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Our Role  
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• 50 years of EU regulation 

• 20 years of EMA 

• 5 years since adoption of 
Phvig legislation 

• 3 years of PRAC 

• 1 year of HPRA 

Ongoing improvement in 

medicines regulation 





The EU public health challenge 

 

 

 

 

 

5% of all hospital admissions due to ADRs 

 

5% of all hospital patients experience an ADR 

 

ADRs 5th most common cause of hospital death 

 

197,000 deaths per year in EU caused by ADRs 

 

Total societal cost €79 billion 
5910 lives per year and  

€237m could be saved 
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Pharmacovigilance Risk Assessment 

Committee PRAC 

REGULATION (EU) No 1235/2010 the Mandate shall 
cover… 

All aspects of the risk management of the use of 

medicinal products including the detection, 

assessment, minimisation and communication 

relating to the risk of adverse reactions, having due 

regard to the therapeutic effect of the medicinal product, 

the design and evaluation of post-authorisation safety 

studies and pharmacovigilance audit 
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PRAC membership 

Appointed by each 
Member State:  

Appointed by the European 
Commission (public call for 
expressions of interest): 

• 1 member + alternate  

• 27 + EEA countries non voting 
members 

• 1 patient organisations1 rep + 
alternate 

• 1 healthcare professionals1 rep + 
alternate 

 

 

 

• 6 members to ensure relevant 
expertise available 

1 Criteria for involvement in EMA 
activities  
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PRAC recommendations –implementation of 

updates to product information in all MSs – 

consistent outcomes for EU citizens 

Coordination 

Group CG 
CHMP 

European Commission Member States 

PRAC 

Recommendations 



ADR reporting and 

Additional monitoring 

scheme  

 ▼ This medicine is subject to 

additional monitoring. This 

will allow quick identification 

of new safety information 

 You can help by reporting 

any side effects you may get 

 See the end of section 4 for 

how to report side effects  



Safety signals: Faster detection and management of 

new and changing safety issues 
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Medication errors: improvements to reduce the burden 

of harm 
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Sources of evidence: expansion of data streams 

. 



Referrals to PRAC: major assessments delivering 

labelling for safe and effective use of medicines 
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Life-cycle pharmacovigilance - What we are trying to 

achieve: Protect and promote – two sides of the same 

coin 
 

 

Protect 

 ‘safety’  

•Through detection and 

management of side 

effects 

Promote  

 ‘efficacy’ 

•Fulfil unmet medical 

needs 

To enable the safe and effective use of medicines 
Support product lifecycle and innovation through better data 

collection 

 

 

planning 



How does pharmacovigilance support safe 

innovation? 

DIA Info Day: Life cycle planning 

• Proactive enabler: planning for data collection, 

management of risk and monitoring of use.  

• Reactive responder: analysis and integration of various 

data streams – updated advice to optimise use.  

• Provides: assurance that data will be available once a 

product is on the market to allow actions for risk 

minimisation and benefits optimisation 

• Enabler: product development and 

authorisation (supports the lifecycle) 

 

 

© 2014 DIA, Inc. All rights 

reserved. 
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Lifecycle benefit risk management and 

risk proportionality in practice  

• Timely access to medicines. 

• Managing risk.  

• Improving access to high quality patient 
information. 

• Collecting and evaluating safety data – 

establishing safety in use. 

• Responsive to public health challenges 
and changes in health care delivery.  

• Expanding the parameters of OTC 
medicines – patient empowerment 
facilitated by the enhanced role of 
pharmacy. 
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PRAC improvement themes  

Keeping up the PACE – advancing regulatory science 

 

 

 

                                             Making a difference – outcomes.  



Use of pharmacogenomic evidence 

Using pharmacogenomics to define 
populations at risk of ADRs 
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Building on the strengthened pharmacovigilance 

system – now piloting adaptive pathways 

© 2014 DIA, Inc. All rights 

reserved. 

DIA Info Day: Life cycle 



Transformative medicines 

Risk Management Plans to facilitate early 
access to medicines in areas of high unmet 
need 

 

PRIME medicines procedures under 
development – new supported pathways. 

 

Enhance systems for real-world real-time 
evaluation: 

Characterising safety 

Evaluating effectiveness 

Informing patient stratification 

Evolution of the product label 

Informing use of medicines and better patient 
outcomes.  

 

 

ADA-SCID gene therapy 

ADA-SCID gene therapy 
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Conclusions 

• Last three years have seen great progress in realising potential of EU 
Pharmacovigilance legislation & role of PRAC. 

• Experience has demonstrated areas where a strengthened, clarified 
or simplified  approach needed 

• This will be the basis for developing a focussed work plan for 2016 

• Ongoing collaboration between all stakeholders essential to 
achieve highest standards of public health protection in EU. 

 

 

         ‘The best way to predict the future is to create it’. 

 

       Alan Kay 
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      Anyone who stops learning is old, 

whether at twenty or eighty. Anyone who 

keeps learning stays young.  

      Henry Ford 



 

 

Links to some key initiatives and web-resources 

Regulatory science: 
 

• www.ema.Europa.eu 

• www.hpra.ie  

• PROTECT signals, epidemiological 

studies, benefit risk assessment, data 

in pregnancy: 

 http://www.imi-protect.eu/ 

• ADVANCE – establish framework for 

vaccine studies                         

http://www.advance-

vaccines.eu/?page=home 

• WebRADR – apps for reporting and 

social media for signals                            

http://web-radr.eu/ 

• Impact of pharmacovigilance 

• Registries 

 

 

Capacity building:  
 

• EC Joint Action – Collaboration among 
Member States: 

    http://www.scopejointaction.eu/ 

• ENCePP – networking and guidance 
for s http://www.encepp.eu/ 

• Good Pharmacovigilance Practices 
http://www.ema.europa.eu/ema/index.
jsp?curl=pages/regulation/document_
listing/document_listing_000345.jsp 

• EU Network Training Centre 

Other: 

•Increase proactivity – pilot of scientific 
advice www.ema.europa.eu  

http://www.ema.europa.eu/
http://www.hpra.ie/
http://www.imi-protect.eu/
http://www.imi-protect.eu/
http://www.imi-protect.eu/
http://www.imi-protect.eu/
http://www.advance-vaccines.eu/?page=home
http://www.advance-vaccines.eu/?page=home
http://www.advance-vaccines.eu/?page=home
http://www.advance-vaccines.eu/?page=home
http://web-radr.eu/
http://web-radr.eu/
http://web-radr.eu/
http://web-radr.eu/
http://www.scopejointaction.eu/
http://www.scopejointaction.eu/
http://www.scopejointaction.eu/
http://www.scopejointaction.eu/
http://www.scopejointaction.eu/
http://www.encepp.eu/
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000345.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000345.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000345.jsp
http://www.ema.europa.eu/




Lifecycle benefit-risk management 

EU Pharmacovigilance and Risk Management  

as enablers for: 

• Transition from magic moment to life-span 
management.  

• Toolkit development for evidence generation  - 
safety and efficacy.  

• Managed utilisation.  

• Stakeholder collaboration. 

• Better information for patients and their health 
professionals.  
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