
 
 

 
ICH PUBLIC MEEETING 

 
Friday, April 4, 2008 

 
12:30- 5:00 PM 

 
Food and Drug Administration 

Third Floor, Conference Room G & H 
5600 Fishers Lane, Rockville, Maryland 20857 

 
 

 
Welcome……….. ……………….………………….......………………Michelle Limoli 
 
Overview of ICH………..………....….………………………………....Justina Molzon 
   
 
Overview of Quality Topics………..……………...…………………….Jon Clark   
           
Update on Electronic Data Standards……….……….………………….Lise Stevens  
 
Overview of E2F: Development Safety Update Reports.……..………..Peter Bross 
 
Public Presentations………….………………………………………….. 
 
Break………..………………………………………………… ………..20 minutes 
 
Overview of M3: Revision of Non-Clinical Safety Studies  
for the Conduct of Human Clinical Trials for Pharmaceuticals………...Abby Jacobs 
 
Overview of S2: Guidance on Genotoxicity Testing & Data  
Interpretation for Pharmaceuticals Intended for Human Use……….....David Jacobson-Kram 
 
Public Presentations……….………….………………………………… 
 
Closing Remarks……….…………..……………………………………Michelle Limoli 
 
Adjourn 

U. S. Food and Drug Administration 
5600 Fishers Lane, Rockville MD 20857-0001 

1-888-INFO-FDA (1-888-463-6332) 
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