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Disclaimer Recording of the online workshop
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This workshop will be recorded for internal purposes. 

The recording is used exclusively for internal quality assurance, evaluation, and further 
development of our workshop offerings. It will not be published or passed on to third 
parties.

By participating, you consent to the recording.



Agenda
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3.2 Summary of the document
3.3 Critical points
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4. Q&A
5. Save the date: Next workshops



1. EHDS and TEHDAS2 in a nutshell
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European Health Data Space (EHDS) – AIMS FROM User perspectives
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1. EHDS and TEHDAS2 in a nutshell
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EHDS2: Secondary Use of Electronic Health Data
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EHDS – Stand der Gesetzgebung

 Das Europäische Parlament hat am 24. April 2024 die legislativen Grundlagen zur 
Schaffung eines Europäischen Gesundheitsdatenraums (EHDS) gelegt.

 Sprachjuristische Endfassung, vom ER am 21.01.2025 verabschiedet. 
 Die EHDS-Verordnung wurde am 5. März 2025 im Amtsblatt der EU veröffentlicht 

und trat 20 Tage später, am 25. März 2025, in Kraft.
 Die Vorschriften der EHDS-Verordnung werden schrittweise angewendet: 

teilweise nach zwei Jahren, teilweise nach vier, sechs oder zehn Jahren nach Inkrafttreten. 
Direkt rechtswirksam in allen EU-Mitgliedstaaten, so auch in Deutschland.

 MyHealth@EU (EHDS I) regelt elektronische grenzüberschreitende Gesundheitsdienste in 
der EU (und die hierfür notwendigen Voraussetzungen).

 Im Rahmen von HealthData@EU (EHDS II) soll das Potenzial der (Sekundär-)Nutzung von 
vorhandenen Gesundheitsdaten für Forschung und Innovation in anonymisierter oder 
pseudonymisierter Form im öffentlichen Interesse erschlossen werden.

  Detailierung durch Durchsetzungsrechtsakte (Implementing Acts) bis 26. März 2027
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https://eur-lex.europa.eu/legal-
content/DE/TXT/?uri=CELEX%3A32025R0327&qid=17417
04307107  

https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=CELEX%3A32025R0327&qid=1741704307107
https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=CELEX%3A32025R0327&qid=1741704307107
https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=CELEX%3A32025R0327&qid=1741704307107
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Finale Fassung (05.03.2025 veröffentlicht) – deutsch / englisch:
https://eur-lex.europa.eu/legal-content/DE/TXT/PDF/?uri=OJ:L_202500327&qid=1741704307107 
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202500327&qid=1741704307107 

https://health.ec.e
uropa.eu/documen
t/download/4dd47
ec2-71dd-49fc-
b036-
ad7c14f6ed68_en?
filename=ehealth_
ehds_qa_en.pdf

https://eur-lex.europa.eu/legal-content/DE/TXT/PDF/?uri=OJ:L_202500327&qid=1741704307107
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202500327&qid=1741704307107
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A joint action with clear scope, timeline and budget

Structured in independent work packages but 
common working methods 

Aims for harmonised implementation of EHDS – 
secondary use of health data 

Produces tangible results in the form of guidelines 
and technical specifications 

High emphasis also on external communication and 
interlinks with other projects 

1. TEHDAS2 in a nutshell
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TEHDAS2 in a nutshell

für Deutschland: BMG, BfArM, gematik, TMF

 TEHDAS2 bereitet die 
Durchsetzungsrechtsakte der EU zum 
EHDS II durch Guidelines vor.

 (Für EHDS I entsprechend: xt-EHR)
 in 3 „Wellen“ (1. und 2. bereits erfolgt)
 Die Guidelines werden vor 

Verabschiedung und Annahme durch die 
EU öffentlich zur Kommentierung gestellt. 
Beginn: 05.05. bis 28.06.2026 (2 Monate)

–EHDS Be prepared for public consultations in TEHDAS2, online workshop series May 11th to May 26th, 2026



Technical specification 
for Health Data Access 
Bodies on the national 
metadata catalogue

WP5

Guideline for data 
holders on data 
description

WP5

Data
discovery

Guideline for Health 
Data Access Bodies on 
minimum categories 
and limitations on the 
reuse of health data

WP5

Guideline for data 
users on good 
application and access 
practice

WP6

Data Access Application 
Management System –
Technical specification 
for Health Data Access 
Bodies

Data 
access WP6

Guideline for data 
holders on making 
personal and non-
personal electronic 
health data available 
for reuse

Guideline for Health 
Data Access Bodies 
on data minimisation, 
pseudonymisation, 
anonymisation and 
synthetic data

WP7

Guideline for Health 
Data Access Bodies 
on linkage of health 
datasets

WP7

Guideline for Health 
Data Access Bodies 
on the procedures 
and formats for data 
access

WP6

Data 
preparation

Guideline for data users 
on how to use data in a 
secure processing 
environment

WP7

Technical specification for 
Health Data Access Bodies 
on the implementation of 
the common IT 
infrastructure

