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Digital technologies are the backbone of better societies and 
stronger economies. Maximizing the value of data is at the 
heart of the digitization of all sectors of the modern economy, 
and the Covid-19 pandemic showed that it is specifically 
important in health sector.

It also demonstrated that rapid collaboration between 
Member States was possible, with the implementation of the 
EU Digital COVID Certificate, setting a global gold standard for 
safe travel. 

European citizens have high expectations in terms of accessing 
personal health data and controlling its use by third parties. 
It is essential for them to take control of their health data. 
On the one hand, this will allow the secure exchange and 
sharing of health data for citizens across EU Member States 
and between EU-based healthcare professionals, when citizens 
travel across the EU. On the other hand, this will revolutionise 
how we use health data for research, innovation and policy-
making. It will create a strong legal framework to allow public 
researchers, institutions, and industry to access, combine and 
re-use health data. This use of data can lead, for example, to 
the development of new, life-saving treatments, medicines, 
medical devices or next-generation antibiotics; to make 
progress on personalised medicine; to train innovative artificial 
intelligence health tools with high-quality data; or to inform 
government decisions during a pandemic. 

A common European approach to the use of health data will 
also support the development of a single market for digital 
health products. Meanwhile, trust, security and privacy are 
fundamental elements of the European Health Data Space. 
Citizens must be confident that their health data are handled 
with the greatest care, underpinned by strong data protection 
rules and data security. The European Health Data Space 
will provide a trustworthy setting for secure access to and 
processing of a wide range of health data.

Éditorial
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Sandra Gallina
Director General for Health and Food Safety 
(DG SANTE). European Commission

It is in this context that France took over the rotating 
presidency of the Council of the European Union on January 
1, 2022, with a single objective for digital health: to implement 
pragmatic actions to facilitate the deployment of the 
European Health Data Space.

The European Commission is pleased with the concrete 
achievements obtained in record time under the French 
Presidency. 

First of all, the European Commission welcomes the adoption, 
under French leadership, of a framework of ethical principles 
for digital health, which were as much as possible integrated 
into the draft regulation on the European Health Data Space.

I can only emphasize the effectiveness of the work of the 
French Presidency, in collaboration with the European 
Commission, in implementing this ambitious vision for future 
digital health in the European Union. These actions follow on 
from the actions of the German, Portuguese and Slovenian 
Presidencies and are now being continued by the Czech and 
future Swedish Presidencies.

Collectively, the European Commission and all Member States 
are proud to work for the deployment of new digital health 
services expected by Europeans and to open opportunities 
to unlock the potential of health data in Europe, in a secure, 
sovereign, humanistic and ethical framework. 
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Preparing the European Health 
Data Space: targets reached during 
the six months of the French Presidency 
of the European Union 

In December 2021, the French President 
inaugurated the French Presidency of the 
Council of the European Union (PFUE), by 
inviting to develop a European ambition based 
on shared values. Moving towards digital health 
impementation based on a sovereign and 
ethical framework is part of such a project.

The negociation of the draft Regulation for the 
European Health Data Space (EHDS) started 
under the French Presidency. This text will 
govern digital health for all EU Member States, 
as it is the case for data protection with the 
General Data Protection Regulation (GDPR).
It also will transform the way digital health is 
implemented across the Europe Union, with the 
same expected impact as the GPDR.

21st eHealth Network meeting, 1-2 June 2022, PariSanté Campus
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The French Presidency chose to devote the six 
months of its mandate to the preparation for 
the future adoption and implementation of the 
EHDS, and of the European Single Market for 
Digital Health, wisth concrete steps towards:

1.  The definition of an ethics- and citizen-
centered trust framework for digital health in 
Europe, in the form of concrete tools. Without 
this, no trust or use thereof can be created;

2.  The adoption of the first European 
technical standards and establishing an 
EU-level governance in this area, in line with 
the exceptional work achieved through the 
adoption of the EU Digital Covid Certificate.

3.  An initiative to harmonize European 
evaluation criteria for clinical trials for 
assessing digital medical devices.

Furthermore, France encouraged Member States 
to anticipate the creation of the EHDS and tried 
to set a good example by initiating concrete 
actions on: 

 The use of data as part of the 
healthcare journey, with the deployment of 
MyHealth@EU, to enable the secure sharing of 
health data between European professionals. 
- France was one of the first 8 countries to join 
the scheme; 

 The secondary use of data, for research, 
innovation and policy-making : France now leads 
the consortium responsible for implementing a 
pilot for the EHDS. 

These actions are detailed in this report. Work 
on these ambitious projects will be continued 
under the Czech Presidency of the Council of 
the European Union.

In addition, a total of 25 European events 
focusing on digital health took place during 
this semester of the French Presidency. The 
unprecedented mobilization of the European 
and French digital health ecosystems reflected 
the need for enhancing the visibility, awareness 
and sharing of information around digital health. 
It is also necessary to create synergies between 
European, national and regional digital health 
challenges across all EU Member States.  
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23 events (colloquiums, conferences, 
roundtables and exhibitions) were organized by 
actors of the French and European ecosystems. 
2 major events were organized by the 
Ministerial Digital Health Delegation, namely: 

 The Ministerial High-Level Conference 
“Citizenship, Ethics and Health Data” which took 
place in Paris and online on February 2, 2022, 
in the presence of European health ministers, 
representatives of the European Commission 
and experts. This has been an opportunity 
to present the European Ethical Principles 
for Digital Health and pave the way for their 
implementation; 

 The 21st eHealth network meeting 
which took place in Paris on June 1st and 2nd, 
2022, brought together digital health and digital 
health representatives from Member states 
ministiries of health, as well as from Norway and 
Iceland, and from the European Commission 
(DG SANTÉ, DG CNECT, HaDEA).

In the annex of this report, you will find a 
detailed presentation of all of digital health 
events.

Leading the digital health strategy for 
the French EU Presidency has not only 
been an exciting challenge but also an 
unprecedented opportunity to collectively 
contribute to shaping our health systems 
of tomorrow, based on digital health.

Louisa Stüwe, former French 
EU Presidency digital health project lead 
at the French Ministry of Health
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Publication of a study on digital health in 
the Member States of the European Union

Following the Covid-19 pandemic, it was necessary to get an updated state of 
play of the development of digital health across Member States.

1. Webinar of 19 April 2022 — Webinar report on the EU eHealth study on April 19, 2022: https://esante.gouv.fr/webinaires/le-numerique-en-sante-dans-
les-etats-membres-de-lunion-europeenne 
Complete study and detailed country profiles available on the website of the Agence du numérique en santé — Complete study and detailed country 
profiles available on the website of the French digital health Agency: https://esante.gouv.fr/ 

2. https://esante.gouv.fr/sites/default/files/media_entity/documents/dns-pfue_final-report_digital-health-vf.pdf

In close connection with the eHealth Network 
(the 27 Member States of the European 
Union, Iceland and Norway) and the European 
Commission, the study provided an assessment 
of the state of play of digital health in Europe.

This study carried out with EY aimed at 
evaluating the state of play of digital health 
development in Member states, focusing on 
several areas of digital health including ethics or 
interoperability.

First insights were shared during the ministerial 
conference on February, 2nd 2022. A webinar 
to report on the study was organized on 
April 29, 2022.1 This study, validated by the 
eHealth Network, is now available on the 
website of the French national eHealth agency.

The study2 draws a detailed profile of the 
health digital sate of play for each member 
state and identifies five main findings: 

1.  Digital health is a top priority for all 
Member States: all countries have a 
dedicated strategy focused primarily on 
the deployment of core national services, 
telemedicine, improved interoperability and 
security.

2.  Digital health deployment and efficiency 
may be limited by a lack of regulatory 
framework, especially in areas such as 
mobile Health or artificial intelligence based 
solutions. 

3.  The adoption of common interoperability 
frameworks is key to improving the sharing 
of health data at regional, national and 
European levels.

4.  Digital health sustainability is still an 
emerging matter, further work needs to be 
done to strengthen it. 

5.  Ensuring that an ethics-based approach 
is present in the conception of digital 
health developments is key to securing its 
acceptability and the trust of citizens.

This study now serves as an inpu for national 
roadmaps discussions as well as for the 
collective work to be undertaken ahead of 
the EHDS regulation. It also provides a a cross-
sectional view for digital health development in 
the EU to all stakeholders.

https://esante.gouv.fr/webinaires/le-numerique-en-sante-dans-les-etats-membres-de-lunion-europeenne
https://esante.gouv.fr/webinaires/le-numerique-en-sante-dans-les-etats-membres-de-lunion-europeenne
https://esante.gouv.fr/
https://esante.gouv.fr/sites/default/files/media_entity/documents/dns-pfue_final-report_digital-health-vf.pdf
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State of play of Digital Health in Europe
Detailed country profile: Belgium (1/4) Belgium

Summary of the Digital Health roadmap Key indicators

Patient health record

E-prescription service

Patient identification system

Interoperability framework

 Is it enforceable?

Security framework

 Is it enforceable?

Individuals’ access to their health data

 HP’s access management

National infrastructure for data collection

Regulation on secondary use of data

Regulation for telemedicine reimbursement

 Assessment mechanisms

Accelerate the accessibility of 
Digital Health solutions - for 
patients and healthcare 
professionals by supporting 
Digital Health innovation and 
entrepreneurship

Promote health data sharing - by 
expanding the use of electronic 
health records and the 
interoperability of infrastructure

Implement a national Digital 
Health platform - created for 
patients and healthcare 
professionals, funded with €80M 
by the Ministry of Health and the 
Health and Disability Insurance 
system

Finalized projects Ongoing or planned projects
Sources
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Focus on ethics in Digital Health

2.
1.

3. 4.Enable individuals to manage their 
Digital Health use and data

Base Digital Health on 
humanistic values

Make Digital Health inclusive 
and accessible to all Implement eco-

responsible Digital Health

 There are dedicated tools for the 
collection of individuals' consent for 
the use of their health data in the 
context of care (but not in the context 
of research)

 The Digital Health Platform includes in 
its governance a User Consultation 
Committee which assists the 
Management Committee by 
proposing initiatives or security 
measures to implement

 Initiative about the creation of 
personal safes through “Solid” 
technology, where the storage is 
controlled by individuals and not by 
healthcare providers

 There are national representatives 
and frameworks for the security of 
health information systems – but 
there is no national database

 There are health expert groups 
within the Data Protection 
Authority

 Planned “Empowering individuals” 
project which aims at ensuring that 
every individual can understand 
and use their own data, with two 
lines of work: Digital Health literacy 
and specific offices for people 
impacted by the digital divide (e.g., 
in post offices)

 Since 2018, Belgian public websites 
must comply with an established 
framework for digital accessibility 
according to the European directive 
2016/2102

 Dedicated communication towards 
individuals on Digital Health and 
their rights

 No specific project regarding 
the environmental impact of 
Digital Health

BelgiumState of play of Digital Health in Europe
Detailed country profile: Belgium (2/4)
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“MaSanté”(Digital Health.fgov.be), national portal where individuals can 
access their health data, including information saved and shared by 
healthcare providers, the health insurance fund, or other federal 
institutions and supported by digital tools deployed at a regional level -
about 80% use rate 

Patient identification with the electronic ID card (100% of the 
population); identification and authentication service for healthcare 
professionals (80% use rate)

No initial training in innovation and Digital Health for healthcare 
professionals - however, specialisations are possible (master's 
degree, double degree, etc.)

