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Health is the first common EU data space

1  How to make common European data spaces a reality | data.europa.eu

https://data.europa.eu/en/news-events/news/how-make-common-european-data-spaces-reality


Previous steps
• Provisional agreement during the fifth trilogue 14/03/2024.

• Examination of the compromise by MS in COREPER on 22/03/2024

• Vote in EP ENVI-LIBE joint committee meeting 09/04/2024

• Vote in plenary session in EP 24/04/2024

Is it done? Almost…

• Corrigendum procedure: Expected final English version 25/10 - Other language

versions 27/10

• Expected final adoption in EP (Second November Plenary): Corrigendum procedure,

as a package.

• Corrected text to be published in Official Journal of the EU (OJ), expected: autumn
2024 or early 2025.
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Timeline for the EHDS regulation



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

Expected Entry
into force

Expected 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, wellness applications
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Transition & Implementation 
Planning

By when will all of this happen?

How do we get there?



EHDS1 – Implementation
2021 2022 2023 2024 2025 2026 2027

EHDS Regulation

Development of 
the EEHRxF

Development of 
MyHealth@EU

Rollout across MS

Central services of 
MyHealth@EU (by 
the Commission)

Negotiations Main Implementing acts

Joint Action Xt-EHR

PATHeD

Grants for MS implementing MyHealth@EU services 

Timelines are indicative.

Compliance Checks

X-eHealth

Xpan-DH

Vaccination Card 

Expansion of patient access through MyHealth@EU

POTENTIAL

Implementation Lab results

Implementation  Medical images

Implementation Hospital discharge reports

MyHealth@EU Central Services

MyHealth@EU trainings (EU Academy)

Exchange format in healthcare settings 

Lab results Guidelines

Medical Images 
Guidelines

Hospital discharge 
reports Guidelines
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Building on existing cooperation

MyHealth@EU under Cross-border Healthcare Directive

• Voluntary system for exchanging patient 

summaries, prescriptions and dispensations 

(≈ first group of priority categories)

• Health Data structured according

eHealth Network guidelines

• 14 MS live with at least one service, 6 more 

scheduled to go live with first service(s) this year

Evolution of MyHealth@EU for the EHDS

• Voluntary => mandatory

• New services

• New data categories 
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Timeline for EHR requirements

2024 2026 2028 2030 2032 2034 2036

General Application

Application to 
EHR Systems

Only sell compliant products 2nd categories

Only sell compliant products 1st categories

Entry into force DL for key implementing acts

• Common specifications for harmonised components and software package 

for automated testing environments to be available late 2026

• Leaving two more years to ensure conformity

Applicability for in-house 
developed systems (both
groups of categories)
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EHDS2 – Roadmap 

2021 2022 2023 2024 2025 2026 2027

EHDS Regulation

INCEPTION

PILOT

SCALE UP

OPERATIONS

Negotiation Implementing acts

TEHDaS

HealthData@EU Pilot

HDABs set up + HealthData@EU Scale Up

Capacity building

Data quality and utility label 
(QUANTUM)

TEHDaS 2

EHDS2 Stakeholders Engagement

HealthData@EU Central Services

EHDS2 Compliance checks

Entry into force

Entry into force

Deadline for certain
implementing acts

Deadline for certain 
implementing acts

HDABs and TEFs for AIs
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HealthData@EU

Malta

• Pilot

• Duration: Oct 2022 to Dec 2024

• Budget: 5M€

• Partners (17)

• HDABs: FR, BE, DK, DE, NO, HU, HR, FI

• EU Health Agencies: EMA; ECDC

• Data Holders and Data Users:  IACS, 

BBMRI, eBrains, Elixir, Orphanet, EUPHA

• Scale up (HDABs set-up grants)

• Kick-off: 2024 Q1

• Duration:~ 36 months

• Community of Practice
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What’s up for 2025

❑ Projects starting in 2025

➢ HDABs and AI: developing and testing AI tools through HDABs 

➢ Demonstrating the in-service use of the European Electronic Health Record Exchange 

Format in healthcare settings

❑ New calls in 2025

➢ EHDS2 Stakeholders engagement 

➢ EHDS2 Compliance checks

➢ Support centre for the European Electronic Health Record exchange Format (EEHRxF) 

and for the interoperability and security of electronic health record systems 
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Thank you
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