
European Network of Centres for Pharmacoepidemiology

Working Groups updates from 2024



Working Group 1

ENCePP research standards and guidance

Chair: Alejandro Arana
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Objective 

To address methodological aspects of pharmacoepidemiological 
research, including real-world evidence (RWE) research 
conducted to support decision-making by regulators and other 
relevant stakeholders
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Updated Mandate (draft)

• Periodically update the ENCePP Guide on Methodological Standards in Pharmacoepidemiology 
to align with latest guidance and developments in the field [2024: deliver strategy for 
revamping of format/structure in view of 2025 update; explore publication in a scientific 
journal]

• Periodically review and propose updates, as applicable, to the ENCePP Checklist for Study 
Protocols [2024: embed elements of HARPER, EMA & FDA RWE draft guidance/reflections, 
and other relevant guidance]

• Monitor emerging research standards and guidance relevant for ENCePP activities and review 
as required to provide consolidated ENCePP WG1 feedback [e.g., public consultation for GVP 
VIII or ICH M14]

• Communicate on WG1 deliverables and support the other ENCePP Working Groups by 
delivering materials advocating the use of ENCePP standards and tools (such as webinars, 
slides, links to external trainings curricula, etc.)
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Updates to the ENCePP Checklist for Study 
Protocols [2024: embed elements of 
HARPER…]
• Tool to promote transparency, reproducibility and 

harmonisation of non-interventional study protocols 
designed by academics, companies and regulators

• Will facilitate design and assessment of high-quality 
protocols by companies and regulators

• Compatible with legal format and content of GVP 
Module VIII on PASS and can be used in PASS 
protocols without change of structure

• Provides a structure for the evaluation of the suitability 
of RWD sources for a given research question based on 
the EMA metadata catalogue for data sources

• Provides a template for the development of generic 
protocols to be used in DARWIN EU® and other studies
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Updates to the ENCePP Checklist for 
Study Protocols [2024: embed 
elements of HARPER…]
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WG1 sub-team led by Katja Hakkarainen (Done)

ENCePP WG1 members to indicate additional guidance to consider, if any (Done)

Review of the 1st draft by the ENCePP WG1 members in Dec 2024



Working Group 2

Independence and transparency

Chair: Rosa Gini
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Mandate

• To periodically review the ENCePP Code of Conduct and propose 
updates, as applicable 

• To support use of the Code of Conduct and explore ways of better 
monitoring its implementation for ENCePP Seal studies

• To promote registration of studies in the HMA-EMA Catalogues of 
real-world data studies and support EMA in the further development 
of the Catalogues with regards to transparency and use of the Code 
of Conduct
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https://catalogues.ema.europa.eu/
https://catalogues.ema.europa.eu/


The ENCePP Code of Conduct
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A revision is foreseen to 

• Replace the EU PAS Register with the new 
HMA/EMA Catalogue

• Update the Checklist

• Update the transparency measures (e.g., 
reference to code sharing)



Conduct Your Study: 
a podcast on the Code of Conduct
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Launched in June 2024

First episode: interview to Barbara Mintzes
Upcoming episodes: perspective from 

investigators, regulators, researchers in 
pharmaceutical companies…Online today: second 

episode with Shirley 
Wang and Anton 

Pottegård



Next challenges
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• Investigate barriers/enablers for adoption of the Code of Conduct

• Based on the EMA/HMA Catalogue: investigate the effect of 
compliance with the Code of Conduct on study quality and impact 

We need 
you!



Working Group 3

Non-interventional studies in Europe 

Chair: Gianluca Trifirò
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Mandate
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• Explore which type of data sources and study designs are used for which types of research 
questions in the HMA-EMA Catalogues of real-world data sources and studies

• Comparison of the HMA-EMA Catalogues of real-world data studies with other public registers of 
non-interventional studies (NIS)

• Understand the impact of the new clinical trial regulation on the conduct on NIS: explore the 
main designs reported in the HMA-EMA Catalogues of real-world data studies with a focus on 
hybrid designs (e.g., pragmatic clinical trials, clinical trials with real-world evidence components)

• Survey among ENCePP partners on definitions, use and challenges of hybrid designs

• Overview of the types, strengths, limitations, and application of Common Data Models (CDMs) in 
EU data sources

• To interact with ISOP Big data and RWE Special interest Group to explore the potential interplay 
of spontaneous reporting system databases and distributed database networks



Major achievements
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Ongoing work
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• Manuscript "Identifying regulatory outcomes of non-interventional Post Authorisation 
Safety Studies in the European repository of studies using publicly available information" 
submitted to the journal Pharmacoepidemiology and Drug Safety on 4th November 2024

• Manuscript "Descriptive Analysis of Pediatric Studies included in the European Union Post-
Authorization Study Register from 2010 to 2023" finalized and to be submitted soon to the 
journal Pediatric Reports

• Manuscript “Evaluation of secondary data utilization in observational studies registered in 
the EU PAS Register” finalized and to be submitted soon

• Supplementation of use cases reported in the HMA-EMA Catalogues with some real-life 
practical examples (real-world studies already performed or fictional studies), 
demonstrating the use of the catalogues in the planning of the study and document the 
process
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Gianluca Trifirò
Salvatore Crisafulli
Giacomo Vitturi
Francesco Barone-Adesi
Andrealuna Ucciero
Fabrizio De Ponti
Katia Hakkarainen
Christos Kontogiorgis
Annalisa Landi
Fedele Bonifazi
Beatriz Poblador
Giuseppe Roberto
Tania Schink
Antonio Rodriguez

Annie Fourrier-Reglat
Vera Ehrenstein
Valeria Belleudi
Joan Fortuny
Daniel Dedman
Pierre Engel
Daniel Prieto Alhambra
Helga Gardarsdottir
Rosa Gini
Giuseppe Roberto
Giulia Hyeraci
Anna Girardi
Gianmario Candore

Antonella Didio
Mariagrazia Felisi
Katarina Gvozdanovic
Luca Giraldi
Lisette Hoogendoorn
Flavia Soares Peres
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Minouk Schoemaker
Enrica Menditto
Nunzia D’Ercole
Ryan Walker

Thank you and thanks to all the 
members of WG3!

Massoud Toussi
Katia Verhamme
Li Wei
Annalisa Capuano
Cristina Scavone
Janet Sultana
Mariana Almas
Debroah Layton
Silvia Narduzzi
Leonardo Pereira
Alexandra Pacurariu
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