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Challengesaheadof us

Implementation 
Support and Feedback 

Loops 

Ecosystem Engagement 
and Coordination 

Addressing how can collaborate to shared knowledge on the 
implementation of the Format, validation environments, and 

mechanisms that capture lessons learned from real-world deployments

European and national digital-health actors, 
including HL7 affiliates, Industry communities, 
and national clusters, can act as multipliers for 
consistent implementation of the HL7 FHIR IGs 

On technical requirements and specifications

Capture

Change

Clarity

Support

AI readiness

Healthcare providers in adapting to the EEHRxF

Real-world evidence and cost-benefit of structured data 

Systems and implementation in duo time

Healthcare systems architecture, infrastructure and Data 
quality
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What is i2X
i2X is a Digital Europe project that aims to demonstrate the real-world value of the EEHRxF, supporting the 

European Health Data Space (EHDS) and MyHealth@EU. It is an implementation-based project that will test 

digital health tools in everyday clinical settings to alleviate the burden of healthcare professionals.

Whyit Matters
i2X will:

Advance digital health through AI-powered and standards-based tool

Support healthcare providers in adapting to the EEHRxF

Capture real-world evidence and cost-benefit of structured data implementation

Empower patient to access, share, and manage their health information

Start date: 1st of April 2025

Contribute to policy alignment, standardization, and EU-wide interoperability

Lengths: 48months

Partners: 38 Partners involving 12 Member States 

Who we are:
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i2X is an 8M EU-funded project that aims to implement EEHRxF in an intelligent way, 
involving 38 partners across 12 different EU Member States in the next 4 years

EEHRxF stands for European Electronic Health Record Exchange Format 
= 

Standardized medical terms and codes for sharing health data

What is the EEHRxF?

What is the purposeof i2X?

Patient
Summary

ePrescriptions& 
eDispensations

Lab
Results

Imagingreports Discharge
reports

Implement
the EEHRxF

Addintelligent
components

Improve 
ǇŀǘƛŜƴǘǎΩ  
outcomes

Reducingthe
burdenof

HCPs

Howwill i2X implement the EEHRxF?
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research
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Project impact
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Tech
company

Healthcare 
organization

Implementation of the EEHRxF 
in 10 countries

Border
exchange

3 mn
Citizens/Patients 
Reached

1200
Healthcare professionals

15
Tech companies

32
Systems where the 
format will be 
implemented

5
AI-based tools 
implemented

35
Demonstrators
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Blueprint to real-world scenarios т i2X implementation Focus

 Purpose:
i2X is not just a research project, but an action-driven initiative, proving value in real-world clinical and 
show the value of implementation in a diverse European landscape.

Implementation& 
DemonstrationIntelligent Tools

FHIR-basedAI tool for 
RadiologyReports

Standards EHRxFTesting

Architecture
Scale-up

i2X use cases

Clinical decision 
support

 12 Hospitals Testing 
Standards
EHR integration, AI support, decision-making

 Patient & Clinician 
Involvement
Testing usability and effectiveness

Ш±ŜƴŘƻǊπ5ǊƛǾŜƴ {ƻƭǳǘƛƻƴǎ
wŜŀƭ ƛƴǘŜǊƻǇŜǊŀōƛƭƛǘȅ ōŜǘǿŜŜƴ ǎȅǎǘŜƳǎ
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i2X Implementation Scenarios& Use Cases

High-Level Areas of Work:
i2X covers real-world implementation of EEHRxF across 5 broad settings in the 5 data categories 

Data Categories: Patient Summary, ePrescription/eDispensation, Lab Results, Medical Imaging 
& reports, Discharge Letters

Cross-border Exchange

(MyHealth@EU)

National Exchange

(Country Systems)

Regional Exchange

(Inter Org Networks)