Technical specification for 
Health Data Access 
Bodies on the 
implementation of secure 
processing environments

Use of 
data Guideline for data 

users on handling 
research outcomes

WP8

Finalisation
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Guideline for Health 
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on enrichment of 
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Guideline for data user 
navigating the 
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WP5

WP5

Published 

Finalised
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Data
discovery

Data 
access

Data 
preparation

Use of 
data

Finalisation

WP4 Guideline for Health Data Access Bodies on international and third country access and transfer of electronic health data

WP4 Guideline for Health Data Access Bodies on fees and penalties for non-compliance regulated to the EHDS regulation

WP4 Guideline for Health Data Access Bodies on collaboration with other parties

WP8 Guideline for Health Data Access Bodies on the obligation of notifying the natural person on a significant finding from the secondary use of health data

WP8 Guideline for Health Data Access Bodies on opt-out mechanism from the secondary use of health data

WP8 Guideline for Health Data Access Bodies on informing natural persons about the use of health data – "Citizen Information Point"

EHDS user journey and related WP deliverables 2/2



Co-funded by
The Health Programme
of the European Union

Public consultation results

- Summaries integrated as part of the final documents
- Common feature: more specific or operational guidance expected 

- KPI: 30 replies for each guideline from at least 14 European countries
- 1st public consultation: 

– 4 documents: 78–106 responses/guideline, 15–16 countries

– Altogether around 350 responses

- 2nd public consultation: 
– 11 guidelines: 40–99 responses/guideline, 12–16 countries

– Altogether around 760 replies (consolidated responses)
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2. TEHDAS2 Guidelines

https://tehdas.eu/

https://tehdas.eu/
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2. TEHDAS2 Participate in the public consultations

TEHDAS2 develops guidelines and technical specifications to enable seamless secondary use of 
electronic health data across Europe under the European Health Data Space (EHDS).
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2. TEHDAS2 Online-Workshop-Serie 11.05.-26.05.2026

Date Workshop
May 11th, 2026 Draft guideline for data enrichment (M5.4),

Dr. Anna Niemeyer (TMF e. V., Germany)

May 12th, 2026 Draft guideline for health data access bodies on international and third country access and transfer of electronic health 
data (M4.3), Irene Schlünder (TMF e. V., Germany)

May 18th, 2026 Draft guideline for health data access bodies on informing natural persons about the use of health data – “Citizen 
Information Point” (M8.3), Irene Schlünder (TMF e. V., Germany)

May 19th, 2026 Draft guideline for health data access bodies on linkage of health datasets (M7.5),
Pia Brinkmann (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

May 21st, 2026 Draft guideline for data users navigating the catalogue (M5.5),
Dr. Anna Niemeyer (TMF e. V., Germany)

May, 22nd,2026 Draft guideline for data users on handling research outcomes (M8.4),
Chryso Pieridou, PhD (Karaiskakio Foundation, Cyprus)

May 26th, 2026 Draft guideline on a framework for collaboration (M4.2),
Beatriz Barros (Sciensano, Belgium)

More information & registration: https://www.tmf-ev.de/news/tehdas2-public-consultations-tmf-workshops-mai-2026 
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3. Presenting today‘s document: Draft guideline for data enrichment (M5.4)

3.1 Legal background: EHDS Regulation – Recital 57 

“Health data users who benefit from access to datasets provided for under this Regulation
could enrich the data in those datasets with various corrections, annotations and other
improvements, for instance by supplementing missing or incomplete data, thus improving
the accuracy, completeness or quality of the data in the datasets. Health data users should
be encouraged to report critical errors in datasets to health data access bodies.
To support the improvement of the initial database and further use of the enriched dataset,
Member States should be able to establish rules for the processing and the use of electronic
health data containing improvements related to the processing of those data. The improved
dataset should be made available free of charge to the original health data holder
together with a description of the improvements. The health data holder should make the
new dataset available, unless it provides a justified notification to the health data access
body for not doing so, for instance in cases in which the enrichment by the health data user is
of low quality.”



3. Presenting today‘s document: Draft guideline for data enrichment (M5.4)
3.2 Summary of the document
1. Conceptual Framework of Data Enrichment

• Definition & Typology: The guideline establishes a distinction between internal enrichment (transforming data from within the provided 
dataset, e.g., feature derivation or clinical scoring) and external enrichment (appending authorised contextual data, such as socio-economic 
or environmental indicators, within the SPE).

• Delineation from Linkage: It clarifies that enrichment is a post-access, user-driven analytical operation, whereas data linkage is a pre-access, 
centralised process managed by HDABs

2. The Data Enrichment Journey
• Operational Pathways: To facilitate the voluntary feedback loop envisioned in EHDS Recital 57, the document proposes three pathways.
• Priority on Methodology (Pathway B): Reflecting the technical constraints of data holder infrastructures, the guideline prioritises the sharing 

of well-documented methodologies, executable code, and algorithms over the transfer of enriched datasets.
• Exceptional Dataset Transfer (Pathway C): Outlines the rare scenarios where dataset transfer may be justified, requiring formal controller-to-

controller agreements and robust infrastructure
3. Considerations on Implementation Standards and Interoperability

• Semantic Interoperability: Use of international standards including SNOMED CT, LOINC, and HL7 FHIR to ensure enrichments are 
interpretable and reusable across the EHDS ecosystem.

