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Let us keep up our joint work in digital health between
Denmark and France.
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Overview
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2. What do we do?
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The French Digital Health Delegation

France’s digital health roadmap 2023-2027
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1. Who are we?

The French Digital Health Delegation
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The French Digital Health Delegation (DNS)

A team of 65 agents with a wide variety of profiles: engineers, healthcare professionals, researchers, designers,
entrepreneurs...
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development and regulation in France.

Mission of the DNS : Digital health transformation,

DIRECTORS

Digital health delegates: Hela GHARIANI and David SAINATI

.
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Délégation au numérique en santé

Officially created in
December 2019

A ministerial order
published on May
15th, 2023
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https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000047546394

EIN_I!'S(';EII}\EL DE LA SANTE Délégation au numérique en santé
csoionres - [nstitutional actors around digital health in France
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/Digital Health \ mational Digital Healt\h / National Health\ / \ /Healthlnnovation\

Delegation (DNS) Agency (ANS) Insurance Fund Health Data Hub (HDH) Agency (AIS)
(CNAM) gency
Oversees all digital healthcare The agency is supervised by the . - The AIS has been created to
transformation projects in DNS and acts as its Defines the national health Un.lczus gateway to Z;Jc:htate steer interministerial work on
France on the national level, “operational arm”. The ANS insurance policy. Its role is to i) tra: spla;;er;t ana sec;re innovation in healthcare and
based on three fundamental ensures the deployment and monitor, coordinate  and ?CC?SS to etzt afz«: in oraer encourage the emergence,
pillars: ethics, security and respect of digital health advise actions of primary a(r:;d’r?f rocv)ft foi ii?e%{sof care development and dissemination
interoperability standards and referentials. health insurance funds PP P ’ of these innovations.
=m [ '. (CPAMs) and the 5 general
TR T SANTE,  oneame . .\‘ . soc:alse@unty funds. FH HEALTH C?:xg\ilzrﬁou
= k et j \ *ﬁwglgglseurance / K DATA HUB/ EN SANTE
15 Regional Support Groups for the 18 Regional Health Agencies
- Development of e-Health (GRADeS) (ARS) ar
- - Provides digital health expertise for the regions and support Provides unified management of health care in the regions O
healthcare professionals in the digital transition of their
profession.
[ Regional/ local actors: hospitals, universities, healthcare professionals, actors of the digital health ecosystem

02/06/2025 7



2.What do we do?

France’s Digital Health Roadmap
2023-2027
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Digital Health Roadmap
2023-2027

o 4 focus areas
o 18 priorities

o 65 objectives




Digital Health Roadmap 2023-2027 :

4 focus areas, 18 priorities and 65 objectives

This roadmap is the result of several months of consultation, resulting from a 18-stage tour of French regions.
The roadmap is based on the values of ethics, sovereignty and sustainability.

PREVENTION

Developing prevention and
giving everyone an active role
in their own health

5 priorities

20 objectives

4 priorities

11 objectives

PATIENT CARE

Freeing up time for
healthcare professionals and
improving patient care
thanks to digital technology

5 priorities

16 objectives

SUPPORTIVE
FRAMEWORK

Developing a framework that
supports the development of

solutions and digital

innovation in healthcare

4 priorities

18 objectives FSUILLE
DE ROUTE

Elg NUMERIQUE
SANTE

2023-2027
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Saving time for healthcare professionals

and improving ?atient
Developing prevention care thanks to digital technology
and giving everyone an
active role in their own healthcare

6. Enabling professionals to access the health history
v of the patients they treat

1. Using Mon espace santé 7. Improving the integration and ergonomics
: : f core services in the tools that
in everyday life to manage your health ©

ryday gey healthcare professionals use on a daily basis

2. Developing personalised prevention 8. Rolling out the services package
for professionals, the e-prescription
3. Giving everyone an active role in their healthcare and secure identification means

and control of their health data for healthcare professionals .

