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EHDS Journey



EHDS – what is it about?

Primary use of electronic 
health data 

= use of data for the delivery 
of healthcare

Improving patients’ rights 
regarding their health data;
Ensuring seamless exchanges 
for the continuity of 
healthcare.

Secondary use of 
electronic health data 

= re-use of data for research 
and public interest purposes

Making data available for 
research, policy-making etc. in 
a safe and secure way.

Requirements for 
electronic health record 

(EHR) systems

Creating a single market for 
electronic health records 
systems, supporting both 
primary and secondary use.
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Primary use of electronic health data

EHDS regulation – Chapter II
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Primary use in a nutshell 

Strengthening patients’ rights on defined categories of their own data;

Patient- and health professional-facing services to access data;

Building on existing voluntary MyHealth@EU infrastructure, not 

touching upon national rules on provision of care / management of 

healthcare systems.

Primary use



Electronic Health Records Certification

EHDS regulation – Chapter III
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EHR systems in a nutshell 

Product legislation for two components of EHR systems:

interoperability and logging.

Full harmonisation for those two components;

Approach based on new legislative framework for product legislation, 

incorporating recent developments from other product legislation.

EHR systems



Secondary use of electronic health data

EHDS regulation – Chapter IV
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Secondary use in a nutshell 

Common European rules on who has to make which data available for 

which purposes and under which conditions

How ?

A mandatory connexion of all MS to a common infrastructure

Data catalogues of available datasets

Permits for data use, common safeguards

Secondary use
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Data categories

Secondary use

EHRs

Administrative data

Claims

Genetic, epigenomic 

and genomic

medical devices

wellness applications

Socio-economic,

Environmental and 
behavioural determinants

Pathogen data

Registries (mortality, 
medical, public health)

Biobanks

clinical trials, clinical studies 

research cohorts, 
questionnaires



Having the right or obligation to process personal data as controller

or the ability to make non-personal data available.
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Health data holders: who is in scope ?

Individual researchers

Micro-enterprises

Secondary use

MS may extend 

obligations or 

designate 

intermediaries

+

Hospitals & public authorities

Research entities
Healthtech
companies

Wellness apps
devices makers

EU bodies

Registries



Roles and responsabilities overview
Secondary use
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What’s in it for data users ?

Increased data discoverability

Access to a rich, diverse, and high-quality dataset that supports 
research and public health actions.

A single platform / EU catalogue

A streamlined procedure to access data across EU

Single application form

Single permit template

Fees determination based on the complexity and duration of data 
access.

Timely access

Obligations

Approved Purposes: Use data only for the purposes defined in the 
data permit 

Data Protection: Process data in secure environments, ensuring 
privacy and protection (anonymization/pseudonymization)

Strictly adhere to security and ethical standards, and avoid any re-
identification attempts.

Transparency: Publish results in a way that contributes to public 
knowledge while respecting privacy rules.

Secondary use
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What’s in it for data holders ?

OBLIGATIONS

Dataset description

communicate to the HDAB a description of their datasets

accurate and kept up to date

Compliant with EHDS metadata standards

+ data quality and utility label

Make data available

upon request of the HDAB - according to a data access

Timely provision : within a reasonable time frame (3 months )

Respect obligations towards natural persons

Benefits

Contribution to advancing public health and research

Recognition and potential collaborations within the EHDS network.

Participation in building a resilient European health system.

Protection

Charge fees

Protection of trade secrets and IP rights

Secondary use
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What does this mean in practice for ERNs community

Current landscape
▪ High-quality registries developed across ERNs
▪ Data largely organised at national or network level
▪ Interoperability and reuse still limited across borders
▪ Access remains complex for multi-country use

With EHDS (what changes concretely)
▪ National Health Data Access Bodies (HDABs) act as single entry points 
▪ HealthData@EU infrastructure connects national datasets (including registries) 
▪ Metadata catalogues (HealthDCAT-AP) → registries become findable at EU level 
▪ Secure processing environments (SPEs) → data stays local, but usable cross-border

For ERNs 
▪ Increased visibility and reuse (research, HTA, regulatory)
▪ Easier linkage with other datasets (e.g. SNDS, genomics, clinical data)
▪ Support for multi-country studies and trials
▪ Stronger role in evidence generation for rare diseases
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What does this mean in practice for ERNs community

For registry holders / ERNs

Need to: 
▪ Describe datasets (metadata) 
▪ Ensure data quality and documentation
▪ Make data available 

Do NOT need to: 
▪ Centralise or transfer all data 

Will benefit from: 
▪ Standardised access procedures 
▪ Legal clarity at EU level

For users (researchers)

Enhanced accessibility and findability of 
data across EU

One application 
→ potentially multi-country data 

Access under strict conditions (no misuse, 
no re-identification)



Towards full implementation



EHDS – Implementation timeline 

Next steps
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Getting ready…

Building the technical
infrastructure

Deploying the IT services

(dataset catalogues, SPE…)

Drafting and adopting
the implementing acts

Establish the governance

(EHDS board and steering
groups)

Next steps



Release 6 of the EU Central Platform

Test the release !

https://acceptance.data.health.europa.eu/

Release 7 – demo & Q&A : May 2026

Email SANTE-EHDS2@ec.europa.eu for any questions.

https://acceptance.data.health.europa.eu/
mailto:SANTE-EHDS2@ec.europa.eu
mailto:SANTE-EHDS2@ec.europa.eu
mailto:SANTE-EHDS2@ec.europa.eu
mailto:SANTE-EHDS2@ec.europa.eu
mailto:SANTE-EHDS2@ec.europa.eu
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How can you make your voice heard?

TEHDAS2
Public consultation on milestones (three waves)

External advisory board with stakeholder representatives

TEHDAS2 public consultation open May-June 2026

Implementing/delegated acts

standard better regulation rules apply, 
4-week public feedback mechanisme

Next steps



Thank you
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