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ABSTRACT: Bayesian methods are receiving increasing attention in the evaluation of clinical trial data and are 
becoming more prominent in regulatory discussions. This trend is reflected in recent initiatives such as the 

European Medicines Agency (EMA) Concept Paper for the Development of a Reflection Paper on the Use of 
Bayesian Methods in Clinical Development and the U.S. Food and Drug Administration guidance Use of 
Bayesian Methodology in Clinical Trials of Drug and Biological Products. Despite growing interest, limited 

evidence is available on the frequency and context of Bayesian approaches in regulatory submissions and their 
evaluation during regulatory assessment. 

 

This talk presents a systematic review of European Public Assessment Reports (EPARs) on marketing 
authorization applications submitted to the EMA, to characterize the use of Bayesian methodology in regulatory 

practice. We examine the frequency and context of Bayesian applications, the methodological domains in which 
they are employed, and how their contribution and acceptability are reflected in regulatory assessments. 

 

The findings provide an empirical overview of the current role of Bayesian methods in European Drug 
Regulation and highlight opportunities and challenges for their broader use in drug development and regulatory 

assessment. 
 

 
 

 