9. Simplifying the tools for local

4. Helping all citizens to make use of digital health
ping € ! coordination of healthcare trajectories

especially those in the most vulnerable situations
10. Strengthening digital training and support

5. Ensuring everyone benefits from — for healthcare professionals,

02/06/2025 digital health innovations and medico-social care workers
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Improving access to healthcare for
citizens and referring healthcare

professionals

~”

11. Strengthening information for patients
and professionals about health
and healthcare provision across the territory

12. Developing the use of telehealth
within a regulated and ethical framework

13. Promoting and interlinking digital platforms for

medical regulation and emergency care

14, Extensively promoting the Carte Vitale application

and the national health identity (INS)

Developing a framework that
supports the use of digital health

solutions and innovations

~”

15. Considerably improving cybersecurity in

establishments, our sovereignty on hosting and our

resilience to future health crises

16. Generalising the co-construction of specifications

framework, sector by sector, by ensuring the

compliance of the solutions used by healthcare

stakeholders.
17. Attracting talents to the digital sector

18. Developing digital health research
and the secondary use of health data

12
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All useful links

are here!

Find out more about French digital health regulation and actors through G_NIUS (FR/EN)

Directory of public and
European fundings

Get reimbursed:
Telemonitoring,
PECAN...

Our partners:

.\.‘.gﬁgﬁu:sgmua e\ e JOASITY “£X Tiassurance bpi
L randommation cammenca P S e T Maladie

M
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Regulation

Everything you need
to know about digital
medical devices

Understand the
regulatory
requirements for your
project

E-health
ecosystem

Who to contact?
When?
For what?

Deciphering e-health
internationally

CNIL. ae.som-‘v'ilml

A

National Programs

Discover the digital
health roadmap

Understanding the
Digital Health
Acceleration Strategy
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Stay informed

Follow the news and
participate in events

Listen to feedback
from the ecosystem
with our
100 Days to Succeed
podcast

E
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~ We are building a digital health system that is sovereign,
civic and ethical by engaging citizens.

Délégation au numérique en santé

Citizen committees

Public and conferences
consultations

0
Biannual national digital
health council

ASSISES
CITOYENNES
22 JANVIER 2025

A Citizen Committee played a key role in shaping France’s stance on the EHDS Regulation. The committee,
composed of 29 citizens from diverse backgrounds and regions, was convened over several weekends in 2024-2025
to deliberate on the challenges and opportunities presented by the EHDS.

The Committee produced 52 recommendations aimed at strengthening citizen trust in digital health, enhancing
transparency about data use, and ensuring patients have effective control over their health information.

02/06/2025 14
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European Ethical Principles for Digital Health
UC:

These principles, adopted in January 2022 under the French Presidency of the PRINGIPES EUROPEENS POUR L'ETHIGUE DU NUMERIQUE g SANTE
EU Council, provide a human-centric framework to guide Al integration and
data governance in healthcare.

These principles are structured around four core dimensions.

1. Base Digital Health on humanistic values

. Enable individuals to manage their Digital Health and data

2
3. Make Digital Health inclusive
4

. Implement eco-responsible Digital Health

Microsoft Word - 220128 European Ethical Principles for Digital
Health FR ENG.docx

o

02/06/2025


https://sante.gouv.fr/IMG/pdf/220131_european_ethical_principles_for_digital_health_fr_eng.pdf
https://sante.gouv.fr/IMG/pdf/220131_european_ethical_principles_for_digital_health_fr_eng.pdf

3.Health data

- National strategy
- European Health Data Space (EHDS)

02/06/2025 16




Mon Espace Santé

A secure personal digital health record for all French residents

rAsecure personal rA medical profile to share rSecure messaging to rAc:atalogue of
medical file (EHR) to all the relevant information exchange with applications for managing
find relevant health with healthcare healthcare professionals one's health
documents professionals using trusted websites and
applications listed by the public

authorities

A single gateway for ) ) . :ﬁi WWWWWWWW f’ %
storing and receiving A medical summary: Talk to a professional. e

medical documents treatments, allergies, other The opening of the contact

(prescriptions, healtf? measurements such channel is at the initiative

reports, etc.) as weight, height, etc. of the professional.

