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AGENDA OUTLINE



Introduction of European Health Data 
Space (EHDS) Regulation

Speaker: Magdalena Kogut –
Czarkowska, Timelex



EHDS Regulation

• Published in March 2025 
• Staggered applicability 

(first deadline March 
2027)

• Complex 
implementation process 
on EU and national level



Secondary use

purposes that benefit 
the society

• research & 
innovation

• policy-making, 
patient safety 
personalised 
medicine

• official statistics or 
regulatory activities

Introduction of EHDS
Primary use

data in the context 
of healthcare

• treating the 
patient

• prescription and 
dispensation of 
medicinal 
products and 
devices

• social security, 
administrative 
services etc.

Health
professionals

Researchers

Patients Authorities

Electronic
health data

(EHD)

EHR 
systems

Wellness
apps

Infrastructure

Priority
categories



Highlights for primary use of EHD

Enhanced patient rights supported by standards for 
EHRs and wellness apps

Patients benefit from 
enhanced rights to 
access, control, and 
share their EHD in 
addition to existing 

GDPR rights

Wellness apps which 
transmit EHD to medical 

systems have to be 
compliant with EHDS 

requirements 

Electronic health record 
(EHR) systems, intended 
for healthcare providers, 

must implement
interoperability and 

compliance standards 



Reseach purpose:

AI4LUNGS is a European R&I 
project creating and validating AI 
tools and computational models 
to improve patient stratification, 
ultimately optimizing the 
diagnosis and treatment of 
respiratory diseases - Interstitial 
Lung Diseases (ILDs), Infectious 
Diseases and cancer

Clinical Data Sources:

Medical data collected in Spain, 
Portugal, the Netherlands, 
Norway and Israel

Example of secondary use

Funded by the European Union under Horizon Europe Programme (Grant Agreement No. 101080756). Views 
and opinions expressed are however those of the AI4Lungs consortium author(s) only and do not necessarily 
reflect those of the European Union or the Health And Digital Executive Agency (HaDEA). Neither the European 
Union nor the granting authority can be held responsible for them.

https://www.ai4lungs.eu/about
https://www.ai4lungs.eu/about


(simplified*) EHDS secondary use diagram

User 
investigates 
whether 
needed data 
is available in 
EU metadata 
catalogue

DATA 
DISCOVERY

User submits
an application 
for a data 
permit to a 
health data 
access body 
(HDAB)

DATA ACCESS

Holder
delivers the 
data to the 
HDAB for de-
identification 
and prep

DATA 
PREPARATION

User performs
data analyses
in a secure
processing 
environment
(SPE) provided 
by HDAB

USE OF DATA 
User publishes 
the results 
mentioning 
data source 
and informs 
HDAB

FINALISATION



Highlights for secondary use of EHD

Broad definition of data holders likely to include
pharmaceutical companies

Holders required to 
share EHD with 

researchers 
(including 

competitors) and 
authorities 

Holders should map 
their EHD & 

implement internal 
processes for 

making it available if 
requested

Innovative 
companies (as a 
data users) may 

apply for EHD for 
research from 

diverse sources



Secondary Use: 
A view from a Data Holder

Speaker: María Bardají- Cruz
Johnson & Johnson Innovative 

Medicine



Secondary Use: a view from a Data Holder
Scope

▪ Data Holders 
established 
within EU

▪ Data in scope

▪ Scope of 
purposes for 
secondary 
use

Anonymization

▪ Not 
harmonized 
approach- 
authorities, 
companies

▪ Unified 
procedure

Opt-out

▪ Operationaliz
ation: 
✓Granularity? 
✓DH or HDAB? 
✓Reversibility

▪ Derogation 
by member 
states

▪ Impact- rare 
diseases

Fragmentation

▪ Opt-out 
mechanism

▪ Localization 
of data 

▪ Genetic, 
biobank, 
wellness data

▪ Additional 
categories of 
data in- 
scope

IP/Trade 
Secrets

▪ Balance 
mandatory 
data sharing 
with IP/trade 
secret 
protection

▪ Lack of 
harmonised 
governance 
and 
protective 
measures



Secondary Use: a view from Data Protection

Extent of 
control, 
implementation

Other legal 
basis 

Control/ 
opt-out

Roles

Legal basis

Potential

Clashes
Administrative 
burden

Lack of 
harmonization

Lessons 



• New data sets intake

• Ongoing compliance

Initial Steps towards 2029
• 26.03.2027- minimum elements

• Inventory- sensitive?

