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 Agenda 
Where have we come from – establishment 

of PRAC as public health focussed 
 
What is state of progress - designing 
approaches for efficient operation of the 
public health protection tools and 
continuous improvement  
 
How are we moving forward – challenges 
and priorities 



Pharmacovigilance Risk Assessment Committee  

• public health focused committee of EMA 
 

• undertakes PhV decisions using legislative public 
health protection tools 
 

• 1st Meeting of PRAC: July 2012  



PRAC - Mandate 

Responsible for assessing all aspects of risk 
management of human medicines, including: 
 
• the detection, assessment, minimisation and 

communication of the risk of ADRs, while 
taking the therapeutic effect of the medicine 
into account 
 

• design and evaluation of PASS 
 

• PhV audits 



PRAC - Responsabilities 

Provides recommendations on questions on 
PhV  and risk management systems, including 
the monitoring of their effectiveness, to the: 
 
• CHMP for CAPs and referral procedures 

 
• CMDh on the use of a medicine in MSs 

 
• the EMA secretariat, Management Board 

and European Commission, as applicable 



PRAC Membership 

Appointed by 
each MS:  

Appointed by EC: 

1 member + alternate  

 28 + EEA countries non 
voting members 

6 members  - relevant expertise 
including clinical pharmacology 

and pharmacoepidemiology 
 
1 member/alternate representing 

patient orgs 
 
1 member/alternate representing 

HCPs 

Chair: Dr. June Raine, MHRA 
  Membership: 



Agreed by the European Commission on 9 April 2014  
Date of entry into force 9 April 2014  



PRAC’s main goals for public health 
• Proactively investigating drug safety  
continuous signal detection, filling knowledge gaps 
via PASS 
• Responding to safety and benefit risk issues  
risk-proportionate decisions to rigorous timescales, 
effectiveness of risk minimisation 
• Driving forward the new era in transparency  
real time access to information on PRAC activities 
• Increasing involvement of stakeholders  
health professionals, patients and public 



 
Report from the EC  - Pharmacovigilance related activities 

(2012 – 2014)  

Procedures on the PRAC Agenda  



Referral at PRAC by triggering party per article  
July 2012 –March 2017 





1. Optimising management and utility of adverse reactions 
2. Lifecycle approach to pharmacovigilance and risk management 
3. Process improvements and simplification 
4. Special populations and product guidance 
5. Partners and stakeholders - engagement 
6. Strengthening links between assessment and inspection 
7. Measuring the impact of pharmacovigilance activities 
8. Fostering international collaborations  

PRAC Work Plan 2017 - Overview  



1. Optimise mgmt & utility of reported ADRs 
 
 

• EudraVigilance functionalities 
PRAC adoption of recommendation on audit results 
 
• Signal detection 
 
• IMI-WEB-RADR project  
review relevant outputs 
 



EudraVigilance Auditable Requirements (PV-ADR)  



1
6 

Overview of signal outcomes (Sept 2012 – March 
2017) 



Signals - Proactive & planned PhV 
• PRAC focus on signal detection 
• SMART (Signal Management Review Team) – tools, processes, methods 
  
 
 
• 2017 priority?  Avoid duplication, ensure efficiency 

Apply evidence-based new methodologies for SD 
Improve processes based on experience  
Handling of MAHs’ signals after the go-live of the new EudraVigilance 
system 
Engagement, dialogue, training -  EMA Industry Platform meeting on 
June 2nd 

 
 

IR 520/2012 “PRAC shall regularly review the methodology(ies) 
used and publish recommendations [Art 20(3)] 



Innovative Medicines Initiative IMI-WEB-RADR 
project 

Mobile 
technologies 
and social 

media as new 
tools in PhV 

  



 
Optimal PRAC input on risk management planning (robust, feasible  
and risk proportionate) incl high value, high uncertainty products  
- Support innovation and the fulfilment of unmet medical needs of 

patients (accelerated assessment and PRIME scheme) 
 

Contribute to the collection and utilisation of real-world data in PRAC 
procedures or via scientific advice,  important in supporting assessment 
and decision-making on how medicines are used, their effectiveness and 
their safety 
• Contribute to task force on EMA patient registries 
• Improve PRAC-SAWP interaction in SA process for PASS and others 

2. Lifecycle approach to PhV and risk management 



Patient Registry Initiative - Background 

• Launched in September 2015 
 
• Explore ways of expanding the use of patient registries 

by introducing and supporting a more systematic and 
standardised approach to their contribution to the 
benefit-risk evaluation of medicines within the EEA 

• Stakeholder feedback encourages an active role of EU 
network in supporting collaboration on the 
establishment and maintenance of disease registries 
 

• 28th October 2016 - Patient Registries workshop 
 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/re
gulation/general/general_content_000658.jsp  

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000658.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000658.jsp


Interactions - regulators and registry holders 

Present…’the broken triangle’ Future…MORE COOPERATION 

Source: P. McGettigan EMA 

Patients 



Contribute to develop: 
 
- guidance for stakeholders on common methodological aspects and 
governance of patient registries 
- core data set common to all registries 
- disease-specific core data sets 

PRAC role - Patient Registry Initiative 



3. Process improvements and simplification  

• GVP module V on RMPs 
 

• PSURs – continue implementation of PSUR Road Map including revision 
of GVP mod VII – Joint PRAC/CMDh initiative 
 

• Continuous support from PRAC efficiency group (review of quarterly 
workload and performance measures) 
 

• SCOPE Joint Action – advise on implementation and maintenance of 
SCOPE output, training, sustainability 