ON__
Coming soon: a medical calendar to centralise appointments and receive reminders E%PQCEE
ANT



INISTERE
AAAAAA

National strategy on

secondary use of
health data




MINSTERE Interministerial strategy for building our national health
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data heritage 2025-2028
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Axis 2 :

Build
reusable
databases of
strategic

Axis 1:
Promoting

transparency
and public
trust

Stratégie
interministérielle
pour construire

notre patrimoine national
des données de santé

2025 - 2028

Facilitating
and

simplifying
data reuse

Link to strategy: https://esante.gouv.fr/sites/default/files/media_entity/documents/strategie-patrimoine-national-donnees-de-sante-v-def.pdf


https://esante.gouv.fr/sites/default/files/media_entity/documents/strategie-patrimoine-national-donnees-de-sante-v-def.pdf
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Axis 1: Promoting transparency and public trust

> Establish a legible and representative national governance

» Simplify the exercise of rights and improving the
information provided to citizens

> Build a secure and trusted framework for reuse of health
data
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Axis 2: Building reusable databases of strategic interest
> Enrich the heritage with databases of interest

D °

> Anticipate the principle of data sharing by design

» Train the ecosystem in data reuse
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> ldentify existing databases

» Build a balanced data-sharing model




EX

MINISTERE

DU TRAVAIL, DE LA SANTE,
DES SOLIDARITES

ET DES FAMILLES

Liberté

“gali
Fraternité

Axis 4: Facilitating and simplifying data reuse

> Simplify data access procedures

> Facilitate data availability

AXE 4




- A strategy for Al in Health in France ..o

GOUVERNEMENT
Objectives

Liberté
Ealité
Fratermie
MINISTERE
CHARGE DE LA SANTE
ET DE L'ACCES AUX SOINS

Regulatory Context

Artificial intelligence

at the service of healthcare

Overview of actions taken in the field of artificial
intelligence In health to accelerate innovation

Sommet pour l‘action v,
sur Iintelligence artificielle
Parisante Campus, mards 1 feévrier 2026

Al for health sccelerating mnovation for 3
rmore efficient, humane and accessible hesithcare tystem

Imp?lc?rrwentation. of the Org.anization o_f the Summit for To coordinate at the national level and to
ArET'IC}I\aId .Intellllgzeonzcze Act ?ﬁtlol? on hAIMI'n' Fteb"Uir);_l zolif:' provide clarity to stakeholders on our
published in July e French Minister of Health, vision for Al in healthcare.

Dr. Neuder, reaffirmed the
importance of Al in healthcare
and announced the publication

of the State of art of Al in To structure a document for an Al strategy

healthcare in France in healthcare to co-develop the vision and
E\Lrjtiﬁcial health public policies of the Ministry and
Intelligence Act national institutions.

24



EX Digital Health Delegation
GOUVERNEMENT

Liberté
Ealité

Publication: State of the art assessment of Al in health in France

Exn
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CHARGE DE LA SANTE

ET DE L'ACCES AUX SOINS

X

SUMMARY PREVENTION

The 4 axes of the 20232027 digital health roadmap lay the foundations for the Developing prevention and making everyone an acter in their
dissemination of artificial intelligence in health, which is rooted in stable cardinal v health with Al systems
values: ethics, sovereignty, sustainability.

Artificial intelligence plays a key role in transforming the health paradigm with a focus on
Actions dedicated to Al in health have already been implemented in each of these prevention and citizen engagement. Al technologies can personalize health
areas. recommendations, anticipate risks, and improve health education. Digital tools
incorperating Al make it possible to adapt prevention messages to the specific needs of
each individual, based on available health data. This paves the way for a more proactive
approach, aiming to identify risks upstream and propose targeted actions to improve

Developing prevention and making everyone an acter in their

Artificial intelligence !
h i f health v health with Al systems Al 11 Support for the development of innovations embedding artificial
at the service o ea care intelligence for preventive and participatory health

