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To meet European challenges in health

Health Sovereignity Digital Services for 
citizens

Trust & 
security







Ministerial eHealth 
Delegation, Ministry of 

Health

National Digital Health 
Agency - ANS

Health Insurance
CNAM

Regional/ local actors: ARS, GRADeS, hospitals, all actors of the digital health ecosystem…

Health Data Hub
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Develop stakeholder training, stakeholder trust and 
professional attractiveness of the sector

Prepare the future generation of key digital health technologies and 
facilitate rapid transfer mechanisms of research results

Support the development of structural projects to strengthen  
strategic advantages

Fostering the conditions for the large-scale deployment of 
successful projects

Accompany the implementation of real-life experimentations 
and first industrial stages



STRATEGY FOR DIGITAL HEALTH in EUROPE
A single market approach empowered by the European Health Data 

Space

European ethical 
principles for digital 

health

Technical standards

Develop European use 
cases

Market access



More to come

Inital steps



The different national laws of the EU Member States lead to different categorisations of DMDs and different 
clinical evaluation requirements, hence the need for harmonisation of the evaluation of digital medical 
devices to facilitate their integration into European reimbursement baskets and universal health coverage

By developing a joint approach producing concrete outputs that can be used in the Member States, 
duplication of assessments can be avoided, patient access to innovative and proven digital health solutions 
can be accelerated, and health systems improved. 

Framework of the Regulation on Health Technology Assessment (HTA) regulation, a deliverable of the 
EU Pharmaceutical Strategy, applicable from January 2025.

Pre-market studies 
MDR & CE Mark

Market 
access

Post-CE 
studies

DIHA Fast –Track
Member States

DMD Taskforce scope

Reimbursement
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One «home page »  Country fact sheets
Helping entrepreneurs discover international e-health 
ecosystems and understand all steps to access the market there

Scan to access the service! 



merci.

1 an de la SASN, 2 an de G_NIUS

thank you.


