
 

 

A BAYESIAN DESIGN FOR A SEAMLESS TRANSITION BETWEEN PHASE II AND III 

 

Data collected by a sponsor suggested a possibility of a differential treatment in 

subpopulations defined by levels of a biomarker. A Bayesian design has been 

developed, which allows the sponsor to conduct a randomized Phase II trial to 

corroborate the finding and to seamlessly continue to Phase III in the 

subpopulation, which benefits from the treatment. The design was consulted and 

accepted by a regulatory agency. 
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