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|HE RPEREnte | 3-4  Digital transformation of healthcare: five impactful

EUROPE JUNE 2024 yea s
Al Act proposed Data Governance Act applicable
Revised elDAS (EUDI Wallet) proposed Data Act entry into force

Network and Information Security (NIS) Il Directive proposed NIS Il Directive entry into force
Health Technology Assessment Regulation adopted EP adopts revised elDAS (EUDI Wallet)
EU Digital Covid Certificate Regulation proposed and adopted EU Digital Covid Certificate Regulation

Revised Medical Device Regulation applicable expired
Data Governance Data Governance Act enters into force EP adopts Cyber Resilience Act
Act proposed Data Act proposed EP adopts Al Act
Cyber Resilience Act proposed EP adopts EHDS Regulation

European Health Data Space Regulation proposed
Al Liability Directive proposed

European
Commission
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IHE | 27%9<¢|3-4 Digital transformation of healthcare: the building

T unez024  plocks

o European General
Data availability HealthpData Data Data

& sharing Space Govi'cntance Data Act Protection
Regulation Regulation

2030
DIGITAL
DECADE

Security and trust Resilience Security elDAS
Act Act Regulation

Directive

Cyber Cyber Revised NIS I l

e-Health target: 100% of
EU citizens access to

Medical Clinical Health Revised electronic health
Technology and Device Trials Technology Pharma- records by 2030
safety Regulation Regulation [ Assessment ceutical
Legislation
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EU funding on digital health: an overview

Horizon Europe

Digital Europe
(2021-2024)

EU4Health
(2021-2024)
€549m

(2021-2027)
€270m
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Innovative Health
Initiative (IHI) 2021-2027

€351m under Horizon

Europe to date
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European Health Data Space
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EUROPE JUNE 2024

1. Primary use = use of data for the delivery of healthcare

 Improving patients’ access to their health data;
 Ensuring seamless exchanges for continuity of healthcare.

2. Secondary use = use of data for research and public

Interest purposes

 Making data available for research, policy-making etc. in a safe and secure
way.

3. Requirements for EHR systems
 Creating a single market for electronic health record systems.

European 8
Commission
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Access health data

Appoint an authorised
person to access data - ——

The rights apply in both national and
cross-border contexts
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‘ @ \ Download a copy of dat: / \ ‘ @ \
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, Health data o ' Provide a copy of data Another portal
/  access service 4Request rectification > or app
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,/ I Set access restrictions l
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! A View access logs Natural person A
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: HHIHE HHIHE
\ _ _ Insert information into EHR
Registration < _ Access to data
\\ of data Access by treating health _”
S o Opt out from data sharing professional through the _ ~
S~ o (where enabled by MS) health professional access
S~ o < service (via MyHealth@EU European

________________________ or national solutions) Commission
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IHE NOVS 3'4 Data categories for primary use

EUROPE JUNE 2024

Priority categories

« Patient summaries
 Electronic prescriptions
 Electronic dispensations

 Medical imaging: studies and
reports

 Maedical test results: laboratory,
other diagnostics, related reports

 Discharge reports
Full implementation of the rights of
natural persons shall be ensured.

06/06/2024

Additional data categories

 Maybe defined by MS

* When defined, all rights of
natural persons shallbe
Implemented at national level in
respect to these

* Support maybe included in the
European format

* Maybe exchanged through
MyHealth@EU (where supported)

European 10
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MyHealth@EU is the existing infrastructure
that connects healthcare providers in 13
Member States.

Planned go-lives:

B Live now: CZEE EL ES
FI FR HR LU LV MT NL
PL PT

M 2024:BG CYHU IE LT SI
SEIT

2025: ATDE DK IS NO
SK RO

The current live services are: (1) Patient
Summaries and (2) ePrescription and
eDispensation.

These services will be expanded to all j
priority data categories in EHDS.
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Data categories

Member State

National contact
point for digital
health

Priority group 1:

* Patient summaries

»  ePrescriptions and
eDispensations

Priority group 2:

*  Medical test results:
laboratory, other
diagnostics, related reports

*  Medical imaging: studies
and reports

. Discharge reports

Additional data categories: May

be exchanged where supported

Data suppliers:
all healthcare providers.

