
 

 8:30 AM Welcome and Plans for the Day  
 Hal Sox, MD, Chief Science Officer, PCORI 
 Elizabeth A. Stuart, PhD, AM, Chair, Advisory Panel on Clinical Trials, 
 PCORI 
 John D. Lantos, MD, Co-Chair, Advisory Panel on Clinical Trials, 
 PCORI 
 
8:45 AM ‘Clinical Trial’ Definition 
 Jason Gerson, PhD, Associate Director, CER Methods and Infrastructure, 
 PCORI 
 
9:00 AM Reports from Subcommittees  
 Recruitment, Accrual, and Retention 
 Margo Michaels, MPH,  Member, Advisory Panel on Clinical Trials, PCORI 
 
10:00 PM Break 
 
10:15 AM Reports from Subcommittees  
 Standardization of Complex Concepts and their Terminology 
 Merrick Zwarenstein, MBBCh, MSc, PhD, Member, Advisory Panel on 
 Clinical Trials, PCORI 
 Post-Award Expert Subcommittee 
 Jason Gerson, PhD, Associate Director, CER Methods and Infrastructure, 
 PCORI 
 
12:00 PM Lunch  
 
1:00 PM Methodology Standards for Clinical Trials  
 Elizabeth A. Stuart, PhD, AM, Chair, Advisory Panel on Clinical Trials, 
 PCORI 
 
2:00 PM 2015 PCORI Annual Meeting Recap: Pragmatic and Large 
 Clinical Studies Summit 
 Anne Trontell, MD, MPH, Senior Program Officer, Clinical Effectiveness 
 Research, PCORI  
 
2:30 PM Monitoring Large Pragmatic Clinical Trials at PCORI 
 Anne Trontell, MD, MPH, Senior Program Officer, Clinical Effectiveness 
 Research, PCORI  
 
3:00 PM Break  
 
3:15 PM Clinical Trial Design at PCORI 
 Bryan Luce, PhD, MBA 
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3:30 PM PCORI’s Draft DSMP Policy Update 
 Jason Gerson, PhD, Associate Director, CER Methods and Infrastructure, 
 PCORI 
 
3:45 PM Recap and Next Steps 
  Elizabeth A. Stuart, PhD, AM, Chair, Advisory Panel on Clinical Trials, 
 PCORI 
 John D. Lantos, MD, Co-Chair, Advisory Panel on Clinical Trials, 
 PCORI 
  Anne Trontell, MD, MPH, Senior Program Officer, Clinical Effectiveness 
 Research, PCORI 
 Jason Gerson, PhD, Associate Director, CER Methods and Infrastructure, 
 PCORI 
 
4:00 PM Adjourn  