LƴǘǊŀπƻǊƎŀƴƛȊŀǘƛƻƴ 
²ƻǊƪŦƭƻǿǎ

όLƴǎƛŘŜ tǊƻǾƛŘŜǊǎύ

Patient Access - (Patient access, portals and apps)

Supporter
(Vendor)

Demonstrator
(Hospital)
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ExpansionтOutreach& EcosystemEngagement

Why it matters: Expanding beyond the consortium enables i2X to scale impact, test 

interoperability in diverse settings, and align with real-world needs

Special Interest 

Groups (SIGs)

9ƴƎŀƎƛƴƎbŜǘǿƻǊƪǎ

X-net 
Industry

Industry

Healthcare Providers

Expansion of entities 
and early adopters

Co-create and validate 
standards in real-world 

settings

Drive adoption and 
ensure alignment with 
European Strategies

Foster sustainability and 
open Innovation
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ŔΞñШ?ŔŊĲƚƣрcŔŊőũŔŊőƣƚШы ƓƖт?ĲĦШΞΜΞΡь

Overall project progress, governance and monitoring
Ethics Advisory Board and Advisory Board

Technical work launched:
ÅWP2 needs assessment
ÅWP3 testing strategy/Online Testing Tool
ÅWP4 demonstrator prep & cluster

Project identity & website live: i2xhealth.eu

Coordination & Ethics

Governance in place: Handbook, PLB, QA & Risk plans Tools & Testing (WP2ς3)

Needs & challenges assessment  (WP2) & field studies underway

Unstructured to Structed data: NPL, NER, AI 

Testing strategy and Online Testing Tool(WP3) Online testing 

Tools (validators, simulators)

Specs alignment w/ HL7, IHE, openEHR

Demonstrators (WP4ς5)
Dissemination & Engagement (WP7)

Å¦ǎŜ /ŀǎŜ ϧ ǊŜǉǳƛǊŜƳŜƴǘǎ ǎǘǳŘȅ ƭŀǳƴŎƘŜŘ ƛƴ ммҌ 

ƘŜŀƭǘƘŎŀǊŜ ǎŜǘǘƛƴƎǎ

Å¦ǎŜ ŎŀǎŜ ŘŜŦƛƴƛǘƛƻƴǎ ǎǳōƳƛǘǘŜŘ ό{ŜǇǘύ

Å¦ǎŜǊ ǎǘƻǊƛŜǎ ϧ ǿƻǊƪŦƭƻǿǎ

Å²tп ŀƭƛƎƴŜŘ ǿƛǘƘ ²tн ǘƻƻƭǎ ϧ ²tо ǎǇŜŎǎ

ÅDissemination Plan (D7.1) finalised (M6)

ÅVisual identity, website, social media activated

ÅChannels: LinkedIn (1000+ followers), YouTube, Bluesky

http://www.i2xhealth.eu/
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Digital Europe
Horizon 

Europe
EU4Health ERASMUS+

άōǊƛƴƎƛƴƎ ŘƛƎƛǘŀƭ 
technology to businesses, 

citizens and public 
ŀŘƳƛƴƛǎǘǊŀǘƛƻƴǎέ

research & innovation άōǳƛƭŘƛƴƎ ǎǘǊƻƴƎŜǊΣ ƳƻǊŜ 
resilient, more accessible 
ƘŜŀƭǘƘ ǎȅǎǘŜƳǎέ

άEU programme for 
education, training, youth 
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Digital Decade Policy 
Programme

e-Health target
100% of EU citizens access to 
electronic health records by 
2030

+

State of play 31 Dec. 2024:

The composite eHealth score 

for the EU-27 averaged 83%, 

an increase of four percentage 

points from 79% in 2023.