 



Process improvement, tools to enhance 
consistency of PSUSA assessment 

Next steps: 
Joint assessors’ & industry training  

Revision of GVP Module VII  
  

 



http://www.scopejointaction.eu/ 



SCOPE Management Structure 



Practical guides Recommendations 

Training courses Workshops 

Reports E-learning modules 

EU exchange 
programmes for 
assessors 

Main deliverables 



4. Special Populations and Product Guidance   
 

• Develop GVP P.IV – Medicines use in older populations for release for 
public consultation 

• Develop GVP P.III – ‘Product- or population-specific considerations: 
pregnancy’ for release for public consultation 

• Finalise GVP special population on conduct of pharmacovigilance for 
medicines used by the paediatric population (PDCO lead) 

• Support joint PDCO/PRAC Working Group – Joint meeting 
• Finalise revision of Guideline on safety and efficacy follow up – risk 

management of advanced therapy medicinal products for release for 
public consultation (CAT lead) 

• Joint work with CHMP/CMDh on PhV requirements for biosimilars 



5. Partners and stakeholders  

Operate tool of public hearings in the context of 
safety referrals 
 

Art. 107j of Directive 2001/83/EC a.a. - PRAC possibility to 
hold public hearings for safety reviews 

Increase transparency 
Empower EU citizens 
Improve the public’s understanding 
Add value  

First public hearing will 
be held later in 2017 



6. Inspections and Compliance 
 
Strengthening links between assessors and inspectors 
Advise on procedures of non-compliance  
Support training on pharmacovigilance inspection 
Inspectors to work on revision of PSMF – and involvement 
of PRAC  



Pharmacovigilance legislation provides the basis for 
collaboration between EMA and EU NCAs to 
continuously develop PhV systems capable of achieving 
high standards of public health protection for all MPs, 
and monitor the outcomes of RMMs 
[Article 107h DIR 2001/83/EC].  
 
EU Regulatory Network and stakeholders - role in 
collecting data and information on regulatory measures 
  
• to ensure they are effective and efficient [Article 28a 
REG (EC) 726/2004]  
• to continuously drive process improvement [Article 
28e REG (EC) 726/2004] 
  
 

7. Measuring the Impact of Pharmacovigilance 
Activities  



 
 
• Effectiveness of PhV processes (e.g. ADR reporting, signal 
detection & management, PAS) 
 
• Effectiveness of product-specific risk minimisation (e.g. 
measures following major referrals)  
 
• Stakeholder engagement  
 
• Collaboration on methodologies 
 

PRAC Strategy for measuring PhV impact 



• Apply prioritisation criteria for studies on 
impact to key public health decisions 
(referrals and signals)  
 
• Contribute to methods of measuring 
impact of pharmacovigilance liaising with 
ENCePP Special Interest Group  
 
• Review overall strategy in light of the 
recommendations of Impact workshop  

2017 Key objectives and activities  



8. Cross Committee Collaboration 



8. International collaborations 

Sharing PhV assessments supports 
international collaborations in best interests of 
global public health 
 
PRAC ARs available under Art 58, 
confidentiality agreements and/or on request 
 
PRAC advice - clarification on reporting of 
ADRs for donated medicines 
 



Article 58 medicines for use outside EU 



What contexts for sharing PhV assessments? 

Regular bilateral 
pharmacovigilance  
teleconferences 
 
Bilateral confidentiality 
agreements with FDA, Health 
Canada & Japan PMDA 
 

https://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjoss3sm5XTAhUEBBoKHT5YDKgQjRwIBw&url=https://maxinternationalproducts.wordpress.com/2012/01/08/fda-approved/&psig=AFQjCNFa7ggt7Kh3BudC8sHAQOdRSK8adA&ust=1491753191976550
http://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwj6tPqHnJXTAhWHthoKHVoVB6AQjRwIBw&url=http://northbaynow.ca/health-canada-warns-certain-dangerous-natural-gas-propane-fireplaces/&psig=AFQjCNHL_rDtegW7tupjKNVTiBn2REOhZA&ust=1491753250396214
http://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjt67CwnJXTAhWBWRoKHRfnBpkQjRwIBw&url=http://www.ris.world/news/pmda-head-talks-priorities-rational-medicine&psig=AFQjCNFvIgCz0K__gfbC8RlhoopWu70c4w&ust=1491753327594239


Provision of ADR data to WHO UMC 
• Article 28c(1), 2nd paragraph of Regulation (EC) No 726/2004 

as amended in 2010 states that: 
• “The Agency shall make available promptly all suspected 

adverse reaction reports occurring in the Union to the World 
Health Organization”. 
 
 
 
 

• Starts after centralisation of industry reporting – later in 2017 

http://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwj23L24o5fTAhVBthoKHclBCcsQjRwIBw&url=http://eqvarium.com/uppsala-monitoring-centre-develops-names-for-their-algorithms-with-help-from-eqvarium/&psig=AFQjCNFJuxTf5CZmOKUOPDx5dTFFD5aCTg&ust=1491823937176241


Commitment to sustained pursuit of rigorous science, risk proportionate 
decision making and relevance to public health 

 
Stand ready to support a collaborative cross Agency, cross Committee 

response to guarantee continuity of public health protection for EU 
citizens 

 
PRAC Groups being established to feed into cross functional Taskforce 

 

Conclusions 



CONTATTI 

 

t  00390659784311 

e  a.cupelli@aifa.gov.it 

w www.agenziafarmaco.gov.it 
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