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French digital health implegﬁ%ntation roadmap
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The Digital Health Acceleration aligned with other
national digital health fundlng strategies

Feuille de route ministérielle du numérique
en santé (MSS - DNS)
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5 orientations, 30 actions RS
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Grand Défi |IA & Santé

Ameéliorer les diagnostics
medicaux grace a I'lA

\Q
Q,Qegur du numérique en santé
(MSS - DNS)

Juillet 2020 - Juillet 2025

2 Mds€ dont 600M€ pour le medico-social
Favoriser I'échange sécurisé de données
entre les professionnels autour du patient

DE LA SANTE

2022 2023 2024

PariSanté Campus

2020 - 2028

400 M€

Structurer et fédérer une filiere en santé
numérique de rayonnement mondial
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Stratégie d'accélération Santé numérique
(PIA 4 - France Relance)

2021 - 2025
Positionner la France en leader
mondial de la santé numérique

Liberté
/ Ega[zte

Health Innovation
Plan 2030: making
France the leading
European health
industry

—+ EUR 7.5 bio.

*Advertising PR, June 21

A EUR 6‘%0 MILLION STRATEGY LAUNCHED ON 18 OCTOBER 2021



EX Digital Health AcceLératlon Strategy

MINISTERE

DES SQLIDANTES SUPPORTING DIGITAL HEALTH AL‘?LACROSS THE INNOVATION PROCESS

ET DE LA SANTE
Liberts A EUR650 MILLION STRATEGY LAUON%HED ON 18 OCTOBER 2021
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5 | Fostering the conditions for the large-scale deployment of _
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| 4 | Accompany the implementation of real-life experiments and firsté
___J industrial stages P
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3 | Support the development of structural projects to str%n‘ﬁthen
7] strategic advantages ,.\\00 8 actions
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2 Prepare the future generation of key digitalﬂe@alth technologies an
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Develop stakeholder training, stqiéé%holder trust and professional
attractiveness of the sector ?5\‘
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Liberté Public consultation: 0
Lgalié 429 responses — 50 qualitative interviews — 6 Calls f()@ %xpressmn of interest
months of interdepartmental work &\Q
@
o
S




G NIUS

Q
SINGLE GATEWAY TO SUPPORT DIGITAL HEALng\QENTREPRENEURS SAVE TIME AND
ACCELERATE MARKETING AUTHORISATIONSQ§F THEIR SOLUTIONS
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G NIUS serwces

Entrepreneurs are oriented towérds the right contact person and gain access to
the relevant information in q‘?der to follow the smoothest development of their

product. \\«9
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U‘ THE FRENCH PRESIDENCY OF THE COUNCIL OF THE EUROPEAN UNION

FRANCE‘ZZ #PFUE22 TO BUILD THE EUROPEAN AMBITION ON SHARED VALUES
Q"b
&@Iiacing health crisis, the assertion of aggresive powers and climate
» $~Q

fL;’?éaéiss.'g %‘LCE onseil @ $  change, the best response isEuropean

de | Uryon The three key principles « Relaunch, Strength, European belonging »

europeenne &
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RELAUNCH

and economic strenathenina to enable Europe to accompany

the ecological and dlgltaltransn(r}e?\s
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« A strong Eur%p‘icé in the world,

fully sovereig@;)
«A stron%e@, more sovereign,
more united Europe »

Making Europe a digital leader

STRENGTH &

To defend and promog.‘@ our values and interests

)
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Europeanise all strategies to v

support the "innovation and S

rowtif et e SENSE OF EUROPEAN BELONGING
%)

To buildadnd develop a common European imagination: through
Cu|tLQJ,{\Q, our shared values, our common history

A «Europe of public health »




FRANCE22

¢ Mission ViIsion

To implement ethics by To ensure progress in
design Digital Health digital health follows
globally and report humanistic valges assets
A European way transparently to the and traditig@*@and make
citizen It an enaga*ér of success.
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STRATEGY FOR DIGITAL HEALTH in EUROPE
A single market approach empowered by the European Health
Data Space

of using Digital

health

European ethical | MMl
principles for digital |/} " \
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Develop European use
cases
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) Technical standards
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FRANCE22
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#PFUE2022: AN OPPQRTUNITY FOR DIGITAL HEALTH
¢
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U STRATEGY FOR DIGITAL HEALTH

FRANCE22

Move towards the congtiruction of a single market, prepare the European Health Data Space

Establish the ethical prereqjuisites necessary for
European citizens 1o trust digital health

OK PRINCIPES EUROPEENS POUR L'ETHIQUE DU NUMERIQUE EN SANTE
EUROPEAN ETHICAL PRINCIPLES FOR DNGITAL HEALTH

Inscrire | e nomérigue en santé dans un cedre: de valeurs humanisbes
Base Digital Health on fumanistic values
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Develop uses by moving towards the construction of a
European single market
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Towards a progressive harmchnisation of technical standards
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X EU companies

strengthen the ISNOMED Leading healthcare
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governance
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« 27 countries, 27 health systems \\00
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* A new harmonised regulatlon on Health Technology Assessment

