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AGENDA  

 
Thursday, December 11, 2014 
 
8:30 AM Call to Order and Opening Remarks 
 
 Donald Kohn, M.D., RAC Chair 
 

Tab 2812 For Your Information  
  Notice of Meeting 

Conflict of Interest Guidance 
 
8:35 AM Minutes 
 
 Tab 2813 Minutes of the September 9-10, 2014, RAC Meeting 
 
 RAC Reviewers: Saswati Chatterjee, Ph.D.  
    Dawn Wooley, Ph.D. 
 
8:40 AM Gene Transfer Safety Assessment Board Report 
 
 RAC Reviewers: Scott Antonia, M.D., Ph.D. 
     Michael Atkins, M.D. 
     William Curry, M.D. 
     Kevin Donahue, M.D. 
     Howard Kaufman, M.D. 
     Hans-Peter Kiem, M.D., Ph.D. 
     Donald Kohn, M.D. 
     Joseph Pilewski, M.D. 
     Michel Sadelain, M.D., Ph.D. 
     Richard Whitley, M.D.  

 
Tab 2814  Responses to M-I-C-1 
   Protocol List  

 Protocols Not Selected for In-Depth Review and  
   Public Discussion 
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 (continued) Thursday, December 11, 2014 

 
 
8:45 AM Update on X-SCID Protocol #0810-950 titled: Gene Therapy for SCID-X1 Using 

a Self-inactivating (SIN) Gammaretroviral Vector 
  

Presenter: David Williams, M.D., Harvard Medical School, Boston, MA 
 

Tab 2815 New England Journal of Medicine, 2014, 
371:1407-17 

 
9:15 AM Discussion on Human Gene Transfer Protocol #1410-1352 titled: Pilot Study of 

Autologous T-cells Redirected to Mesothelin and CD19 with a Chimeric Antigen 
Receptor in Patients with Metastatic Pancreatic Cancer   

 
PI:                  Andrew Ko, M.D., University of California, San Francisco, 

CA 
  
Sponsor: Gabriela Plesa M.D., Ph.D., University of Pennsylvania, PA 
 
RAC Reviewers: Rebecca Dresser, J.D. 
 Hans-Peter Kiem, M.D., Ph.D. 
 Don Kohn, M.D. 
   
Tab 2816 Protocol 

 
 Tab 2817  OBA Summary 
     
    OBA Letter to PI on In-Depth RAC Review and 
       Public Discussion 

 Reviews from Drs. Kiem, Kohn and Professor Dresser 
            PI’s Response 
 
    
10:40 AM Public Comments 
 
10:45 AM BREAK 
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