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1. Introduction 

The aim of this presentation is to provide PCWP/HCWP with an  

•Overview of the Pharmacovigilance Programme and in particular the EudraVigilance 

(EV) auditable requirements project  

•Update on the implementation of the revised EV Access Policy and in particular the 

new functionalities that will be made available in the ADR website 

(http://www.adrreports.eu/). 

NOTE: screenshots included in this presentation are based on EV functionalities still 

under IT development/testing and might not be exactly at the go live in 2017. 
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http://www.adrreports.eu/


Provides public health benefits across Europe  

Projects &  Outputs Benefits Delivered Driven By 

2. Pharmacovigilance Programme 

Pharmacovigilance Fees 

Collection of fees to cover costs 
of conduct of certain PV activities 

• Member State rapporteurs paid for certain PV assessments 

• Annual fees support implementation & maintenance of IT systems and services 

Medical Literature Monitoring 

Delivery of literature monitoring 
service to MAHs 

• Improved safety monitoring of medicines through increased data quality 

• Reduction in costs for industry literature monitoring activities  

Article 57 Database 

European database of all 
medicinal products 

• Support PV Procedures which facilitates coordination of regulatory decisions 

• Supports the product index for EudraVigilance 

• Reduction of duplication 

EudraVigilance Auditable 
Requirements  

Enhanced adverse reaction 
collection and management 

system 

• Simplified reporting delivered 

• Data will be higher quality, improving searchability & analysis efficiency 

• Increased access to stakeholders 

Effective 

programme 

management 

which ensures 

successful 

delivery of 

changes 

PSUR Repository 

Centralised repository for PSURs 
and assessment reports  

• Provides a simplification of PSUR submissions for industry 

• Repository will include all PSURs and assessment reports 
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SCOPE:  

There is a legal requirement for an enhanced adverse reaction collection and management 

system (EudraVigilance) that delivers better health protection through simplified reporting, 

better quality data and better searching, analysis and tracking functionalities. Enhanced 

detection of new or changing safety issues allows more rapid action to protect public health. 

 

 

2.a. EudraVigilance Auditable Requirements 
 

 

 

 

 

As of today, most of the IT development activities for the new EV system have now been completed 

In October 2015, the EudraVigilance Stakeholder Change Management Plan published 

The revised EudraVigilance Access Policy adopted by the EMA Management Board December 
2015 

The EudraVigilance functionalities audit is scheduled to take place in 3rd quarter 2016 

EMA Management Board will review the EudraVigilance System Audit outcome at its 
December meeting. If the functionalities agreed at the December 2016 audit have been delivered, 
then the Management Board will announce the launch of the new EV system and the start of 
centralised reporting in 6 months thereafter i.e. mid 2017 



3. Revised EudraVigilance Access Policy 

3.a Legal Background 

•2010 PV legislation requires extended access to EudraVigilance 

•Article 24(2) of the Regulation defines the level of EudraVigilance access as follows: 

‒ EudraVigilance shall be fully accessible to the competent authorities of the Member States 

and to the Agency and the European Commission 

‒ It shall also be accessible to MAHs to the extent necessary for them to comply with their 

pharmacovigilance obligations 

‒ The Agency shall ensure that healthcare professionals and the public have appropriate levels 

of access to the EudraVigilance database, while guaranteeing personal data protection 

•Article 28(c) of Regulation (EC) No 726/2004 further states that 

‒ The Agency shall make available promptly all suspected adverse reaction reports occurring 

in the Union to the WHO  

N.B. changes do not relate to Clinical Trial reports (suspected unexpected serious adverse  

     reactions - SUSARs) 
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3.b. Objectives and principles (1/2)   

• Providing openness to citizens, who are directly affected by the EU Regulatory Network’s 

decisions relating to the authorisation and supervision of medicinal products, including the 

monitoring and assessment of the safety of medicines 

• Facilitating the monitoring of the safety of medicines following their authorisation and 

marketing 

• Supporting signal detection and evaluation activities related to all authorised medicines in 

the EU 

• Allowing the use of adverse reaction data for research purposes to contribute to 

promoting and protecting public health and fostering the innovation capacity of European 

medical research 

• Providing promptly all suspected adverse reactions occurring in the EEA to the WHO 

• Strengthening of the collaboration with medicines regulatory authorities in third countries 

as regards the safety monitoring of medicines 
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3.b. Objectives and principles (2/2)  

• The proactive and reactive disclosure of ICSR data are identical:  
– Information that is made available is the same independently, if the Agency is 

taking the initiative to make the data accessible through different technical 

solutions or if a party submits a request to the Agency to obtain such data 
 

• Principles of transparency are put in effect: 
– Maximum data are released proactively 

– Needs of stakeholders are met 

– Requirements of personal data protection pursuant to the provisions of Regulation 

(EC) 45/2001 and Directive 95/46/EC are adhered to 
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3.c. Summary and achievements (1/4)  
 

•Revision based on new pharmacovigilance  

legislations applicable as of July 2012 

•Public consultation 4 August - 15 September 2014  

•392 organisations/individuals have commented  

•Adopted by EMA Management Board in December 2015 

•Data elements based on new ISO ICSR standard 

•Access to include serious and non-serious adverse reactions  

•Access to data for spontaneous reports on adrreports.eu website  

•Access to data for spontaneous and solicited reports (except 

interventional trials) for MAHs, academia and WHO-UMC  

•Access to SUSARs in line with new Clinical Trials Regulation (EU) No 

536/2014 to be subject to separate consultation 

Note: current sender-based access maintained  
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3.c. Summary and achievements (2/4)  

  Six Stakeholder Groups  

‒ Stakeholder Group I - Medicines regulatory authorities in EEA Member States, 

European Commission and the Agency  

‒ Stakeholder Group II - Healthcare Professionals and the Public  

‒ Stakeholder Group III - Marketing Authorisation Holders  

‒ Stakeholder Group IV - Academia  

‒ Stakeholder Group V - WHO Uppsala Monitoring Centre  

‒ Stakeholder Group VI- Medicines regulatory authorities in third countries 
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3.c. Summary and achievements (3/4) 



3.c. Summary and achievements (4/4) 
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3.d. New technical implementation (1/2)  

• Weekly update of ICSR data (currently monthly)  

• New aggregated data outputs 

– Based on current implementation approach 

– Country information to be disclosed 
With additional safeguards to ensure patient data protection (if there are less than 3 
cases e.g. for new drugs)  
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3.d. New technical implementation (2/2)  

 

• “Line listings” ICSR data elements presented for each report 

• To be available from a new tab on the ADR website 

• Country specific information will not be disclosed (world-wide unique case identifier, 
primary source country for regulatory purposes, medicinal product name for non 
CAPs) 

• Search will be possible by region only i.e. EEA/mon EEA (as per current policy) 
 

• “ICSR form” 

• Data elements presented in case report form (same as presented in line listing)  
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By clicking on the ICSR link in the 

line listing, the users will get the 

ICSR form 
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3.e. Feedback from Patients and Healthcare professional  

 
 

•Mock-ups of the proposed line listing and ICSR form have been shared with 

PCWP and HCPWP on 23rd of February in advance of this meeting to collect 

feedback 

 

•Questions can be sent directly to   

• Rodrigo Postigo: rodrigo.postigo@ema.europa.eu 

• Francois Domergue francois.domergue@ema.europa.eu  
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Thank you for your attention 

Francois.Domergue@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 


