
Scientific Advances in Adaptive Clinical Trial Designs Workshop  
 

Monday, November 16, 2009 
8:00 a.m.–8:30 a.m. Continental Breakfast—Registration and Networking 

8:30 a.m.–8:40 a.m. 

Welcome and Introduction 
► Co-Chair Bruce Levin, Ph.D., Professor and Chair, 
Department of Biostatistics, Columbia University  
► Co-Chair Christopher Coffey, Ph.D., Associate Professor 
and Director of Graduate Studies, Department of Biostatistics, 
University of Alabama at Birmingham  
► Coordinating Sponsor: Christina Clark, M.B.A., 
President, Foundation for Interdisciplinary Motor Neuron 
Medicine  

8:40 a.m.–9:10 a.m. 
Session I. Introduction to the Wide World of Adaptive 
Trials: Promises  
and Challenges  

9:10 a.m.–9:30 a.m. Moderated Discussion  
9:30 a.m.–9:45 a.m. Morning Break (Refreshments) 
9:45 a.m.–11:15 a.m. 
  
9:45 a.m.–10:00 a.m.  
10:00 a.m.–10:15 a.m. 
10:15 a.m.–10:30 a.m.  
10:30 a.m.–10:45 a.m. 
10:45 a.m.–11:00 a.m. 
11:00 a.m.–11:15 a.m. 

Session II. Panel: Perspectives of Policymakers and Key 
Players 
  
National Institutes of Health                                      
U.S. Food and Drug Administration                                        
Academia                                 
Industry 
International Regulatory Agencies/ European Medicines 
Agency (EMEA) 
Patients and the Public 

11:15 a.m.–11:30 a.m. Discussion with Panelists  
11:30 a.m.–12:30 
p.m. 

Session III. Case Studies of Clinical Trials Using Adaptive 
Designs 

12:30 p.m.–1:00 p.m. Moderated Discussion  
1:00 p.m.–1:45 p.m. Lunch 
1:45 p.m.–2:15 p.m. Session IV. Patient Considerations: Risks and Benefits 
2:15 p.m.–2:40 p.m. Moderated Discussion  

2:40 p.m.–3:20 p.m. Session V. Sequence of Questions When Planning an 
Adaptive Design 

3:20 p.m.–3:45 p.m. Session VI. Models/Actions from the PhRMA Adaptive 
Design Working Group 

3:45 p.m.–4:00 p.m. Moderated Discussion  
4:00 p.m.–4:15 p.m. Afternoon Break (Refreshments) 

4:15 p.m.–4:45 p.m. Session VII. Federally Funded and Industry-Sponsored 
Adaptive Clinical Trials: Similarities and Differences 

4:45 p.m.–5:00 p.m. Moderated Discussion  
5:00 p.m.–5:15 p.m.  Closing Remarks  



Tuesday, November 17, 2009 
7:30 a.m.–8:00 a.m. Continental Breakfast and Networking 
8:00 a.m.–8:20 a.m.  Introduction to Smaller Group Discussion Sections  

8:20 a.m.–9:25 a.m. 

Concurrent Discussion Sections 
  
Discussion Section I 
For the Present: Finding Flexibility Within the Current 
Framework—Possibilities and Potential for Adaptive Designs 
  
Discussion Section II 
For the Future: Can Adaptive Designs Lead to a New 
Clinical Trial Paradigm? 

9:25 a.m.–9:30 a.m.  Brief Break: Groups Exchange Discussion Sections 
9:30 a.m.–10:35 a.m.  Repeat Concurrent Discussion Sections 
10:35 a.m.–10:50 a.m.  Morning Break (Refreshments) 
10:50 a.m.–11:30 a.m. Presentations from Discussion Sections (10 minutes per group) 
11:30 a.m.–12:00 
p.m. Synthesis and Recommendations Discussion 

12:00 p.m.–12:20 
p.m. Closing Session 

N  ote: Speakers to be announced on the workshop website no later than July 1, 2009.  
 