ﬂ: ‘ PREVENTION . overall well-being.
Support for the dissemination of Al uses in health is based on the "Digital Health”
Overview of actions taken in the field of artificial CARE MANAGEMENT - (SASN) acceleration strategy of France 2030, which has invested €500 million to date,
Intelligence In health to accelerate innovation 25 Giving back time to health professionals and improving the care 50% of which is dedicated to Al-based projects such as:
Fa i
Al for heslth: accelerating innovation for 3 of people with the support of Al
mare efficient, humane and sccessible healthcare system . DEEP Project Consortium PortrAlt @Hdtel-God Platform
Société Withings Tribun Health APHF, Withings, Lifen, Nabla,
’ ACCESS TO HEALTHCARE pia Company Implicity, MN Santé
. . Objactiva: To create new Objective: Todevelop Al-  Objective: To develop a digital solution for
i Improving access to health for people and the professionals who connected medical devices, based image analysistools  remote polypathological monitoring, born
r g guide them, by integrating Al tools inte pathways augmented by artificial to help pathologists in their  from the collaboration of public and private
intelligence, to enable early diagnosis and better guide  exparts in e-health. It integrates  platform to
detection of cardio-metabolic  clinicians in their generate exhaustive data with connected
W E NAB |_| NG FRAM EWORK pathologies and have 2 therapeutic decision. devices, including Al (blood pressure
d significant impact on screening monitors, connected scales, sleep sensars,
al g Deploy a framework conducive to the development of Al uses in and care pathways temporal thermometer and connactad
"y health and build a sustainable econemic model for Al in health waiches). This data will be uploaded to the
L . platform for patient monitoring. This project
based on efficiency gains 5 also revelutionizing clinical research thanks
to Al and its hospital network. Its Saas
platform generates high-quality, reaktime
Conclusion and perspectives p23 databases to understand diseasas, accelerate

therapeutic innovation, and accelerate
precision and preventive medicine

25
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Publication: State of the art assessment of Al in health in France

Benefits/
Risks

v Actions to
benefits and
patients and
professionals.

assess the
risks for
healthcare

Support for
Innovation

v Actions implemented to support

innovation in projects
integrating Al, particularly within
the framework of France 2030
investments and the “Digital
Health” acceleration strategy
(SASN).

Enabling
Framework |

v" An evaluation, regulation, and

ethical principles framework to
ensure trustworthy and secure
Al, adapted to the requirements
of the healthcare sector.

Objective: Develop sovereign, competitive, and trustworthy Al in Healthcare
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European health data space
(EHDS) Regulation

French national strategy on
secondary use of health data

Délégation au numérique en santé

02/06/2025
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o Délégation au numérique en santé
European Health Data Space in a nutshell

March 5th 2025 : Publication in the
OJEU

March 25th 2025 : Entry into force

Enhancing individuals' Harmonize rules for sharing Foster a single market for
access to and control over health data

electronic health record
their personal electronic systems
health data

European

Health Data
Space

Heatth

e

Creating a harmonized
European framework for the
reuse of health data

Establish a strengthened
European framework for
digital health governance

02/06/2025
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“Context of the European Health Data Space (EHDS)

The European Data Strategy is part of the Digital )
Decade for Europe, which aims to: The European data strategy aims to create a
single market for data

+ Strengthen digital sovereignty and set standards
for data, technology and infrastructure;

* Responding to the challenges of protection of - Data flows within the EU and across sectors
people, economic development and geopolitics;

+ Compliance with European rules on privacy, data

+ Empowering businesses and citizens to act in a protection and competition law
humanistic, sustainable and prosperous digital ) )
future. * the fairness and clarity of the rules for access and
use of data.
General Regulations Sectorial regulations

Data Governance Act
(DGA) 2022

Data Act (DA) 2023

Sectorial data
spaces

EHDS is the first

Artificial Intelligence
Act (AlIA) 2024

02/06/2025 32
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“The EHDS is the first sectorial data space

Délégation au numérique en santé

;&:&

Green Deal

i

Public
Administration

Industrial &

Health Manufacturing

Agriculture

Finance Mobility

Ealité
Skills

Sectoral data governance (contracts,
licenses, access rights, usage rights)
Technical tools for data pooling and sharing

* Driven by stakeholders .
* Rich pool of data of varying degree of
openness .

