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The presentation will briefly introduce the standard process of FDA’s premarket 
approval of investigational drugs and medical devices, with two case studies (a non-
inferiority HIV-1 drug trial and a double-arm trial of an intraoperative in-vivo imaging 
device). The presentation contains no statistical formulas and is specifically designed for 
physicians, fellows, and non-statistics major medical researchers, who are interested in the 
design and analysis of confirmatory trials.   

 
 

Lunch will be provided, please RSVP to Maureen Schulz at Maureen.Schulz@umassmed.edu 
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