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EHDS – more than a new Regulation

• A pioneering EU initiative 

• Not the only, but yet another channel

• A facilitator for EU wide data sharing

• An important game changer



Implications for Stakeholders

• For governments: New roles, capacities, and legislation will 

be needed.

• For data holders: New obligations around access, 

interoperability, and oversight.

• For data users: A more structured and predictable access 

pathway.

• For patients and the public: Greater clarity, transparency, 

and control.



“My data Our Health” Shaping the Future of Innovation in Cancer Care in Greece

A purpose oriented 

multistakeholder 

Forum 

• Data holders (e.g. hospitals, registries, state agencies, also industry)

• Data users (e.g. Pharma and MedTech, researchers, clinicians, digital 

health innovators)

• Beneficiaries (e.g. patients, caregivers, public health entities)

• Enablers (e.g. regulators, policymakers, ethics bodies, funders)

Objective

Motivate and align policymakers, healthcare and research stakeholders 

to collectively maximise the opportunities for Greece from the European 

Health Data Space (EHDS)

End Point

The goal is to culminate in a White Paper capturing shared priorities, 

insights, and actionable proposals that can inform Greek health policy 

and legislative frameworks, particularly in the context of the EHDS

Starting Point Towards a solid understanding of the EHDS across members of the 

initiative



European Data Strategy

Make the EU a leader in a data-driven society by creating a single 

market for data that ensures Europe's global competitiveness and 

data sovereignty.

• Unlock the potential of data across sectors and borders

• Empower individuals and businesses with control over their data

• Promote innovation, AI development, and digital transformation

• Foster trust through strong data governance and standards



Key Building Blocks

Legislation
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Laying the foundations - Digital Governance Act  

The DGA in Brief

• creates a legal and technical infrastructure for:

• Re-use of public sector data

• Data intermediaries (trust services)

• Voluntary data altruism

sector-neutral 

enables data mobility, but does not regulate sector-specific 
practices or purposes



• The first sector-specific implementation of the European 

Data Strategy

• Provides primary use rules (patient access, health data portability)

• Establishes secondary use governance (e.g. Health Data Access 

Bodies, permitted purposes)

• Sets technical and semantic standards

• Builds HealthData@EU, a federated infrastructure across Member 

States

Beyond the DGA –the EHDS



EHDS:  From Data Sharing to Data Stewardship

Making the mental switch

• From data protection to data use

• From voluntary sharing to rights-based access and responsible re-
use

• From fragmented systems to harmonised European governance

• From passive data holders to accountable data stewards (public 
bodies, SPEs, HDABs)

• trust-building mechanisms: principles, human oversight, 
secure processing, control, transparency.



Going beyond the DGA

DGA

DGA Intermediary = A data 

broker with strong neutrality 

and transparency rules, 

serving many sectors.

EHDS

EHDS HDAB = A data access 

regulator with legal authority 

to assess, permit, and 

monitor sensitive health data 

use.





What is novel about the EHDS?

It is not an upgrade — it is a systemic redesign

➢ From national laws to harmonised EU legislation

➢ From project-by-project solutions to structured, governed access

➢ From ad hoc committees to new statutory authorities (HDABs)

➢ From variable, opaque infrastructures to certified, secure environments

➢ From case-by-case access to codified permitted/prohibited purposes

➢ From single focus on care or research to coupled care (primary) + reuse 
(secondary)



Summary of the
European Health Data Space Regulation

My Data, Our Health
2nd July 2025, Athens

Professor Dipak Kalra, President of i~HD





The European Health Data Space

15

Primary use of health data

Secondary use of health data



The EHDS provisions for Primary Use - health, care, wellness
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Natural persons in the EU have increased control over their electronic health data
Better exchange and access to electronic health data to support healthcare delivery 

EHR systems must be certified against (to be published) criteria for two “harmonised components”
(1) Must be able to import/export in the European EHR eXchange Format (EEHRxF)
(2) Must be able to log data accesses and provide individuals with transparent access to their audit log

