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Pharmacovigilance Working Party

Established in 1995 as a forum for dialogue

•Organisational matters

•Product related issues at CHMP request

•Other inquiries at request of National Authorities

Dual mandate – reporting to CHMP, Heads of Agencies
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European Risk Management Strategy



European Commission Review

Lack of clear roles & responsibilities

Slow decision-making 

Low levels of transparency 

Lack of proactive & proportionate 
monitoring 

Lack of inclusiveness of stakeholders 



Pharmacovigilance Working Party

Mission
“ To provide advice on the safety of medicinal 
products authorised in the EU and the 
investigation of adverse reactions to enable 
effective identification, assessment and 
management of risk….. at any phase in the 
product life cycle”
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Pharmacovigilance Working Party
- activities

• Evaluation of potential signals arising from spontaneous

reporting

• Risk management and provision of advice on confirmation and

quantification of risk and on regulatory options

• Monitoring regulatory action and the outcomes of such action.

• Setting standards for procedures and methodologies to

promote good vigilance practice

• Promotion of communication and exchange of information

between the EMA and national competent authorities (NCAs)

• International cooperation



9

1980 2005

1. Binary licensing decision,
Reactive pharmacovigilance 

2. Proactive Risk Management plans
Moving up evidence hierarchy

Regulatory evolution

3. Benefit risk monitoring, 
integrated throughout life cycle 

2010
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Tackling the key issues

•Improving science, methodologies

•Filling gaps in expertise

•Involving the patient perspective

•Transparency and communications 

•Optimising use of resources



EudraVigilance

• Common data platform

• Detecting signals for EU 
population of 500 million

• Pilot projects to develop 
MS  processes for signal 
detection and signal 
management



• Identify and promote access to 
EU pharmacoepi resources

• Facilitate conduct of high-
quality, multi-centre, 
independent PASS

• Improve research standards, 
independence and transparency

• Stimulate collaboration 

• 102 centres 

• 14 specialist networks

• 22 data sources



Filling the gaps in expertise

Pharmacoepidemiology

Biostatistics

Risk management

Risk communication

Biotechnology

Paediatrics

Co-opted Experts have  joined 

PhVWP from Denmark, France, 

Germany, Italy, Netherlands, 

Sweden, and UK  in:



Valuable perspective in 
Pharmacovigilance 
Working Party debate 

Albert van der Zeijden 
Chairman of IAPO

Greetje Goossens 

EMP counsellor

Cristina Cabrita BEUC

Patient Observers



Communications and transparency

First monthly report 

- Sept 2009

30 issues published so 
far



PhVWP communication and 
transparency 2011
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52 PhVWP 

recommendations 

published on HMA 

website since Jan 2008

More than 320 

substances covered

Transparency



Access to PhVWP documents
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Dec 2006 - EMA Management Board 
Rules implementing Reg 1049/2001 
on Access to documents

Publication first PhVWP 
Monthly Report



Optimising use of resources

•Worksharing of periodic 

safety update reports

•Agreed analysis of latest 

information on safety in use



European Commission Heads of Agencies
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Challenges to come…

Maximising benefits of the new pharmacovigilance

approaches while minimising burdens

Maintaining operational efficiency and quality systems

Continuing to strengthen science and methodologies

Making a real difference  - effective risk minimisation



PhVWP Reports for Centrally and Nationally 

authorised products 2009/2011

PhVWP activities22



Outcome of inspections of MAHs’ 
Pharmacovigilance Systems
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(Jan/April 2012)



Post-authorisation studies



Public health outcomes

Demonstrably  strengthening protection of public 
health– what this is all about



Summary

Building on experience, pharmacovigilance in Europe 

has evolved into a co-ordinated network function

New legislation provides for clarity, proportionality and 

involvement of stakeholders

New legislation will support delivery of health 

outcomes based on better evidence

Opportunity to maximise public health protection while 

making best use of resources


