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Why produce a Summary of the Risk Management Plan? 

• New information resource:  

– increased public access to relevant information on medicines,  

– in line with EU legislation 

 

• A living document 

 

• Complementary to other information on medicines:  

– Product information (SmPC and Package Leaflet)  

– Summary of the medicine (EPAR summary) 

– Assessment report 
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RMP summary – pilot phased implementation 

• 1 year pilot phase – started March 2014 

 

• For all medicines authorised since March 2014 

 

• Medicines already authorised & RMP updates: not included 
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Information published at the time of authorisation 
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• Plain-language summary of benefits and risks of the 
medicine and how was assessed 

EPAR Summary 

• Conditions of use of the medicine: 

─  SmPC - for health professionals 
─  Package Leaflet – for patients 

Product Information 

• Summary of the medicine’s safety profile and measures to 
prevent or minimise its risks 

Summary of risk 
management plan 

• The full scientific evaluation Assessment report 

Lay audiences 

Lay audiences 



Post-authorisation 

Changes to existing information 
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Changes to 
therapeutic 

indications 

Changes to 
contraindications 

Other  

variations 

 

Update of: 

Summary of the medicine 

Summary of risk management plan 

Product Information 

 

 



Structure of RMP summaries (pilot phase) 

• Overview of the disease & disease epidemiology 

• Summary of benefits 

• Summary of main safety concerns: 

– Important identified and potential risks and what is missing  

• Summary of risk minimisation measures for each safety concern 

• Planned post-authorisation development plan (safety and efficacy) 

 

Publication of Risk Management Plant (RMP) summaries 6 



Summary of risk management plan 
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At the time of the authorisation 

Summary of risk management plan 
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Current process for preparation of RMP summaries 
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Elements 
included by 
MAH (in full 

RMP) 

Reviewed  

by EMA/MSs 

during 
assessment 

Sent to MAH 
for information 

Published 

 at time of 
authorisation 
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Objectives of the analysis 

• Confirm external interest and usefulness of RMP summaries 

• Define the audience 

• Improve format and content - based on needs and expectations of 

audiences 

• Streamline the process for preparation 
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84 RMP summaries published so far 
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Results from pilot testing 

Suggested interest 

 
Media  

interest 

Press release on first 
publication  

 14088 viewings. 

Followed by various 
media mentions  

industry-focused media 

External request 
for  RMP 

summaries 

From consultancy and 
regulatory intelligence 

companies 

Requests for 
access to 

documents 

27 requests         
(Jan-Sep 2013)  

84 requests         
(Jan-Sep 2014)  

144 requests         
(Jan-Aug 2015)  

From generic 
companies 
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Illustration of the number of downloads 

of the different communication materials 

for one of the products in the pilot 

Suggested interest 

 

 

Example of downloads from EMA’s website 
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Patients and 
Consumers 

organisations 

23 out of 36 
responses 

Individual 
healthcare 
professionals 

9 responses 

Individual 
patients 

8 responses 

Healthcare 
professionals’ 
organisations 

26 out of 29 
responses 

Feedback 
from patients 

and 
healthcare 

professionals 
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Healthcare professionals’ organisations Individual healthcare professionals 

Healthcare professionals' interest in RMP summaries 
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Patient and Consumers’ organisations Individual patients 

Patients' and consumers' interest in RMP summaries 



Feedback from industry 

• Do you think that making summaries of RMP publicly available is useful, taking 

into consideration the information on medicines already available?  

 

• Request for feedback on current format & content/any missing information/ 

any proposal for improvement? 

 

• Request for feedback on proposed criteria for updates 
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Feedback from industry 
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Limited analysis which does not allow to draw firm conclusions: few responses from individual 

companies and not an overall position from the different associations consulted 

•In general industry welcomes transparency 

•Package leaflet is the most relevant information for patients 

•The audience of RMP summaries can be fine-tuned 

•Mixed views regarding usefulness for industry 

•Some suggestions for improvement of the template 
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Conclusions 

 

Publication of Risk Management Plant (RMP) summaries 22 

• Information on RMP summaries adds value and complements already existing 

information: 

– Interest from stakeholders has been seen 

– Up-to date ‘living’ document 

– Information is otherwise fragmented or soon outdated 

 

• Companies will be able to use the RMP summary when submitting a RMP for a 

generic product, as the RMP summary of the reference medicinal product will 

contain the elements they need for submission. 

 



Conclusions 
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• Need to revise template – format, content and structure simplification 

 

• Need to implement process simplification 

 

• Need to start publishing updates and back-log 

 



Way forward – Proposed target audience 
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• Refocus the audience: 

– Documents will not be written in lay language 

 

– However, information will still be clearly written and presented, but using technical 
terms as necessary 

 

– For patients, priority given to ‘Package Leaflet’ and ‘EPAR summary’ as primary 
source of information 

 

– However, RMP summary remains a secondary source of information, for those 
patients who want to know more about their medicines 

 

 



Way forward – Content & Structure 

Template simplification 
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• RMP summary to describe all risk information in the full RMP 

• Information should be directly relevant to risk and risk reduction and should 
avoid duplication of information described elsewhere.  

– However, the RMP summary should continue to be presented in the context of the 
medicine’s benefit 

• Template simplification by mapping it to the full RMP, allowing information to be 

easily extracted from the main document  

• Transparency by maintaining post-authorisation development plan 

 



Way forward – Process simplification 
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• Simplify process, as much as possible, and minimise resource investment 

 

• Fully integrated in the preparation and publication of EPARs 

 

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

 



Way forward – Proposed criteria for updates 

In revised GVP Module V 
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• The RMP summary will be updated when important changes are introduced 

into the full RMP 

 

• Changes will be considered important if they relate to the following: 

 
– New important risks or important changes to a known risks 

– Inclusion or removal of ‘additional risk minimisation measures’  

– Major change to the pharmacovigilance plan 

 



Next steps 
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• Template update - in parallel to update of the full RMP template and GVP 

Module V 

• Full implementation in 2016, once new template is published 

• Further research  to measure: 

– The uptake of RMP summaries by different audiences 

– Acceptability of RMP summaries 

– Impact of RMP summaries 

 

 



Thank you for your attention 

Juan.Garcia@ema.europa.eu  

 

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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