Data quality assurance: semantics, uniformity, consistency of data registration, accuracy and completeness

If they claim interoperability with EHR systems:
Medical devices, in vitro devices, AI components, wellness apps must also be certified

Persons may access their EHR consolidated at MS level, add personal health data but not edit clinical data
Persons have extended GDPR rights to access all EEHRxF data regardless of legal basis, and share with others 
Persons may limit access to their EHR and know who has accessed it

Member States must enable HCPs to access their patients’ EHRs anywhere in the EU via MyHealth@EU
Member States required to provide digital health and data access rights training to HCPs, patients, the public



Priority EHR data categories for primary use
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The ISO International Patient Summary standard

Plus:
Prescriptions
Lab results
Radiology reports
Discharge summaries



Conformance requirements for EHR systems, devices and wellness applications

19

European
Interoperability 
component
(European EHR 
exchange format for 
priority data)

European 
Logging 
component
(audit log of all 
accesses, visible to 
the patient)

Mandatory self-assessment for EHR systems 
- and systems that process patient summary data

Within the next 7 years

Obligatory for medical, in vitro devices and AI
- if they claim interoperability with EHRs

Optional for wellness apps
- mandatory if they claim interoperability with 

EHRs, and must be visibly labelled if certified

+ MDR, 
IVDR, 

AI Regs

EC and MS to provide testing and certification services

}
EC to maintain a European register



EHDS Secondary Uses - research, innovation, policy, regulatory, personalised medicine 
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Researchers, innovators, policy- makers and regulators at EU and Member State level to access 
relevant electronic health data to promote better diagnosis, treatment and well-being of natural 

persons, and lead to better and well- informed policies

Health data sets must be labelled with FAIR metadata and will be catalogued
Data quality labelled (optional): completeness, uniqueness, accuracy, validity, timeliness, consistency, bias

MS must establish Health Data Access Bodies 
To grant data access only for published permitted purposes, but not for prohibited purposes
To public and private entities at a proportionate cost, requirement to openly publish analysis results
Aggregated or anonymised, but pseudonymised if there is a justification, approvals and safeguards
Provide data sets through a secure and audited processing environment

All data holders have legal obligation to make personal health data available for secondary use
Wide range of data categories, to include data with IP and trade secret sensitivities

Publish information about permits granted and refused, audits, outcomes from using the data, lay summary



Secondary use data categories
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Types of data
• Health, healthcare, broad 

determinants of health
• Socio-economic, 

environmental, education, 
occupation

• Behavioural health
• Pathogens
• Genetic, genomic, all ‘omic 

and molecular data
• Automatically-generated 

personal health data
• Health insurance, claims, 

reimbursements

Sources of data
• EHR
• Medical/in vitro devices
• Wellness apps
• Registry data (many kinds)
• Clinical trials, studies, 

investigations that have 
ended under the CTR

• Research cohorts, surveys 
(after first publication)

• Biobanks

Ancillary data
• Treating health 

professional details
• Aggregated health needs, 

access to services, 
healthcare financing



EHDS permitted and prohibited purposes for secondary health data use
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Public interests for public and occupational health
• cross-border threats to health
• public health surveillance
• healthcare quality  and patient safety
• safety of medicines and devices

Policy making and regulatory activities

Statistics related to health and care

Higher education and teaching in health and care

Scientific research contributing to health, HTA or care
• product and service development and innovation (e.g. medicines)
• training, testing and evaluating of algorithms, digital health tools

Improving  and optimising delivery of care

Developing products or services that may legally, 
socially or economically harm individuals or groups
• illicit drugs, alcoholic beverages, tobacco products
• products or services that cause addiction or contravene public order

Decisions that exclude persons or groups, or provide 
less favourable terms, for products and services

