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Outline 

• Background on summaries of ‘Risk Management Plan’ and pilot phase 

 

• Objectives of the analysis 

 

• Proposal for obtaining feedback from patients (and also healthcare professionals) 



What is a Risk Management Plan? 

 

• Document required by regulators for all medicines authorised in EU 

 

• Describes what is known and not known about the safety of a medicine and the 
measures to prevent or minimise the risks 

 

• Long and complex document, written in technical language  

 

• It is not made public 

 
 
 



Why produce a Summary of the Risk Management Plan? 

• A ‘live’ document which summarises the risks of a medicine and the measures to 
minimise such risks (Full RMP is not published) 

 
• Expected target audience: 

- Stakeholders and partners with professional interest 

- General public (e.g. a patient who wants more information on his/her medicine) 
 

• Complementary to other information available on medicines:  

- product information (i.e. medicine’s leaflet)  

- assessment report (which describes the evaluation by EMA of each medicine) 

 



Publication of summaries 

• Aim:  

- Increased transparency  

- Increased public access to relevant information on medicines, in line with the legislation: 
• Article 26 of Regulation (EC) 1235/2010 
• Article 106 of Directive 2010/84/EU 

EU Member States and the European Medicines Agency to make public RMP summaries for all 
medicines authorised in the EU. 
 

• 1 year pilot phase started in March 2014 

• Includes medicines authorised from March 2014 

• Medicines authorised before March 2014  & summary updates: not included in pilot phase 

 

 



Other information on risk management plans by regulatory 
authorities 
Japan PMDA 

RMP  
 

US FDA 
 Risk Evaluation and Mitigation Strategy 

(REMS)   

MHRA (UK) announces publication of 
summaries of RMPs  



Current structure of Summaries of the Risk Management Plan 

 

• Brief summary of the disease  

• Summary of benefits 

• Summary of main safety concerns: 

– Identified, potential and what is missing  

• Summary of measures to minimise and prevent each safety concern 

• Planned future and ongoing studies 

• Major changes to the ‘Risk Management Plan’ over time 
 

 



Current process for preparation of the summaries 

Initial draft 

provided by 

company 

Further developed   
by EMA 

during assessment 

Published on EMA 
website 

 at time of 
authorisation 



41 summaries published so far 
 
Summaries cover different therapeutic areas: 



Interesting 
 /Useful ? 

Format and 
content? 

How to 
improve? Objectives 

Objectives of the analysis 

Confirm the 
correct 

audience 



Feedback from patients (and healthcare professionals) 

• Proposal to use a short questionnaire. 

• Gather feedback on: 

– Interest and potential usefulness for patients 

– Explore opportunities for improvement 

– Other issues such as languages and potential contribution in the review 

• Proposed to be sent to representatives/members of patients 
organisations but also to patients/members of the public not 
familiarised with the regulatory environment. 

 

 



Example of a summary of a Risk Management Plan 



Example of a summary of a Risk Management Plan 





Summary of Safety concerns: Important identified risks 



Summary of Safety concerns: Important potential risks 



Summary of Safety concerns: Missing information 







Survey for patients 

  

1. If you were taking this medicine,  

would you be interested in reading the RMP summary?  

 Yes 

 No 

  



  

2. If not, could you please state why? 

 It’s too detailed 

 It’s too long 

 It’s not necessary 

 It would make me worry about the side effects of the medicine 

 Other:…………………………….. 

 



  

 

3. If yes, could you please state why? 

 It helps me understand how to take my medicine safely 

 It shows that the safety of my medicine has been carefully considered  

 Other:…………………………….. 



4. Do you think the text is easy to understand? 

 Yes 

 No 

 

 



 

5. If not, could you please state why? (please tick as many options as apply) 

 It’s too detailed 

 It’s too long 

 It’s not well explained 

 The language is too technical 

 The format makes it hard to read 

 Other:…………………………….. 



6. If you are interested in having this information, would it be useful to have it in your 
own language? 

 Yes 

 No 

  

 

 



  

7.  Do you think patients should be involved in the review of the summaries? 

 Yes 

 No 

 

 

 



 

8. Please provide further comments to help us improve this document: 

………………………………………….. 

 

 

 



Proposal for gathering patient feedback 

Survey + RMP 
summary sent to  

patients 
 

By 5 Dec 2014 

Survey  
completed by 

 patients 
 

End Dec 2014 

Survey  
Analysis 

 
 

January 2015 

 
Workshop 

 
March 2015 



 
 

Thank you! 
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