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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 It will not be published or passed on to third 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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1. EHDS and TEHDAS2 in a nutshell
2. TEHDAS2 Documents for public consultation on September 30th, 2025
3. Presenting today‘s document: 

Draft guideline for Health Data Access Bodies on fees and penalties for non-
compliance related to the EHDS regulation

3.1 Legal background
3.2 Summary of the document
3.3 Critical points
3.4 Who should comment?

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 
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https://health.ec.europa.eu/document/download/4dd47ec2-71dd-49fc-b036-ad7c14f6ed68_en?filename=ehealth_ehds_qa_en.pdf
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1. EHDS and TEHDAS2 in a nutshell
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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. bereits erfolgt)
 Die Guidelines werden vor 

Verabschiedung und Annahme durch die 
EU öffentlich zur Kommentierung gestellt. 
Beginn: 30. Sept. 2025 (2 Monate)
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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).

 The next wave of public consultations will be in Sept-Oct 2025

EHDS – Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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2. TEHDAS2 Documents for public consultation on September 30th, 2025

MS/D Description
4.1 Draft guideline for Health Data Access Bodies on fees and penalties for non-compliance related to the EHDS regulation

5.2 Draft guideline for Health Data Access Bodies on minimum categories and limitations on the reuse of health data

6.1 Draft guideline for data holders on making personal and non-personal electronic health data available for reuse

6.3 Draft guideline for Health Data Access Bodies on the procedures and formats for data access

6.4 Data Access Application Management System (DAAMS) – Draft technical specification for health data access bodies

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

7.3 Draft technical specification for Health Data Access Bodies on the implementation of the common IT infrastructure

7.4 Draft technical specification for Health Data Access Bodies on the implementation of secure processing environments

8.1 Draft guideline for Health Data Access Bodies on implementing opt-out from the secondary use of health data

8.1 Draft guideline for Health Data Access Bodies on implementing the obligation of notifying the natural person on a significant 
finding from the secondary use of health data

2nd Wave: Processes to manage permits or data pseudonymisation | SEP-OKT 2025

EHDS – Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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2. TEHDAS2 Online-Workshop-Serie 15.09.-01.10.2025

Date Workshop
Sep 15th, 2025 5.2 Draft guideline for Health Data Access Bodies on minimum categories and limitations on the reuse of health data, 

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

Sep 16th, 2025 8.1.1: Draft guideline for Health Data Access Bodies on implementing opt-out from the secondary use of health data,
Irene Schlünder (TMF e. V., Germany)

Sep 17th, 2025 7.2: Draft guideline for Health Data Access Bodies on data minimisation, pseudonymisation, anonymisation and synthetic 
data, Pia Brinkmann (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

Sep 18th, 2025 6.1: Draft guideline for data holders on making personal and non-personal electronic health data available for reuse, 
Dr. Marije van Melle (Nictiz, Netherlands)

Sep 24th, 2025 6.3: Draft guideline for Health Data Access Bodies on the procedures and formats for data access,
Rosa Juuti (Findata, Finland)

Sep 25th, 2025 6.4: Draft Data Access Application Management System (DAAMS) – Draft technical specification for health data access 
bodies, Dr. Ana Mužinić (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

Sep 26th, 2025 7.3: Draft technical specification for Health Data Access Bodies on the implementation of the common IT infrastructure,
Amélie Schäfer (Health Data Hub, France)

Sep 29th, 2025 7.4: Draft technical specification for Health Data Access Bodies on the implementation of secure processing environments, 
Heikki Lehväslaih (CSC - IT Center for Science, Finland)

Sep 30th, 2025
8.1.2: Draft guideline for Health Data Access Bodies on implementing the obligation of notifying the natural person on a 
significant finding from the secondary use of health data, 
Dr. Gergely Mikesy (Semmelweis University Health Services Management Training Centre, Hungary)  

Oct 1st, 2025 4.1: Draft guideline for Health Data Access Bodies on fees and penalties for non-compliance related to the EHDS 
regulation, Pia Brinkmann (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

Mehr Information & Anmeldung: https://www.tmf-ev.de/news/ehds-oeffentliche-konsultationen-starten-im-herbst 
EHDS – Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees

Example  HDL in Germany
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees

EHDS Article 62

Summary of Article 62:
• (1) HDABs/Union health data services/Trusted data holders may charge fees.

