
Classified as public by the European Medicines Agency 

Benefits:
• Supports better medicines for patients
• High quality real world evidence supports development, 

authorisation and supervision of medicines
• Network of data and expertise for Europe
• Wide range of data types from across the EU
• Standard analyses for fast results
• Support decision making by EMA and NCA committees 
• Support decisions beyond regulations e.g. HTA/payers
• Connection to and ‘pathfinder’ for the EHDS
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2nd annual Big data multi-stakeholder forum

HMA EMA BDSG Recommendation: Deliver a sustainable platform to access and analyse healthcare data from across the EU –
Data Analysis and Real World Interrogation Network – DARWIN EU

Achievements:
• Jun 2021: DARWIN EU tender launched (to select a 

coordination centre) 
• Jul 2021: DARWIN EU Advisory Board established (incl. 

key stakeholder representatives)
• Nov/Dec 2021: on target for appointment of Coordination 

centre (CC) in early 2022

How to engage with the ongoing activities:
• DARWIN EU Advisory Board
• Follow DARWIN EU webpage - DARWIN EU
• Stakeholder fora will be organised to inform and discuss

Future highlights:
• DARWIN EU Coordination centre appointed (early 2022)
• Start conducting studies for decision making
• DARWIN EU pilot with EHDS
• Report on first year of operation
• EU regulatory network routine access to RWE (training, 

processes, catalogues of studies and data sources)

https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu#advisory-board-section
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
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