HDA Symposium

Insights from the HDA Data Requests:

Explore key takeaways and components of the Data
Access Request Process
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' GRP-HDA-Case Management
B Data Requests +r

T Data Request/Dossier ID ~

Start

Gesprekken

Documenten

Gedeeld met ons
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Site-inhoud
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Research Institutions

Davelopment and innovation,
including: the development of
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training. testing, and evaluating
algorithms, etc.
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@ Nederlands

Gegevens Aanvraag

Welkom bij het online Gegevens Aanvraag formulier. Dit formulier bevat een reeks vragen over uw aanvraag. Gelieve het formulier aandachtig in te vullen, aangezien uw
antwoorden zullen worden gebruikt door het GDA om (1) te begrijpen wat voor soort aanvraag u heeft, en (2) om onmiddellijke vervolgstappen te bepalen.

Merk op dat afhankelijk van het type aanvraag dat u heeft ingediend, u een vervolgvragenlijst kan verwachten, bestaande uit meer geavanceerde vragen over de benodigde
gegevens.

Privacybeleid: https://www.hda.belgium.be/nl/privacybeleid

* Vereist

Informatie over aanvrager

Gelieve de contactgegevens van de contactpersoon te verstrekken. Let op: de contactpersoon is de persoon die gedurende het hele proces contact zal hebben met het GDA.
Als u een organisatie vertegenwoordigt, vink dan het overeenkomstige vakje aan.

Privacybeleid: https://www.hda.belgium.be/nl/privacybeleid

1. Contactpersoon - Naam *

Voer uw antwoord in

2. Contactpersoon - Voornaam *

Voer uw antwoord in

3. Contactpersoon - Functietitel

Voer uw antwoord in

4. Contactpersoon - Telefoonnummer *

Voer uw antwoord in
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HDA - Data Request Reporting

Last refresh date
9/01/2025 8:58:53
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HDA
Total cases New cases this week

Type of requesters

Scientific research in healthcare
Pharmaceutical Companies 9
Healthcare Providers 8
Development and innovation 3
Non-profit Health Organizations 2
Health Informatics Companies 1
Official healthcare statistics 1

Policy-making 1

Cases per data catalog domain

Pathology/Disease/Disorder
Medical activity
Not in catalog
Actor/Party 7
Medical product 3
Individual health status 2
Reimbursements & Insurance
Determinants of health 1

Medical equipment 1

14 6

International cases (total) IVC cases (total)

Cases per data provider

FOD VVVL
RIZIV
Sciensano
Cancer Registry 2
IMA, 1

Réseau Santé Wa... 1

Average throughput time

No IVC involved

IVC involved

Open cases are counted until today

48

Solved cases

13

74% 18

Average duration (days)
Excluding IVC cases

Success Rate
Excluding abandoned cases

status of requests

25

Intake © In progress @In progress (IVC) @ Closed

Reasons of failed requests

8
6
2
1
Datanot  Request Not Small cell
available abando... feasible risk
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Type of requesters

Scientific research in healthcare
Pharmaceutical Companies
Healthcare Providers
Development and innovation
Non-profit Health Organizations
Health Informatics Companies
Official healthcare statistics

Policy-making
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Medical activity 16

Not in catalog 15
Actor/Party 7

Medical product 3
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Reimbursements & Insurance 2
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IMPROVING STANDARDISATION

IMPROVING FINDABILITY
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IMPROVING STANDARDISATION

IMPROVING ACCESSABILITY
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SNOMED CT OMOP CDM
HL/ FHIR

ICD-10/11
LOINC ORPHA DCAT-AP

IMPROVING STANDARDISATION

IMPROVING REUSEABILITY

UNIFORM ACCESS UNIFORM PROCESSING ENVIRONMENT

UNIFORM REQUEST FORM

HDA
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LEGAL FRAMEWORK FOR REUSING
DATA CAN BE IMPROVED
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IMPROVING LEGAL FRAMEWORK
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European Health Data Space clears the
last hurdle in Parliament

The European Parliament adopted on Wednesday (24 April) the European Health Data Space Regulation, a key
step for Europe’s digital healthcare that should facilitate access to cross-border medical data, by 445 votes in
favour and 142 against.
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LOOKING AHEAD: EHDS
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EHDS MADE VISUAL

Inform Report on
natural applications HDAB
person - & requests- (art. 55, 57,58,59, 63)

Art. 58 Art. 59

Public

7T\

h&i;

[ Indicate quality label - Art. ]
56

Data Catalogue - Art. 55

Publish data
usage/
research
results -
Art. 59

(trusted) Data Holder /
Data User . . : Data intermediation entity
Art. 61 - Art. 60, 72

Secure
processing
environment

Art. 73

34



DATA FINDABILITY

Data Catalogue

The HDAB will offer a publicly accessible,

Data quality label

machine-readable metadata catalogue about "Union data quality and utility label" by the
health datasets. It will be accessible at single data holders. This label is mandatory for
information points as specified by EU regulation. datasets funded by the Union or national

public funds, aligning with specific criteria.

(2]

Health Data Agency

Datasets obtained via HDAB’s can be labeled with a

HDA



WHAT IS EHDS COVERING?