Existence of regional services dedicated to document management (80% 
effective use rate) and secure messaging (10% effective use rate) for 
patients

Digital Health Box to collect individuals initiatives about health 
innovation

Deploy Digital Health platforms at national level

Support innovation and promote buy-in from all stakeholders

Belgium

e-prescription service (Recip-e), mandatory since 2020 and used by 50% 
of healthcare infrastructures
e-signatures used in 35% of all health documents

 The Digital Health platform is used to validate the compliance of Digital Health services with the national architecture 
standards

Spotlight on the enforceability of national reference systems

State of play of Digital Health in Europe
Detailed country profile: Belgium (4/4)
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Adoption of the European Ethical Principles 
for Digital Health

The development of digital health raises 
legitimate questions and concerns about data 
uses, security and sovereignty issues. Answering 
those concerns is key to building a trustworthy 
framework surrounding future data uses. 

It is essential to frame the development of 
digital health with humanistic and citizen values, 
to implement them in a concrete way, and to 
communicate the progress made to citizens in a 
transparent way.

The United States were inspired by actions of the Frenchn and invited France to present European ethical principles 
for digital health 
HIMSS22 Orlando, March 16, 2022

Professor Brigitte Séroussi (French Ministerial Delegation for digital health), Hal Wolf (HIMSS Chair and CEO), Isabelle 
Zablit-Schmitz (French Ministerial Delegation for digital health) and Jean-François Goglin (Connective santé)
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In close collaboration with DG SANTE and 
digital health representatives from the eHealth 
network, 16 European ethical principles were 
adopted in less than a month. This adoption in 
record time is explained by a broad consensus 
on these topics, and its building on the thinking 
already begun and by the fact that this work 
could build on what was discussed in the 
context of the adoption of the EU Digital Covid 
certificate.

Sandra Gallina, Director General, DG SANTE, 
European Commission
Ministerial High-level Conference “Citizenship, Ethics 
and Health Data” on February 2nd 2022

The European ethical principles for digital 
health were unveiled on February 2nd, 2022 
at the French Presidency of the Council of 
the European Union Ministerial Conference 
on Citizenship, Ethics and Health Data. This 
conference aimed aimed at presenting and 
clarifying the 16 principles which are organized 
in 4 dimensions, as follows: 

 Base digital health on humanistic values 

  Enable individuals to manage their 
Digital Health and data

 Make Digital Health inclusive 

 Implement eco-responsible Digital Health

In conclusion, the European Commission and the health ministers of the Member 
states committed to implementing the ethical principles through the eHealth 
Network. 

The first stage of implementation: explaining 
the principles to ensure their proper 
implementation

The European ethical principles for digital health 
fit in one page on purpose as it was meant 
as a simple, straightforward and easy-to-read 
document directly targeted at citizens. The next 
step was to produce an explanatory document 
for the principles to ensure unambiguous 
compliance while implementing them. This 
document provides a detailed explanation of 
the principles and national use cases from all 
Member states. A first version of this supporting 
document was adopted during the eHealth 
Network meeting on the 2nd of June in Paris. 
Member States are now invited to use it for their 
national implementation.

A second stage of implementation: assessing 
national and European compliance to the 
principles.

A self-assessment grid has been produced 
by the eHealth network, allowing for initial 
assessment of European Union’s global 
compliance to these principles according to 
national self assessment.
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The European Commission immediately ensured that the European ethical 
principles were integrated in the draft regulation for the European Health Data 
Space

The European Commission indicated that the ethi-
cal principles were integrated as much as possible 
in the regulation proposal.

In an exchange of views on the text between Eu-
ropean health ministers on 14 June 2022 during 
the EPSCO (Employment, Social Policy, Health 
and Consumer Affairs) Council in Luxembourg. 
Most Member States also stressed the impor-
tance of the newly adopted ethical principles, 
as they are a reference framework of values for 
building a trustworthy digital health in Europe. 

Roberto Viola, Director General, DG CNECT, 
European Commission
Ministerial High-level Conference “Citizenship, Ethics 
and Health Data” on February 2nd 2022

Former French Minister of Health Brigitte Bourguignon with the  French delegation at EPSCO meeting .
Presentation of the EHDS Regulation proposal by the European Commission to the European Ministers of Health
EPSCO of 14 June 2022 in Luxembourg, French Presidency of the Council of the European Union

The European principles for digital health have drawn attention beyond Europe. 

The French Presidency of the Council of the 
European Union has been invited to present 
the European Principles for Digital Health 
Ethics on several occasions, including at the 
2022 HIMSS Conference in Orlando, USA. The 
interest and enthusiasm generated fully confirm 

its relevance. Both the USA and WHO have 
launched initiatives on this issue. In addition, 
Europe is currently working on general principles 
for digital, with which the European principles 
for digital health are consistent.
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PRINCIPES EUROPÉENS POUR L’ÉTHIQUE DU NUMÉRIQUE EN SANTÉ
EUROPEAN ETHICAL PRINCIPLES FOR DIGITAL HEALTH

Inscrire le numérique en santé dans un cadre de valeurs humanistes 
Base Digital Health on humanistic values
1.   Le numérique en santé complète et optimise les pratiques de santé effectuées en présentiel 

Digital Health complements and optimizes face-to-face healthcare 

2.  Les personnes sont informées des bénéfices et des limites du numérique en santé 
Individuals are informed about the benefits and limits of Digital Health

3.  Les personnes sont informées des modalités de fonctionnement des services numériques en santé et peuvent facilement 
paramétrer leurs interactions avec ces outils 
Individuals are informed about the functioning of Digital Health services and can easily customize interactions with them

4.  Lorsqu’une intelligence artificielle est mise en œuvre, le maximum a été fait pour qu’elle soit explicable et sans biais 
discriminatoire 
When artificial intelligence is used, all reasonable efforts are made to make it explainable and without discriminatory bias

Donner la main aux personnes sur le numérique et sur leurs données de santé
Enable individuals to manage their Digital Health and data
5.  Les personnes ont un rôle actif dans l’élaboration des cadres européens et nationaux du numérique et des données de santé 

Individuals are actively involved in shaping the European and national frameworks of Digital Health and data

6.  Les personnes peuvent récupérer facilement et de manière fiable leurs données de santé dans un format couramment utilisé 
Individuals can easily and reliably retrieve their health data in a commonly used format

7.  Les personnes peuvent facilement obtenir des informations sur la manière dont leurs données de santé ont été ou peuvent être 
consultées et dans quel but 
Individuals can easily get information on how their health data have been or may be accessed and for which purpose

8.  Les personnes peuvent facilement et de manière fiable donner l’accès à leurs données de santé et exercer leurs droits,  
y compris leur droit d’opposition quand il est applicable 
Individuals can easily and reliably grant access to their health data and exercise their rights, including objection when applicable

Développer un numérique en santé inclusif 
Make Digital Health inclusive
9.  Les services numériques en santé sont accessibles à tous, y compris aux personnes en situation de handicap ou avec un faible 

niveau de littéracie 
Digital Health services are accessible by all, including by people with disabilities or low levels of literacy

10.  Les services du numérique en santé sont intuitifs et faciles à utiliser 
Digital Health services are intuitive and easy to use

11.  Les personnes ont accès à des formations sur le numérique en santé 
Individuals have access to Digital Health training

12.  Les services numériques en santé proposent une assistance humaine lorsqu’elle est nécessaire  
Digital Health services include support through human communication when needed

Mettre en œuvre un numérique en santé éco-responsable  
Implement eco-responsible Digital Health
13.  Les impacts environnementaux du numérique en santé sont identifiés et mesurés 

Environmental impacts of Digital Health are identified and measured

14.  Les services numériques en santé sont développés dans le respect des bonnes pratiques d’éco-conception  
Digital Health services are developed in compliance with eco-design best practices

15.  La réutilisation et le recyclage des équipements informatiques en santé sont prévus 
Re-use and recycling of Digital Health equipment is ensured

16.  Les acteurs du numérique en santé s’engagent à réduire leur empreinte écologique 
Digital Health stakeholders are committed to reducing their ecological footprint
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Towards a European Single Market 
in Digital Health: interoperability 
and market access

Olivier Véran, former Minister of Solidarity and Health, France
Ministerial High-level Conference “Citizenship, Ethics and Health Data” on February 2nd 2022

The French Presidency of the Council of the European Union sought to take 
concrete steps towards a European single market for digital health.

Accelerating the shift towards a European 
single market for digital health is essential to 
building the European Health Data Space and 
vice-versa. In order to achieve this, shared 
technical standards at European level are 
needed. Therefore, the European Union has to 
propose shared frameworks and interoperability 
standards, with ensured compliance thereof 
by digital health solutions, in order to ensure 
interoperable data feed the European Health 
Data Space.  

The expected European single market will 
enable simplified market access procedures 
to guarantee the same level of safety for 

patients across the EU and to enable a single 
market access to the European market instead 
of having 27 independent national ones. For 
connected medical devices, the first step will 
be to harmonize market access conditions, and 
namely adopt common evaluation criteria up to 
clinical trials  for digital medical devices.

Last but not least, entrepreneurs and innovators 
must be able to understand market access 
mechanisms in the European Union as a whole 
and in all EU Member States in order to speed 
up the deployment of their solutions for the 
benefit of healthcare professionals, citizens and 
of the healthcare system. 
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Accelerating semantic interoperability in Europe and France 
through the adoption of SNOMED—CT

Jakub Dvořáček, Deputy Minister of Health, Czech 
Republic
Ministerial High-level Conference “Citizenship, Ethics 
and Health Data” on February 2nd 2022

Building the European Health Data Space 
requires the implementation of common norms 
and standards. The EHDS regulation proposal 
seeks to provide a definition of this technical 
framework by involving expert groups and to 
make it mandatory for EU Member States. The 
approach has been initiated by the European 
Commission, which has asked Member States 
to adopt a first common terminology standard, 
i.e. the SNOMED-CT terminology (“Systematised 
Nomenclature of Medicine Clinical Terms”). 

The EU has decided to promote the use of 
this reference terminology, already adopted 
by 19 Member States to promote health data 
interoperability. The European Commission has 
made funding available to accompany Member 
States by covering 60 % of their license fees for two 
years. Several European value sets already used in 
cross-border data exchanges have been based on 
a set of terminology including SNOMED-CT. In the 
context of the French Presidency of the Council 
of the European Union, France has announced the 
national adoption of SNOMED-CT, in line with its 
wish to contribute to building the European Health 
Data Space, and to meet national demand. 

Terminologies used to describe medical concepts 
are essential to the structuring and exchange of 
health data. They enable the interoperability of 
data exchanges and their exploitation: facilitating 
cross-border health data sharing, statistics, 

epidemiological research through standardized 
clinical data. SNOMED-CT covers a wide spectrum 
of medical concepts and is acknowledged as 
a reference terminology at international level. 
However, its use must be complemented 
through other reference terminologies or specific 
terminologies, depending on given use cases. Its 
use makes it possible to produce structured health 
data, to work on data that is not or semi-structured 
by automatic natural language processing (NLP).