Source: Digital Decade 2025: 

eHealth Indicator Study | 

Shaping Europeôs digital future
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Å Trusted framework for access to 

health data for AI innovation

EHDS

Data Union Strategy

Å Improve data access for businesses and 

administrations and simplify data rules 

Å Data Labs in AI Factories will gather and 

curate high-quality data from different sources

Digital infrastructures

Å Genomic Data Infrastructure

Å Cancer Image Europe

Å Advanced Platform for Virtual Human Twins

Å Intensive Care Unit data space



¢ëÀĀ÷ ĴĆĥ



EEHRxF
European Electronic Health Record exchange Format

Aurora Joala

Policy Officer - European Health Data Space
DG Sante - C1 Digital Health
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Work on implementing acts

Å In total 28 empowerments for implementing acts; 18 identified as 

priorities, 12 of which have a legal deadline for adoption.

Å Packed schedule for Committee on the EHDS 

Å Collaborative process with Member States

Å Inputs to come from a number of Joint Actions / projects, e.g.:

Å Xt-EHR (primary use)

Å TEHDAS2 (secondary use)

Å QUANTUM (data quality labelling)

https://www.xt-ehr.eu/
https://www.xt-ehr.eu/
https://www.xt-ehr.eu/
https://www.xt-ehr.eu/
https://tehdas.eu/
https://tehdas.eu/
https://www.quantumproject.eu/
https://www.quantumproject.eu/


Use cases for the EEHRxF in the EHDS

Article 3(2)

ÅDownload  of an electronic copy of at least the personal electronic health data in the priority categories (access right)

Article 7(4)

ÅTransmission to healthcare providers chosen by the patient of electronic health data downloaded based on the access 
right in Article 3(2) (portability  right)

Article 23

ÅExchange of the priority categories of personal electronic health data between national contact points for digital health 
(MyHealth@EU , Article 23), including to support the portability right of patients across-borders (Article 7(2));

Article 36

ÅHarmonised  interoperability component  of electronic health record (EHR) systems (common specifications, and 
essential requirements for EHR systems, Annex II).

Applicability of use of the EEHRxF for each data category:

Å From 26 March 2029 for patient summaries, electronic prescriptions and electronic dispensations

Å From 26 March 2031  for medical imaging studies and related imaging reports, medical test results, including laboratory and 

other diagnostic results and related reports, and discharge reports.

Note: Certification of EHR systems only applies to systems placed on the market or put into service after the application 

deadline.



eHealth Network guidelines as a basis
MyHealth@EU under the Cross -border  

healthcare directive 2011/24/EU

Guidelines

eHealth Network (art. 14) 

implementing act

Article 15

EEHRxF

European Health Data Space 

Regulation

Article 23

MyHealth@EU

And other articles: 

7, 16, 17, 24
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Zooming in: 3 pillars of the European 
Electronic Health Record exchange 
Format (EEHRxF)

Harmonised datasets

ÅContaining electronic health data and defining structures, such as data fields and data 
groups for the representation of clinical content and other parts of the electronic health 
data

Coding systems and values

ÅTo be used in datasets containing electronic health data

Technical interoperability specifications

ÅFor the exchange of electronic health data, including its content representation, 
standards and profiles



Fundamental principles for EEHRxF

Á It is essential that the standards used in the EHDS implementation are freely 
accessible .

Á Key implementation resources like validators and guides must remain open -source  and 
accessible to the community to support widespread adoption and compliance  and 
ensure transparency and openness .



Preferred code systems: Example from 
MyHealth@EU 

ÅExample from the  eHealth Network guidelines on the patient summary

ÅPreferred code systems in eHealth Network guidelines

Á Sender : NCP A: Send at least in one of the preferred code systems. List of allowed values 
are included in a Master Valueset Catalogue. If not possible, it should be transferred 
encoded, preferably in English, and/or in narrative form.

