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Health Data…

● Data about the individual’s health and care
● Secondary use data

○ National Registries
○ Data about health professionals capacity/system capacity

● Public Health Data / Indicators
● World/Regional level data that is necessary for health policy, cross-border 

healthcare, world health

Source: 
https://www.openaccessgovernment.org/european-infrastructu
re-and-health-data-space/83393/ 

DATA LEVEL Broad (public health) Data Types

*Data on Communicable Disease (DCD)  
*Data on Non-Communicable Disease 
(DNCD)
*Data on Health System (DHS)               
*Data with Public Health Relevance (DPHR)

 in H.Martins STOA European Parliament Report

https://www.openaccessgovernment.org/european-infrastructure-and-health-data-space/83393/
https://www.openaccessgovernment.org/european-infrastructure-and-health-data-space/83393/


The proposal for EHDS and MyHealth@EU
MyHealth@EU is the existing 
infrastructure that connects healthcare 
providers in 16 Member States. 

It allows them to exchange health data 
such as Patient Summaries and 
ePrescriptions.

These services will be
expanded to include lab 
results and other types 
of health data.

Planned go-lives:

Live now: CZ EE ES FI 
FR HR LU MT NL PL 
PT

2023: CY EL HU IE IT 
LT LV SE SI

2024: BG SK

2025: AT DE DK IS NO 
RO

(not updated)



The European Health Data Space is a health specific ecosystem comprised of rules, 
common standards and practices, infrastructures and a governance framework

EHDS Proposal published 03/05/2022

“Health” Data Space was the first to be 
legislated, much also because of  previous 
work and COVID-19



EHDS and AI     (and the AI Act)
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EHDS in a Nutshell – what is it about?

1. Primary use = use of data for the delivery of healthcare
• Improving patients’ access to their health data;
• Ensuring seamless exchanges for continuity of healthcare – also across borders

2. Secondary use = use of data for research and public interest purposes
• Making data available for research, policy-making etc. in a safe and secure way - also across borders

3. Requirements for electronic health record (EHR) systems
• Creating a single market for electronic health records systems, supporting both primary and secondary 

use.
2019: Commission Recommendation on a 

European Electronic Health Record 
exchange format 

2022: Commission Proposal for a regulation - 
The European Health Data Space

24 April 2024: 
Parliament adoption of the EHDS 

2011: Directive on the application of patients’ 
rights in cross-border healthcare

8 January 2025: 
Latest version of the EHDS regulation text

2016: 
General Data Protection Regulation (GDPR)



Rights of natural persons in primary use 

Another portal 
or app

Health Data 
Access Service
(Portal or app)

Natural person

Access health data

Appoint an authorised 
person to access data

Download a copy of data

Request rectification

Provide a copy
of data

Set access restrictions

View who accessed their data

Opt-out from data sharing 
(where enabled by MS)

Insert information into EHR
Registration 
of data

Access to data
Access by treating health professionals 
through the health professional access 
service (via MyHealth@EU or national 
solutions), including emergency access

European Electronic 
health record exchange 

Format (EEHRxF)



Scope of harmonisation

Interoperability component

• Provides capability to import/ 
export data in EEHRxF

Logging component

• Provides capability to generate 
the logs of access

EHR systems must contain two harmonised components, starting 
2028/2030 depending on which kind of data they process:

Member States remain free to have requirements on other parts of EHR 
systems, provided they do not interfere with the harmonised components



The exchange format (EEHRxF) – Art. 15
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• Group 1

• Patient summaries

• Electronic prescriptions

• Electronic dispensations

• Group 2

• Medical imaging studies and 
related imaging reports

• Medical test results, including 
laboratory test and related 
reports

• Discharge reports

Priority categories

4 years 6 years
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Implementation of the EHDS Regulation

2024 2026 2028 2030 2032 2034 2036

General application

Primary uses 
of health data 
(Chapter II)

Exchange of 1st group of priority categories

EHR Systems 
certification 
(Chapter III)

Secondary uses 
of health data
(Chapter IV)

Entry into force

Entry into force

Deadline for implementing acts

Deadline for implementing acts

Exchange of 2nd group of priority categories

Only sell compliant products 2nd categories

Secondary use in general

Only sell compliant products 1st categories

Selected categories 

connections

patient summary, electronic prescriptions and dispensations

medical images, medical tests results and discharge reports

Third countries

Genomics, omics, wellness applications



Primary use of health data: Implementation (adapted from 

EC)
2021 2022 2023 2024 2025 2026 2027

EHDS Regulation

Development of 
the EEHRxF

And 
Implementation of 

Development of 
MyHealth@EU and 
patient-facing 
services (EUDI 
wallet)

Rollout across MS

And Capacity-building

Central services of 
MyHealth@EU (by 
the Commission)

Negotiations Development of main Implementing acts

Joint Action Xt-EHR

PATHeD 

Grants for MS implementing MyHealth@EU services 

Compliance Checks

X-eHealth

XpanDH

Vaccination Card (EU4Health, EUVAC, tbc) 

Patient access through MyHealth@EU (DEP, MyHealth@MyHeands, tbc)

POTENTIAL (EUDI wallet)

Implementation Lab results

Implementation  Medical images

Implementation Hospital discharge reports 

MyHealth@EU Central Services

MyHealth@EU trainings (EU Academy)

Exchange format in healthcare settings (DEP, tbc) 

Lab results Guidelines

Medical Images 
Guidelines

Hospital discharge 
reports Guidelines

Entry into force
Deadline for main
implementing acts

Implementing acts

xShare

i2X (« Format in EHRs and in Service Inteligently

MyHealth@MyHands  (« Format in the Wallet »)

XiA – Xpanding Innovative Alliance

EHRxF Support Center
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• d

e

• d

Otsikko
Three key actors in the secondary use

• Data user:
• A data user is someone or some organisation that has been granted 

permission by a health data access body to use certain health data for 
specified purposes

• Data holder:
• Any public or private entity that has the right or obligation to make 

electronic health data available. Micro- and small enterprises are 
excluded.

• Health Data Access Body:
• National authority in each EU Member State responsible for managing 

access to electronic health data for secondary use



EHDS user journey

Data
discovery

Data 
access

Data 
preparatio

n

Use of 
data

Finalisatio
n

EHDS 10-step user journey

1. Data holder provides metadata

2. Data user finds data

3. Data user submits a data request

4. HDAB grants permission

5. HDAB requests data from 
data holders

6. Data holder submits data 
to HDAB and HDAB 
de-identifys the data

7. HDAB places data in a 
Secure Processing 
Environment (SPE)

8. Data user uses the data in 
the SPE

9. Data user publishes 
results of the study

10. HDAB removes the 
data from the SPE
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Iscte – University Institute of Lisbon 
Business Research Unit (BRU)
Digital Health International

The hub of expertise dedicated to advancing 
digital health innovation and research.

Our interdisciplinary team comprises global leaders with proven track 
records in policy-making, project coordination, and academic research 
across Europe and beyond, with individual backgrounds stemming from 
Portugal, Brazil, France, Germany, Italy, Pakistan, USA, and Ethiopia.

Visit us!
https://brudhi.iscte-iul.pt/

Coordinating

Partner 
of

https://brudhi.iscte-iul.pt/