The French eHealth Agency (ANS) coordinates 
the terminology management center. ANS is in 
charge of contracting and intends to deploy this 
terminology in two steps. A first step is to prepare 
the users and the industrial ecosystem through the 
construction of the National Release Center (NRC) 
for SNOMED-CT in France, followed by contracting 
and integrating on the multi-terminology platform, 
and publication on the multi-terminology 
server, are prerequisites prior to a national 
implementation. These steps will be consistently 
carried out with the national strategy and in close 
connection with the national programme “Segur 
Numérique“. This refers to an unprecedented 
national investment plan of, an unprecedented €2 
billion investment program to support the massive 
and coherent development of digital health in 
France. The implementation of SNOMED-CT in 
France, as in most European countries, will therefore 
be progressive and implemented according to 
use cases, in consultation with industry and end-
users. It will take into considerations terminologies 
already in use. 

This first concrete step is also a first step in 
creating a new operational governance of digital 
health in Europe. The future shared technical 
framework imposed on EU Member States will 
have to be governed by the new governance 
arrangements (choice of standards, deployment, 
maintenance). During the 21st eHealth Network 
meeting organized under the PFUE, proposals were 
made by the eHealth network co-chairs (DG Santé 
and the Netherlands) as well as by all Member 
states. The Czech Presidency is committed to 
continuing these discussions and France wishes to 
play a leading role in developing a new vision.
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Harmonizing evaluation criteria for the assessment of Digital 
Medical Devices (DMD) up to the stage of clinical studies

Ministerial High-level Conference “Citizenship, Ethics and Health Data” on February 2nd 2022
Former French minister of health Olivier Véran with representatives from the French ministerial delegation for digital 
health : Professor Brigitte Séroussi, Laura Létourneau, Isabelle Zablit-Schmitz, Louisa Stüwe (Project leader PFUE), 
Agathe Bourbonneux et Lili Capponi

3. 2019 Digital Healthcare Act (DVG), Germany

The European Union has to ensure that patients 
have access to the latest health innovations. 
The French Presidency of the Council of 
the European Union started as the new EU 
Regulations on Medical Devices and Health 
Technology Assessment introduced additional 
requirements for medical devices (evidence 
generation, joint assessment procedures, CE 
marking requirements). These apply to software 
using artificial intelligence, machine learning 
technologies or computer modeling and 
simulation algorithms: we are talking about 
digital medical devices (DMDs).

At the same time, several European countries, 
Germany in the first line, began to implement 
arrangements to provide early access for 

innovative digital solutions requesting 
different evaluation mechanisms and 
scientific evidence requirements. Germany 
has implemented a scheme providing early 
access to reimbursement of CE-labeled digital 
health applications for low-risk class 1 and 2A 
DMDs3. This innovative legal framework allows 
physicians to prescribe categories of digital 
health applications identified as “DIGA” (Digital 
Gesundheitsanwendungen), digital health 
solutions pending evidence demonstrating their 
positive effects on the organization of health 
care, including the ability to improve patient-
relevant healthcare structures and processes, 
to assist the patient in their day-to-day 
management of the disease, etc.

https://www.bfarm.de/EN/Medical-devices/Tasks/Digital-Health-Applications/_node.html
https://www.bfarm.de/EN/Medical-devices/Tasks/Digital-Health-Applications/_node.html


16

In France, the Social Security Funding Bill 
for 2022 provides for a one-year transitional 
and temporary reimbursement scheme for 
innovative digital telemonitoring and digital 
therapies that have been CE-marked and 
meet the regulatory requirements known 
as “digital therapeutics” or DTx. This gives 
patients faster access to innovation. At the 
same time, manufacturers need to provide the 
necessary evidence for their assessment and 
reimbursement. 

Similar procedures exist in several other Member 
States. The convergence towards a European 
market access up to this stage of clinical studies 
is therefore relevant. The French Presidency of 
the Council of the European Union has laid the 
foundation for this work in the perspective of 
leveraging the potential of the European single 
market, and to speed up patient access to these 
solutions. 

The need to develop a coordinated approach 
to market access for digital medical devices 
provides a unique opportunity for collaboration 
and convergence of national practices to 
simplify access to a market with a European 
dimension. This should also pave the way for 
the harmonization of prices, even if the issue 
of setting the repayment and pricing rates for 
DMDs remains a national competence due to 
different national funding systems. The work 
carried out under the French Presidency of 
the Council of the European Union has already 
established that: 

 European harmonization will be limited 
to the first three stages (out of 5) of the market 
access cycle for DMDs;

 the work will build on European 
regulations on medical devices and on the 
assessment of health technologies; 

 an interdisciplinary working group 
including the academia, responsible public 
agencies and experts is necessary to elaborate 
recommendations for such harmonization, using 
a review of existing literature, standards and 
evaluation criteria for digital medical devices in 
the EU and beyond.

The French Presidency of the Council of the 
European Union thus launched a dedicated 
European task force on May 6th, 2022, with 
the support of Germany and other countries,  
coordinated by EIT Health et cochaired by 
EUnetHTA. 

The objective of the taskforce is to propose 
references for the harmonization of procedures 
and methodologies assessing innovative health 
technologies. The taskforce is chaired by the 
French Ministry of Health and Prevention’s 
Ministerial Delegation for Digital Health and 
co-chaired by the European Network for Health 
Technology Assessment (EUnetHTA). Its 20 
members include representatives of health 
authorities and agencies, experts, researchers 
and academic actors from France, Germany, 
Belgium, Luxembourg, Italy, Austria, Finland and 
Spain (more to join), as well as two European 
organizations. A mission statement of this 
taskforce is currently pending publication. 

The group is working towards: 

 harmonizing the taxonomy of digital 
medical devices according to their scope of 
application;

 proposing common evidence 
requirements;

 providing EU-level recommendations at 
the end of 2022 to be submitted and published 
in a scientific journal
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Facilitating access to the European market for digital health 
innovations by means of G_NIUS

Decrypting health innovation regulations and funding pathways for digital health 
in several countries of the European Union is the promise of G_NIUS, a European 
platform providing support to health innovation.

Maja Fjaestad, Secretary of State, Ministry of Health 
and Social Affairs, Sweden
Ministerial high-leevl conference "Citizenship, ethics 
and health data" held on 2nd February, 2022.

The French Presidency of the Council of the 
European Union launched a concrete initiative 
to facilitate access to markets of EU Member 
States with the creation of several country 
guides for digital health entrepreneurs and 
innovators. G_NIUS (https://gnius.esante.
gouv.fr/en/) in France has been, since 2020, a 

unique one-stop-shop for e-health innovation 
and health uses. is a unique one-stop-shop 
for e-health innovation and health uses. This 
online platform saves entrepreneurs time by 
redirecting them to the right contact points 
within the digital health ecosystem as well 
as local relays in EU Member States. G_NIUS 
provides access to the right information and 
helps entrepreneurs anticipate the stages of 
development for their digital health innovations.

G_NIUS is available in French and English to 
help national and international entrepreneurs 
understand the digital health environment 
in France. Through partners in other Member 
States, G_NIUS will offer comprehensive and 
relevant information on digital health market 
access in a selection of EU Member States, as 
of September 2022. The first version, available 
as of mid-September, will include the following 
countries: Germany, Spain, Sweden, Portugal, 
Finland, Estonia, Denmark, Belgium, the 
Netherlands and Greece.

1

Une introduction aux 
spécificités des systèmes de 
santé d’un pays européen à 
un autre

La liste des acteurs en santé 
numérique dans les différents 
pays européens

Les étapes à suivre pour 
accéder aux différents 
marchés de santé numérique 
européens

GG__NNIIUUSS  ––  sseerrvviiccee  iinntteerrnnaattiioonnaall
Un nouveau service expliquant l’accès des solutions en numérique en santé dans différents 
pays européens aux innovateurs en santé

Première série de pays attendue 
pour septembre 2022

 G_NIUS – international service
A new service for entrepreneurs explaining how digital health market access works in other EU 
Member States

An introduction to the 
specificities of healthcare 
systems in different EU 
Member States

A list of the key actors in 
selected EU Member State’s 
digital health ecosystems

Inital steps to access the digital 
health markets of EU countries

(https://gnius.esante.gouv.fr/en/) in France has been, since 2020, a unique one-stop-shop for e-health innovation and health uses.
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Building the European Health Data Space

Accelerating the deployment of MyHealth@EU, 
enabling the cross-border sharing of health data 
as part of the healthcare pathway. 

Sabine Dittmar Secretary of State, Federal Minister of 
Health, Germany
Ministerial High-level Conference “Citizenship, Ethics 
and Health Data” on February 2nd 2022

The European Union is working towards 
guaranteeing access to quality care for all 
citizens wherever they are in the European 
Union: it is a fundamental commitment to 
enable citizen mobility and only digital health 
brings this opportunity.

The goal of MyHealth@EU is to “knit” healthcare 
pathways through the sharing and translation of 
health documents, as indicated in the European 
Directive on the application of patients’ 
rights in cross-border health care since 2011. 
Deployment is under way on a voluntary basis 
by the 27 Member States as well as Norway and 
Iceland. With the regulation on the European 
Health Data Space, the deployment of all use 
cases will be mandatory.

A network of 29 countries allowing connections 
to health documents by health professionals 
by 2025: the perspectives of MyHealth@ EU. 
MyHealth@EU programme was launched, 
in response to one of the strategic axes of 
Directive 2011/24/EU of 9 March 2011 on the 
application of patients’ rights in cross-border 
healthcare, which lays down rules to facilitate 
access to safe and cross-border healthcare 
and to encourage cooperation in healthcare 
between the Member States of the European 
Union and those of the European Economic 
Area (Iceland, Liechtenstein and Norway). Like 
ten other countries, France is implementing this 
health data sharing system which creates the 
first part of the EHDS.

MyHealth@EU refers to the use of infrastructure 
and services for transcoding and translating 
health data for care to protect and support 
European citizens traveling within the EU. 
These services enable European citizens to 
benefit from healthcare in the country to 
which they travel in the same way as in their 
country of residence, through a new digital 
communication channel. This European 
secure infrastructure provides fast, safe and 
efficient access to European patient health 
data; it is easily accessible with, on the one 
hand, the authentication and accreditation of 
healthcare professionals in the country where 
healthcare is delivered, and on the other hand, 
information to the patient on the modalities of 
the exchange that may take the form of explicit 
consent.
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It is gradually being implemented in 22 EU 
countries: Austria, Belgium, Croatia, Cyprus, 
Czech Republic, Estonia, Finland, France, 
Germany, Greece, Hungary, Ireland, Italy, 
Lithuania, Luxembourg, Malta, the Netherlands, 
Poland, Portugal, Slovenia, Spain and Sweden 
and should cover 29 countries by 2025-2027.

The European Commission and the Member 
States have made this infrastructure available 
and each Member State has set up its own 
National Contact Point for eHealth (NCPeH) 
connected to the Commission’s coordination 
services. The eHealth Agency (ANS) has been 
designated as the NCPeH for France by the 
Ministry of Health (FR MoH). The French NCPeH 
serves as an intermediary between the NCPeHs 
of other countries and national arrangements 
such as the French Shared Medical Record 
(DMP).

