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This round table
• Sharing health data in the Netherlands and it’s obstacles

• National ambitions

• The European Health Data Space: what and why?

• The different chapters in the EHDS
• Specific on chapter II
• Specific on chapter IV

• Governance on secondary use of health data

• Control (zeggenschap) on health data

• Timeline (with reservations)

• How to stay updated and how to contribute

• Questions
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Tom van den Heuvel
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Actively involved in implementing the EHDS in 
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Sharing health data in the Netherlands

• Difference between sharing data for primary use and secondary
use

• Primary = sharing data for the purpose for which the data is 
collected (patient care, treatment planning etc)

• Secondary = sharing data for research, innovation and policy 
development

• Examples of data: health record, medical data, imaging, omics etc
etc.

Access to high quality health data contributes to better healthcare
and innovation



Sharing health data in the Netherlands

• New national legislation (july 2023) for primary use of health 
data: WEGIZ (Electronic Data Exchange in Health Care Act).

• No specific legislation for secondary use, but based on 
(interpretations of) the GDPR, Data Act, Data Governance Act, 
Medical Device Regulation and fragmented national laws (WGBO, 
WZL, WBO, WMO, WLZ, Wabvpz etc).



Sharing health data in the Netherlands

• In addition to a fragmented legal framework regarding secondary
use, data isn’t FAIR by default



Sharing health data in the Netherlands
Other obstacles: 



National ambitions

• National vision and strategy on the healthcare information 
system1

• Long term vision and strategy (2035) to cope with challenges
in health care

• National vision and strategy on secondary use2

• Short term vision and strategy (2028) to facilitate the use of 
anonymised or pseudonymised data for secondary purposes

1. https://open.overheid.nl/documenten/ronl-36667024db962a4962d0815e7cf2d3c9596d7255/pdf

2. https://open.overheid.nl/documenten/ronl-3f08b9fdcb894267976f5b7da1c90d450c7f5e60/pdf

https://open.overheid.nl/documenten/ronl-36667024db962a4962d0815e7cf2d3c9596d7255/pdf
https://open.overheid.nl/documenten/ronl-3f08b9fdcb894267976f5b7da1c90d450c7f5e60/pdf


European Health Data Space



European Data Strategy

• EU wants to be a leader in a data driven society

• Creating a single market for data will allow it to flow freely
within the EU and across sectors (EC, 2023).

• Developing several European Data Spaces

• Health is the first data space



https://ec.europa.eu/digital-single-market/en/policies/building-european-data-economy

https://ec.europa.eu/digital-single-market/en/policies/building-european-data-economy


What is the European Health Data Space

• Proposal for a regulation for a European 
Health Data Space

• Additional to the GDPR, Data Act etc.

• Legal basis for cross-border access and 
exchange of electronic health data for 
primary and secondary purposes



Why a European Health Data Space

• Citizens will have more controle over 
health data recorded about them

• Increasing the quality of healthcare, both
in the primary care and research and 
innovation

• Strengthen the European knowledge
economy

• Regulating EHR’s and wellness apps in 
the European Market



The topics in the EHDS

• Chapter I: Scope of application and 
definitions

• Chapter II: Primary use

• Chapter III: EHR’r and wellness apps

• Chapter IV: Secondary use

• Chapter V: International access to non-
personal data

• Chapter VI: Collaboration in the EHDS 
council

• Chapter VII: Delegated acts
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Chapter II: Primary use

Scope:

• Only for providing healthcare

• Only electronic health data

• National ánd cross border exchange (EU)

• The following determines whether a care provider falls within the scope:

• Do you fully or partially own data components that fall under the
categories from article 5



Chapter II: Primary use

Prioritized categories (Article 5):

• Patient summary

• Electronic recipes

• Electronic dispensing (medication)

• Medical images and related image reports

• Lab results and related lab reports

• Hospital discharge letters
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Chapter IV: Secondary use

1. Scope of data types (minimum categories art. 33)

2. Prohibited purposes

3. Governance on secondary use of health data 

4. Application of data-altruïsm

5. Fees for access to data for secondary use 

6. Conditions for access to data

7. Cross-border access

8. Data sets and their quality

Important principle: data stays at the source.
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Minimum categories (paraphrased)

1. EHR in structured format

2. Social, environmental and behavioral determinants of health

3. Aggregated data about healthcare needs and resources

4. Pathogen data impacting human health

5. Healthcare-related administrative data in structured format

6. Human genomics and other molecular data (omics)

7. Generated by people via digital resources

8. About the professional status of a practitioner

9. Public health registries

10. Medical records including mortality

11. Clinical trials that have ended

12. Data from medical devices

13. Data from registers for medical devices and medicines

14. Completed research related to health

15. Biobanks and associated databases

16. Data related to insurance, professional and 

educational status, lifestyle, well-being 

and behavior



Chapter IV: Secondary use

1. Scope of data types (minimum categories art. 33)

2. Prohibited purposes

3. Governance on secondary use of health data 

4. Application of data-altruïsm

5. Fees for access to data for secondary use 

6. Conditions for access to data

7. Cross-border access

8. Data sets and their quality

Important principle: data stays at the source.



Governance on secondary use

• Each Member state establishes on or more Health 
Data Access Body /ies (HDAB’s)

• The HDAB will become a central facility for
processing data requests and making health data 
available

• The HDAB hands out data permits for access to 
health data

• The HDAB reports publicly and is accountable on 
an European level



HDAB schematisch
Vergunning

Ethische toets aanvraag
gepseudonimiseerde

data



HDAB’s in the Netherlands

• Currently investigating whether we want 1 or more HDAB(‘s)

• The must always be 1 coördinating HDAB

• Consortium of CBS, RIVM, VWS and Health-RI for developing the 
necessary business capabilities for a HDAB in the Netherlands

• Application for the European Commission (sept ‘22 – febr ‘23)

• Project plans (juli - dec ‘23)

• Ontwerpfase, ontwikkelfase en

Implementatie (dec ‘23-’27)



HDAB consortium
10 work packages

1) Management and coordination

2) Dissemination, training and support

3) Evaluation

4) Sustainability

5) Data Access Application Management Solution

6) Dataset catalogue

7) Secure processing environments

8) Infrastructural solutions

9) Data quality enhancement

10) Establishment of a coordinating HDAB



Forms of consent on secondary use

• General approach Council: opt-out

• General approach Parliament: opt-out, with
exception of human genomics and biobanks
(opt-in)

• In the national parliament: shift from opt-in to 
opt-out



Timeline

With reservations, but:

• The Council has finished it’s General Approach: november 2023

• The Parliament has finished it’s General Approach: november 2023

• Start trilogue: december 2023

• Completion trilogue: end of March 2024 (BE presidency)

• Consent Council and EP april/may 2024

• National implementation 5 to 7 years



Stay up to date

www.platform.informatieberaadzorg.nl

www.gegevensuitwisselingindezorg.nl

www.health-ri.nl

• Upcoming years: consultations, working groups
etc

http://www.platform.informatieberaadzorg.nl/
http://www.gegevensuitwisselingindezorg.nl/
http://www.health-ri.nl/


Thank you very much


