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Welcome and introduction to the EU “Have your say” public consultation

- Carola Schulz (CANDLE)
Importance of dataset descriptions to National Cancer Data Nodes and
UNCAN.eu

- Jan-Willem Boiten (CANDLE), Jayden Khakurel (UNCAN-Connect)
Why this consultation — Maria Rujano (CANDLE),
Summary of Article 77 EHDS

Feedback to the Implementing Regulation Draft — Carola Schulz (CANDLE),
- Recitals, Subject matter and Scope

Coffee break

Feedback to the Implementing Regulation Draft — Eva Garcia Alvarez
(UNCAN-Connect)
- Metadata elements (Annex C)

- Missing metadata elements

Closure and next steps —
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Importance of dataset descriptions to

National Cancer Data Nodes and
UNCAN.eu

- Jan-Willem Boiten (CANDLE), Jayden Khakurel (UNCAN-Connect)
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Introducing the EU “Have your say” public consultation

context

CNNDLE

Law

Curopean Gomission feedback mechanism

forpublic input on upcoming regulation

In this case: feedback on Draft Implementing
Regulations of the European Health Data
Space Regulation, providing more details on Draft act

Art. 77 on dataset descriptions om0 121 205
The relevant comittee considers this B
feedback before voting for the final
Implementing Regulation Sommission adoption
Relation to TEHDAS2 Public Consultation: i quarer 2026
TEHDAS2 consults public on deliverables

that provide guidance to EHDS stakeholders

and input for the Implementing Regulations

-> Art. 77 Draft Implementing Regulation

already considers TEHDAS2‘s D5.1 Guideline

for data holders on data description and the

respective stakeholder feedback TEHDAS

received

J) In preparation

Upcoming

30 April 2026 Dataset Description Consultation Webinar

Have your say - Public Consultations and Feedback > Published initiatives >  European Health Data Space — dataset descriptions

About this initiative

Summary As part of the European Health Data Space, health data holders will have to provide
descriptions of their datasets to the health data access bodies so they can be
included in the dataset catalogues.

This initiative sets out the basic information that these data holders must provide for
each dataset, along with the details of those requirements.

Topic Public health
Type of act Implementing regulation
Committee C131500

Draft act

Feedback: Open

Feedback period
14 April 2026 - 12 May 2026 (midnignt Brussels time)

The Commission would like to hear your views.

This draft act is open for feedback for 4 weeks. Feedback will be taken into account for finalising this initiative
Feedback received will be published on this site and therefore must adhere to the feedback rules

More about draft acts

In order to contribute vou'll need to reaister or login usina vour existina social media account
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https://tehdas.eu/wp-content/uploads/2025/10/guideline-for-data-holders-on-data-description.pdf
https://tehdas.eu/wp-content/uploads/2025/10/guideline-for-data-holders-on-data-description.pdf

1. Provide tools to improve data quality of

S e cancer data at source
: : =l ToOols
Ecancer Working 2. Provide tools for cancer data analysis to be -
KR REEIIENRAtian: used in secure processing environments
and the European Cancer Patient Digitl Centre (SPEs)
3. Ensure all cancer datasets have a

metadata record in the EU dataset
catalogue

4. Provide advice on common variables for
cancer datasets _

5. Capacity building at national level .

Ecancer Working Group Recommentations-Implementing the UNCAN.eu Network and the European
cancer patient digital centre
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EHDS offers a once-in-a-lifetime opportunity for data
access

CNNDLE

Primary focus for tool development has been in the areas of findability and interoperability
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Primary focus for tool development has been in the areas of findability and interoperability
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Importance of dataset descriptions to UNCAN.eu and
National Cancer Data Nodes

CNNDLE

From EHDS requirement to UNCAN functionality
* EHDS requires datasets to be described using standardised metadata

(HealthDCAT-AP)
These metadata descriptions are the primary input used by UNCAN.eu

What UNCAN.eu uses metadata for
* Identify and index datasets across countries
e Understand
* dataset content (e.g. cancer type, stage, treatments)
* variables and coding systems
* Assess whether datasets can be linked and compared

A Funded by
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Importance of dataset descriptions to UNCAN.eu and National
Cancer Data Nodes

CNNDLE

What breaks without proper metadata

* cancer cohorts cannot be compared across countries

» differences in coding systems prevent linking

» datasets cannot be selected for specific research questions

Why this matters for this consultation

The metadata elements defined in Annex C determine whether cancer datasets (e.g. tumour type, stage,
treatment) are

* interpretable

e comparable

* reusable across countries

Funded by
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Why this consultation
Summary of Article 77 EHDS