MyHealth@EU programme currently includes 
the sharing of two types of medical documents: 
Patient Summary and e-prescription of 
medicines. The deployment of MyHealth@EU is 
gradual in 22 EU countries by 2025. France is one 
of the first seven countries to join the initiative 
as early as 2021.  

A concrete use case: the medical summary 
of a foreign patient receiving care in France. 
When a foreign patient consults a healthcare 
professional in France, the latter can then, via 
MyHealth@EU, access the medical synthesis 
of that patient, retrieved from the national 
infrastructure of his country of origin, translated 
and visible in French. This interface therefore 
avoids any language barrier preventing from 
understanding the patient’s medical history 
(including allergies, ongoing treatments, illnesses 
and previous surgical procedures).

This use case is currently based on a dedicated 
web access interface, Sesali.fr, the entry point 
for French healthcare professionals to access 
the data exchange infrastructure between 
EU Member States. As of now, French health 
professionals already can access the medical 
synthesis component of citizens residing 
in the following countries: Malta, Portugal, 
Croatia, Czech Republic, Spain (autonomous 
communities of Valencia and Basque Country), 
Luxembourg and Estonia. In France, the 
platform uses ProSanté Connect for strong 
authentication of healthcare professionals. In 
the next steps, this service will also be integrated 
into healthcare professionals’ software via an 
API.  

NCPeH

NCPeH

TESTA

CE

OpenNCP
Terminologies
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The following map highlights the countries where MyHeath@EU is already 
deployed and where it will be deployed by 2025. 

Member States which already
deploy patient summaries

Spain

Estonia LuxembourgCzech Republic

PortugalMalta

Croatia

Ireland

Slovenia

Belgium

Latvia

FinlandCyprus

Italy

Sweden

Austria

Hungary

Slovakia

Greece

Germany

Poland

Member States which intend to deploy
patient summaries by 2025

 

MyHealth@EU: healthcare professionals in France can access the medical synthesis of patients in countries shown in red.

4. Decree No 2021-914 of 8 July 2021 on the provisions for the care of patients in connection with healthcare provided in another Member State of the 
European Union — Legislance (legifrance.gouv.fr) 

What about a patient with French health 
insurance going to another Member State? 
In the future, a EU-level healthcare professional 
who takes care of a patient insured in France will 
be able to go through the secure MyHealth@EU 
infrastructure, consult the European equivalent 
of this patient’s medical summary stored in 
his/her personal health record. The document 
consulted will be translated into the language 
of the healthcare professional.

In France, a first step was taken with the 
publication of the ministerial order no. 2021-914 
of 8 July 20214 providing for the specific 
provisions for healthcare of patients in 
connection with healthcare provided in another 
EU Member State. This decree authorizes the 
personal health record to send the patient’s 
medical summary to another European 
healthcare professional.

NCPeH

NCPeH

DMP
VSM

PS
TESTA

CE

OpenNCP
Terminologies

NCPeH

NCPeH

TESTA

CE

OpenNCP
Terminologies

https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043775966
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043775966
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Launch of a pilot for secondary use of data in the European 
Health Data Space: towards re-use of health data 
at European scale   

The European Commission announced its 
decision to choose the consortium led by 
the French Health Data Hub to set up a pilot 

project for the European Health Data Space on 
July 19 2022. 

Solutions 
create an EU-wide governance 

framework for data access and use

2020 

2022

Data Governance Act

European Health Data Space 
legislation

Pilote version of European 
Health Data Space: call for 
proposals financed up to 5 Mio €

2021

Joint Action TEHDAS “Towards a 
European Health Data Space”2021

Diversity of access 
governance models

Objective
remove obstacles to the smooth 
functioning of the data economy

Health data 
fragmentation 

Multiple 
conditions 
for data use

16

Health data sharing, a major priority for the European 
Commission and European health policy

This project will aim to prepare the second part 
of EHDS and feed the legislative discussion on 
the proposal for regulation on the European 
Health Data Space. 

Sixteen partners from ten European countries 
have joined the winning consortium. 
Its objective will be to address the challenges 
surrounding access to health data throughout 
the EU, to open new perspectives to research 
and innovation. The operation of the new 
infrastructure will be put to the test through 
concrete research use cases.
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A consortium of 16 major partners

EHDS2 Pilot 
Consortium

The European Commission will choose 3 to 4 
use cases of re-use of health data to drive the 
work. As underlined by Mrs. France Nivelle, 
Chief Communication and Content officer of 
the European research infrastructure eBrains, 
“what is very important is to tap into the wealth 
of health data which today is fragmented across 
Europe and research has difficulty accessing 
this data for science”. There are indeed multiple 
barriers, as stressed, for example, by consortium 
partners such as the Finnish platform Findata 
or the Hungarian National Directorate General 
for Hospitals: data quality, delays in access to 
data, lack of interoperability or unclear legal 
frameworks are challenges that need to be 
addressed through common rules, in order to 
allow researchers to easily and quickly identify 
the available data and to access it.

There are multiple barriers, as stressed, by 
consortium partners such as the Finnish 
platform Findata or the Hungarian National 
Directorate General for Hospitals: data quality, 
delays in access to data, lack of interoperability 
or unclear legal frameworks are challenges that 
need to be addressed through common rules, in 
order to allow researchers to easily and quickly 
identify the available data and to access it. 

The consortium partners share a clear vision of 
what could concretely be done with the future 
European Health Data Space. The Croatian 
Public Health Institute cites the possibility of 
carrying out research projects at a much bigger 
scale, which will have a strong added value for 
smaller EU countries who do not always have 
sufficient data to launch scientific projects. 

The European Health Data Space will also 
make it possible to tackle specific pathologies 
with a European scale, in particular when it 
comes to rare diseases. The Danish Health Data 
Authority underlines that, in a country the 
size of Denmark, the volume of data available 
on rare diseases is not sufficient to conduct 
research projects. Thanks to the work of the 
consortium, diagnostic and treatment data will 
be gathered throughout Europe, which will, as 
underlined by the representatives of the rare 
disease knowledge base Orphanet, “provide a 
clear picture of the situation of rare diseases”.
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In two years, the consortium’s goal will be to 
set up concrete foundations for the future 
European Health Data Space for secondary 
use of data. The consortium will be tasked 
with developing and deploying a network 
of data sources platforms, called nodes, 
by connecting the national platforms of 
participating countries, and to evaluate the 
feasibility, interest and the capacity to deploy 

such an infrastructure throughout the whole of 
the European Union. The operation of the new 
infrastructure HealthData@EU will be put to 
the test through concrete research use cases. 
The goal is to demonstrate the potential of 
transnational reuse of health data for research, 
innovation, development of regulations and 
policies and, ultimately, personalized healthcare.
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Conclusion & Perspectives

During the French Presidency of the Council of 
the European Union, France  pursued the same 
vision as the one it had carried during its own  
national deployment for the past 3 years, i.e. to 
promote the development of a digital health 
based on ethical, citizen and humanistic values, 
where every actor, public and private, has a role 
to play. 

Extensive collaboration with all EU Member 
States and the European Commission took 
place in order to achieve the results presented 
within extremely short delays. The spirit of 
European integration has provided impetus 
to all teams, which we would like to thank 
immensely. 

The values carried in this work are the 
conditions for the development of new useful 
services for citizens and health professionals. 
Accelerating use and secure sharing of health 
data at European level makes it possible 
to better prevent and care for citizens. 
The deployment of MyHealth@EU and the 
EHDS pilot led by France for the secondary 
use of health data soon to be deployed are 
set to demonstrate this/are the concrete 
manifestations of this project.

Europe is thus ensuring that digital health 
will henceforth develop within a framework 
of humanist values, which it combines with 
shared technical repositories and clarified and 
simplified market access procedures.  

The evolution of the governance of digital 
health in Europe will have to make the most of 
it to ensure its effectiveness and its international 
influence to guarantee the interest of citizens.
New modalities of coordination between 
Member States and co-construction with actors 
in the field and citizens now involved in digital 
health governance will be valuable assets in 
addressing the challenges for health in Europe. 

French Presidency of the Council of the 
European Union’s concrete progress has made 
these steps clearer and achievable in the 
short term for the benefit of citizens, patients, 
healthcare professionals, researchers, public 
policy makers and industry.

France is fully committed alongside all EU 
Member States and the European Commission 
to build a citizen-centered vision for digital 
health.

Raphaël Beaufret and Héla Ghariani
co-Heads of the Ministerial Digital Health Delegation
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Annex
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French Presidency of the Council 
of the European Union digital health events

An unprecedented event calendar for digital health in Europe: 25 digital health 
events over 6 months, including 2 institutional events of the French Presidency 
of the Council of the European Union (French Presidency of the Council of the 
European Union), including 2 institutional events.

PFUE-labelled institutional events

PFUE-labelled French and EU digital health ecosystem events

JANUARY MARCH MAYFEBRUARY APRIL JUNE

PFUE-labelled 
French and EU 
digital health 
ecosystem events

PFUE-labelled 
institutional events

AI4Health 
Winter School 

2022

eHealth Network 
meeting June 
1st/2nd, 2022

Beyond Covid-19: 
A multi-stakeholder approach 

to accelerate the digital 
transformation of health

West Data Festival

Cybercamp 2022

MedInTechs exhibition

SANTENUM22 - Health/digital 
industry cooperation

Projectathon

Digital and physiotherapy: 
What progress? 

Medical device and AI regulations

What opportunities for national 
health data platforms?

VivreCovid Seminar

SANTEXPO22: International health 
and innovation Fair

Medical Informatics Europe 
Conference MIE-2022

Data challenges 2022

MyHealth@EU

Crossborder Artificial Intelligence 
for Health

Digital Academy in Health

Common Data Models for Research

Challenges of health data in Europe 
– Are We Preparing? 

Digital Health Scale-up 2022 
Vers un marché unique en Europe 

de la santé digitale?

HIMSS22 European Health 
Conference - Delivering next gen 
health and care: the time is now

Toward a shared European data 
health infrastructure“ Conference

ICOST 2022: International 
Conference On Smart Living 

and Public Health

Ministerial High-level Conference: 
“Citizenship, ethics and health data” 

February 2nd, 2022
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2 institutional events

MINISTERIAL HIGH LEVEL CONFERENCE “CITIZENSHIP, ETHICS AND HEALTH DATA”

French Ministry of 
Health and Prevention

eHealth Network

European Commission

Ministerial Conference 
“Citizenship, Ethics and 
Health Data”

Information on the 
Ministerial Conference 
“Citizenship, Ethics 
and Health Data” is 
available on the French 
eHealth agency website 
in English, with the 
bilingual programme 
and the recording 
of the keynote 
by Professor Ilona 
Kickbusch (slides, text 
of the keynote)

2 February 2022 Hybrid: Laroque 
amphitheater at the 
French Ministry of 
Health with Hybrid, 
on site from French 
Ministery of Health

European ethical 
principles for Digital 
Health — European 
Health Data Space 
(EHDS) — Artificial 
Intelligence

Speakers: 41 including 
8 speakers in person 
due to Covid 
restrictions that were 
still in place, 
41 speakers, 8 on site

Participants:
616 participants, 
50 on site

Results: The Ministerial Conference on Citizenship, Ethics and Health Data was organized in line with 
the legislative agenda and the draft regulation on the creation of the European Health Data Space. The 
European ethical principles for digital health were unveiled, with European health ministers and the 
European Commission committing to their implementation.