• Metadata Management: Guidance on utilising HealthDCAT-AP versioning properties (e.g., isVersionOf and versionNote) to maintain 
traceability and link enriched datasets to their original versions

4. Considerations on Governance and Risk Mitigation
• Privacy & Re-identification: Provides a framework for re-evaluating re-identification risks, as enrichment increases data granularity. This is 

particularly critical for vulnerable cohorts like rare diseases or paediatric oncology, where derived clinical phenotypes can make individual 
profiles highly distinctive.

• Legal Instruments: Suggestions for integrating enrichment-related clauses into Data Permits or Data Use Agreements (DUAs) to clarify rights 
regarding transformations and output sharing.
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Main elements of the draft guideline
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Conceptual understanding of data enrichment
 What defines data enrichment and the types of 

operations it may include (internal vs external)

Data enrichment in the EHDS user journey
 Where enrichment may occur and identification of 

potential enrichment procedures and feedback loops

The feedback loop 
 Envisioning a process where users return descriptions of 

improvements, following the data user journey and roles 
of key actors (data users, HDABs, data holders)

Pathways: 
 Emphasizing sharing methodologies, code, and 

algorithms, supporting reuse and reproducibility

Governance, legal and operational considerations
 How enrichment can be integrated into governance and 

technical frameworks, including key legal aspects of 
sharing outputs and practical operational elements such 
as documentation, standards, and infrastructure
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3. Presenting today‘s document: Draft guideline for data enrichment (M5.4)

3.3 Critical points

Lack of binding force
 The non-binding nature of the recital makes it difficult to provide clear and 

unambiguous recommendations.
Standardisation of communication
 Exploring the options for standardising communication regarding enrichments with fit-

for-purpose mechanisms, such as those being developed within the QUANTUM
project.

Clarification of roles and incentives
 Gathering feedback on how to ensure appropriate recognition, incentives, and clear 

expectations for data users contributing enrichment.
Examples and governance approaches
 Identifying existing models, practices, or initiatives across Member States to enrich the 

guideline’s practical examples and inform future approaches to data enrichment.
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3. Presenting today‘s document: Draft guideline for data enrichment (M5.4)

3.4 Who should comment?

 Data user, data holder, HDABs

… and why?
 Your expertise is essential for refining the proposed approaches to data enrichment, 

including the relevance and scientific value of enrichment and how it is 
communicated within the EHDS framework.

… what are we looking for?
 We specifically seek feedback on the proposed pathways, as well as the legal, 

organisational, and operational considerations, including the role of HDABs as 
intermediaries and how to ensure feasible and efficient processes.
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Co-funded by
The Health Programme
of the European Union

Public consultation

- The public consultation is open to all 
stakeholders from 5 May to 28 June.

- Draft documents, feedback forms and 
instructions can be found on tehdas.eu/public-
consultations once the consultation opens.

- Submit your feedback via the provided forms.

- Your feedback is valuable input for the authors 
when they edit and finalise the documents!

Read more!
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4. Q&A
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2. TEHDAS2 Online-Workshop-Serie 11.05.-26.05.2026

Date Workshop
May 11th, 2026 Draft guideline for data enrichment (M5.4),

Dr. Anna Niemeyer (TMF e. V., Germany)

May 12th, 2026 Draft guideline for health data access bodies on international and third country access and transfer of electronic health 
data (M4.3), Irene Schlünder (TMF e. V., Germany)

May 18th, 2026 Draft guideline for health data access bodies on informing natural persons about the use of health data – “Citizen 
Information Point” (M8.3), Irene Schlünder (TMF e. V., Germany)

May 19th, 2026 Draft guideline for health data access bodies on linkage of health datasets (M7.5),
Pia Brinkmann (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

May 21st, 2026 Draft guideline for data users navigating the catalogue (M5.5),
Dr. Anna Niemeyer (TMF e. V., Germany)

May, 22nd,2026 Draft guideline for data users on handling research outcomes (M8.4),
Chryso Pieridou, PhD (Karaiskakio Foundation, Cyprus)

May 26th, 2026 Draft guideline on a framework for collaboration (M4.2),
Beatriz Barros (Sciensano, Belgium)

More information & registration: https://www.tmf-ev.de/news/tehdas2-public-consultations-tmf-workshops-mai-2026 
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Contact
TMF e. V.
Charlottenstraße 42/Dorotheenstraße
10117 Berlin

www.tmf-ev.de | @TMF_eV

Dr. Anna Niemeyer
+49 30 22 00 24 764 | anna.niemeyer@tmf-ev.de

Irene Schlünder
+49 30 22 00 24 742 | irene.schluender@tmf-ev.de
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