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Should We Be Considering a 
Different Study Design?



“How to approach the design of 
an ePCT based on our collective 
experience?”



Multiple Considerations…
Embedded Healthcare context = different organizational 

levels/elements; clusters/complexity

Pragmatic Sources of variation = setting; subjects; 
intervention delivery; study conduct; (and bias!)

Longitudinal Time = changes in background; standard of 
care; intercurrent forces that impact study

Design Structure Consider PICOTS (estimand)
Design Process Consider peer/expert input (“cores”)



Question  Design



Question  Design



Some Key Discussion Points
 What were the initial considerations that motivated 

your chosen study design?
 How, if at all, did your perspective change after the 

trial began?
 What alternative designs would you consider in the 

future? 
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