Content: 4 sequences corresponding to the 4 dimensions of the 16 European ethical principles for 
digital health with introductory speeches and roundtables, speeches by 9 ministers and the European 
Commission at the opening session and during the conclusion. 

https://ue.esante.gouv.fr/french-presidency-council-european-union/eu2022fr-program-and-events/eu2022fr-high-level
https://ue.esante.gouv.fr/french-presidency-council-european-union/eu2022fr-program-and-events/eu2022fr-high-level
https://ue.esante.gouv.fr/sites/default/files/2022-02/citizenship-ethics-and-health-data-final__.pdf
https://youtu.be/qmaQuPG6Jv0
https://youtu.be/qmaQuPG6Jv0
https://ue.esante.gouv.fr/sites/default/files/2022-05/Kickbusch PFUE Keynote.pdf
https://ue.esante.gouv.fr/sites/default/files/2022-05/KEYNOTE Kickbusch European High-Level Conference 2.2.2022_0.pdf
https://ue.esante.gouv.fr/sites/default/files/2022-05/KEYNOTE Kickbusch European High-Level Conference 2.2.2022_0.pdf
https://solidarites-sante.gouv.fr/IMG/pdf/220131_european_ethical_principles_for_digital_health_fr_eng.pdf
https://solidarites-sante.gouv.fr/IMG/pdf/220131_european_ethical_principles_for_digital_health_fr_eng.pdf
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EHEALTH NETWORK MEETING

French Ministry 
of Health and 
Prevention 
and European 
Commission

eHealth Network 
with all EU 
Member States, 
Norway and 
Iceland

21st ehealth network meeting Official framework and 
structure of the eHealth 
Network

1-2 June 2022 In presence in 
Paris. Hybrid, 
mostly on site 
(some remote 
participants and 
speakers)

—   eHealth Network agenda

—   France provided feedback and 
Czech Republic perspectives 
on t heir respective 
Presidencies

—   Draft EHDS regulation

85 participants 

60 additional attendees 
from the ecosystem for 
the side event

Background: ehealth network is a voluntary network created by the directive on cross-border healthcare. 
Members are representatives from EU ministiries of health. Norway and Iceland are associated members. 
ehealth network is co-chaired by DG Santé Unit B3 and a Member state representative (currently the 
Netherlands). It works closely with DG CNECT and Hadea too.

Main results

 — Presentation of the EHDS regulation draft proposale (including impact assessment, public consultation 
and preparatory studies), evolution of operational governance, European funding.

 — European Union Digital Decade project.

 — EHDS1: MyHealth@EU: progress report from semantic and technical interoperability, adoption of the 
new version of the ePrescription guidelines, presentation of Lab reports guidelines, feedback on the 
EU Digital COVID Certificate.

 — EHDS2: TEHDAS progress point.

 — PFUE : adoption of supportive document and self-assessment grid of European ethical principles for 
digital health.

 — Objectives of the Czech Presidency of the Council of the European Union.

 — Meeting with French authorities and the French health digital ecosystem.

https://ue.esante.gouv.fr/french-presidency-council-european-union/eu2022fr-program-and-events
https://ue.esante.gouv.fr/french-presidency-council-european-union/eu2022fr-program-and-events
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23 events were organized by the digital health ecosystem 
part of the French Presidency of the Council of the 
European Union.

HEALTH DATA HUB (HDH) — “WINTER SCHOOL AI4HEALTH — 2022 EDITION”

Health 
Data Hub 
(HDH), 
France

MIAI (Grenoble), 3IA Côte 
d’Azur (Nice), PR[AI]RIE (Paris), 
French Medical Informatics 
Association (AIM), Support 
provided by 8 industrial 
partners

AI4Health Winter School - 
2nd edition

—   Article on the 
HDH website

—   YouTube channel 
with some 
recordings

10-14 
January 
2022

Online event EHDS, AI for health + 420 participants, 
56% students and 
post-PhDs

14 countries

+20 speakers

Description: The AI4Health Winter School offers students, researchers and professionals the opportunity 
to learn about the latest progress in AI in health, with the participation of many world-renowned speakers. 
This School includes plenary sessions, practical sessions and/or case presentations covering a wide range 
of topics, presented by speakers of all generations.

Among the spotlight speakers

 — Yoshua Bengio, A.M. Turing Award, Scientific Director of Mila and IVADO, Professor at Université de 
Montréal, co-director of the CIFAR Learning in Machines & Brains program (Canada)

 — I. Glenn Cohen, James A. Attwood and Leslie Williams Professor of Law Deputy Dean Faculty Director, 
Petrie-Flom Center for Health Law Policy, Biotechnology & Bioethics, Harvard University (USA)

 — RAN Balicer, Professor, Founding Director of Clalit Research Institute, Director of Innovation Clalit 
Health Services and Member of the National Expert Committee Covid-19, Ministry of Health (Israel)

https://health-data-hub.fr/actualites/ai4health-plongez-au-coeur-des-dernieres-avancees-de-lia-en-sante
https://www.youtube.com/channel/UCFmHnLZ31EgSrPhZQTM9weQ/videos
https://www.youtube.com/channel/UCFmHnLZ31EgSrPhZQTM9weQ/videos
https://www.youtube.com/channel/UCFmHnLZ31EgSrPhZQTM9weQ/videos
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HEALTH DATA HUB (HDH) — DATA CHALLENGES 2022

HDH, 
France

Ministerial Digital Health 
Delegation and BpiFrance, 
scientific experts, health-
care establishments

Data Challenges 
for Health 

Link to the HDH website:  
https://www.health-data-hub.fr

24 May 2022 In person in Paris 
(PariSantéCampus)

Hybrid (on site at PariSanté 
Campus, Paris)

EHDS, AI for health + de 200 participants on site 
and online

6 competitions 

Content

Data Challenges are data science competitions that aim to respond to specific medical issues using the 
analysis of available data. They are aimed at data scientists (researchers, industrialists, students...) at 
the international level will be able to try to win a prize by developing the best algorithm within a given 
time. The result of  these innovative projects combining artificial intelligence and health are high-quality 
databases, then supported by the Health Data Hub. These initiatives are part of the Open Government 
Partnership to develop open data for transparent, accountable and collaborative public action.

HDH, BPI and Ministry of health (MoH) announced the launch of a new Data Challenge call for researchers 
and healthcare institutions interested in launching their own competition on a topic of their choice.

https://www.health-data-hub.fr/our-data-challenges-health-2022
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HEALTH DATA HUB (HDH) — “HEALTH DATA INTEROPERABILITY : A EUROPEAN CHALLENGE FOR 
IMPACTFUL RESEARCH PROJECTS”

HDH, France Ministerial Digital 
Health Delegation 
and BpiFrance, scien-
tific experts, health-
care establishments

Health data intero-
perability : 
A European challenge 
for impactful 
research projects

Link to the HDH website:  
https://www.health-data-hub.fr

24 May 2022 On site in Paris (Pari-
SantéCampus) 
and online

EHDS, 
interoperability

13 speakers

Content: The interoperability of health data is necessary at local, national and international and in 
particular at the European level, with the European Union stepping up its efforts in terms of multicentre 
support for projects being conducted across multiple centers. 

Work is soon to be carried out in the framework of the pilot project for the European Health Data Space(EHDS). 

 — The EHDEN network (https://www.ehden.eu/) was launched to “address the current challenges of large-
scale generation of information and evidence from real-life clinical data” and represents a paradigm 
shift at European level by supporting the harmonization of a large number of data sources in the 
omop-CDM format. 
In France, the French eHealth agency has launched the establishment of a multi-terminologies server, 
which will guarantee a unified, public and free publication of terminology used in France. 

 — Transformation of data from the National Health Data System (SNDS) to the OMOP-CDM 
(Observational medical outcomes partnership - Common Data Model).

 — Construction and implementation of the design data model, initially designed as part of a European 
project to conduct federated analyses aimed at improving knowledge on the safety and efficacy of 
medicines during pregnancy and breastfeeding. It has proven to be a cost-efficient tool that can be 
used for real-life data generation through multiple databases in Europe.

 — PENELOPE Initiative, to define, implement and evaluate a data model based on the OMOP-Common 
Data Model and its cancer module, in order to dematerialise and optimize clinical research processes, 
including support for patient inclusion.

 — Speakers: Emmanuel Bacry, HDH, Nicolas Thurin, Bordeaux PharmacoEpi, Christel Daniel, APHP.

https://www.health-data-hub.fr/health-data-interoperability
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HEALTH DATA HUB — “THE CREATION OF NATIONAL HEALTH DATA HUBS: WHAT LESSONS CAN BE 
LEARNED?”

Health Data Hub 
(HDH), France

Sitra and Findata 
(Finland), National 
Health Insurance Fund 
(CNAM), Research, 
Studies, Evaluation and 
Statistics. Directorate 
(DRESS), French Ministry 
of Health

“The creation of 
national health data 
hubs: what lessons can 
be learned?”

Link to the HDH 
website and all recor-
dings: https://www.
health-data-hub.fr

11 May 2022 In person in Paris (Pari-
SantéCampus)

Hybrid (on site at 
PariSanté Campus, 
Paris)

EHDS, AI in health, 
national health data 
platforms, secondary 
use of health data, 
cross-border sharing of 
health data

260 online and remote 
participants

Content and results: During this half-day event, the national stakeholders at the initiative of these 
national platform projects in France and Finland have gathered to exchange on the challenges of their 
implementation. This was also an opportunity for various French and European health data stakeholders 
to share their perspectives and expectations on the eve of the creation of the European Health Data 
Space.

This first round table has allowed the national stakeholders behind the creation of health data platforms 
to discuss the issues related to their implementation as well as the expectations and challenges they are 
facing at the moment. Finally, the discussions will also address the associated governance issues and, more 
broadly, the potential of using health data to improve public policy.

Speakers: 
 — Cross-looks on national platforms (France, Finland): implementation challenges and expectations in 

the context of EHDS.
 — Governance challenges.
 — Potential for re-use of health data for policy making.

https://www.health-data-hub.fr/sites/default/files/2022-05/PFUE Findata - Press kit.pdf
https://www.health-data-hub.fr/sites/default/files/2022-05/PFUE Findata - Press kit.pdf
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HEALTH DATA HUB — “VIVRECOVID” SEMINAR

Health Data 
Hub (HDH), 
France

France 
Assos 
Santé, 
Sanoïa and 
PariSanté 
Campus

Seminar “Vivre-Covid19” Link to the HDH website: 

https://www.health-data-hub.fr and 
https://www.france-assos-sante.org

14 May 2022 In person in 
Paris (Pari-
SantéCam-
pus)

and online

Health data sharing, 
Patient associations, arti-
ficial intelligence in heath, 
national health data 
platforms, secondary use 
of health data, citizen en-
gagement

+ 100 participants

+ 20 speakers

Background: Event built around the citizen codesigned study Vivre-Covid 19, a real-life example of health 
data sharing. 

 — Exchanges on the perceptions that citizens have of health data, on their place and that of the 
associations of users of the health system in these data sharing projects as well as the challenges, in 
particular in terms of information, when these projects are carried out. 

