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AGENDA 

 

Issue:  Trial Design and Endpoints for Drugs for Acute Gout 
 
8:00 Call to Order and Opening Remarks      Allan Gibofsky, M.D., J.D. 

Introductions            Chair, AAC 
 

 Conflict of Interest Statement       Jayne E. Peterson, R.Ph., J.D. 
            Acting Executive Secretary, AAC, FDA 
 
8:15   Welcome     Brian E. Harvey, M.D., Ph.D. 

Acting Director, Div. of Anti-Inflammatory, 
Analgesic, and Ophthalmologic Drug 
Products (DAAODP), FDA 

  
Introduction and Overview of the Topic  Joel Schiffenbauer, M.D. 

 
8:45 Background and  Scientific Status   John J. Cush, M.D. 
 
9:30 Merck Research Laboratories   
 Introduction    Agustin Melian, M.D. 
    Director, Clinical Research 
    Merck Research Laboratories 
  
 Design Considerations in Acute Gouty    David I. Daikh, M.D., Ph.D. 
  Arthritis Studies   Assistant Professor of Medicine 
    University of California at San Francisco 
    Staff Physician 
    San Francisco VA Medical Center 
 
 Experience of Etoricoxib and Indomethacin  Agustin Melian, M.D. 
  In  Acute Gouty Arthritis  
 
 Lessons Learned   David I. Daikh, M.D., Ph.D. 
  
10:30 Break 
 
10:45 Discussion  
 
11:30 Lunch 
 
1:00 Open Public Hearing  
 
2:00 Committee Discussion and Questions 
 
3:15 Break 
 
5:00 Adjourn 
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