Á Receiver  NCP B: Translation and mapping to national codes.
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xShare, ESHIA and the EEHRxF ecosystem:
towards real life implementation

1 December 2025

27

Marc Lange, EHTEL, President of ESHIA
marc.lange@ehtel.eu



Implementation Challenges & 
the European EHRxF Standards and Policy Hub 

Standards based innovation is a key policy 
objective across the European Union

The benefits foreseen by the European Health 
Data Space are dependent on the specifications 

of the European EHRxF

The Hub will provide them with dedicated 
guidance, compliant with the EHRxF

Users wanting to realise interoperability for their 
specific use cases will never need the full 

breadth and complexity of the European EHRxF

The Hub will provide industry engagement 
from an early stage on

Industry will realise systems conformant with 
the European EHRxF

The Hub will provide regulatory responsiveness 
and alignment with (global) standards

Regulators need to rely on mature specifications 
for legal reference



Many parts are now in place for you to use

https://ehr-exchange-format.eu/
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SDOs in support of 
implementation assets for EEHRxF

30

HL7 
Europe

CEN/TC251

SNOMED 
International

é

CDISC

IEEE

IHE-Europe/

IHE Catalyst
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The EEHRxF ecosystem in 2025 -2026

EHDS 

project Consortia and 

their communities

Other EHRxF 

stakeholders

é
é
é
é
SDOs

Other EHRxF 

stakeholdersOther EHRxF 

stakeholdersOther EHRxF 

stakeholders
Industry Forum

Regulator 

Forum

02/10/2025Industry Forum

European 

Commission Support Centre 

for EEHRxF

Xt-EHR

EEHRxF

Communities inherited 

from xShare

EEHRxF

Communities inherited 

from xShare

xShare

Communities

(CoE, Adoption sites, 

Open Calls)

Implementers

Owners of specifications, 

tools and supporting material

T2.2

T2.3
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EEHRxF Standards and Policy Hub  
           hosted by

иCreating, managing and aligning, harmonising assets
иCleaning and bundling for user-friendliness
и9ċƓƣƨƖŔŰŊШċŰĬШċĦƣŔŸŰŔŰŊШĬĲůċŰĬƚШŉŸƖШŰĲƽШƽŸƖťШŔƣĲůƚШыŔŰĦũƨĬŔŰŊШŰĲƽШĤƨƚŔŰĲƚƚШƨƚĲШĦċƚĲƚвь
иIPR transparency

Steward of the EEHRxF 
interoperability assets

ÅServing as one-stop-shop with up-to-date info on EEHRxF assets

иConvening SDOs, industry, regulators and other interested partiesfor alignment and co-creation

иOperating with transparency and accountabilityrespecting IPR ownership

Neutral and supportive 
environment for 

EEHRxF 
interoperability assets

иTraining and education
иTesting environment, examples, and reference implementations
ÅAdoption support services ecosystem including access to services for localization and labeling

иCommunication and dissemination about the EHRxF and the Hub support services.

Enabler of scaling 
up EEHRxF adoption
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Phases setting up the Hub and ESHIA

Phase 1
2023-2024

Phase 2
2025-2026 (legal entity)

Phase 3
After 2026 (after project end)

ESHIA

33

ESHIA
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The EEHRxF ecosystem from 2027 onward

EEHRxF
Communities inherited 

from xShare

EHDS 
project Consortia and 

their communities

в
в
в
в
SDOs

Other EHRxF 
stakeholdersOther EHRxF 

stakeholdersOther EHRxF 
stakeholders

ESHIA 
Technical Committee

ESHIA General Assembly

Private sector 
advisory board

Public sector 
advisory board

EHDS Board & Stakeholder Forum

European 
Commission

EEHRxF
Communities inherited 

from xShareDigital Health Industry

Implementers

Owners of specifications, 
tools and supporting material

Support Centre for 
EEHRxF

EHR Repository

Testing Environment

EHDS 
project Consortia and 

their communities

EHDS 
project Consortia and 

their communities



Å Welcome, Objectives, and Session Framing
Rutt Lindström & Michael Strübin, HL7 Europe, Diogo Martins, i2X

Å European Commission Perspective on EHDS Implementation
Vanessa Mendes (DG CNECT) and Aurora Joala (DG SANTE)