 — Ambition: to demonstrate the interest of users’ associations on these issues and their capacity to take 
part directly. And they were able to demonstrate the extent of their impact and possibilities, whether 
by participating in the communication around a study, by benefiting from simplified access to certain 
databases or by being themselves the project managers of their own data warehouses for example.

 — Among the speakers: Belgian Public Health Institute Sciensano, International Diabetes Federation, 
Alban Praquin (Interministerial Directorate for Public Transformation).

 — A tripartite agreement between HDH, France Assos Santé and Santé Publique France will give access 
to Sante Publique France, a public research institution to health data from VivreCovid19 for re-use.

Replays
 — Vivre-Covid19 Seminar — Introduction
 — Vivre-Covid19 Seminar — Round Table n°1: Share: A modern citizen’s reflex? 

Vivre-Covid19 Seminar — Round Table n°2: Citizens and patient associations in projects
 — Vivre-Covid19S eminar — Round Table n°3: Building a Data Sharing Project
 — Vivre-Covid19 Seminar — Conclusion

https://www.health-data-hub.fr/actualites/retour-seminaire-Vivre-Covid19
https://www.france-assos-sante.org/actualite/partage-des-donnees-de-sante-les-associations-au-rendez-vous/
https://youtu.be/fgKDMqnNMDo
https://youtu.be/VdlHteqEhvI
https://youtu.be/EsUOtX10e94
https://youtu.be/DkGXzqtsYGw
https://youtu.be/VIS5Av_9cTU
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FRENCH EHEALTH AGENCY —  “CYBERCAMP 2022”

National eHealth 
Agency (ANS), France

Doshas Consulting HEALTH 
CYBERCAMP 2022

Replay: https://www.youtube.com

CyberCamp Health on Linkedin 

8 February 2022 Face-to-face in Lyon, 
France and online

Health 
Cybersecurity, 
European 
Regulatory Agenda

+ 300 participants

 — Prospects
 » Next CyberCamp Santé: October 18, 2022 on cyber crisis management and cyber risk insurance 

at PariSanté Campus. This new edition will specifically address cyber crisis management and cyber 
risk insurance. Cybercamp Santé creates links between cybersecurity and information systems 
professionals in the health sector, thanks to the sharing of best practices in risk management, 
collaborative reflection on the issues of today and tomorrow, and simulation and awareness through 
serious games.

 — Content
 » Speakers: Nasser Amani, CIO of the GHT Rhône Nord Beaujolais Dombes and Rodrigue Alexander, 

deputy director of the CH d’Arles on “the chaos situation“ following a ransomware attack and its 
real costs. 

 » Dr. Didier Mennecier, geek doctor: “Cyber risk in health“
 » Colonel Barnabé Watin-Augouard, cyber command of the national gendarmerie, “Intervention 

capabilities of internal security forces with hospital teams victims of cyber attacks“.
 » “European regulations (cybersecurity/digital) and impacts on digital health 
 » “Medical device software: How to take into account health data protection issues?“ 
 » “Mapping of actors and resources available on cybersecurity in health“.

https://www.youtube.com/watch?v=a3-mfPWq2ig
https://urldefense.com/v3/__https:/www.linkedin.com/company/cybercamp-sante__;!!FiWPmuqhD5aF3oDTQnc!wEyaCsI1RFShFGg3D8FGOPmU69YHEzfQNtBaEu6E8R1w0r-_KCMAtjooYjFdKW_SyZONu5A$
https://www.linkedin.com/company/cybercamp-sante
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FRENCH eHEALTH AGENCY —  “PROJECTATHON”

National eHealth 
Agency (ANS), France

N/A Annual Projectathon 
organised 
since 2019

3 days of testing on 
real-life health data 
exchange, in line 
with the Health In-
formation Systems 
Interoperability 
Framework. 

Replay: https://www.youtube.com

14-16 March 2022 Face-to-face 
(Paris Santé 
Campus, 
France) and 
online

Semantic intero-
perability of health 
data

27 software providers for healthcare 
professionals 

157 validated tests

4500 messages exchanged

 — The objective of the Projectathon was threefold
 » 1. to validate the conformity of the data exchange interfaces of the Healthcare Professional 

Software (LPS), 
 » 2. to help publishers develop their interfaces and understand interoperability standards, 
 » 3. for the ANS, to get feedback on the CI-SIS specifications in order to refine them if necessary.

https://www.youtube.com/watch?v=HK3v1oRxsiU&list=PLagWwlYDz9HAZlW6egqZegWDJKIFr18_D&index=18


36

FRENCH eHEALTH AGENCY — “ MYHEALTH@EU”

National eHealth 
Agency (ANS), France

N/A MyHealth@EU: putting into 
perspective the advances in 
terms of the exchange of health 
data in Europe, the challenges 
raised and to come, and finally 
to support the development 
of sovereign, innovative and 
human digital health

Replay: #French Presidency of 
the Council of the European 
Union 2022 MyHealth@
EU — morning — YouTube  
and #French Presidency of 
the Council of the European 
Union2022 MyHealth@EU — 
afternoon — YouTube

 7 April 2022 Hybrid EHDS, European Regulatory 
Agenda, Continuum of Care in 
the EU

+ 250 participants

30 speakers from 8 countries 
(Netherlands, Ireland, Czech 
Republic, Portugal, Luxembourg, 
Spain, Germany, France) 

Content

 — Introduction: L On this occasion, Laura Létourneau, co-head of PariSanté Campus and Professor 
Antoine Tesniere, director of PariSanté Campus have highlighted the impact of digital health in Europe 
and the impetus it gives to the French ecosystem, allowing the emergence of innovative initiatives.

 — The Digital Covid Certificate, an icon of cross-border cooperation during the first months of the 
Covid-19 crisis, was presented by Dutch and French interlocutors. 

 — eHMSEG chairs (eHMSEG is in charge of implementing MyHealth@EU) have provided the state of 
play of MyHealth@EU implementation, followed by a presentation of national platforms (France, 
Luxemburg, Portugal, Spain). MyHealth@EU is already available to European healthcare professionals 
and patients via two use cases: the Patient Summary and ePrescription. 

 — Health professionals, institutions and users who have come together to support the ambition of a 
human Europe, where digital health places the patient at the center of health systems.

 — Dutch, Portuguese and French ministerial delegations for e-health on how cross-border cooperation 
and their national strategies feed each other to build a better health for European patients.

https://www.youtube.com/watch?v=n6y4m640reI#t=4m00s
https://www.youtube.com/watch?v=n6y4m640reI#t=4m00s
https://www.youtube.com/watch?v=n6y4m640reI#t=4m00s
https://www.youtube.com/watch?v=n6y4m640reI#t=4m00s
https://www.youtube.com/watch?v=hEpllcUjv4w#t=1h44m0s
https://www.youtube.com/watch?v=hEpllcUjv4w#t=1h44m0s
https://www.youtube.com/watch?v=hEpllcUjv4w#t=1h44m0s
https://www.youtube.com/watch?v=hEpllcUjv4w#t=1h44m0s
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G20 HEALTH AND DEVELOPMENT PARTNERSHIP — “BEYOND COVID-19: 
A MULTI-STAKEHOLDER APPROACH TO ACCELERATE THE DIGITAL TRANSFORMATION OF HEALTH”

G20 Health and Deve-
lopment Partnership

N/A Key themes focused on the EU 
Digital Decade 2030; COVID-19 
and its impact on digital health; 
accelerating innovation and 
sharing best practice cases by 
working in partnerships. 

G20 Health and Develop-
ment Partnership website: 
https://g20healthpartnership.
com 

February 1, 2022 
Follow up event on 
May 31, 2022

Online

Follow up 
event on 
site

EHDS, European Regulatory 
Agenda, Continuum of Care in 
Europe,

lessons learned from the Covid 
crisis19, Ethics in Digital Health.

3-hours online event

+ 600 registered
+ 381 simultaneous attendees 
online
+ 40 participants on site 
(follow up event)
Participants: private, public, 
NGOs, journalists

Participants from Europe, 
Asia, Africa, Middle East and 
Nothern America

 — Introduction by MEP Sandro Gozi and a representative of the European Commission and conclusion 
by Thomas Steffen of the German Ministry of Health. 

 — An op-ed was produced to accompany the event placed in Politico, with a summary produced by SIH 
Solutions. 

https://g20healthpartnership.com/
https://g20healthpartnership.com/
https://www.politico.eu/sponsored-content/creating-our-digital-future-by-building-on-the-past/
https://urldefense.com/v3/__https:/g20healthpartnership.com/wp-content/uploads/2022/04/011SIHMAGv25p64-67b.pdf__;!!FiWPmuqhD5aF3oDTQnc!0dN7r9TcGSNpzOhMPvTqaWpS-8Vgd-1vgt7bP-uVaEkX0YBwO7ndE4pvGe1jdqLT_0Sf2wM$
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LAVAL MAYENNE TECHNOPOLE — ”WEST DATA FESTIVAL”

Laval 
Mayenne 
Metropole

Grades, 
Atlanpole Bio-
therapy

4th edition of the West Data 
Festival, an annual  reference 
event on data management and 
artificial intelligence: Good AI 
practices, testimonials of health 
structures in the face of cyberat-
tacks

Replay: https://www.youtube.com

2 February 
2022

In-person confe-
rence  in Laval in 
Mayenne, France

European Health Data Space, 

Artificial intelligence in health, 

Cybersecurity

750 participants (59 % private 
sector and 41 % public sector)

From: France, Spain, Belgium, 
Germany.

Speakers: 

 — Interventions of data experts: David Gruson, Director of the Health Program at Luminess and Founder 
of ETHIK-IA, Emmanuelle Huck, Policy Manager in the e-Health, Well-being and Aging unit or Philippe 
Loudenot, Cyber-security Delegate, Pays de la Loire Region and Laurent COSSON, Managing Director 
of AII4tec.

Next event:

 — 5th edition of the West Data Festival: March 14 to 16, 2023 at the Espace Mayenne in Laval.

https://www.youtube.com/watch?v=HK3v1oRxsiU&list=PLagWwlYDz9HAZlW6egqZegWDJKIFr18_D&index=18
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MEDINTECHS EXHIBITION

MEDINTECHS MesDocteurs, 
Le Point 
(media), Pôle 
Emploi, APEC

1st European (and even 
global) exhibition on 
innovation and technology 
impact for health, 
including citizens and 
experts of the health 
ecosystem. 

All MedInTechs Replays: https://www.
medintechs.com/conferences

8-9 March 
2022

On site (Parc 
Floral of Paris)

Digital health ethics,

artificial intelligence in 
health, 

lessons learned from the 
Covid crisis19, 

—   Innovation, 

—   Training, 

—   5 Ps Medicine: preven-
tive, predictive, parti-
cipatory, personalized, 
pertinent

+ 600 participants
(43% of the health ecosystem and 57% 
of the general public)

120 stands 

17 high-level conferences

+ 14 million views per media (Metro, 
Point,...) 

 — Intervention of the Finnish, Portuguese and Romanian health ministers by video conference during the 
closing ceremony presided by Olivier Véran, French Minister of Solidarity and Health.

 — Speakers: Antoine Tesniere (PariSanté Campus), Nicolas Castoldi (AP-HP), Agnès de Leersnyder 
(Future4Care), and the Health Insurance, the Ministry of Health and France Assos Santé around Mon 
Espace Santé, Awards presented by Fabien Guez (BFM TV).

