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PHASE 1 – 
Where we 
came from

2011 → 
Digital Health as a service enabler in the Cross-border Healthcare Directive

• EU competence to complement national healthcare policies 

• Patient rights when seeking healthcare in another EU country

• Supporting digital technologies to improve healthcare 
➢ ERNs (European Rare Disease Networks)
➢ eHDSI (eHealth Digital Service Infrastructure) - ePresciptions, Patient Summaries
➢ Telemedicine 



PHASE 1 – 
Where we 
came from

2018
• Communication on 

enabling the digital 

transformation of 

health and care in the 

Digital Single Market

2019
• Recommendation on a 

European Electronic 

Health Record 

exchange format

Graphic created by the European Commission



PHASE 2 – 
Where we 

are now Overview of digital (health) legislation and 
related issues in the European Union



PHASE 2 – 
Where we 

are now 

2024
The European Health Data Space Regulation recognises:

• Data is a fuel for better health services

• Data needs to be interoperable and in good quality 

• Need to balance the power of the use of data with data subject rights

• Need to have wide range of stakeholders on board 



Transparency
• Access Log
• Annual report

EHDS: Patients’ rights and researchers’ interests

Legal base for processing
• Legal base for primary use 

Data Addition
• Apps
• Personal notes

Legal base for re-use
• Legal base for secondary use 
• Health Data Access Bodies
• Data access Permits

Data Quality Assurance
• Data catalogues
• Quality and utility labeling
• Enhanced data returned to 

HDAB

Transparency
• Access Log
• Annual report secondary use

Dat
Altruism

a
ism 

Primary use of health data Secondary use of health data

Opt-out 
• MS may provide opt-out for sharing 

EHRs with other care providers

Enhanced data access
• Immediate, free of charge
• Access for proxy
• Access service

Opt-out
• Right to opt-out 

of secondary use





PHASE 3 – 
Direction 
of travel 

2025 → 
The new horizon
• AI to generate synthetic data to mimic real-world patient data and drive 

innovation in healthcare 

• Individuals to be empowered by apps and devices to engage more fully 
in healthcare and in public health 

• Digital technologies to enable disease prevention at larger scale fighting 
antimicrobial resistance, cancer, and epidemics



PHASE 3 – 
Direction 
of travel 

Slide created by ACONTRARIO 

2025
• AI  Act becomes 

applicable

• Supporting 

integration of AI into   

healthcare, starting 

the next generation 

of digital health



PHASE 3 – 
Direction 
of travel 

Graphic created by the European Commission

2025
• Urgent need to 

revise the MDR

• Recognising the role 

of software as a 

medical device and 

health apps



PHASE 3 – 
Direction 
of travel 

Graphic created by the European Commission

2025

• Pharmaceutical 

package is expected 

to be adopted

• Moving towards 

eProduct 

information, use of 

real world evidence 

in marketing 

application 



From EHRs and 
early platforms

To  integrated 
digital health 

solutions

Towards AI 
powered and data 

driven 
personalised  care

The future of digital health in Europe is bright !



Thank you very much

Petra Wilson
Health Connect Partners

• Also: 
• Information Governance Expert I-HD
• Senior  Policy Advisor to HIMSS
• Senior Policy  Advisor to FTI Consulting
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