Advertising or marketing activities

Activities in conflict with ethical provisions pursuant to 
national law

Decisions with effects detrimental to a person based on 
their electronic health data
• e.g. legal, employment, insurance, pension, banking, mortgaging of 

properties



Patient rights to opt out of secondary data use 
across all Member States, 

with possible exemptions at Member State discretion

•May opt out of secondary uses altogether
•May opt out of the reuse of certain categories of their data
•May opt out of reuse for certain purposes
•Must be easily understandable and accessible user-friendly

Patient rights to opt out of the secondary use of health data
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Opt out over-ride
• Only available to public sector bodies, including relevant European 

agencies, entrusted with carrying out tasks in the area public of public 
health, for:

• purposes in the public interest e.g. protection against serious 
cross-border threats to health

• research in the public interest e.g. addressing unmet medical 
needs, including for rare diseases, or emerging health threats

• The over-ride must be justified e.g. no other source of the data
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Implementation of the EHDS Regulation
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Some “burning questions” … 

1. Must pre-existing arrangements for reusing health data 

change?

2. Can the EHDS support federated analytics?

3. Does the EHDS only support anonymised data reuse?

4. Does the EHDS impose standards for secondary use data sets?

5. Does the EHDS require data quality assessment and labelling?

6. Will any party holding health data be obliged to make it 

available for secondary use?

7. What happens with confidential, commercial data for 

pharma?
https://health.ec.europa.eu
/latest-updates/frequently-
asked-questions-european-
health-data-space-2025-03-
05_en



1. Must pre-existing arrangements for reusing health data change?

• Art 1.8 “This Regulation shall not affect access to electronic health data for 
secondary use agreed in the framework of contractual or administrative 
arrangements between public or private entities.”

• Existing point to point data sharing and data access arrangements may continue as before

• Large data networks (e.g. federated data networks, cloud based networks) may still operate 
under their existing terms

• However, while the use of the EHDS channel is not compulsory the principal legal 
requirements, such as the GDPR must always be complied with and the EHDS permitted 
purposes should be aligned with as closely as possible – not a way to circumvent obligations

• The EHDS is a complementary addition, expected to grow to become a large secondary use 
channel

• Note that national laws and administrative processes will apply, which may include compliance 
with Research Ethics Committees or similar review bodies.
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2. Can the EHDS support federated analytics?

• Data sets must be placed in a Secure Processing Environment (SPE) 

under the control of a Health Data Access Body

• The data user may query the data set, as could a computer process acting under 

the control of the data user

• Data users could therefore send queries to multiple data sets - within one or 

more than one country

• BUT each data set has to be pre-specified and used for a specified permitted 

purpose

• It may offer a slow method for case by case federated querying
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3. Does the EHDS only support anonymised data reuse?

• Default Rule: Only De-identified Data for secondary use of health 
data - the default is pseudonymised or anonymised data.

• Data will be made available in anonymised format unless  the purpose can only be 
achieved with data in pseudonymised format. Ethics committee approval might be 
required

• A less stringent application process is proposed for extracting only aggregated 
(statistical format) data

• This might accelerate the EHDS conduct of federated queries that usually only 
require aggregated data

• Identifiable data can not be shared (art 66(3)).

• Strict prohibition on re-identification and data downloads.
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4. Does the EHDS impose standards for secondary use data sets?
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• For primary use the EHDS will mandate the use of the European 

EHR exchange format to communicate identifiable patient data 

for cross-border care

• For secondary use the EHDS does not mandate the use of any 

particular data standard

• It does require that the standard that has been used is declared as part of 

mandatory metadata

• The adoption of the FAIR principles and compliance with the EHDS data 

catalogue standards is required 



5. Does the EHDS require data quality assessment and labelling

• For primary use the EHDS will require that EHR systems perform basic 

data quality checking, but no actual quality standards are imposed

• For secondary use the EHDS will specify a data quality and utility 

label, presently being developed by the QUANTUM project

• Use of the Quantum-label will be mandatory for data sets held by public bodies and 

data sets created through public funds

• Its use will be optional by other data holders e.g. industry

• The EHDS does not specify any minimum quality standards for 

primary or secondary use
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6. Will any party holding health data be obliged to make it available 
for secondary use?

