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Disclaimer Recording of the online workshop SEE ﬁM F

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 It will not be published or passed on to third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.
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1. EHDS and TEHDAS2 in a nutshell TEH ﬂMF

European Health Data Space (EHDS) — AIMS FROM User perspectives
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1. EHDS and TEHDAS2 in a nutshell B&H

EHDS2: Secondary Use of Electronic Health Data

Data What health data exists to support my project (research, public policy, innovation)?
LSO LU What supplementary data (e.g., demographic) exists and how can it be linked?

x - P‘;".rmi.t Can | use this data for my project?
Jata user — application

Data Issue permit and make data ready for use, ensuring data quality, privacy and
CHEICUGLE |inkability.

Data

provision Give access to Secure Processing Environment.

=

@”@ TIIII
Health Data Health Data
Holders Access Body

P Data use Link, analyse and process data.

Results Publish results, ensuring privacy and verifiability,
transparency.

output

Data user
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EHDS - Stand der Gesetzgebung SEE ﬂM F

» Das Europaische Parlament hat am 24. April 2024 die legislativen Grundlagen zur
Schaffung eines Europaischen Gesundheitsdatenraums (EHDS) gelegt.

» Sprachjuristische Endfassung, vom ER am 21.01.2025 verabschiedet.

» Die EHDS-Verordnung wurde am 5. Marz 2025 im Amtsblatt der EU veroffentlicht
und trat 20 Tage spater, am 25. Marz 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 1) regelt elektronische grenziiberschreitende Gesundheitsdienste in
der EU (und die hierfiir notwendigen Voraussetzungen).

» Im Rahmen von HealthData@EU (EHDS Il) soll das Potenzial der (Sekundar-)Nutzung von
vorhandenen Gesundheitsdaten fiir Forschung und Innovation in anonymisierter oder
pseudonymisierter Form im o6ffentlichen Interesse erschlossen werden.

» =» Detailierung durch Durchsetzungsrechtsakte (Implementing Acts) bis 26. Marz 2027
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Amtsblatt DE
der Europaischen Union Reihe L
5.3.2025

2025327

VERORDNUNG (EU) 2025/327 DES EUROPAISCHEN PARLAMENTS UND DES RATES
vom 11. Februar 2025

iiber den europiischen Gesundheitsdatenraum sowie zur Anderung der Richtlinie 2011/24/EU und
der Verordnung (EU) 2024/2847

(Text von Bedeutung fiir den EWR)

DAS EUROPAISCHE PARLAMENT UND DER RAT DER EUROPAISCHEN UNION —
gestiitzt auf den Vertrag uber die Arbeitsweise der Europdischen Union, insbesondere auf die Artikel 16 und 114,
auf Vorschlag der Europaischen Kommission,

nach Zuleitung des Entwurfs des Gesetzgebungsakts an die nationalen Parlamente,

nach Stellungnahme des Europaischen Wirtschafts- und Sozialausschusses ('),

nach Stellungnahme des Ausschusses der Regionen (3),

gemiR dem ordentlichen Gesetzgebungsverfahren (),

in Erwagung nachstehender Griinde:

(1) Ziel dieser Verordnung ist es, den europaischen Gesundheitsdatenraum (European Health Data Space, im Folgenden
-EHDS") einzurichten, um den Zugang natiirlicher Personen zu ihren personenbezogenen elektronischen
Gesundheitsdaten und ihre Kontrolle iiber diese Daten im Zusammenhang mit der Gesundheitsversorgung zu
verbessern und andere Zwecke, die mit der Verwendung elektronischer Gesundheitsdaten im Gesundheitswesen und
im Pflegesektor verbunden sind und der Gesellschaft zugutekimen, wie etwa Forschung, Innovation,
Politikgestaltung, Vorbereitung und Reaktion auf Gesundheitsbedrohungen, auch zur Pravention und Bewiltigung
kiinftiger Pandemien, Patientensicherheit, personalisierte Medizin, amtliche Statistik oder Regulierungstatigkeiten,
besser zu erreichen. Dariber hinaus ist es Ziel dieser Verordnung, das Funktionieren des Binnenmarkts zu
verbessern, indem im Einklang mit den Werten der Union cin einheitlicher Rechtsrahmen und technischer Rahmen
insbesondere fiir die Entwicklung, Vermarktung und Verwendung von Systemen fur elektronische Gesundheits-

