda, MD

Slide Presentation
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http://oba.od.nih.gov/oba/RAC/meetings/jun2010/9_TissueCulture_Roizman_SIIIE1_cln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/7_P1036_Rosenberg_abrcln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/8_P1037_Rosenberg_abrcln.pdf

5:20 PM

5:30 PM

RAC Reviewers: Hung Y. Fan, Ph.D.
Howard J. Federoff, M.D., Ph.D.
James R. Yankaskas, M.D., M.S.

Tab 2612 Protocol
Tab 2613 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Fan, Federoff, and Yankaskas
PI’s Response
Public Comment

Adjourn

Thursday, June 17, 2010

8:30 AM

8:35 AM

8:50 AM

10:50 AM

11:00 AM

Call to Order and Opening Remarks

Howard Federoff, M.D., Ph.D., RAC Chair

Presentation of Certificates of Appreciation

Presenter: Amy P. Patterson, M.D., Office of the Director, NIH

Update on Proposed Changes to Section 111-C-1 of the NIH Guidelines
on Human Gene Transfer

OBA Overview and Introduction — Slide Presentation

Presenters:  Phillip A. Sharp, Ph.D., Massachusetts Institute of
Technology, Cambridge, MA — Slide Presentation
Craig C. Mello, Ph.D., University of Massachusetts Medical
School, Worcester MA (via teleconference)
Saraswathy Nochur, Ph.D., Alnylam Pharmaceuticals, Inc.,
Cambridge, MA — Slide Presentation

Public Comment

Break



http://oba.od.nih.gov/oba/RAC/meetings/jun2010/10_SecIIIC1_ProposedChanges_cln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/11_RNAi_Ovrvw_Sharp_cln.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/12_OSWGPosition_Nochur_cln.pdf

Thursday, June 17, 2010 (continued)

11:15 AM

12:55 PM

1:00 PM

1:45 PM

Discussion of Human Gene Transfer Protocol #0810-952 entitled:
Phase Ib Study of Autologous Ad-ISF35-Transduced CLL B Cells and
Fludarabine, Cyclophosphamide, and Rituximab (FCR) in Subjects with
Fludarabine-Refractory and/or del(17p) Chronic Lymphocytic Leukemia
(CLL)

PI: Januario E. Castro, M.D., University of California San Diego, La
Jolla, CA - Slide Presentation

RAC Reviewers: Hildegund C. J. Ertl, M.D.
David A. Williams, M.D.
John A. Zaia, M.D.

Tab 2614 Protocol

Tab 2615 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Ertl, Williams, and Zaia
PI’s Response

Public Comment
LUNCH

Discussion of Human Gene Transfer Protocol # 1004-1028 entitled:
A Phase Il Study of Repeat Intranodal Injections of Adenovirus-CD154
(Ad-ISF35) in Patients with Chronic Lymphocytic Leukemia / Small
Lymphocytic Lymphoma

And

Discussion of Human Gene Transfer Protocol # 1002-1029 entitled:
A Phase Il Study of Repeat Intranodal Injections of Adenovirus-CD154
(Ad-ISF35) in Subjects with Non-Hodgkin’s Lymphoma (Follicular,
Diffuse Large Cell, Mantle Cell and Small lymphocytic
Lymphoma/Chronic Lymphocytic Leukemia

PI: Januario E. Castro, M.D., University of California San Diego,
La Jolla, CA — Slide Presentation

RAC Reviewers: Hildegund C. J. Ertl, M.D.
Jane Flint, Ph.D.
Jeffrey P. Kahn, Ph.D.



http://oba.od.nih.gov/oba/RAC/meetings/jun2010/13_P952_Castro.pdf
http://oba.od.nih.gov/oba/RAC/meetings/jun2010/14_P1028_29_Castro.pdf

Thursday, June 17, 2010 (continued)

4:00 PM

4:15PM

Tab 2616A  Protocol # 1004-1028
Tab 2616B  Protocol # 1002-1029
Tab 2617 OBA Summary
OBA Letter to Pl on In-Depth RAC Review and
Public Discussion
Reviews from Drs. Ertl, Flint, and Kahn
PI’s Response
Public Comment

Adjourn
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