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EHDS Roadmap 
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EHDS in a Nutshell – what is it about?

Three legs:
1. Primary use = use of data for the delivery of healthcare

2. Requirements for electronic health record (EHR) systems

3. Secondary use = use of data for research and public interest 
purposes



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

• Patient summary (include vaccination data); 
• Electronic prescription and dispensation;
• Medical imaging studies and related reports;
• Medical test results and related reports;
• Discharge reports.

• 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.

EHDS in a Nutshell – Primary Use
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MyHealth@EU (primary use of health
data)
• 17 Member States are live (+Norway)
• The number of connected Member States will 

grow rapidly in the years ahead - there are 
plans for most Member States and EEA 
countries to join MyHealth@EU by 2026.

• Currently there are 2 services: Patient 
Summary and ePrescription

• This is being expanded to include Medical 
imaging, Medical test results and Discharge 
reports 



EHDS in a Nutshell – EHR systems
How?
• 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.



Certification of EHR systems (simplified)

Step 5

• Draw up 
EU 
declaration 
of 
conformity 
(article 39)

Step 6

• Affix CE 
marking 
(article 41)

Step 7

• Register 
the system 
in EHR 
systems 
database 
(article 49)

Step 1

•Ensure 
conformity with 
essential 
requirements laid 
down in Annex II 
as well as the 
common 
specifications 
referred to in 
Article 36 and to 
the EEHRxF 
Article 15

Step 2

•Test the system 
in the digital 
testing 
environment 
(article 40)

Step 3

•Compile up-to-
date technical 
documentation 
(article 37)

Step 4

•Provide user info 
sheet and 
instructions 
(article 38)

SUPPORT CENTRE



EHDS in a Nutshell – Secondary Use

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

which purposes and under which conditions
• Common infrastructure
• Data catalogues of available datasets
• Permits for data use, common safeguards

Vaccination registries are included in data categories for secondary use



Data 
discovery

Data 
access 

application 

Data 
preparation 

Data 
provision

Data use

Results 
output

User journey

Data user

What health data exists to support my research?

Can I use this data for my research project? 

Health Data 
Access Body 

Health Data
Holders

Data User

Issue permit and make data ready for use, ensuring data quality and privacy.

Give access to Secure Processing Environment

Analyse and process data

Publish results, ensuring privacy and verifiability



EHDS – Overall timeline for application 
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2024 2026 2028 2030 2032 2034 2036

GENERAL APPLICATION

PRIMARY USE Exchange of 1st group of priority categories

EHR Systems

SECONDARY USE

Entry
into force

Entry into force

Deadline for certain
implementing acts

Deadline for certain 
implementing acts

Exchange of 2nd group of priority categories

Only sell compliant products 2nd group of categories

Secondary use in general

Only sell compliant products 1st group of categories

Selected categories

connections

patient summary, electronic prescriptions and dispensations

medical images, medical tests results and discharge reports

Third countries

Genomics, -omics, etc… 

Article 105
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Phases of implementation

• Phase 1: Design and development 

• 2 years - from now to March 2027 (adoption of key IA)

• Phase 2: Consolidation and deployment

• 2 years - from March 2027 to March 2029 (following the adoption of key IA until entry into 
application of key provisions)

• Phase 3: Operation and maintenance 

• From March 2029 onwards (following the entry into application of remaining parts)



Thank you

© European Union 2026

Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of 
elements that are not owned by the EU, permission may need to be sought directly from the respective right holders.

https://creativecommons.org/licenses/by/4.0/

	Slide Number 1
	European Health Data Space
	EHDS Roadmap 
	EHDS in a Nutshell – what is it about?
	EHDS in a Nutshell – Primary Use
	MyHealth@EU (primary use of health data)
	EHDS in a Nutshell – EHR systems
	Certification of EHR systems (simplified)
	EHDS in a Nutshell – Secondary Use
	User journey
	EHDS – Overall timeline for application 
	Phases of implementation
	Thank you