— Maria Rujano (CANDLE)
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What the regulation actually does 4 CNNDLE

Scope and actors:

* Provides details for implementation for Article 77 EHDS Regulation

* Appliesto: health data holders, health data access bodies, authorised participants in HealthData@EU
* Covers both personal and non-personal electronic health data

Core obligations 2 article 3 of Draft Implementing Regulation + annex

* Mandatory provision of a defined set of minimun metadata elements

e Metadata must follow:

Timeline
* HealthDCAT-AP structure » Regulation applies from 26 March
* Defined cardinalities 2029 - long lead time, but:
* Controlled vocabularies * system changes
« Annual verification requirement * metadata mapping

* governance arrangements

Technical framework: )
* need early planning

* HealthDCAT-AP is the required metadata profile
* Built on DCAT-AP, tailored for health datasets

* Enables semantic & technical interoperability across Member States

Funded by

30 April 2026 Dataset Description Consultation Webinar B - European Union 13




Strategic priorities for our consultation 4 C,QNDLE

 Core Framework: The mandatory use of HealthDCAT-AP (Part A of the Annex)
Discussion Point: Is the current/upcoming infrastructure compatible? Do we need new tools?
« Minimum Metadata Elements: The specific list in Part B of the Annex (see next slide)

Discussion Point: Are the required fields feasible to extract from legacy systems? Are any definitions
ambiguous?

 Operational Requirements:
Discussion Points:
* Annual Verification: The requirement to verify dataset accuracy at least annually (Recital 3).
 Timeline: Application starts March 2029 - Is this realistic for our roadmap?
e Strategic Questions for Partners:
 What are the potential burdens of compliance?
* Arethere gaps in the metadata that could hinder data discovery?

* How should we frame our position on voluntary additional metadata (Article 1.3)?

A Funded by
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Feedback to the Implementing
Regulation Draft
- Recitals, Subject matter and Scope

- Carola Schulz

Dataset Description Consultation Webinar




Recitals, Subject matter and Scope 4 C,QN DLE

eRecitals: summarise EHDS Article 77: see previous slides
Article 1 — Subject matter and scope
*Sets minimum metadata elements and their characteristics for dataset descriptions
*Applies to health data holders providing descriptions to HDABs for secondary use of
electronic health data
*Also applies to authorised participants in HealthData@EU
*Allows voluntary additional metadata elements if the same metadata framework is
used
Article 2 — Definitions
*Uses the definitions set out in HealthDCAT-AP, as referred to in Annex Part A.
*Article 3 — Requirements for minimum metadata elements
*Requires health data holders to provide the minimum metadata elements listed in
Annex Part B.
*Requires these elements to follow HealthDCAT-AP definitions, structure, cardinalities
and controlled vocabularies.
Article 4 — Entry into force and application
*Applies from 26 March 2029.

A Funded by
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Feedback to the Implementing
Regulation Draft
- Metadata elements (Annex C)

- Missing metadata elements
— Eva Garcia Alvarez (UNCAN-Connect)
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Order of metadata elements to discuss 4 C,QNDLE

Proposed order of the properties for the discussion:

1. Description 13. Publisher

2. Health category 14. Geographical coverage
3. Health theme 15. Temporal coverage

4. Variables 16. Type

5. Coding system 17. ldentifier

6. Codevalues 18. Keyword

7. Provenance 19. Distribution

8. Conformsto 20. Is structured

9. Accessrights 21.Number of records

10. Has personal data 22. Number of unique individuals
11. Custodian 23. Contact point

12. Health Data Access Body 24.lLanguage

25. Applicable legislation
26. Was generated by
27.Title

MetadataElementsPriorities

A Funded by
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https://lygatureprojectplaza.sharepoint.com/:x:/r/sites/HORIZON-MISS-2024-CANCER-01-02/Shared%20Documents/03.%20Work%20Packages/WP3%20Technical%20interoperability%20of%20NCDNs%20with%20major%20platforms%20in%20the%20EHDS%20framework/T3.3/MetadataElementsPriorities.xlsx?d=wc8dc9ea179c14a2bad1c67ac95e72f18&csf=1&web=1&e=zGBj9p

Closure and next steps CNNDLE

* Slides will be published on zenodo and shared via email with you
* Your feedback will feed into UNCAN-Connect‘s and CANDLE s joint response to the public
consultation, we will submit 12 May 2026 on the Have Your Say Page

Funded by
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Engage with the projects! C,QNDLE

One form to engage with
UNCAN-Connect, CANDLE,
EU-CiP!

Sign up for the group here

30 April 2026 Dataset Description Consultation Webinar
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