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What is EHDS?

• European Health Data Space (EHDS) is an EU 
regulation setting out common rules, standards, 
infrastructures and a governance framework with a 
view to facilitating access to electronic health data for 
healthcare, research, innovation and policy making.

• EHDS was adopted and published in the Official Journal 
in March 2025. Most of its provisions will start applying 
in 2029.

• As a Regulation, EHDS is directly applicable to all EU 
Member States.
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EHDS aims to:

Empower patients to freely access 
and manage their electronic health 

data, while also enabling secure 
sharing of such data with HCPs across 

the EU

Enable access and reuse of electronic 
health data for research, innovation 
and regulatory activities in safe and 

secure way

Create a single market for electronic 
health records systems, supporting 
both primary and secondary use
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* Use of data for the delivery of healthcare
** Use of data for research and public interest purposes



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

Key EHDS concepts / actors

Data user

Any natural or legal 
person allowed to 
request access to 

electronic health data 
through EHDS for 
certain purposes

Data holder

Any natural or legal 
person holding non-

anonymized electronic 
health data, which it 

has a right or 
obligation to process in 

its capacity as a 
controller, or 

anonymized electronic 
health data

Health Data 
Access Body

Public bodies 
established by MSs 
and EC to oversee 
and facilitate data 

access through EHDS

Data permit

Administrative 
decision issued by a 
health data access 
body to a data user 

to access and process 
specified electronic 

health data

Secure processing 
environment

Specialised 
infrastructure, offered 
by health data access 
body, to enable safe 
access and use of 

electronic health data
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Implementation timeline of EHDS legislation
March 
2027

• Adoption and 
publication of the 
EHDS regulation in 
the Official Journal

• Start of the 
transition period

March 
2029

Start of partial EHDS application:

• Primary use: patients to start 
exercising their rights; data 
exchanges to start for initial 
batch of data categories (e.g. 
patient summaries)

• EHR systems: obligations for 
certain EHRs placed on the 
market to start being enforced

• Secondary use: access and 
re-use of electronic health data 
framework to start operating 
for most data categories

March 
2031

Full EHDS application:

• Primary use: data 
exchanges for remaining 
data categories (e.g. 
medical imaging and lab 
results)

• EHR systems: all remaining 
EHRs to start complying with 
the common specifications

• Secondary use: access and 
re-use for remaining data 
categories (e.g. genetic 
data)
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March 
2025

• Start of application of 
selected EHDS 
provisions (e.g. 
governance)

• Deadline for the EC to 
adopt relevant delegated 
and implementing acts 
as well as guidelines
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Secondary use provisions

• EHDS defines a list of electronic health data categories that data holders in all EU Member States are 
obliged to make available for the secondary use 

• Any EU legal or natural person will be able to request access to the electronic health data made available 
by one or multiple data holders in any Member State. 

• Dedicated single application form will have to be filled with the request and submitted to a Health Data 
Access Body (HDABs) for assessment.

• HDAB will evaluate, among others, whether the purpose for which access is requested is permitted under 
EHDS. If confirmed, a data permit will be issued enabling access to the requested data through HDAB-
provided secure processing environment. Data holders will be able to charge fees for making their 
data available for secondary uses.

• Natural persons will have a right to ‘opt-out’ from their data being used for secondary use under EHDS.

• Process for notifying natural persons of significant findings through secondary use
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Allowed and prohibited purposes
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RWD and RWE play a crucial role in 
bridging the gap between clinical 
research and practice

In the EU, generation of RWE for 
regulatory purpose already occurs

&
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Generating clinical evidence
Shared vision towards 2030

• Patient voice guides every step of the way

• Evidence generation is planned and guided by purpose, 
data, knowledge and expertise

• Research question drives evidence choice and embraces 
spectrum of data and methods

• Clinical trials remain core but should be better, faster 
and optimised

• Real world evidence is enabled, and its value is 
established

• High transparency level underpins societal trust

11
Clinical Evidence 2030. Arlett P, Umuhire D, Verpillat P, Foggi P, Wändel Liminga U, Sepodes B, Lunzer M, Aylward B, Vamvakas S, 

Roes K, Pétavy F, Thirstrup S, Lamas M, Cooke E, Broich K. Clin Pharmacol Ther. 2025 Feb 14. doi: 10.1002/cpt.3596.MEB
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Clinical evidence 2025
Real world evidence

Enable the Use & Establish the Value of RWE
• Enable data access (including via EHDS)

• Build processes

• Set standards

• Validate methods

• Train/share knowledge & Manage change

• Establish value across various use cases

• Internationalise (build on ISPE-ISPOR, ICMRA, ICH)

12
Real‐World Evidence in EU Medicines Regulation: Enabling Use and Establishing Value. Arlett P., Kjær J., Broich K., Cooke E. 

Clin Pharmacol Ther. 2021 Nov 19;111(1):21–23. doi: 10.1002/cpt.2479MEB
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DARWIN EU®
Data Analysis and Real-World Interrogation Network
Federated network of data, expertise 
and services set up in February 2022 
to better support decision-making 
throughout the product lifecycle by 
generating valid and reliable 
evidence from real-world
healthcare data 

FEDERATED NETWORK PRINCIPLES
• Data stays local 
• Use of Common Data Model (OMOP) 

to perform studies in a timely manner 
and increase consistency of results

MEB13
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HMA-EMA Catalogues of real-world data (RWD) 
sources and studies

14

A publicly accessible, centralised resource of metadata on RWD sources and all types of RWD studies from 
across the globe to enhance transparency, reproducibility, findability and collaboration in RWD research

Scan to 
access and explore 
the RWD Catalogues

Standardised 
metadata 
structure

Enhanced search 
and export 

functionalities

Metadata about 
population age 

covered

Linkage between 
data sources and 

study records

Study documents 
accessible

Steady increase 
of number of 

records
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HealthData@EUpilot: A European consortium to 
build and operate a first version of the EHDS 

Aim of HealthData@EU: “Create and test a beta version of the European Health Data Space by 
building a network of data platforms on a European scale tested by cross-border use cases”

TDA led an EMA Use Case on coagulopathy risks with COVID-19 focused on secondary use to:

• Inform elements needed to build the EHDS whilst ensuring EMA has access to data that is Rapid, Wide, Deep

• Test the current capabilities of potential data permit authorities acting as HDAB for running studies

• Demonstrate the impact of an interoperable re-usable network for RWE generation (DARWIN EU)

Learnings informing EHDS around

• Data identification and accessibility

• Data quality 

• Resource and infrastructure constraints
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Data permit request Data use

Data discovery Finalisation

● Develop a unique data permit 
request form

● Develop a common
contractual framework (data 
use agreement or permit)

Common forms
and procedures

● Mandated data provision
● More safeguards for 

genomic data
● Facilitate linkage

Wide minimum 
set of data 
categories for 
secondary use
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Data discovery and 
processing

Different data 
access pathways

● Pseudanonymised data via 
a secure processing 
environment

● Health data requests for in-
house/federated analytics

● Establish meta-data 
catalogue using Health 
DCAT AP 

● Infrastructure 
requirements

Network and central 
services

Data preparation

Shaping EHDS implementation
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Thank you

Follow us

 