Finale Fassung (05.03.2025 verd

(2) _ Die COVID-19-Pandemie hat deutlich gemacht, dass ein zeitnaher Zugang zu hochwertigen elektronischen

: o DWS“ d‘t’) deutsct
https://eur-lex. éwéw;: w:;zfléwi:%mgem%@mmw[)

Official Journal EN
of the European Union L series

2025327 5.3.2025
REGULATION (EU) 2025/327 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 11 February 2025

on the European Health Data Space and amending Directive 2011/24/EU and Regulation (EU)
2024/2847

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 16 and 114 thereof,
Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee (*),

Having regard to the opinion of the Committee of the Regions (%),

Acting in accordance with the ordinary legislative procedure (),

Whereas:

(1) The aim of this Regulation is to establish the European Health Data Space (EHDS) in order to improve natural
persons’ access to and control over their personal electronic health data in the context of healthcare, as well as to
buur achieve other purposes involving the use of electronic health data in the healthcare and care sectors that

ul mm society, such as research, innovation, policymaking, health threats preparedness and response,
7 eng enting and addressing future pandumgs patient safety, personalised medicine, official statistics or
ngu alon

F/?uri=

ivities. In addition, this Regulation’s goal is to improve the functioning of the internal market by laying

down a uniform legal and technical framework in particular for the development. marketing and use of electronic
OJ:L 202500327&qid=1741704307107
a sty n

poglicherweise Zu einer wirksameren Bu\altlgung kunfn ger

ur-lex.europa.eu/legal-content/EN/TX

/PD

F/?uri=0J:L 202500327&qid=1741704307107

SUCT CICCITONIC Neann data. Su TITICTy Aceess CC OLCT

Kinische patien gnm.\nagumn 1m TV CTTANTen A I S O0en \ntmmn Zu eroq icnen,
d«krmms«hg Gtsundhulsdahn von COVID-19-Patienten auszutauschen, die wahrend des Hohepunkts dieser
Pandemie den Gesundheitsdienstleister wechselten oder sich von einem Mitgliedstaat in einen anderen begaben.
Diese Anpassung war jedoch nur eine Notfalllosung, die verdeutlichte, dass ein struktureller und koharenter Ansatz
auf Ebene der Mitgliedstaaten und der Union erforderlich ist, um die Verfugbarkeit elektronischer Gesundheitsdaten
fir die Gesundheitsversorgung zu verbessern und den Zugang zu elektronischen Gesundheitsdaten zu erleichtern
End so wirksame politische Mafnahmen zu steuern und zu hohen Standards fir die menschliche Gesundheit
eizutragen.

(3) Durch die COVID-19-Krise wurde die Arbeit des Netzwerks fiir elektronische Gesundheitsdienste (e-Health-Netz-
werk), eines freiwilligen Netzwerks von fiir digitale Gesundheit zustandigen Stellen, zur tragenden Saule fur die
Entwicklung mobiler Kontaktnachverfolgungs- und Kontaktwarn-Apps fur mobile Gerate und der technischen

ABL C 486 vom 21.12.2022, S. 123,

ABL C 157 vom 3.5.2023, S. 64.

Standpunkt des Europaischen Parlaments vom 24. April 2024 (noch nicht im Amtsblatt veroffentlicht) und Beschluss des Rates vom
21. Januar 2025,

¥ Dunh(uhrunqsl\'&hluss (EU) 2019/1269 der Kommission vom 26. Juli 2019 zur Anderung des Durchfithrungsbeschlusses
2014/287EU der Kommission zur Festlegung von Kriterien fiir die Einrichtung europaischer Referenznetzwerke, fur die Ev. aluierung
dieser Netzwerke und ihrer Mitglieder und zur Erleichterung des Austauschs von Informationen und Fachwissen in Bezug auf die
Einrichtung und Evaluierung solcher Netzwerke (ABL. L 200 vom 29.7.2019, S. 35).

