
An agency of the European Union

Regulator-led RWD studies to support 
decision-making 
2nd Report on experience gained from February 2023 – February 2024 (2nd year of DARWIN EU)

ENCePP Plenary – 22 November 2024

Presented by María Clara Restrepo-Méndez
Data Analytics and Methods Taskforce, Real World Evidence Workstream 



Classified as public by the European Medicines Agency 

1st Report on the experience 
gained with regulator-led studies* 
to support regulatory decision
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Infosheet

* Focus on ongoing RWE pilot activities (incl. CHMP, SAWP, CAT, PDCO, 
COMP, HTA/payers, ECDC) and routine RWE support to PRAC

Period covered: Sep 2021 to Feb 2023

Published in June 2023 on EMA Big Data webpage

Published in July 2024 in Clinical Pharmacology   
& Therapeutics: Prilla et al., 2024

(consolidated)

https://www.ema.europa.eu/en/documents/report/real-world-evidence-framework-support-eu-regulatory-decision-making-report-experience-gained_en.pdf
https://www.ema.europa.eu/en/documents/leaflet/infosheet-ema-review-real-world-data-studies_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data#use-of-real-world-evidence-66536
https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.3355
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2nd report – Number of study requests
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Number of studies requested over time
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• The height of the bar reflects the total number of research topics that were identified over time 

• The coloured bars represent feasible studies (including studies ongoing, completed, or on hold) 

• The dashed bars illustrate research topics that were considered unfeasible, or where feasibility assessment was still ongoing
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NEW study topics (n=60) by ‘decision-maker’
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NEW study topics (n=60) by study use case
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NEW study topics – reasons for lack of feasibility (n=21)
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Highlights

• DARWIN EU 2nd year of establishment completed

• 20 data partners  130 million patients from 13 European countries

• Main RWE generation pathway for studies to support regulatory decisions

• 40 studies completed (22) or ongoing (18), including 13 studies to inform 
vaccine safety and effectiveness, and public health emergencies

• For the first time, studies conducted

• to support monitoring of the demand and stock levels of critical human medicines 

• on herbal substances

• for HTA and payer organisations

• to support EMA’s geriatric medicines strategy
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Thank you!
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