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GSK’s approach to MAPPs 



Identify Patients with highest Net Benefit 
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Comparison of Traditional Model with Adaptive Pathway 

• Current model (a): 
– Single authorisation decision point 

– Pre-authorisation focus on RCTs 

– Rapid expansion of treated population 

after MA 

– Treatment experience contributes little 

to evidence generation 

Adapted from: Eichler et al – Adaptive Licensing: Taking the Next Step in the Evolution of Drug Approval.  Clin Pharm & Ther (2012) 91 (3), 426-437 

• Adaptive licensing (b): 
– Earlier “initial” MA and/or MA based on 

fewer patients 

– Prescribing restrictions slow expansion 

of treated population 

– Greater use of observational studies to 

capture “effectiveness” data 

– Cycles of evaluation and label 

modification 



Adaptive Pathways – a Framework & EMA pilot 
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