• Any legal person, public authority, agency or other body in the health 
or care sectors

• Any legal person developing health, healthcare or care products or 
services including wellness applications

• Any legal person conducting research related to the healthcare or care 
sectors

• Is obliged to make their health data available for reuse via the EHDS

• Data relating to intellectual property and trade secrets will be specially protected 
(by HDABs) 

NOTE 

• natural persons, including individual researchers, and microenterprises are exempted  from the obligations of data holders 
to make data available for secondary use  UNLESS Member State Legislation removes this exemption (Art 50)

• Microenterprise = micro enterprise: fewer than 10 employees and an annual turnover (the amount of money taken in a 
particular period) or balance sheet (a statement of a company's assets and liabilities) below €2 million.  
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7. What happens with confidential, commercial data for pharma?

• Under the EHDS, the need to protect the IP-rights and trade secrets of 
data holders should not be an obstacle to the re-use of data. 

• Companies may notify the HDAB if their datasets contain information 
covered by IP-rights or trade secrets  and ask that such data duly 
protected

• The HDAB is then responsible for ensuring that relevant protective 
measures are put in place.

• If the protection of IP cannot be addressed through protective measures 
they must refuse access to the data

• The data holder has right to complain about the HDABs decision to make 
data available but does not have a veto right.



Patient benefits from the
European Health Data Space
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Priority EHR data categories for primary use
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The ISO International Patient Summary standard

Plus:
Prescriptions
Lab results
Radiology reports
Discharge summaries



Example health and care benefits (primary use)

• Accurate medications, allergies, conditions to make cross-

border emergency care safer, multi-lingual

• Guaranteed interoperability, greater certainty about data 

quality, for within border continuity of care

• Population level summaries to inform public health insights 

e.g. during pandemics

• Countries may enrich the exchange format with nationally 

relevant data e.g. for rare diseases (ORPHAcodes)
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Rights of natural persons in primary use
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Patients often want to participate in digital health health too!
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Track health state

Monitor symptoms

Compare with others 

Learn about health conditions, treatment options

Assess impact of treatment

Document side effects

Set personal goals

Track progress towards targets

Prevention and wellbeing

Activity, sleep, diet

Track bodily function

Adjust dosage to fit lifestyle

Know what to discuss with clinical team

Better able to share decision making

Contribute their own collected data to research

Allow their clinical data to be used for research
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First European scale network for health outcomes data

Government

Healthcare 
professionals

Patients & patient 
organisations

Regulators 
& HTA agencies

Academia 
& Research

Life Sciences 
Industry

Pan-European+ H2O
Austria H2O

Germany H2O
Netherlands H2O

Spain H2O

Integration

Federation

Remote 

access

EHR
system

Patient-
generated
data

Disease
registryObservatories will initially collect outcomes

for three diseases:

Diabetes · IBD · Cancer

Providers

Patients

Additional 
sources

Source: Stamm et al. (2021). NEJM Catalyst

Not for profit 

Health Outcomes Observatories
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Medicines information for patients
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• Equip and empower citizens with 

digital information tools, 

the Gravitate Lens (G-Lens) 

• offering trustworthy, up-to-date and 

personalised medicines information 

sourced from the ePI

• targeting

• safe use of medicines 

• confident, active, and responsive in their 

patient journey

• better health outcomes and quality of life
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Example screen shots of personalised patient information



Patient pre-screening

EEHRxF 
data

Camille is willing to know if a clinical trial 
is compatible with their health condition

Verifies 
patient 

compatibility 

with a trial
in a hospital in 

Athens

Data Sharing
Prescreening 

Tool’
questionnaire

Camille
45 years

Ulcerative 
Colitis

Adalimumab
No cancer



Example patient benefits from the secondary use of health data
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• Accelerated personalised medicine and rare disease 

research, especially multi-country

• Easier and faster public health evidence for decision making 

e.g. during pandemics

• Greater data access for health systems planning e.g. unmet 

needs, care pathway optimisation

• More representative data for AI development (lower risk of 

AI bias)



