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The 2017 report 

Article 50(3) of 
Regulation 1901/2006 
 

"The Commission shall present a report to the 
European Parliament and the Council on the 
experience acquired as a result of the 
application of Articles 36, 37 and 38. The 
report shall include an analysis of the 
economic impact of the rewards and incentives 
together with an analysis of the estimated 
consequences for public health of this 
Regulation, with a view to proposing any 
necessary amendments." 
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General context – Council conclusions 

Council conclusions on strengthening the balance in the 
pharmaceutical system in the EU, June 2016 

 



General context – SPC evaluation 

 

 

 



The road to 2017 

• Economic analysis -> external study 

• Public health impact -> EMA/PDCO report 

• Views of Member States -> Pharma Committee 

• EU and US system in comparison -> bilateral FDA 

• Stakeholder experience -> Public consultation 

=> Feed into the report 



Meeting Member States/EMA (19/9) 

• Update on state of play of preparatory work for 
the 2nd report 

• Debrief Member States on preliminary results 
from EMA data gathering and economic study 

• Exchange of views with Member States regarding 
their experience with the Regulation 

• Next steps including public consultation 

 



Public consultation 

• Launch: November 

• Based on consultation 
document 

• 3-month period 

• All answers will be 
analysed, published 
and will feed into the 
report 

 



 

 

 

 

 

European Commission  

More information: 

http://ec.europa.eu/health/human-use/index_en.htm 
 

 

Disclaimer: The views and opinions expressed in these PowerPoint slides are those of the presenter; they do not 
necessarily reflect the opinion of the European Commission. 
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