(HTA), a deliverable of th%eﬁu Pharmaceutical Strategy, has been

)
adopted late 2021. §“”
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 Objectives: N
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—  Efficient us%dﬁ'esources

—  Strengthén the quality of HTA in the EU
©
— A\ggﬁl duplication of efforts by HTA organisations and private companies at national

level

« Early 2021 : Germany paved the way for the assessment and

reimbursement of Digital Health Applications with the & How to harmonise clinical
introduction of DIGA in the national register of "applications fouf< evaluation criteria &
prescription @Qp methodologies in Europe for
« Other European countries, including France, are foIIowing@;ﬁZse the ev_aluatlon_ of the d'g"t?al
developments. In France, an adapted transposition of th& this model has medical devices (DMD)"

been enacted with the Social Security Funding Law of 2022.



MINISTERE EUROPEAN TASKFORCE: HAﬁMONISATION OF CLINICAL |
DES SOLIDARITES CRITERIA AND METHODQEOGY FOR EVALUATING DIGITAL -
ET DE LA SANTE i
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The Taskforce is composed of leading 60&ci=rance, Germany and Luxembourg have The project is coordinated by EIT health,

institutional, HTA and and clinical @Q&o already started implementing a methodology chaired by France and cochaired by

researchers: @é’Q‘ to assessdigital medical devices. Belgium, EUNeHTA: ~o’\@b

-+ EUnetHTA &%0@ Austria, Ireland and Spain have expressed 7 To drive the reﬂec“dﬁ

~+ BfArM in Germany &\&’\@ strong interest. 7 Guarantee the :@trallty of the

N\ N
> HTA body HAS in France @VB - exchanges XS
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7+ Innovative methodologx@;(perts -w ~ 5 Dlssemnlageat European scale

7 Major scientific e)oeﬁcérts and European _ ‘7 PI'OVldé network

scientific communiﬁsg (Digital Medicine .' ‘ e é"

Society (DiMe), B(jl/@nedlcal Alliance) 6?’@

)
Patient asébaauons - <

7 e Objectives &

> European Observatory on Health ,@

Systems and Policies 1. Combine and lead efforts to fac@tate the access to the European market for digital

~ R tatives from TEHDaS/E EHDS medical devices at Member S((tcgtes level.

2 Reach consensus how to ha?monlse clinical trial criteria for the evaluation of DMDs
in the EU @Q’
EI’C Health Co-funded by the &2

European Union

3. Drive other Euro%ga@% countries to join the discussion
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MINISTERE BUILDING THE PAN-EUROREAN CONSENSUS
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Bgalitd K\o\"’o - Testimonies, use case and pilots from large and

Peer review group N S : middle-sized companies and start-ups
xS
> - Review of the conclusions of the Taskforce
N | ’
European Task Egr'ce
%Q
*  Pan Europe%a‘eépproach
analysis v\\‘«@
& _
»  Draftsind publish a
Paper based
QG}'I littérature review
N
© Design and share

conclusions

& | e=
H R Co-funded by the &(\Q’ MINISTERE Délégati’o'n minisériell?
ea European Union © DES SOLIDARITES au numérique en santé
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EUr_1etHTA, HASeventin @"’é EIT Health Summit The State of Digital EHIMS&2 H "\%22
Paris & Stockholm - Therapeutics 2022 .
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P, French HeQitﬁcare Rgasotech @\‘f Al For health Summit :
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. Digital Medicine
- Conference
. Luxembourg
: 26 & 27 October
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U‘ THANK YOU ANDJfOOKING FORWARD TO YOUR INPUTS

AND CthABORATIVE WORK FOR THE EU
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FR%NCH EU PRESIDENCY DOSSIER DE PRESSE
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f DIGITAL HEALTH ACCELERATION STRATEGY D OSSIERigE PRESSE
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v\\@“@ G_NIUS WEBSITE : HTTPS://GNIUS.ESANTE. GOW FR/
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FRAN CE22 <& s NATIONAL DIGITAL HEALTH AGENCY FRENﬁH EU PRESIDENCY
prestorwce seancaie® WEBSITE WITH ALL ECOSYSTEM EVENTSQ«
R French Presidency of the Council gfthe European Union | Europe

v International (esante.gouv.fr) @e@
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FRENCH EU PRESIDENCY OFQFFCIAL EVENT PAGE.
©

https:/presidence- &
francaise.consiIium.eyi'opa.eulfrlevenementslconference-

mmlsterlelIe-mtqun‘hete—ethmue—et-donnees—de—sante/
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https://esante.gouv.fr/sites/default/files/media_entity/documents/220126-dossier-de-presse_numerique-en-sante-en-france_enjeux-pfue.pdf
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