Data related to clinical and

Data related to (scientific)

Data related to healthcare

health records

Data from EHRs (Electronic Health
Records)

Population-based registries

Medical and mortality registries
Data from clinical trials, studies, and
investigations

Health data from medical devices

-\Data from biobanks & databases

Data related to health

determinants

« Data on factors impacting health
(socioeconomic, environmental,

behavioral data)

research

Pathogen data

Human genetic, epigenomic, and genomic data
Human molecular data (proteomic,
transcriptomic, metabolomic, lipidomic, and
other omics data)

Data from research cohorts, questionnaires, &

surveys (after publication of first results) a

it/
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electronic health data (through medical

- Data from wellness applications C‘
an N

system & administrative data

Data on healthcare needs, resources,
provision, and access to healthcare
Administrative data (incl. dispension, claims,
and reimbursements)

Health professional status, specialization, and

institution data

Medicinal products & medical devices
\mgistries @

Data related to personal
health and lifestyle

« Automatically generated personal




ALLOWED PURPOSES FOR REUSE

Improving delivery of care, treatment
optimization and providing healthcare

Public interest in the area of public
and occupational health*

Scientific research including:

+ Development and innovation ] )
activities for products or Accepted Policy making and regulatory
services purposes activities*

« Training, testing and
evaluating of algorithms
(incl. AI)

Education or teaching
activities

| statitics® |

* Reserved for public sector bodies and Union institutions, bodies, offices and agencies exercising their tasks conferred to them by Union or national law, includingay\y;erev
processing of data for carrying out these tasks is done by a third party on behalf of that public sector body or of Union ingitutions, agencies and bodies. HDA

N



PROHIBITED PURPOSES FOR REUSE

Activities in conflict with ethical
provisions pursuant to national
law

Advertising or marketing
activities

Developing products or services

Prohibited ducts _
Taking decisions which results in that may harm individuals, public

discrimination on the basis of the

health data obtained

PUrposes health or societies at large
ﬂ

4 b

-

Taking decisions detrimental to a natural person or a group of natural w
persons based on their electronic health data 38




HOW TO REQUEST FOR DATA?

Requested

data in SPE
Data access application

Requested data in

\ 4

What is a data access application? Applicants can
apply to a HDAB to obtain electronic health data.

Single application even when data is sought from
multiple EU member states

For pseudonymized personal data, compliance with
EU and national data protection laws must be detailed

Public sector bodies and EU institutions must
provide similar information as applicants

Health Data Agency

Statistical format

Health data request

\ 4

What is a health data request? Applicants may
request health data with the intention of receiving a
response in anonymized statistical format.

The HDAB is restricted to providing answers
exclusively in statistical format.

The HDAB will review the completeness of the request,
evaluate associated risks, and deliver the anonymized
statistical results within 3 months if possible.

39



DATA PERMIT FOR USING DATA

Rejections are
communicated with
justifications

Once a data permitis
granted, the HDAB requests
data from the data holder

and provides it to the data

(statistical format answers may be
user

provided if suitable)

Data permits are valid up to
10 years Permit updates are

possible through amendment
(Permits can be extended one requests

time)

(
Health Data Agency 40 V



MAXIMUM DURATION TO GET ACCESS

Request Permit Data delivered Research Permit
launched provided in SPE complete expired
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OUR FOCUS FOR 2025

Data Holder n // - AN
/ = SN a%g?lgllzlse \
| J " { to ,
\\ , \ Public /
hRS —_'/ N ~ — 7
Refine request Expand data Explore options for Explore options to
form catalogue SPE expose results
Expand permit Increase data
support holders
Improve case Explore legal
handling limitations
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Data Request Form

HEALTH DATA AGENCY

General information

Please provide the contact person information. Mote that the contact person is the individual wheo will be in contact with the HDA along the process.

If you represent an organization, please tick the corresponding box.

Privacy policy: https:/,

Contact person

Name =

First name »

Job title

Telephone number =

E-mail address =



serviCentw  Ale Favorieten  Geschiedenis CSM/FSM Configurable Workspace

(m Startpagina Specifieke Vraag ~ x Aanvraag gegeve... x | Aanvraag bijkom... x | =

Hallo, Karel!

Krijg wat hulp bij het bijhouden van uw werk met uw persoonlijke startpagina.

Belangrijke items
Controleer deze meetwaarden om de belangrijkste items te bekijken waaraan u kunt werken.

High-priority cases : Unassigned cases

117 38

Cases
Volg uw actieve cases en de cases waaraan uw team werkt.

Mijn actieve cases (3

Laatst vernieuwd 5 uur geleden

Case Aanvraagtype
HDAODD1729 Aanvraag bijkomende gegevens
HDAODD1009 Aanvraag bijkomende gegevens
HDADOD1058 Specifieke Vraag

Cases van mijn teams (56

Laatst vernieuwd 5 uur geleden

Case Aanvraagtype Naam

HDADOD1729 Aanvraag bijkomende gegevens

Onderctainming vonr Infarmatieveilicheideromité-nrorac

CSM/FSM Configurable Workspace ¥

Cases not updated in >3d

2

Naam

Cases with due date

25

Organisatie

Organisatie

Status

Status

Q, Zoeken

Substatus

Toegekend aan

Q
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AS A DATA USER

Data User

« Uniform request form  Make use of available info
» Searchable data catalog « Describing needs for data
« Support for data permits « Making results available

* Processing environment

@
Health Data Agency 50 V

HDA



AS A DATA HOLDER

Data Holder

« Reducing request admin
« EXposing available data
« Support for data permits
* Processing environment

« Support in EHDS aligning

)

 Document available data
» Collaborate on requests
« Keep us informed

Health Data Agency

HDA
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