 — Start ups visibility: Plan France 2030 and the presence of many decision makers, including 90% 
startups with BPI, AP-HP, Future4Care, Digital Medical Hub, @HotelDieu, TechCare, Paris&Co, Medicen, 
Wilco, Cap Digital.

 

https://www.medintechs.com/conferences
https://www.medintechs.com/conferences
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NUMEUM/FEFIS — SANTENUM22 -  HEALTH/DIGITAL INDUSTRY COOPERATION

 FEFIS and 
Numeum

MedInTechs 2nd SANTENUM event to demonstrate 
cooperation between healthcare indus-
tries and digital companies, with France 
as a model for developing this type of 
synergy in Europe

Replay SANTENUM: 
https://www.youtube.
com

9 March 
2022

On site (Parc Foral 
of Paris), included in 
Medintechs

—   Ethics of digital health, EU 
continuum of care, EHDS, AI for 
health, Lessons learned from the 
pandemic

50 people on site

Organisers

 — FEFIS: French Federation of Health Industries: ten professional health organizations (creation, 
manufacturing and distribution of health products) with 2,500 member companies total 90 billion CA 
and 455,000 direct and associated jobs.

 — Numeum: professional organization of digital services companies (ESN), software publishers and 
technology consulting companies (ICTs), which brings together more than 2500 companies accounting 
for 80 % of the sector’s turnover (i.e. + 56 billion CA) and 530,000 jobs.

Objective

Demonstrate the necessary and successful cooperation. FEFIS and Numeum organized this joint event 
to demonstrate the necessary and successful cooperation between healthcare industries and digital 
companies, with France as a model for developing this synergy in Europe.

 — Diagnostic and therapeutic errancy, progress of the Artificial Intelligence and Cancer Network (FIAC) 
at the service of patients, issues of training and professions in the imaging industry, European issues of 
health data sharing.

 — Regulatory context of tension with the health crisis and the regulatory context: (Data Act, Data 
Governance Act, AI Act, EHDS, Digital Health Ethics...). 

 — Concrete achievements, winners of the CSF ITS (Contrat Stratégique de Filière - Industries et 
Technologies de Santé) competition to promote the best use cases and encourage the digital 
transformation of healthcare industries.

https://www.youtube.com/c/syntecnumerique/videos
https://www.youtube.com/c/syntecnumerique/videos
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FRENCH NATIONAL COUNCIL OF PHYSIOTHERAPISTS (CNOMK) — “DIGITAL AND PHYSIOTHERAPY : 
WHAT PROGRESS ? “

French National 
Council of Physiothe-
rapists  — CNOMK

Conference on the 
evolution of the use of 
digital tools in the health-
care sector at the French 
and European level in par-
ticular for the treatment of 
patients by physiotherapists

Article on the CNOM-K website

Replay: https://www.livestream.
mstream.fr

22 March 2022 Hybrid —   Digital health, ethics, 
Continuum of care in 
the EU, EHDS, AI for 
health, Lessons learned 
from the pandemic, 
European Regulatory 
Agenda

+ 150 participants

 — Event introduced and moderated by Pascale Mathieu, President of the CNOMK and Jean-François 
Dumas, Secretary General of the CNOMK, organized around the following 5 sequences:
 » Digital advances for physical therapy highlighted by the Covid-19 crisis;
 » Digital and training;
 » Political and regulatory initiatives on digital health;
 » European funding for digital health and physical therapists;
 » Digital innovations for physical therapy in patient treatment.

 — Speakers: A.Tesnière (PariSantéCampus), J.Lucas, President of the Digital Health Agency, Ioana-Maria 
Gligor, Head of Unit “Digital Health, European Reference Networks“ within the DG SANTE of the 
European Commission, Tracy BURY, Deputy DG World Physiotherapy (WP), Milka SOKOLOVIC, DG 
European Public Health Alliance (EPHA), Louisa STÜWE, French EU Presidency Project Lead at  the 
Ministerial Digital Health Delegation (DNS), Vania ROSAS MAGALLANES, Health Cluster of the Horizon 
Europe program, Ramon AIGUIDE, President of the Catalan Council of Physiotherapists, Arnaud 
CHOPLIN, DG of the Institut de Formation en Masso-Kinésithérapie (IFMK), Nicolas PINSAULT, VP of 
the CNOMK, Roger-Philippe GACHET, President of the CNOMK Ethics Commission.  

 — Role of ethics and deontology in the development of these digital advances as recommended by the 
16 European ethical principles for digital health.

https://www.ordremk.fr/actualites/ordre/retour-sur-levenement-pfue-du-22-mars-numerique-et-kinesitherapie-quelles-avancees-quels-defis/
https://www.livestream.mstream.fr/ordre-des-masseurs-kinesitherapeutes-22mars/
https://www.livestream.mstream.fr/ordre-des-masseurs-kinesitherapeutes-22mars/
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NATIONAL UNION OF THE MEDICAL TECHNOLOGY INDUSTRY (SNITEM) — “MEDICAL DEVICE AND AI 
REGULATIONS”

National 
Union of the 
Medical Tech-
nology Industry 
(SNITEM)

Medtech 
Europe 
and COCIR

Symposium dedicated to 
the possible fields of AI in 
medical devices

The contribution of AI in 
the organisation of care, 
such as innovative AI-based 
technology, or the link 
between the medical 
device regulation and the 
AI act

SNITEM website with program:

https://www.snitem.fr

Replay:

https://www.snitem.fr

29 March 2022 Virtual —   AI for health, EHDS 

—   European Regulatory 
Agenda

643 European participants in the 
colloquium

 — With the aim of strengthening the European Union’s position as a global platform of excellence in AI, 
this 100% digital event was an opportunity for experts, decision-makers, and business representatives 
to discuss AI in digital health solutions : practical challenges related to the articulation of the two 
legislations that are the medical devices regulation and the artificial intelligence act.

 — Many companies, professional and public organizations, healthcare professionals, and patient and 
user associations from France and Europe met on this occasion, demonstrating a strong interest in 
European regulatory issues related to artificial intelligence in medical devices.

Programme : https://mdr-ia-pfue.eventmaker.io/programme

https://www.snitem.fr/actualites-et-evenements/evenements-du-dm/futur-de-lia-pour-le-dispositif-medical-de-larticulation-entre-mdr-ia-act/
https://www.snitem.fr/videos/colloques/colloque-pfue-futur-de-lia-pour-le-dispositif-medical-de-larticulation-entre-mdr-et-ia-act-29-mars-2022/colloque-pfue-futur-de-lia-pour-le-dispositif-medical-de-larticulation-entre-mdr-et-ia-act-29-mars-2022/
https://mdr-ia-pfue.eventmaker.io/programme
https://mdr-ia-pfue.eventmaker.io/programme
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FRENCH MEDICAL COUNCIL - “CHALLENGES OF HEALTH DATA IN EUROPE – ARE WE PREPARING?”

French Medical 
Council 
(CNOM) 

Standing Committee 
of European Doctors 
(Comité permanent 
des médecins 
européens -CPME)

Conference on the 
benefits and challenges 
of the digital health trans-
formation in Europe

Link to the article on the event 
(EN): https://www.cpme.eu

6 April 2022 Hybrid Ethics of digital health, 

EHDS

Speakers, experts, and panelists addressed the inclusion of digital health within a framework of ethical 
values and ethical terms, and the tools that would be needed to protect physician data and safeguard 
patient personal data.

Governance structures and transparency were identified as critical to overseeing the use and reuse of 
health data. Sharing patient data requires strong legal safeguards and security. As recommendations, 
the various panelists emphasized that (i) stakeholders should continue to discuss together and voice 
their concerns; (ii) medical associations should continue to invest in digital education; and (iii) voluntary 
cooperation between member states seems no longer sufficient. In particular, the panelists emphasized 
the need for permanent structures anchored in law; iv) medical associations need to play a specific role in 
providing secure systems to physicians and in proving a physician’s identity and qualification in the digital 
world; and v) governments also need to play a role, as there are several operators in the market (e.g., large 
online platforms) whose assurance is needed to ensure trusted data exchange in Europe.

https://www.cpme.eu/api/documents/adopted/2022/07/cpme.2022-057.FINAL.CPME.CNOM.event.06042022.pdf
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LEEM  — “INAUGURATION OF THE DIGITAL ACADEMY IN HEALTH”

LEEM, les Entre-
prises du Mé-
dicament, the 
professional orga-
nisation represen-
ting pharmaceu-
tical companies 
operating in 
France

European Fede-
ration of Pharma-
ceutical Associa-
tions and Indus-
tries (EFPIA)

The opening event of the 
Digital Academy in Health

Replay: https://www.leem.org

14 April 2022 Hybrid Themes: Ethics in Digital 
Health, Continuum of 
Care in Europe, European 
Health Data Space, EHDS, 
eHealth Governance, Regu-
latory Agenda, Training in 
eHealth, Impact of digital 
on medicines R&D, Rela-
tionships between health-
care actors (companies, 
healthcare professionals 
and patients)

+ 450 institutional, academic 
and industrial actors of the 
French digital ecosystem in 
health

126 in front, 145 streaming, 96 
on Twitter, and 100 on LinkedIn

15 very positive press spillovers

 — Inauguration of the Digital Academy in Health by Frédéric Collet, President of Leem and Philippe 
Lamoureux, CEO of Leem and President of the Academy.

 — The speakers unanimously stressed the need to support the adaptation of skills in healthcare 
companies so that Europe remains competitive. The Digital Health Academy was then officially 
inaugurated. 

 — The Digital Academy in Health now has 550 registrees from 17 healthcare companies.
 

https://www.leem.org/presse/replay-inauguration-de-l-academie-du-digital-en-sante
https://www.leem.org/presse/replay-inauguration-de-l-academie-du-digital-en-sante
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BIOVALLEY FRANCE — “CROSSBORDER ARTIFICIAL INTELLIGENCE IN HEALTH”

Biovalley France Event mandated 
by the Greater 
East Region and 
organised with the 
support of Grand 
E-Nov+.

Symposium on cross-border 
artificial intelligence for health

Website: https://www.bio-
valley-france.com/fr and 
link event https://www.
biovalley-france.com/fr 

26 April 2022 On site, European 
Parliament in 
Strasbourg, France

Ethics of digital health, 
Continuum of care in the EU, 
artificial intelligence in health, 
AI for health, Regulatory agen-
da,Lessons from the Covid 
crisis19

+ 100 participants from 
France, Belgium, Germany, 
Switzerland, Finland, 
among others

 — Presentation of the cross-border collaborative approach of Clinnova research project dedicated to 
inflammatory/autoimmune diseases (IMIDS) called Clinnova. It provides access to a secure health 
data cooperation system and aims to make Europe competitive in the research, development and 
marketing of health solutions incorporating AI. This large-scale project provides the cross-border 
territory with conditions for the emergence of innovative solutions for the benefit of patients.

