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Methodology Working Party (MWP)
A forum to bring methodological experts 
together with the objective to strengthen 
methodological aspects in assessment and 
regulatory science.

• Modelling and simulation
• Biostatistics
• Pharmacokinetics
• Pharmacogenomics

• Diagnostics
• Real world evidence
• AI
• Data science

MWP supports the work of all Committees and provides methodological guidance across the medicine’s 
development lifecycle.

MWP aims to leverage the cross-disciplinary expertise to support methodological innovation in global drug 
development and support advice and interpretation of complex methodology across (clinical) drug 
development.



What is the buzz all about?



Need for guidance on Bayesian methods

• Application of Bayesian methods mentioned in several guidance documents, 
e.g. ICH E9, ICH E11A, ACT EU Q&A on complex trials

• Support innovative methodology
• Understand strengths and pitfalls
• Metrics for how to assess uncertainty
• Regulatory aspects of interpretation of Bayesian statistics

Concept Paper on the use of Bayesian statistics in clinical development 



Concluding remark

The aim of today’s workshop is to have a dialog on the potential use of Bayesian 
statistic in regulatory-decision making
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