• Cover: assessing, issuing, refusing, amending, consolidation, preparation, pseudonyisation, 
provision, reduced fees

• (2) DH shall be reimbursed for compiling and preparation of data
• (3) fees shall be transparent and non-discriminatory
• (4) disgreement for DH and DU – HDAB sets proportionate fees
• (5) DU shall be informed about the fee and the conditions of withdrawal
• (6) Fee policies will be an implementing act.

–EHDS Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees

Disclaimer: This guidance is non-binding and may be updated as further implementing acts and 
delegated acts are adopted by the European Commission or guidelines by the EHDS Board.

Content:
• Which costs can be included in the fees (and which are excluded),
• To whom the fees should be paid, and
• When the fees should be paid by the data user.

Goal: The objective is to promote consistent financial practices across Member States in line with the 
principles of transparency, non-discrimination and competition neutrality set out in the EHDS 
regulation.

Target audience: HDABs, TDHs and DHs 
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees

Excluded costs:
• Data collection and processing realised for medical purposes
• Data discovery phase
• Information on significant findings

Included costs: 
• 1) Receipt of a Data Access Application/ Data Request 
• 2) Data permit/Data request approval
• 3) Data preparation for the request
• 4) Provision of the data
• 5) Use of the data

–EHDS Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees
1) Receipt of a Data Access Application/ Data Request 
Included costs  HDAB: 
• the management of the application (application check process), 
• the running and updating of the public information system, 
• the regulatory feasibility,
• the assessment of the datasets to be requested to DHs
• the preparation of the quote to respond to the request.
• related administrative overheads directly linked to the request (see Annex 3 for the list of 

proposed overheads)

Included costs  DH:
• the examination of the protocol and feasibility study to assess the capacity to provide the 

requested data based on the protocol
• the preparation of the quote to respond to the request.
• related administrative overheads directly linked to the request 
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees
2) Data permit/Data request approval
• the assessment of the application against the criteria in EHDS (Article 68.1), including the ethical 

evaluation where required (Article 68.1.f)
• the risk mitigation analysis for IP and trade secrets (Article 52),
• Etc.

3) Data preparation for the request
• Database constitution and data collection upon request
• Strategy-dependent costs

4) Provision of the data (note: Data request vs data permit)
• project monitoring
• data quality, linkage and consolidation
• pseudonymisation or anonymisation
• data treatment to preserve protection of intellectual property and trade secrets
• Etc.–EHDS Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees
5) Use of the data
• project closure, activities, including final reporting, data archiving, and controlled data destruction
• long-term storage of metadata or audit logs, where required under national law

To whom the fees are paid:
• Scenario 1) Centralised model (recommended)
• Scenario 2) Decentralised model
• Scenario 3) Hybrid model

–EHDS Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 1: Fees
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

Part 2: Penalties

EHDS Articles 63 & 64

• Target audience: HDABs
• HDABs supervisory powers (Article 63):

• Investigative and monitoring mandate
• Notification obligations and the right to be heard
• Enforcement measures against data users: revocation, suspension and exclusion
• Enforcement measures against DH
• Communication of enforcement measures and compliance deadlines
• Notification and transparency of enforcement measures through the HealthData@EU

infrastructure
• Implementing act  principles for the fee policies and fee structures (Article 62(6). EHDS)
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3. Presenting today‘s document: Draft guideline for Health Data Access Bodies 
on fees and penalties for non-compliance related to the EHDS regulation (4.1)

3.4 Who should comment?

HDABs
TDHs
DHs
Everyone interested….

