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Politiek akkoord: the European Health Data Space (EHDS) Regulation
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EHDS kent een historie 

2011
Citizens’ rights to their health 
data within EU

2019
EeHRxF Recommendation

2022
EHDS Regulation Proposal

2024 
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3 speerpunten

Burgers

Meer controle en zeggenschap over 
eigen gezondheidsgegevens

Data beschikbaarheid

Onderzoek, innovatie, beleid 

Markt 

Reguleert de markt zodat 
grotere interne markt ontstaat
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- Interoperabiliteits module 

- Europese patient summary, ePrescription/eDispensation, 

- Imaging, medical test results and related reports, Discharge Reports

- Met Harmonized components, common specifications, EEHRxF 

- Logging module 

→ Via self-assessment 

- Beschikbaar stellen van minimale categorieën secundair gebruik 

- Opt-out (primair en secundair) 

- Recht van personen op inzage en rectificatie EPD gegevens

- Health Data Access Body, Health Data authority, markttoezichthouder 

Verplichtingen uit de EHDS
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EHDS – Overall timeline 
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Governance

Databeschikbaarheid

Grondslagen

Certificering

Primair 
gebruik

Secundair
gebruik

HDAB-NL 
programma 

Xt-EHR

TEHDAS2

TEHDAS2

Xt-EHR X-Share

Quantum

XpanDH



EHDS proposal Article 6:

European electronic health record exchange format

1. The Commission shall, by means of implementing acts, lay down the technical specifications for the priority categories of 

personal electronic health data referred to in Article 5, setting out the European electronic health record exchange format. The format 

shall include the following elements:

(a) datasets containing electronic health data and defining structures, such as data fields and data groups for the content 

representation of clinical content and other parts of the electronic health data;

(b) coding systems and values to be used in datasets containing electronic health data;

(c) technical specifications for the exchange of electronic health data, including its content representation, standards and 

profiles.

2. Those implementing acts shall be adopted in accordance with the advisory procedure referred to in Article 68(2). Member States shall 

ensure that where the priority categories of personal electronic health data referred to in Article 5 are provided by a natural person 

directly or transmitted to a healthcare provider by automatic means in the format referred to in paragraph 1, such data shall be read

and accepted by the data recipient.

3. Member States shall ensure that the priority categories of personal electronic health data referred to in Article 5 are issued in the 

format referred to in paragraph 1 and such data shall be read and accepted by the data recipient.

What is the European electronic health record exchange format 
EEHRxF?

8 How does the Netherlands contribute to the building of the EHDS?



DG - Directorate - General
HaDEA - European Health and Digital 
Executive Agency
WG - Work Group
eHOMB - Operational Management 
Board
eHMSEG - Member States Expert Group 
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New Use Cases WG
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Primary use

13 Member States are live with NCPeH

Expected growth for EU and EEA countries by 2025

Available services:
• European Patient Summary

• ePrescription/eDispensation

New services: 
• Laboratory Results
• Medical Imaging & Reports
• Hospital Discharge Reports (HDR)

Electronic cross-border health services (europa.eu)

MyHealth@EU: implementation overview
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Planned go-lives:

Live now: CZ EE EL ES 

FI FR HR LU LT LV MT 

NL PL PT

2024: BG CY HU IE SI 

SE IT

2025: AT DE DK IS NO 

SK RO

https://health.ec.europa.eu/ehealth-digital-health-and-care/electronic-cross-border-health-services_en


High level document with descriptions for the 5 EHDS categories of:

-Use case (cross-border) and purpose

-General considerations (legal, policy, international standards)

-Dataset

-References

eHealth Network - European Commission (europa.eu)

Are part of the  EEHRxF

Imaging&HDR in public consultation Summer 2023, also by IHE NL, NEN, ao

eHN Guidelines primary use
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https://health.ec.europa.eu/ehealth-digital-health-and-care/eu-cooperation/ehealth-network_en#ehealth-network-guidelines


Project | Xt-EHR

Xt-EHR

26-6-202412 How does the Netherlands contribute to the building of the EHDS?

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


Participants: 28 countries, 55 organisations
26-6-202413 How does the Netherlands contribute to the building of the EHDS?



Work Packages



Cross-border interoperability 

Technical Specification and 
Use Cases

Common agreed on use case

Purpose

EHR solution 
in the European Digital Single Market Patient 

Summary
ePrescription
eDispensation

Imaging Laboratory

Discharge 
Report

Telemedicine

Implementation Guides



Mission / Goal of stakeholder engagement activities

➢Deliverables WP 5 – 8: prepare content of implementing acts to 
EHDS regulation. 

➢WP 5 - 8 specifications to meet the needs and expectations of 
future users, software developers & vendors.

➢“Informal” feedback of  “closed” topic-related expert groups 
should be sought during the project and by the project partners.

➢For the final deliverables / the implementing acts a formal 
consultation process will follow. 



• Patient Summary en eP/eD: in consultatie voorjaar 2025

• Medical Test Results, Medical Imaging&Reports, HDR: in consultatie zomer 2025

• Tussentijdse feedback rondes

Hoe kunnen jullie meedenken?
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More information
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Internationaal – Nictiz

XpanDH Webinars

EEHRxF Recommendation 2019

Over NCPeH:

Home | NCPeH-NL

https://nictiz.nl/internationaal/
https://xpandh-project.iscte-iul.pt/xpandh-webinar-recordings/
file:///C:/Users/peelen_nict1/Downloads/1_en_act_part1_v6_docx_4x0ahd9_997E13C9-F707-4F8D-7EBF5C5EF028F9FB_57253.pdf
https://www.ncpeh.nl/


Vragen? 
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