
HealthData@EU pilot & Darwin EU | Multi-stakeholder workshop on Real World Data (RWD)Classified as public by the European Medicines Agency 

HealthData@EU Pilot
& DARWIN EU



HealthData@EU pilot & Darwin EU | Multi-stakeholder workshop on Real World Data (RWD)Classified as public by the European Medicines Agency 

The European Commission has identified the creation of a European 
Health Data Space (EHDS) as top priority of the European health policy

TEHDAS Joint Action

HealthData@EU Pilot

Direct Grant

Speeds up the implementation of Health Data Access Bodies (HDABs) in the 
Member States, and/or expand their capacities and missions

Number of countries TBC 37M € grant (EU4Health)

creates and tests a first version of European Health Data 
Space network

17 partners, 10 countries 5 millions € grant

provides studies, concepts, recommendations on 
secondary use of healthdata on a European scale 

25 countries 4,17 millions € grant
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3 
instruments led by 
the European 
Commission

The European Commission presented its proposal for a regulation
on the European Health Data Space 
May 3rd, 2022
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The HDH, leader of a European consortium to build and 
operate a first version of the EHDS

Create and test a 
beta version of the 
European Health Data 
Space

HealthData@EU 
pilot

Build a network of data 
platforms on a European 
scale…

…tested by concrete cross-
border use cases

17 partners, 9 countries

2 years

5 million euros of 
European fundings
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The project will cover important pieces of the overall EHDS user journey

Data permit request Use of data

Data discovery Data preparation Finalisation

Federated queries

Single access 
application form and 
conditions of use

Interoperability 
standards, quality 
control and data 
preparation

Data transfer protocol 
(if applicable)

Informing citizens and 
respecting GDPR rights

Metadata standards 
(Health DCAT-AP)

Publication of the 
study and 
valorisation

… building on the IT 
infrastructure 
connecting the data 
platforms  and EU 
central services in a 
network allowing 
information exchange 
(WP5)
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5 concrete research use cases to demonstrate the feasibility 
and added value of European research projects

led by

Antimicrobial resistance 
surveillance

Identifying the risks of coagulation 
disorders in patients with Covid-19

Test use, hospitalizations and 
vaccination adherence in 

vulnerable sub-populations

Project to anticipate care 
pathways in cardio-metabolic 

diseases using AI

Identify genomic signatures 
characteristic of different types of 

colorectal cancers

led by led by
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Use case factsheet

Use case leader

Research teams

Research approach

Objectives

● DARWIN EU 
● Denmark Health Data Authority, 

DK
● Health Data Hub, FR
● Croatian Institute for Public 

Health, HR
● Finnish Institute for Health and 

Welfare (THL), FI

The Use case will aim to address 5 research questions of growing complexity: estimate the
incidence of venous and arterial thromboembolic events among 1/the general population;
2/patients with COVID-19; 3/patients with SARS-CoV-2 vaccination ; estimate 4/the impact of
clinical risk factors and prior SARS-CoV-2 vaccination on the incidence of venous and arterial
thromboembolic events among patients with COVID-19 and worsening of COVID-19, as well as
5/ the incidence rate ratios for such events among patients with COVID-19 during the period
when Omicron was the dominant variant and people vaccinated against SARS-CoV-2,
compared to background rates as estimated in objectives. 1, 2 and 3.

Coagulopathy related 
events

Use of thrombotic 
agents

Ouput: aggregated results from each node that can then be pooled 
together or do comparative analysis between nodes.

Vaccination

Covid-19 worsening

Stakeholders

National nodes

Findata, FI HDH, FR

CIPH, HRDHDA DK

Data

Risk factors

Each of the nodes participating in the project will be expected to
select the research questions outlined above.
Based on the questions and variables defined the protocol, data
analysis will be conducted on both native data and OMOP data.
Data analysis will focus on the following aspects:
-Descriptive statistics of the observed characteristics of each
population study;
-Incidence of study outcome (venous thromboembolic events,
arterial thromboembolic events, cardiovascular events)
-Assessment of the impact of identified risk factors
-Assessment of the risk of Covid-19 worsening
-Contextualisation of incidence rate of thromboembolic events.

DARWIN EU network
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Expected deliverables

Final publicationInput to the project Work packages

High-level research protocol Analysis scripts

Analysis scripts for 
OMOP 

-> developed by 
DARWIN EU CC Analysis scripts for 

native data 
-> developed by all 

individual nodes

Report on the metadata 
catalogues

Discussions on harmonisation

Collection of knowledge Final publication

Information on the integration of 
EMA/DARWIN EU in the EHDS
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Summary - interdependencies DARWIN EU & HD@EU

EMA as an authorised participant in the HealthData@EU infrastructure & consortium partner 
within the EHDS2 pilot project => Darwin EU as pathfinder

EMA use case on thrombosis leveraging DARWIN EU® network as a pilot for EMA participation in 
EHDS2

DARWIN EU® and EHDS2 pilot projects as 2 complementary and synergetic projects for the 
secondary use of health data. Strong involvement of EMA in the project as success factor.

Work on data standardization, data preparation, data quality and processing => very valuable 
within pilot project for WP8 and on data access for WP7
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https://twitter.com/ehds2pilotehds2pilot@health-data-
hub.fr

https://www.ehds2pilot.eu/ https://linkedin.com/in/ehds2

“Funded by the European Union. Views and opinions expressed are however 
those of the author(s) only and do not necessarily reflect those of the 

European Union or HaDEA. Neither the European Union nor the granting 
authority can be held responsible for them.”

https://www.ehds2pilot.eu/