TEHDAS2 | Dr. Anna Niemeyer Seite 24
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4. Q&A
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Date Workshop
Sep 15th, 2025 5.2 Draft guideline for Health Data Access Bodies on minimum categories and limitations on the reuse of health data

Sep 16th, 2025 8.1.1: Draft guideline for Health Data Access Bodies on implementing opt-out from the secondary use of health data

Sep 17th, 2025 7.2: Draft guideline for Health Data Access Bodies on data minimisation, pseudonymisation, anonymisation and synthetic 
data

Sep 18th, 2025 6.1: Draft guideline for data holders on making personal and non-personal electronic health data available for reuse

Sep 24th, 2025 6.3: Draft guideline for Health Data Access Bodies on the procedures and formats for data access

Sep 25th, 2025 6.4: Draft Data Access Application Management System (DAAMS) – Draft technical specification for health data access 
bodies

Sep 26th, 2025 7.3: Draft technical specification for Health Data Access Bodies on the implementation of the common IT infrastructure

Sep 29th, 2025 7.4: Draft technical specification for Health Data Access Bodies on the implementation of secure processing environments

Sep 30th, 2025 8.1.2: Draft guideline for Health Data Access Bodies on implementing the obligation of notifying the natural person on a 
significant finding from the secondary use of health data

Oct 1st, 2025 4.1: Draft guideline for Health Data Access Bodies on fees and penalties for non-compliance related to the EHDS 
regulation

EHDS – Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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2. TEHDAS2 Online-Workshop-Serie 15.09.-01.10.2025

Date Workshop
Sep 15th, 2025 5.2 Draft guideline for Health Data Access Bodies on minimum categories and limitations on the reuse of health data, 

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

Sep 16th, 2025 8.1.1: Draft guideline for Health Data Access Bodies on implementing opt-out from the secondary use of health data,
Irene Schlünder (TMF e. V., Germany)

Sep 17th, 2025 7.2: Draft guideline for Health Data Access Bodies on data minimisation, pseudonymisation, anonymisation and synthetic 
data, Pia Brinkmann (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

Sep 18th, 2025 6.1: Draft guideline for data holders on making personal and non-personal electronic health data available for reuse, 
Dr. Marije van Melle (Nictiz, Netherlands)

Sep 24th, 2025 6.3: Draft guideline for Health Data Access Bodies on the procedures and formats for data access,
Rosa Jutii (Findata, Finland)

Sep 25th, 2025 6.4: Draft Data Access Application Management System (DAAMS) – Draft technical specification for health data access 
bodies, Dr. Ana Mužinić (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

Sep 26th, 2025 7.3: Draft technical specification for Health Data Access Bodies on the implementation of the common IT infrastructure,
Amélie Schäfer (Health Data Hub, France)

Sep 29th, 2025 7.4: Draft technical specification for Health Data Access Bodies on the implementation of secure processing environments, 
Heikki Lehväslaih (CSC - IT Center for Science, Finland)

Sep 30th, 2025
8.1.2: Draft guideline for Health Data Access Bodies on implementing the obligation of notifying the natural person on a 
significant finding from the secondary use of health data, 
Dr. Gergely Mikesy (Semmelweis University Health Services Management Training Centre, Hungary)  

Oct 1st, 2025 4.1: Draft guideline for Health Data Access Bodies on fees and penalties for non-compliance related to the EHDS 
regulation, Pia Brinkmann (Bundesinstitut für Arzneimittel und Medizinprodukte BfArM, Germany)

More information & registration: https://www.tmf-ev.de/news/ehds-oeffentliche-konsultationen-starten-im-herbst 
EHDS – Be prepared for public consultations in TEHDAS2, online workshop series September 15th to October 1st, 2025
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Contact
TMF e. V.
Charlottenstraße 42/Dorotheenstraße
10117 Berlin

www.tmf-ev.de | @TMF_eV

Dr. Pia Brinkmann 
+49 228 99 307 4499 | pia.brinkmann@bfarm.de

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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