ELI: http://data.curopa.culelifreg/2025/327 o] 1/96

o

surveillance and monitoring, to more effective management of future pandmnu toa rndumon of costs and to
improving the response to health threats, and ultimately could help to save more lives. In 2020, the Commission
urgently adapted its Clinical Patient M: System, established by Commission Implementing Decision (EU)
2019/1269 (), to allow Member States to share electronic health data of COVID-19 patients moving between
healthcare providers and Member States during the peak of that pandemic. However, that adaptation was only an
emergency solution, showing the need for a structural and consistent approach at Member State and Union level,
both in order to improve the availability of electronic health data for healthcare and to facilitate access to electronic
health data in order to steer effective policy responses and contribute to high standards of human health.

(33 The COVID-19 crisis strongly cemented the work of the eHealth Network, a voluntary network of authorities
responsible for digital health, as the main pillar for the development of contact-tracing and contact-warning

) O] C 486, 21.12.2022, p. 123.

%) 0] C 157, 3.5.2023, p. 64.

’)  Position of the European Parliament of 24 April 2024 (not yet published in the Official Journal) and decision of the Council of
21 January 2025.

()  Commission Implementing Decision (EU) 2019/1269 of 26 July 2019 amending Implementing Decision 2014/287/EU setting out
criteria for establishing and evaluating European Reference Networks and their Members and for facilitating the exchange of
information and expertise on establishing and evaluating such Networks (O] L 200, 29.7.2019, p. 35)

ELI: http://data.curopa.culelijreg/2025/327 o 1/96
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1. TEHDAS2 in a nutshell

SR Qe

TEHDAS?2 in a nutshell

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

fur Deutschland: BMG, BfArM, gematik, TMF

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

TEHDAS?2 bereitet die
Durchsetzungsrechtsakte der EU zum
EHDS Il durch Guidelines vor.

(FGr EHDS | entsprechend: xt-EHR)
in 3 ,Wellen” (1. und 2. bereits erfolgt)

Die Guidelines werden vor
Verabschiedung und Annahme durch die
EU offentlich zur Kommentierung gestellt.
Beginn: 05.05. bis 28.06.2026 (2 Monate)

Mi7/Jan-26 M27/Nov-26

M8/Apr-25
First wave

Second wave Third wave

~ 7 milestones ~ 7 milestones

~ 7 milestones

M10-14 Mig-23 M29-33
Deliverables Deliverables Deliverables

Tha O P : M33-36
I'he Commission will suggest Final report, with
the most urgent a handover

guidelines/specifications.
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2. TEHDAS2 Guidelines TEH T

Third public consultation https://tehdas.eu/

5 MAY - 28 JUNE
TOPIC: Collaboration with third countries, data enrichment and
informing citizens

Documents scheduled for public consultation:

1. Draft guideline on a framework for collaboration

2. Draft guideline for health data access bodies on international and third country access and
transfer of electronic health data

3. Draft guideline for data enrichment

4. Draft guideline for data users navigating the catalogue

5. Draft guideline for health data access bodies on linkage of health datasets

6. Draft guideline for health data access bodies on informing natural persons about the use of
health data — “Citizen Information Point”

7. Draft guideline for data users on handling research outcomes

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11t to May 26, 2026 Seite 11
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2. TEHDAS2 Participate in the public consultations SEE ﬁM F

TEHDAS?2 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 May/June 2026

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11" to May 26", 2026 Seite 12



2. TEHDAS2 Online-Workshop-Serie 11.05.-26.05.2026 S'Eg ﬁM F

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

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

May, 22",2026

May 26t, 2026

More information & registration: https://www.tmf-ev.de/news/tehdas2-public-consultations-tmf-workshops-mai-2026

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11t to May 26, 2026 Seite 13


https://www.tmf-ev.de/news/tehdas2-public-consultations-tmf-workshops-mai-2026

3. Presenting today‘s document: Draft guideline for data users on handling EEE ﬁN\ =
research outcomes (M8.4)

3.1 Legal background
Key focus of the guideline
The guideline focuses specifically on obligations arising after outcomes are generated through

authorised secondary use.

