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Introduction- 
Why creating the 
HDA
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• A Europe “fit for the digital age" as 

a priority of the Commission for 

2019-2024

European Context

• EU's digital strategy provides for 

the establishment of the European 

Health Data Space (EHDS)

• The EU Data Governance Act, 
approved on May 30, 2022

• EU recovery plan



Communication/ 
Adoption of the 
European data strategy 
(European Commission)

19/02/2020

European Council 
aligned on their position 
towards the proposal

06/12/2023

European Parliament 
aligned on their position 
towards the proposal 

13/12/2023

Publication of the 
evaluation 
roadmap/inception 
impact assessment 

23/12/2020

Moving towards a proposal for regulation
EHDS

Announcement of a 
new legislative 
proposal to create a 
European health data 
space (Ursula von der 
Leyen - State of the 
Union)

16/09/2020

Proposal of the EHDS 
(European Commission)

03/05/2022

Start of the inter-
institutional 
negotiations 
(trilogues) 

14/12/2023

EU reaches 
political 
agreement on 
EHDS

15/3/2024

MEPs approve 
creation of 
EHDS

24/4/2024

Expected 
publication and 
delegated acts 
(+start 
implementation 
timing)

February 2025



Belgian Context

• Numerous healthcare data, but 

fragmented and scattered across 

organizations and systems.

• Need for an integrated federal 

initiative on (re)use of these data.

• October 28, 2021: Coalition agreement 

and Health Policy Note foreseeing the 

establishment of the Belgian Health 

Data Agency (HDA)

• March 14, 2023: Law establishing the 

HDA



Context behind the creation of the HDA
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PRIMARY USE

Empowering individuals through increased 
digital access and control of their 
electronic personal health data

Myhealth@EU

SECONDARY USE

Providing a consistent, trustworthy and 
efficient set-up for the use of health data 
for research, innovation, policy-making

Healthdata@EU
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European Projects – EHDS implementation for 
secondary use – role of HDA

• The Healthdata@EU pilot project will test European data 
sharing in practice. Current recommendations slowly being 
published and being prepared for further work in Tehdas2

• The results of the joint action Tehdas 2 will be valuable for all 
organisations implementing the EHDS regulation including the 
European Commission, which will prepare the implementing 
acts to accompany the regulation.

• Quantum aims to create a common quality and utility label for 
Europe that will allow its use in all countries for scientific and 
health innovation purposes. 

• SHAIPED will support the synergetic implementation of the 
EHDS regulation with the AI regulation

SHAIPED
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Timeline for implementation
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What will the HDA do?
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Health Data Access Body 
Facilitate the FAIRification 

of data
Support data requests

Facilitate access to the 
data via the metadata

Increase the data literacy 
in the ecosystem

Health Data Agency



FAIRification of data
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Facilitate FAIRification of health data

Findability

Accessibility Interoperability

Reusability

FAIR

HOW?

Guidelines

Tools

Governance

Coordination



Health DCAT-AP
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• The metadata are compliant with the DCAT-
AP standard with regards to the 
properties/variables

• Values & controlled vocabularies are still 
work in progress

• A working data catalog filled with 246 
datasets is publicly available 
(www.catalog.hda.belgium.be)



HDA Data Catalogue
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Data request process
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Need data to 
answer a question

1. Access the HDA 
Website

Requester(s)

Requester(s)

2. Open and 
browse the Data 

Catalogue

3. Search for 
available data

4. Request access 
to the data

5. Answer 
questions of the 
HDA about the 

request

6. Receive 
confirmation from 
the HDA & Data 

Providers

7. Get access to 
the data

8. Conduct 
research using 

the data

9. Safely dispose 
of the data



Secure Processing in Belgium 
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HeDERA

• Location for the SPE(s) to be defined

• Currently listing the major functional 
requirements for the SPE (in HeDERA)

• Choice between a centralized approach, a 
distributed approach, client-server 
deployment or hybrid to be taken

• Art 8 data act - national contact point 



Cross-border gateways

• Official delivery of EHDS Architecture Definition Document in process 

• Following outcome of the CoP , practical application after delivery (via HeDERA)

21Health Data Agency



Example: Diabetes case

Health Data Agency 22

General 

practitioners

Hospitals

Medication

IMA 

Data mutual societies (e.g. 

use of medicines on a 

reimbursement basis.)

Sciensano IQED/IQECAD

Subset diabetes 

treatments in hospitals)

Intego

Surveys of general 

practitioners

Not everyone uses 

diabetes medications to 

treat diabetes (e.g. 

Ozempic)

Not everyone consults a 

general practitioner for 

the treatment of diabetes

Not everyone goes to the 

hospital for diabetes 

treatment



Actors in the diabetes case

Health Data Agency 23

Diabetes 

register

General 

practitioners

Hospitals

Medication

IMA

Use of medications

Sciensano IQED/IQECAD

Patients in hospitals and 

diabetes centers

Intego

Survey of general practitioners.



How did the HDA assist?
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Initial application with the HDA

Analysis of the request 

and collection of the 

necessary information



How did the HDA assist?
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Facilitation of the discussions 

within the diabetes working group

Assistance in the 

drafting the IVC file



conclusion
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Approval

• The file has been approved

• The data can be cross-referenced 

and made available to the three 

actors

Diabetes 

register

Intego

Sciensano

IMA



HDA Academy
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HDA Academy to increase literacy of the Belgian Health Data Ecosystem
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What does (actually) the HDA not do?
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Own health(care) data

Grant data permits

Process health(care) data

Improving the internal processes of 

healthcare organisations

Grant (data-related) budgets

Data Providers

Relevant 
institutions

Data Providers 
& processor

Relevant 
institutions

Relevant 
institutions
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Thank you!

Contact

Katleen.janssens@hda.fgov.be (director)

Inge.franki@hda.fgov.be (EU manager)

Bart.Motmans@hda.fgov.be (communication)

Steffie.persyn@hda.fgov.be (academy)

mailto:Katleen.janssens@hda.fgov.be
mailto:Inge.franki@hda.fgov.be
mailto:Bart.Motmans@hda.fgov.be
mailto:Steffie.persyn@hda.fgov.be
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