Å xShare, ESHIA and perspectives on ecosystem alignment
Marc Lange, ESHIA

Å Xt-EHR: Specifications and Implementing Acts Support
Andreas Neocleous, Xt-EHR

Å MyHealth@MyHands: Wallet -Based Identity & Patient Access
Zoltan Lantos, MyH

Å Capability -Building for a Learning Ecosystem: ñŔ ќƚ Contribution to FHIR -Enabled EEHRxF 
Adoption
Simon Lewerenz, XIA

         Joint Discussion: Towards Coordinated Implementation and Feedback Loops
Å Wrap-up and Next Steps: Shaping a Shared Roadmap for 2026

Diogo Martins, i2X

www.i2Xhealth.eu | 35

Advancing EHDS implementation with FHIR IGs in 2026: 
towards a roadmap



(Co-)Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do 

not necessarily reflect those of the European Union or HaDEA. Neither the European Union nor the granting authority 

can be held responsible for them.

Xt -EHR: Specifications and 
Implementing Acts Support

Andreas Neocleous ς Project Manager Xt-EHR



The European Health Data Space (EHDS) 
and the role of Xt -EHR

EHDS Overview

Å EU-wide framework for secure access & exchange of health data

Å Aims to empower patients and support continuity of care

Å Ensures interoperability across Member States

Å Defines priority datasets that must be shareable (incl. discharge reports)

EHDS Timeline

Å 11 February 2025:  Regulation (EU) 2025/327 adopted

Å 5 March 2025:  Official publication in the EU Official Journal

Å 26 March 2025:  Entered into force (20 days after publication)

The role of Xt -EHR

Å Translates regulation into practical specifications

Å Bridges gaps between regulation and current guidelines (eHN)



Xt -EHR Project Overview

Pillar 1:
EHR Requirements (WP5)

Pillar 2:
Exchange Format(WP6 & WP7)

Pillar 3:
Conformity (WP8)

EHDS asks:
- EHRs must interoperate
- Must implement 
harmonisedcomponents
- EHDS does NOT say how

Xt-EHR delivers:
- Functional requirements from 
EHDS Annex II
- Producer/consumer API model
- Logging requirements
- Blueprint for common specs

EHDS asks:
- EHRs must use the EU 
format
- EHDS doesn't define data 
elements or profiles

Xt-EHR delivers:
- Terminology bindings
- Document & resource models
- Validation & semantics 
- Defines FHIR profiles & 
structure

EHDS asks:
- EHRs must pass 
conformity
- EHDS gives no technical 
tests

Xt-EHR delivers:
- Technical test cases
- Assertions from Annex II
- Early conformity model
- Industry/MS alignment

Completed 100% Completed 90% Completed 80%

9ǳǊƻǇŜŀƴ !ƭƛƎƴƳŜƴǘ ϧ ¢ŜǎǘƛƴƎΥ I[т 9ǳǊƻǇŜ ό5ŜŎŜƳōŜǊ нлнрύ ω LI9 Connectathons & Xt-EHR Projectathon (March 2026)
MoUs (HL7 Europe and IHE Europe) official announcement in Vienna, June 2025.



Xt -EHR Projectathon  2026

Å The Xt-EHR Projectathon 2026will  take place in the IHE Connectathon Week 

Å 24 to 26 March 2026, having a very dynamic agenda alternating educational and testing 

sessions.

Å Monday (25th March 2026) afternoon will  be dedicated to connectivity/preparatory test in 

Gazelle

ÅWhere? The EGG, Rue Bara 175, 1070 Brussels.

