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1:00   Introduction Jonathan Jarow, MD  

1:05  Regulatory Basis for U.S. Drug & Biologics 
Approval  

Paul G. Kleutz, MD 

1:20  Statistical Considerations in Designing 
Randomized Clinical Trials 

Rajeshwari Sridhara, PhD 

1:35  Are the current data that we have regarding 
BCG efficacy of good enough quality to 
establish a non-inferiority margin for trials 
today? 

Seth P. Lerner, MD, FACS 

1:50  Clarification Questions to Speakers   

2:00  Panel Discussion Panel Members 

3:00    Break  

3:15  Panel Discussion Panel Members 

5:00 Adjournment  

 
 