Edge
Infrastructure &
Services

Cloud
Infrastructure &
Services

Al on demand
platform

High-Performance
Computing

Al Testing and
Experimentation

Facilities

o

Personal
data spaces

|

Yy

High Value
Datasets

from public
sector

— S

02/06/2025
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«=  Cross-border data sharing already a
reality in many EU Member States
via MyHealth@EU

N = European Health Data Space

1
/
N 3 e
& &
[ ) i 2%
@ ala -
\ YouR 2

Y . 9 \
il — H & ! Governance
e * -’ . . Harmonization of
, @ 3 | Allow sharing of health A Single
¥ ¢ B : : . Secondary use of
" AA | — data for primary use, Market for .
3 / S G . . electronic Health
Sl g ) : with strengthened Electronic
‘ ' data

1 s 2 rights for persons Health Record

é (EHR)

02/06/2025 35
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EU projects

o
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N |

) ¥ EHR Xchange Format

Potentral

For European Digital Identity

.1~ EHDS

HealthData@EU Pilot

:'o <~ XpanDH

) JAPreventNCD
Y Joint Action Prevent Non-Communicable Diseases

2
6 e

®

Co-funded by
the European Union

—

&)
o @
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LABEL?2 v i«T:( 2 D
ENABLE
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THE HEALTH DATA QUALITY LABEL
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zv Internal working groups on EHDS

Preparation of position papers on all major topics of the regulation where there is room for

manoeuvre for Member States.
Position paper organized into 3 themes, describing the issue, planned scenarios and their

impacts, as well as suggested solutions

i {0 e

Primary use Secondary use Governance
* Mon espace santé (MES) to become the « Individual rights + Designation of digital health
data access service for_ citizens and * Modalities for secondary use - authority/Market surveillance authority
healthcare professionals / Governance and balanced model + Designation of HDAB
establishments + Ethical evaluation + National contact points (MyHealth@EU

+ Share priority data categories in the

European interoperability format
Full connection to MyHealth@EU
CE marking for medical record software

and HealthData@EU)
Data security
Penalties
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e The road to national implementation Pélégation au numérique en santé

Subgroups for the first circle

1 l l

March 19th 2025

Mid-April May
Public webinar on Presentation of thematic 3 work groups with the
EHDS conclusions to first second circle
consultation circle (1 par topic)
End of May Early June Mid-June June 24th 2025 .
Summarizing Feedback meeting  Deciding on scenarios, National Digital ,SOIId
findings from both with first circle working group as part Health Council Input
circles

of the Digital Health Public presentation for law
Council
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Ministry of
Health
website

Citizen

committee

LinkedIn

sowemevent  COmmMmunNication around the EHDS

All updates on the regulation
and national consultations
(Link)

52 recommendations on the
EHDS implementation
formulated by 30 citizens
representative of the French
population (Link)

12 videos to explain the
regulation and national

impacts (Account link)

Délégation au numérique en santé

Events and conferences linked to the EHDS ]

The Digital Health Delegation is actively participating
in national and EU conferences

# SANTE

HIMSS @

7/

_ SAVE THE DATE

-

COMITES

'ENS
NUMERIQUE

N SANTE

N
7/
N\
/7
N
7/
N
7/

INIZNIZNZN
NZN/N/N\/
INININN
NZNZN/N/
VAVAVAVAN

feen

Conference on national
EHDS implementation

Organized by DNS
September 30th, 2025

02/06/2025

40


https://esante.gouv.fr/sites/default/files/media_entity/documents/avis-du-comite-citoyen-2024.pdf
https://www.linkedin.com/showcase/d%C3%A9l%C3%A9gation-au-num%C3%A9rique-en-sant%C3%A9-dns/posts/?feedView=all
https://sante.gouv.fr/ministere/europe-et-international/l-union-europeenne-de-la-sante/article/l-espace-europeen-des-donnees-de-sante
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Time for discussion
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