 — Two roundtables on ethics in the exchange of health data (“Ethics always refers to trust” Prof. Jean 
Sibilia) and on health data and their use, protection and valorisation.  
“Cross-border regions are laboratories for the construction of Europe. I hear this whole trinational 
valley organized“, Anne Sander, MEP.

https://www.grandest.fr/
https://www.grandest.fr/
https://www.biovalley-france.com/fr/reseau/membres-biovalley/autre/grand-e-nov/
https://www.biovalley-france.com/fr/reseau/membres-biovalley/autre/grand-e-nov/
https://www.biovalley-france.com/fr/
https://www.biovalley-france.com/fr/
https://www.biovalley-france.com/fr/agenda/clinnova-lintelligence-artificielle-transfrontaliere-au-service-de-la-sante/
https://www.biovalley-france.com/fr/agenda/clinnova-lintelligence-artificielle-transfrontaliere-au-service-de-la-sante/
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HOSPITAL FEDERATION OF FRANCE (FHF) — SANTEXPO22: INTERNATIONAL HEALTH AND 
INNOVATION FAIR

Hospital 
Federation of 
France (FHF)

N/A SANTEXPO

3 days of colloquiums and 
exhibitions

Largest health exhibition in 
France

Theme: “Health, Europe’s new 
border?”

Website of the event: 
https://www.santexpo.com

17-19 May 2022 Hybrid, in 
presence in Paris

Ethics of digital health, 
Continuum of care in the EU, 
AI for health, EHDS, Regulatory 
agenda, Lessons from the Covid 
crisis19

25,000 visitors

650 exhibitors

550 speakers at 
conferences

 — Created by the French Hospital Federation (FHF), the SANTEXPO health exhibition offers a unique 
opportunity for all stakeholders to get the state of play of health sector.

 — Facing the crisis, Member states health systems have strengthened their collaboration and 
coordination to protect their populations.

Main topics:

 — Green hospitals in France and Europe: is the era of single use over?
 — French EU Presidency - A protective Europe: GDPR, NIS2 Directive, ethics, calls for projects,...
 — Healthy aging in European countries.
 — Towards an integration of healthcare systems in Europe?
 — French EU Presidency - A visionary Europe: data sharing, AI plans, innovation...
 — The role of the EU in research, innovation and production of health products.
 — Communication for better health: a review of European best communication practices to encourage 

positive and responsible health behaviors.

https://www.santexpo.com/
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GENOPOLE — “TOWARDS A SHARED EUROPEAN DATA HEALTH INFRASTRUCTURE“ 

GENOPOLE ScanBalt, network 
of health regions 
and institutions in 12 
northern European 
countries

Colloquium

Towards a shared 
European health 
data infrastructure, 
interoperability and 
valorisation

Conference website: https://www.
genopole.fr and replay: https://www.
youtube.com

8 June 2022 Hybrid, on site 
in Paris

AI for health, EHDS + 330 participants, 40 on site, 290 online

14 countries

Practitioners, clinicians, entrepreneurs 
(start-ups, SMEs, pharmaceutical 
industry), researchers and patient 
associations 

 — In the context of the recent publication of the new EHDS regulation proposal, on the European 
Health Data Space (EHDS), Genopole® organized a conference to understand the state of the art, 
the ambition, and the strategy around different governance models, use cases and testimonials from 
health data users.
 » Speakers: M. Kalliola (TEHDAS, Sitra, Finland), M. Jendrossek (HDH), A. Metspalu (Estonian Genomics 

Center), I. Amado (France Médecine Génomique), Ch. Vesteghem (Aalborg University Hospital, 
Denmark), T. Cynober (Novartis), JF. Deleuze (CEA), P. Villax (Mediceus), S. de Montgolfier (IRIS), N. 
Jullian (UCB pharma), A. Zurkuhlen (Health Region Cologne-Bonn, Germany), H. Hinsberg (Proud 
engineers), L. Lindsköld (Region Västra Götaland, Sweden). 

 » Strategic positioning of European and national structures to implement the EHDS and transparency 
of access to patient data and political, ethical and regulatory difficulties encountered. 

 » Patient centricity and data protection, use and misuse of data, semantic and technical 
interoperability, primary and secondary data, institutionalization of a European council for digital 
health data. 

 » The driving role of France to initiate the creation of the EHDS has been praised on many occasions 
by foreign stakeholders. 

 » Scanbalt would like to continue this partnership with Genopole and others to organize a similar 
event during the Swedish Presidency of the EU Council.

 

https://www.youtube.com/watch?v=pK0Knml5dAs
https://www.youtube.com/watch?v=pK0Knml5dAs
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EUROPEAN FEDERATION FOR MEDICAL INFORMATICS (EFMI) — 32ND MEDICAL INFORMATICS 
EUROPE CONFERENCE (MIE2022)

European Federation 
for Medical Informa-
tics (EFMI)

Sorbonne Univer-
sity / Laboratory of 
Medical Informatics 
and Knowledge En-
gineering in e-Health 
(LIMICS)

32nd Medical In-
formatics Europe 
Conference 
(MIE2022): Challen-
ges of Trustable AI 
and Added-Value on 
Health

EFMI website: https://efmi.org

Conference website: https://
mie2022.org

27-30 May 2022 On site, Nice 
(France)

Ethics of digital 
health, Continuum 
of care in the EU, AI 
for health, EHDS, 
Regulatory agenda, 
Lessons from the 
Covid crisis19

+ 500 participants

430 medical computer research 
submissions from 43 countries 
including Germany (16.9%), France 
(13.5%) and USA (7.8%)

27 scientific sessions, 9 panels, 
16 workshops, 8 demonstrations 
and 5 tutorials

 — Submissions: mainly scientific papers (70.4%) on 17 themes including “Challenges of trusted AI and its 
added value on health“ and 42 sub-themes. 

 — Speakers: N.Peek on “Predictive Models for Personalized Preventive Medicine: Past, Present, Future“, 
E.Ted) Shortliffe on “The Evolution of AI in Medicine: How the Past Informs the Future“, C.Petersen on 
“Patient-Centered Artificial Intelligence: Challenges and Opportunities“ and R. Bellazzi on “Building 
Trusted AI Systems with Trusted Components“. 

 — Main topics: patient accessto their records in European countries, the European Health Data Space 
and the Health Data Hub, the application of FAIR principles, data security and privacy, interoperability 
including the role of HL7 FHIR in Patient Summaries, and Snomed CT use cases.

https://efmi.org/2021/11/10/efmi-mie-2022-may-27th-30th-2022-nice-france/
https://mie2022.org/
https://mie2022.org/
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HIMSS (HEALTHCARE INFORMATION AND MANAGEMENT SYSTEMS SOCIETY) EUROPE - HIMSS22 - 
DELIVERING NEXT GENERATION HEALTH AND CARE : THE TIME IS NOW 

HIMSS 2022 
EUROPE

“Delivering next 
generation health 
and care: the time 
is now”

HIMSS website: https://www.himss.org

14-16 June 2022 Hybrid (Paris 
Duplex); face-to-face 
in Helsinki

Ethics of digital 
health, Continuum 
of care in the EU, AI 
for health, EHDS, 
Regulatory agenda, 
Lessons from the 
Covid crisis19

2250 delegates 

60 countries 

+ 90 sessions, 

240 speakers

+ 160 exhibitors

 — National digital transformation agendas must consider a new key objective: rebuilding stronger, more 
equitable and resilient health and care systems. 

 — HIMSS22 Europe has generated a collective commitment to advancing the digital health agenda and 
cooperation in Europe, and is a testament to its global importance, bringing the European Health Data 
Space to life.

 — New EHDS draft regulation is shaping Europe as one of the most attractive and dynamic markets for 
digital health in the world. A conference addressed the European principles for the ethics of digital 
health to gain the trust of citizens and develop uses towards the construction of a single European 
market. 

 — International organizations working on the publication of a report with strong calls for action. 

 — The patient/citizen was involved in the conference, and beyond, via the HIMSS media, as well as 
healthcare professionals. 

https://www.himss.org/event-himss-europe
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EIT HEALTH — “DIGITAL HEALTH SCALE-UP 2022” — TOWARDS A SINGLE EUROPEAN DIGITAL 
HEALTH MARKET?

EIT HEALTH French Healthcare 
Association

BPI France

AI for HEALTH

Ministry of Europe 
and Foreign Affairs

Digital Scale Up 
2022

“Towards a Single 
Market in Digital 
Health Europe?”

Website French Healthcare 
Association: 
https://frenchhealthcare-
association.fr

7 April 2022 On site, Ministry of 
Foreign Affairs (Paris)

Accelerating the 
scale-up in Europe 
of French startups 
in digital health, 
medical device re-
gulations and AI

The Digital Health Scale Up 2025 program aimed to accelerate the internationalization of digital health 
start-ups in Europe. It has already started to create links between eHealth actors in France and in Europe 
and to share knowledge between start-ups, experts and institutions of the ecosystem.

Content

 — Presentation of the initiatives of the Ministry of Europe and Foreign Affairs.

 — The Digital Health acceleration strategy and the market access conditions for digital solutions.

 — The emergence of a successful eHealth ecosystem.

 — The panorama of the European digital health market, the opportunities and challenges for our French 
talent and the challenges facing digital health companies in Europe today.

 — Presentation of the winning startups and keys to an international success, best practices for 
international scale-up.

https://frenchhealthcare-association.fr/en/
https://frenchhealthcare-association.fr/en/
https://www.bpifrance.com/
https://frenchhealthcare-association.fr/en/2022/04/11/digital-health-scale-up-2025/#:~:text=Digital Health Scale%2Dup 2025%2C the program which aims to,and institutions in the ecosystem
https://frenchhealthcare-association.fr/en/2022/04/11/digital-health-scale-up-2025/#:~:text=Digital Health Scale%2Dup 2025%2C the program which aims to,and institutions in the ecosystem
https://www.linkedin.com/search/results/all/?keywords=digital health scale up&origin=GLOBAL_SEARCH_HEADER&sid=a%3Bf
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MINES-TELECOM INSTITUTE — “ICOST 2022: INTERNATIONAL CONFERENCE ON SMART LIVING AND 
PUBLIC HEALTH”

Institut Mines-Télécom 
(IMT)

ITM European 
and International 
Network: Université 
de Sherbrooke, Po-
lytechnic School of 
Milan, National Uni-
versity of Singapore, 
Sfax Digital Research 
Centre

Participation of the 
national eHealth 
Agency (ANS) 

Support from the 
AXA Research Fund

19th edition of the 
ICOST International 
Conference

Conference 
themes: Connected 
objects and AI for 
e-health, Digital 
technologies for 
well-being and Bio-
medical solutions 
and solutions for 
Covid 19

Conference website: https://
icost-society.org 

Proceedings of the Conference 
(Springer): https://link.springer.
com

27-28 June 2022 Face-to-face and 
online

Participatory urban 
health, ageing well 
in the age of arti-
ficial intelligence, 
secondary use of 
health data, 

European Health 
Data Space

50 participants 

18 countries

27 scientific papers presented

 — ICOST brings together a community of stakeholders in the field of digital health (clinicians, public 
health organizations, researchers, policy makers and industrialists) and aims to present recent research 
results on the topics: public health strategies and prevention and management in health, quality of life 
and autonomy of citizens. 

https://icost-society.org/
https://icost-society.org/
https://link.springer.com/book/10.1007/978-3-031-09593-1
https://link.springer.com/book/10.1007/978-3-031-09593-1
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