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• New legislation - unprecedented level of openness and transparency  

• High level of communication between the network, stakeholders and wider 
public 

• Real time communication - new tools - additional information: 

─ to promote safe use of medicines 

─ to support further our work within the network 
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Recent steps in communication 

• Stronger coordination 

• New information on Risk Management Plans (RMPs) 

• New information on Periodic Safety Update Reports (PSURs) 

• New information on signals 
 

2 



Stronger coordination 

• An ‘Early Notification System’ operates to inform national competent 
authorities, the EC and other network partners 

– Early warnings on safety concerns which will require timely and consistent communication 

– Coordination with the MAH concerned 

• Adequate and timely information to relevant patients, consumers and HCPs 
groups 

 Ultimate purpose is to ensure that the public gets consistent, clear and timely messages on safety 

 Basis for operation – described in GVP Module XV 
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New information on Risk Management Plans (RMPs) 

• Publication on summaries of RMP 

• 1 year pilot phase - started in March 2014 

• All new medicines centrally authorised ever since 

• Over 80 RMP summaries have been published so far 

• CMDh working on a similar project to publish the list of safety concerns per 
active substance (for NAPs) 

• Content, presentation and value of these documents have been reviewed to 
help improvement 
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Summary of risk management plan 
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At the time of the authorisation 
Summary of risk management plan 
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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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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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Patients and Consumers’ organisations Individual patients 

Patients' and consumers' interest in RMP summaries 

  
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Feedback for industry 

• Overall, industry welcomes transparency 

• Divergent views on usefulness (innovative vs generics) 

• Welcomes process improvement (simplification) 
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Proposed way forward 
 

• Interest from stakeholders seen 

• Refocus target audience 

– Not in plain language 

– Still clearly written and presented 

– For patients, priority is given to PL & EPAR summary; RMP summary to remain a 

secondary source of information, for those who want to know more about their 

medicines 
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Next steps 
 

• Template update - in progress 

• GVP module revision 

• Imminent public consultation 

• Full implementation (including publication of updates in 2016) 

 

 

13 



New information on Periodic Safety Update Reports (PSURs) 
 

• PSUR - a pharmacovigilance report submitted regularly by the 
company at defined time points following a medicine's authorisation 

• Assessed by PRAC and CHMP/CMDh 

• Outcome is to be published on the EU medicines web portal  

• EMA website - interim solution 
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New information on Periodic Safety Update Reports (PSURs) 
 

• Outcome of PSUR assessment for centrally approved medicines: 

– Published as part of the EPAR 

– Brief summary of recommendation is published following CHMP meeting (as 
part of the CHMP meeting highlights) 

– Also, EMA may publish:  

– assessment report 

– public safety communication  
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New information on Periodic Safety Update Reports (PSURs) 
 
• Outcome of PSURs single assessment for active substances contained in 

nationally authorised medicines: 

– New EMA page created 

– Maintenance/variation 

– List of authorised medicines (in the different MSs) 

– Scientific conclusions (in all EU languages) 

– Product Information update (in all EU languages) 

– Timetable for implementation (in all EU languages) 
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New information on signals 
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Translations of PRAC recommendations for PI update  
• reduction of admin burden and costs to facilitate consistent implementation 
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Overview of all signals discussed at PRAC 
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Conclusions 

• EMA committed to full transparency (not only for pharmacovigilance) 

• Aiming at achieving the best balance between transparency and good 
communication 

• Looking both at patients’ as well as at regulatory needs 

• Listen to stakeholders’ needs and adapt accordingly, while serving the EU 
network in supporting its work 

• Need to continuously evaluate impact and utility 
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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 

mailto:Juan.Garcia@ema.europa.eu
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