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What is ENCePP and why is it relevant to Academia?

Xavier Kurz
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Brings together expertise and resources in pharmacoepidemiology and 
pharmacovigilance across Europe and supports collaborations

Facilitates the conduct of high quality, multi-centre, independent post-
authorisation studies with a focus on observational research;

Develops and maintains methodological standards and governance principles for 
research in pharmacovigilance and pharmacoepidemiology.

Does not assess specific safety or effectiveness issues of authorised medicinal 
products – does not replace regulatory authorities – BUT discusses methods for studies
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Network of centres active in the fields of pharmacoepidemiology and 
phamacovigilance in Europe
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ENCePP network of research centres (as of March 2021)
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Centres (198)

• Public (university, hospital, government, 
charities)

• Others (CROs, consultants)

Networks (31)

• International

• National 

Data sources (153) 25
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Map of ENCePP 
Centres

Network is steadily growing
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Forum for exchange of information
ENCePP website visits – 2012 - 2020
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2012 2013 2014 2015 2016 2017 2018 2019 2020
Unique visitors 10,765 21,980 36,372 42,594 54,588 109,859 108,730 148,812 213,021

Number of visits 28,824 49,348 73,005 87,335 103,836 185,760 197,606 295,277 350,856

Unique visitors and visits of ENCePP website
2012-2020 
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Why should you register as an ENCePP Centre ?

• To be part of an active community of scientists discussing methodological and 
operational issues in pharmacoepidemiology that are not discussed elsewhere, e.g. in 
working groups and special interest groups

• To be directly informed of research projects, potential funding opportunities, calls 
for collaborations, and EMA announcements

• To contribute to the development and dissemination of the best methodological 
standards in pharmacoepidemiology and pharmacovigilance

• To contribute to develop good governance of pharmacoepidemiological studies 
in Europe, e.g. independence of academic investigators from the influence of study 
funders (such as pharmaceutical companies), publication rules or contractual 
agreements 
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What does it mean to be an ENCePP partner?

• All ENCePP partners are registered in the ENCePP Resources Database.

• Being an ENCePP partner means a commitment to: 

• adhere to the principles of the ENCePP Code of Conduct and ENCePP Guide on 
Methodological Standards in Pharmacoepidemiology,

• register their post-authorisation studies in the EU PAS Register,

• participate in the development of research and good practice standards by 
contributing to, or commenting on, draft proposals prepared by working groups or 
the ENCePP secretariat, 

• collaborate with other ENCePP partners, e.g. in multi-centres studies, and 
share their research experience.
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Example of collaborative work 
from a ENCePP working group
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ENCePP Steering Group

17 members in total:

• 6 elected: from network

• 8 appointed: 

– Heads of Medicines Agencies (HMA),

– Committee for Medicinal Products for Human Use (CHMP), 

– Committee for Orphan Medicinal Products (COMP)

– Pharmacovigilance Risk Assessment Committee (PRAC), 

– CHMP’s Patient and Consumers Working Party (PCWP), 

– International Society of Pharmacoepidemiology (ISPE), 

– International Society of Pharmacovigilance (ISoP)

–International Society for Pharmacoeconomics and Outcomes 
Research (ISPOR)

• 3 members from EMA

• 4 observers: European Federation of the Pharmaceutical 
Industries & Associations (EFPIA), Food and Drug 
Administration (FDA), Health Canada

• EMA statistical and scientific advisers

Organigramme
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How does ENCePP supports academia?

Francesco Salvo
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ENCePP Guide on Methodological Standards in Pharmacoepidemiology
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ENCePP Guide on Methodological Standards in 
Pharmacoepidemiology

• A single web resource for methodological English 
language guidance (8th revision published in July 
2020)

• Provides links to selected articles and, for some 
topics, what ENCePP considers the best 
methodological guidance 

• Used for training worldwide

• Yearly update in every July (no revision took place 
in 2019)

• > 107.000 views in 2020

• > 20.000 downloads in 2020

• 33 authors and a total of 551 references for 
revision 812
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EU PAS Register – public register – allows publication of study 
protocols, results and other study documents
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Studies in the EU PAS Register – 2011 - 2020
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Total of 2040 studies registered on 5th March 2021



Classified as internal/staff & contractors by the European Medicines Agency 

Governance principles

ENCePP Checklist for Study Protocols
 Supporting best practice in study design

 Promoting transparency on study methods

 To be used by pharmaceutical companies when 

submitting study protocols to medicines regulators
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Governance principles
ENCePP Code of Conduct
Promoting transparency and scientific 
independence throughout the research process
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ENCePP and regulatory decision-making / regulatory science

• ENCePP members provide data and publications occasionally to EMA that could 
support drug safety reviews

• EMA funded studies (through public procurement)

• European Commission FP7 Drug Safety programme

• IMI public-private partnerships

• Ad-hoc collaborations
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What’s next?
• Collaborate to strengthen the capacity for multi-centre studies 

• work on innovative methods to access and analyse data from e-databases, e.g. use of common 
data models and artificial intelligence

• Interact with new networks, such the Darwin EU community, the Big Data 
stakeholder forum, or coordinated registry networks

• Ensure the network :

• remains focussed on public health and relevant to the decisions taken by regulators, Health 
Technology Assessment and other bodies

• includes new experts and centres 

• embraces relevant new areas of activity e.g. use of patient registries, social media information 
and big data

• Reinforce collaboration with non-European researchers and health decision-makers
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Thank you for your attention

encepp_secretariat@ema.europa.eu
www.encepp.eu

Further information

http://www.encepp.eu/
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