Processing Phase Outcome Phase

Processing of personal electronic health Handling of results, outputs and

data outcomes

Secure Processing Environment (SPE) Reporting and dissemination
GDPR + EHDS governance EHDS transparency obligations
Articles 6 & 9 GDPR Articles 58, 59, 61(4), 73(2) EHDS

Out of scope

» Data access procedures GDPR interpretation

e Data permit applications * Anonymisation methodologies
e Technical specifications for SPEs * National ethics procedures

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11" to May 26", 2026 Seite 14



3. Presenting today‘s document: Draft guideline for data users on handling researgﬁg ﬁM F
outcomes (M8.4)

3.2 Summary of the document

1. Scope of the guideline

* Qutcome-related obligations only
* Focus on secondary data users

* Non-binding guidance document

2. Main obligations under EHDS

* Reporting outcomes to HDABs

* Transparency obligations

 Compliance with output control requirements
* Dissemination within permit conditions

3. Dissemination of outcomes

Scientific publications

Policy and regulatory outputs

Product and service development

Public communication and lay summaries

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11" to May 26", 2026 Seite 15



3. Presenting today‘s document: Draft guideline for data users on handling researgﬁg ﬁM F
outcomes (M8.4)

4. Intellectual property and commercialisation
EHDS does not regulate IP ownership
Access to data # ownership of data
 Commercialisation remains possible

* Transparency obligations still apply

5. Collaboration and accountability

* Consortium coordination mechanisms possible

* Responsibility remains linked to the permit holder
* Reporting obligations remain individual obligations

Key clarifications

* The guideline does not prohibit innovation or commercialisation

* Reporting obligations apply beyond academic research

 Commercially relevant outcomes remain subject to transparency obligations
* Dissemination must comply with output control requirements

EHDS — Be prepared for public consultations in THEDAS2 Seite 16



3. Presenting today‘s document: Draft guideline for data users on handling researgﬁg ﬁM F
outcomes (M8.4)

3.3 Critical points

1. Transparency vs confidentiality
 What level of reporting is sufficient?
* How should commercially sensitive information be protected?

2. Output control and anonymisation

* Practical implementation of Article 73(2)
* Managing re-identification risks

* Consistency across Member States

3. Al and downstream innovation
* Reuse of Al models trained within SPEs
 Boundaries between data use and use of derived knowledge

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11" to May 26", 2026 Seite 17



3. Presenting today‘s document: Draft guideline for data users on handling researgﬁg ﬁM F
outcomes (M8.4)

3.3 Critical points

4. Cross-border implementation

* Harmonised interpretation of EHDS obligations
* Interaction with national frameworks

e Alignment with ethics procedures

5. Practical implementation challenges

* Different expectations for academia and industry
e Operational timelines for reporting

* Administrative burden for secondary data users

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11t to May 26, 2026 Seite 18



3. Presenting today‘s document: Draft guideline for data users on handling resear

outcomes (M8.4)

R4 Qur

3.4 Who should comment?

1. Secondary data users

Universities and research institutes
Hospitals and clinical researchers
SMEs and industry

Al and digital health developers
Research infrastructures

2. Governance and oversight bodies

Health Data Access Bodies (HDABs)
Health data holders

Regulators and policymakers

Data protection and ethics experts

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11t to May 26, 2026
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3. Presenting today‘s document: Draft guideline for data users on handling researgﬁg ﬁM F
outcomes (M8.4)

3. Wider stakeholder community

* Patient organisations

Public health organisations
Scientific societies

Cross-border research consortia

Why stakeholder feedback matters?

* Ensure practical implementation

e Support harmonised interpretation

* Improve legal clarity

* Balance innovation and accountability

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11t to May 26, 2026 Seite 20
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2. TEHDAS2 Online-Workshop-Serie 11.05.-26.05.2026 S'Eg ﬁM F

May 26%, 2026 Draf’F guideling ona 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

EHDS — Be prepared for public consultations in TEHDAS2, online workshop series May 11t to May 26, 2026 Seite 22
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TEd Qe

Contact

CharlottenstralRe 42/Dorotheenstralle
10117 Berlin

www.tmf-ev.de | @TMF_eV

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

Chryso Pieridou, PhD
chryso.pieridou@karaiskakio.org.cy

Dr. Anna Niemeyer
+49 3022 00 24 764 | anna.niemeyer@tmf-ev.de

Irene Schliinder
+49 3022 00 24 742 | irene.schluender@tmf-ev.de
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