• Process to communicate

Cataloguing data 
sets

• Inventory

• Additional infrastructure?

Technical 
Capabilities

Governance

• Multidisciplinary effort

• Legal, Privacy, IP, Security, TechnologyTeam



The Service Provider Lens: EHDS as a 
Digital Transformation Driver

Speaker: Anna Łaciok (Szczygieł), 
Iron Mountain



The Service Provider Lens

Digital maturity across Europe is highly uneven

The real gap is data usability and exchange

EHDS is (yet) another incentive for digital transformation for public and private sector enterprises



Operational & Technical Challenges for Providers

The broad 'EHR system' definition

Mandatory certification vs. technical uncertainty

The investment dilemma



Opportunity: The New Data Economy

The EU's Vision: to unlock the value of data by turning it into a shareable asset within a trusted, well-regulated 
market

Strategic Realignment: The key for all stakeholders is to strategically define their position and value proposition 
within this new data economy

Key Opportunity Areas for the Ecosystem:

Unlocking Legacy Data

• The foundational step for all 
stakeholders to digitize physical 
records and participate in the 
new data economy

Enabling Compliant Data Sharing

• Building the secure, 
interoperable platforms (EHRs) 
required by EHDS

Participating in the Secondary 
Use Ecosystem

• Creating new service models for 
both Data Holders (to assist with 
data preparation for SPEs) and 
Data Users (to enable analysis of 
data from SPEs)



Case Study: Iron Mountain Digital Pathology
• Digital Pathology Solution: An end-to-end service (like DPOD) that securely stores physical slides, digitizes them on demand, 

and provides a scalable cloud repository for collaboration, and research

• The EHDS Implication: As it processes "medical images" , the solution is likely an Electronic Health Record (EHR) system and 
must support the new mandatory exchange format

• The Result: The solution turns a single physical pathology slide into a secure, digital asset that can be used for both treating a 
patient (Primary Use) and powering research (Secondary Use)



The EHDS is the Blueprint for the EU Data Economy

EHDS establishes the precedent as the first EU-wide, sector-specific data space to be fully legislated

It creates the template for a new ecosystem of Common European Data Spaces, including Finance, Mobility, 
Energy, and Manufacturing

All data spaces rest on a shared horizontal foundation:

•Data Governance Act (DGA): Provides the framework for trust and governance.
•Data Act (DA): Mandates data access rights and interoperability.



References & contact information

• European Health Data Space 
Regulation 

• TEHDAS2
• OECD/European Union 

(2022), Health at a Glance: 
Europe 2022: State of Health 
in the EU Cycle, OECD 
Publishing, Paris

• Magdalena Kogut-Czarkowska, 
Timelex, 
magdalena.kogut@timelex.eu

• Maria Bardaji Cruz, Johnson & 
Johnson Innovative Medicine
mbardaji@its.jnj.com

• Anna Łaciok (Szczygieł),
Iron Mountain
anna.szczygiel@ironmountain.com

https://eur-lex.europa.eu/eli/reg/2025/327/oj/eng
https://eur-lex.europa.eu/eli/reg/2025/327/oj/eng
https://eur-lex.europa.eu/eli/reg/2025/327/oj/eng
https://tehdas.eu/
https://tehdas.eu/
https://www.oecd.org/en/publications/health-at-a-glance-europe-2022_507433b0-en.html
https://www.oecd.org/en/publications/health-at-a-glance-europe-2022_507433b0-en.html
https://www.oecd.org/en/publications/health-at-a-glance-europe-2022_507433b0-en.html
https://www.oecd.org/en/publications/health-at-a-glance-europe-2022_507433b0-en.html
https://www.oecd.org/en/publications/health-at-a-glance-europe-2022_507433b0-en.html
https://www.oecd.org/en/publications/health-at-a-glance-europe-2022_507433b0-en.html


How Did Things Go?
(We Really Want To Know)

Did you enjoy this session? Is there any way we could make it better? Let us 
know by filling out a speaker evaluation. 

1. Open the IAPP Events app.

2. Select IAPP Europe Data Protection Congress 2025.

3. Tap "Schedule" on the bottom navigation bar.

4. Find this session. Click "Rate this Session" within the description. 

5. Once you’ve answered all three questions, tap "Done".
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