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Background: EMA/EUnetHTA collaboration  
under Joint Action 3, work package 4 

• Joint production of relative effectiveness assessment 
(REA) of pharmaceuticals is one of the deliverables of 
EUnetHTA Joint Action 3 (work package 4). 

• Knowledge of the regulatory assessment is relevant for 
the REA preparation:  

– Availability early during REA production 
– Focus on clinical aspects, labelling and benefit/risk 

• Technical meeting in June 2016 to discuss operational 
aspects with EUnetHTA, HTA agencies, pharmaceutical 
industry, EFPIA, EMA and the European Commission.  
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http://www.efpia.eu/media/25162/eunethta-efpia-technical-meeting-paris-june-7-2016.pdf


The concept: bridge from regulatory opinion to relative 
effectiveness assessment 

Collaboration between regulatory and HTA 
assessors in the context of joint production of 
relative effectiveness assessment: 

• make available to HTA reviewers the 
outcome of the regulatory assessment 
based on the final CHMP opinion  

• facilitate mutual understanding of the 
outcomes of each decision making 

• respecting the respective remits and under 
confidentiality arrangements 
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In practice: touchpoints from an applicant’s perspective 

Once a product has been selected for joint REA production under work package 4: 

Joint communication from EMA and EUnetHTA on the interaction that will take 
place to support this joint production 

Once the final CHMP opinion has been adopted by the CHMP: 

Information to the applicant that the specified parts of the final CHMP 
assessment report will be provided to the concerned HTA bodies (HTA bodies 
acting as author and co-author, and WP4 co-lead partner), under Confidentiality 
arrangements 

Note: for initial MAA this concerns the sections Problem statement; Clinical 
aspects; Clinical efficacy; Clinical safety; Benefit-risk balance; Recommendations 
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Engagement and take home messages 

This new type of interaction is deemed 
essential to support timely and robust 
joint REA production: 

• Important to cascade this process to 
both functions within industry (market 
access and regulatory affairs)  

• Need to ensure alignment / information 
flow on project level 

• With the first two pilots there will be 
experience gain on all sides  
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Key engagements with stakeholders: 

• June 16 – EUnetHTA/EFPIA technical 
meeting 

• Dec 16 - EMA/EUnetHTA bilateral on 
operational details 

• 1Q17 - Discussion with the CHMP and 
within EUnetHTA 

• June 17 – EUnetHTA/EFPIA high-level 
meeting 

• July 17 – Industry stakeholder platform 
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