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RMP summary – pilot phased implementation 

 

• New information resource:  

– increased public access to relevant information on medicines,  

– in line with EU legislation 

 

• 1 year pilot phase – new medicines recommended for authorisation by 2015 

• Updated RMP summary template: 

– Improved, based on experience, to better meet the needs and expectations of different audiences 

– ongoing public consultation 
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On average, RMP summaries 

were downloaded 37% as often 

as product information but there 

was wide variation across the 45 

medicines (range: 4–123%) 

Suggested interest 
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RMP summary  

Way forward – template simplification 

Publication of Risk Management Plant (RMP) summaries 7 

 
– Wide interest from different audience groups - each with different needs and 

expectations of the document.  
 

– Improvements needed to current format and content - template simplification 
 

– For patients, Package Leaflet and EPAR summary remain primary source of 
information. RMP summary valuable to those requiring additional background to the 

package leaflet’s safety information.  
 

– Plain-language approach to be used. However, this does not mean that technical terms 
should be avoided.  
 

– The content of the updated RMP summary will cover the RMP submission 
requirements for generic medicines. 
 
 

 



RMP summary  

Way forward – process simplification 
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– Simplify process, as much as possible to minimise resource investment, 
relying largely on the ability to easily transpose information from the full 
RMP into the summary 
 

– Fully integrated in the preparation and publication of EPARs 
 

– Consistency on the way information on RMPs is published at EU level 
 

– Living document 
 



Next steps 
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• End of pilot phase – discontinuation of publication of RMP summaries in 

current format 

• Draft RMP summary template update –ongoing public consultation 

• Gradual implementation as of 2016, once new template is finalised  

• In the meantime, information on RMPs will continue to be made publicly 

available in CHMP assessment reports, part of the EPAR 
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European Medicines Agency 

30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 

Send a question via our website www.ema.europa.eu/contact 

 

Further information 

Follow us on      @EMA_News 
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