Discussion of the patient benefits
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Primary use benefits

• Accurate medications, allergies, 
conditions to make cross-border 
emergency care safer, multi-
lingual

• Guaranteed interoperability, 
greater certainty about data 
quality for within border 
continuity of care

• Population level summaries can 
inform public health insights e.g. 
during pandemics

• Countries can enrich the exchange 
format with nationally relevant 
data

Secondary use benefits

• Accelerated personalised 
medicine and rare disease 
research, especially multi-country

• Easier and faster public health 
evidence for decision making e.g. 
during pandemics

• Greater data access for health 
systems planning

• More representative data for AI 
development (lower risk of AI 
bias)



Industry innovation panel
How can we enable responsible and timely 

access to cancer data? 

My Data, Our Health
2nd July 2025, Athens

Bart Vannieuwenhuyse (i~HD)

Ioannis Kotsipoulos (PIF)

Panos Bassios (MSD)



Real World Data – potential from an industry perspective

Research & Development Market Access Patient Outcomes

Discovery: scientific insights in
▪ Patient pathways
▪ Disease epidemiology
▪ Unmet medical need
▪ Cohort characteristics

Clinical trials optimization
▪ Protocol feasibility
▪ Improved trial design
▪ Population identification / site 

selection
▪ Patient enrollment
▪ RWD/E studies

Value-based reimbursement
▪ Insights into cost effectiveness
▪ Assessment of comparative 

effectiveness
▪ Estimate budget impact
▪ Stratify patient population for 

optimal therapeutic response and 
safety

Pay-for-performance 
▪ Monitor success rates for managed 

entry agreements

Monitoring real world usage
▪ Safety / pharmacovigilance
▪ Effectiveness
▪ Adherence
▪ Active patient monitoring
▪ Benchmarking of outcomes with 

caregivers / patients

End-to-end RWE management
▪ Less waste and prescribing errors
▪ PRO/PRE analysis – personalization 

of treatment
▪ Pathway disease modelling



However, there are many challenges in reuse of health data

Privacy, legal and ethical 
issues

Data in silosOwnership –
right to use

Semantic chaos –
need for practical solutions on 
interoperability

Data quality –
“horses for courses” 

Digital pipelines for 
linking and sharing

Contractual barriers Building trust among 
stakeholders



Potential challenges with RWD

The Real-World Data Challenges Radar: A Review 

on the Challenges and Risks regarding the Use of 

Real-World Data

Frank Grimberg et al

Digit Biomark 2021;5:148–157



Data quality dimensions
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Yet – good results can be had … 

MZG = hospital reimbursement data in Belgium Hi-Q in-house hospital data

Multiple Myeloma

 

  

  

  

  

  

  

  

  

  

   

     

                 

 

                      

    

 

 

Combination MZG + Cancer-registry data

Bladder Cancer

Combination MZG + Cancer-registry data

Bladder Cancer



Privacy by design – Federated Data Networks



Panel discussion … 

• How would you evaluate the level of maturity of RWD in Greece ?

• Data availability ?

• Data quality ?

• Collaboration readiness / openness between stakeholders ?

• What is the most important application domain for RWD in industry? 

• Given the maturity of the data ecosystem what are some of the biggest 

challenges to reuse data? 

• What should the EHDS deliver to reduce some of these challenges? 



What would meaningful, societally-
valuable use of cancer data

look like in Greece

My Data, Our Health
2nd July 2025, Athens
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EHDS Governance National Governance

EHDS Board

SubgroupsSubgroupsSubgroups

Stakeholder 
Forum

MyHealth@EU HealthData@EU

Steering Group Steering Group

SubgroupsSubgroupsSubgroups
SubgroupsSubgroupsSubgroups

DHA Stakeholder 
Consultation

Primary Use

Secondary Use

HDABS
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