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BACKGROUND   
 

  HTA WG mandate includes capacity building for the conduct of post-
authorisation studies (PAS) that in tandem meet the needs of regulators 
and HTA bodies 

 The ENCePP-HTA WG survey was a collaborative exercise in mapping 
existing ENCePP experience in undertaking such studies  

 The survey was designed to identify   

 Current experience within the network of including HTA outcomes in 
post authorization pharmacoepidemiological research 

 Potential areas for HTA skills enhancement    

  139 ENCePP centres were invited to complete an on line survey 
comprising  21 questions in 2Q 2014 
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PROFILE OF RESPONDING CENTRES (N = 35)  
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Responses from across the spectrum of ENCePP centres 
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STUDIES PERFORMED WITH HTA OUTCOMES (N = 32)   

 

 

A small number of centres performed  a high proportion of studies 
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EFFECTIVENESS DATA COLLECTION  (N = 26) 

Experience mostly with clinical and patient-reported outcomes  
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STUDY INVOLVEMENT (N = 24) 
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SKILLS ENHANCEMENT NEEDS IDENTIFIED (N = 28)   
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Translation and cultural adaptation…

Patient and disease pathways…

Principles of pharmacoeconomics…

Burden of illness…
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Patient centred and clinician reported…

Health economic modeling…

HTA assessment evidence needs…

Patient reported outcomes methods…

Healthcare resource utilization…

Comparative effectiveness research…

Comparative effectiveness research  most often identified 
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SUMMARY 
Implications and actions arising from the survey need to be agreed by the 
working group however the results    

  Confirm that an important proportion of ENCePP centres have 
experience in conducting studies with endpoints directly relevant to 
HTA 

Given the increasing interest in individual studies responding to both 
regulatory and HTA questions, ENCePP may be a useful platform to 
develop European capacity to deliver such studies. 

 Indicate a level of experience which could support  the development of 
a ‘Good Practice’  paper for conducting studies that include HTA and  
safety outcomes 

 Provide an opportunity to assess if / how the ENCePP Research 
Resources Database might be updated to reflect individual centre 
competencies 
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PLANNED NEXT STEPS 

 Results will be used to inform approaches on building capacity, 
including through training  

 Building on the experience in conducting the survey – group has 
consolidated 

 Enhance group membership with increased involvement of 
individuals from HTA bodies 

 Increase awareness of ENCePP among HTA bodies  

 The results have been disseminated through ISPE and ISPOR and 
will be presented at EMA-EUnetHTA meeting December 2014  

 

Thank you to those who responded 
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