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A knowledge paradigm



Uncertainty
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The questions
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EU pharmaceutical legislation





A classification framework

What we are uncertain about

What causes the uncertainty

How we deal with the uncertainty



Classifying the “Issue”
what is the uncertainty about?
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Classifying the “Source”
what causes the uncertainty?











Classifying the Coping Strategy
how regulators deal with uncertainty?



Ingredients and recipe
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Example 1: Zydelig in leukaemia  



Example 2: Kadcyla in breast cancer



Alluvial diagram:
Source – Issue – Coping strategy



 

Mean Number of
Issues Raised per 
product

Number of
Issues Raised



Orphan status – Lack of RCT



What issues drive this difference?



Main findings
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Drug regulation doesn’t stop with approval: 
the adaptive approach to uncertainty 



Limitations of our study
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Work beyond Asterix… 
(to be decided)
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Thank you for listening!

Sir William Osler
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