Å About a 10-minute walk from Brussels-South Station (Gare du Midi)

Å Registration period: From mid December until mid January



Å Welcome, Objectives, and Session Framing
Rutt Lindström & Michael Strübin, HL7 Europe, Diogo Martins, i2X

Å European Commission Perspective on EHDS Implementation
Vanessa Mendes (DG CNECT) and Aurora Joala (DG SANTE)

Å xShare, ESHIA and perspectives on ecosystem alignment
Marc Lange, ESHIA

Å Xt-EHR: Specifications and Implementing Acts Support
Andreas Neocleous, Xt-EHR

Å MyHealth@MyHands: Wallet -Based Identity & Patient Access
Zoltan Lantos, MyH

Å Capability -Building for a Learning Ecosystem: ñŔ ќƚ Contribution to FHIR -Enabled EEHRxF 
Adoption
Simon Lewerenz, XIA

         Joint Discussion: Towards Coordinated Implementation and Feedback Loops
Å Wrap-up and Next Steps: Shaping a Shared Roadmap for 2026

Diogo Martins, i2X
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Advancing EHDS implementation with FHIR IGs in 2026: 
towards a roadmap



My Health at My Fingertips

1st of December 2025
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Person -centred health 
management through access to 
your health data using EUDI 
Wallet services
18 countries, 45 organisations
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Source: Health Data Value Chain. Navigating the Health Data Wilderness in the Dawn of the Data Age. 2023 
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User Interface of the Data Value Chain  

Identification and authentication æɶǸɾǸɅʌǍʌȡɐɅ ɐȒ ẌǍʌʌɶȡǩʔʌǸɾẍDigital signature
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A Gateway to Patient Autonomy
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End -User Experience in Health Co -Management

Symptoms/ Result of 
Mammogrphy

Palliative 
Care

Surgery

Exmination

Diagnosis

Neoadjuvant 
Therapy

Subgroups/
Types

Radiotherapy

Adjuvant 
Therapy

Follow-up

Clinical Examination

Reconstructive 
Operation

Recovery/  No Symtpoms

Systemic 
Treatment

Palliative 
Treatment

No Symptoms

Diagnosis

Surgery

Radiotherapy

Relapse

Rehabilitation Examination



Humanome Data Model for Multidisciplinary Tumour Boards

The Next Era in Global Health by Copenhagen Institute for Futures Studies, 2020. 

In the eGovERA / EIRA Framework
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Grant Agreement 101187650

Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of the European Union or the 
European Education and Culture Executive Agency (EACEA). Neither the European Union nor EACEA can be held responsible for them.

Capability-Building for a Learning Ecosystem: 
ñŔ ќƚШ9ŸŰƣƖŔĤƨƣŔŸŰШƣŸШ[cfÅ-Enabled EEHRxF Adoption
Coordinator: Prof. Henrique Martins (ISCTE)

Presented by: Simon Lewerenz (ISCTE)

52

XiA project at the HL7 WGM, Köln, Germany, 1 December 2025



Grant Agreement 101187650

ú200+ millions

20+ years

EU investment

2019: Commission Recommendation on a 

European Electronic Health Record 

exchange format 

2022: Commission Proposal for a regulation

on a European Health Data Space

24 April 2024: 

Parliament adoption of the EHDS 

2011: Directive on the application of patientsô 

rights in cross-border healthcare
26 March 2025: 

Entry into force of the EHDS Regulation

2016: 

General Data Protection Regulation (GDPR)

Problem Statement
ÅThe European Health Data Space (EHDS) and the European Electronic 

Health Record Exchange Format (EEHRxF) demand a workforce fluent in 
digital health interoperability 

ÅYet healthcare and ICT professionals lack shared understandings, 
competences and skills to act collaboratively .

ÅHow can we integrate key interoperability matters into education and 
continuous training , so that digital health professionals can effectively 
contribute to seamless, secure and meaningful data exchange?
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Grant Agreement 101187650
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42 Partners, 20 Countries: 
17 Beneficiaries т COO: ISCTE (PT); 25 ƚƚŸĦŔċƣĲĬШÂċƖƣŰĲƖƚШċŰĬШŊƖŸƽŔŰŊв

XiA project at the HL7 WGM, Köln, Germany, 1 December 2025