’ .
1,7

National contact
point for digital
health

Central
services

National contact
point for digital
health

Central services
provided by the Commission

National services
provided by the Member States

Connections to third countries
or other infrastructures

7 \ ‘“ ______________
v N 1 Another infrastructure :
| N I

7/ \
/ \ Contact point, :
----------- it connector or a |
et similar solution |

Member State (data source)

National contact
point for digital
health

Member State (data receiver)

All healthcare
providers (including
pharmacies)
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EHDS Article 6:

n the technical specifications for the priority categories of

Sh . . ng out the European electronic health record exchange format.
orter version: allow transmission of personal electronic health data between

ers. The format should support transmission of structured and
() CLCITIC]

The EEHRXF is a set of technical specifications
targeted at ensuring the interoperability of

electronic health record systems used on the Union { .
ma,yket A The European electronic health record

: exchange format is a powerful tool.

Common specifications (implementing acts under
la. The Commission shall provide regular updates of the Europea Article 23) are to further d_Efme the requirements
acts to integrate relevant revisions of the healthcare coding sy for EHR systems regarding the support of the

-1a. The Commission may, by means of implementing acts, lay dow format (among other requirements).

health record exchange format to additional categories of elec
implementing acts shall be adopted in accordance with the exa

06/06/2024 IHE-Europe EXPERIENCE DAYS 2024 £ European | 13
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MyHealth@EU
eHN eHMSEG
. eHealth Network Detailed technical
LB R uidelines (use case specifications includin Depl t of
innovation or — g s Eh FIFillR I g Memoy:‘::(;& MyHealth@EU
development projects escrip |ops,_ ata sets, . an ) . yrea Solution Provider
general principles) implementation guides
Support to MS
X-eHealth COoM
Drafting by Xt-EHR .
XoanDH . Implementing acts under
pan ~ EHDS
xShare
Activities by HL7
Europe, IHE and other
EHR systems Experimentation by COM
SDOs Detailed technical
XpanDH etailed technica
. specifications including Implementing acts under EEHRxF Support
_ ~ FHIRand CDA EHDS Centre (WP2024
Drafting by Xt-EHR implementation guides EU4Health)
Support to EHR system
manufacturers
Requirements for EHR Certification of EHR
systems certification systems

Drafting by Xt-EHR

K European 14
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IHE NOVS 3'4 Requirements for EHR systems
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EHR systems must contain two harmonised components, starting
2028/2030 depending on which kind of data they process:

Interoperability component Logging component

* Provides capability to issue and * Provides capability to generate
accept data in EEHRxF as per the logs of access as per Art. 8f
Art. 6

Member States remain free to have requirements on other parts of EHR
systems, provided they don't interfere with the harmonised components

06/06/2024 European | 15

Commission
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Deadline for certain
Entry into force implementing acts
2024 * 2026 T 2028 2030 2032 2034 2036
I
I [
I |
GENERAL APPLICATION : :
I I
I I o :
PRIMARY USE I I Exchange of 1%t group of priority categories
: : patient summary, electronic prescriptions and dispensations
: : Exchange of 2" group of priority categories
: : medical images, medical tests results and discharge reports
I I
| |
Only sell compliant products 15t group of categories
EHR Systems : : y b b J b J
I I
: : Only sell compliant products 2" group of categories
I I
I I
I I
I I :
SECONDARY USE : : Secondary use in general
I :
: I Selected categories
1 : @enomics, -dmics, wellness applicatians
I . . .
I I Connection of third countries
I I
v v
06/06/2024 Entry into force Deadline for certain European 16
Commission
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IHE EXPERIENTE 3-4 From research to deployment: Digital Europe supporting

EUROPE unez024  health data infrastructures

1+ Million Genomes _ -
Initiative Cancer Imaging Initiative

& | wg..
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INITIATIVE %ﬁnpﬁ
| #euCancenimagag | -

06/06/2024

Virtual Human Twins
Initiative

European Virtual Human Twins e

European
Commission
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EUROPE JUNE 2024

Access to genomics and the corresponding clinical data across Europe for better research,
personalised healthcare and health policy making

= 1+ Million Genomes Declaration (2018), 25 EU countries, XB gaope
the UK and Norway '

= Digital Europe co-funding EUR 20 million for the {k‘wl}iﬂfﬁﬂiﬂfﬂjﬁj“'
Genomic Data Infrastructure (GDI) (+ EUR 20 million the GDI project
from Member States)

* Currently GDI includes organisations in 24 European
countries
= Technical readiness of 15 countries by 2026

European
Genomic Data
¥, Infrastructure

06/06/2024
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3 1+ Million Genomes Initiative - Genome of Europe Database

EUROPE June 2024

Genome of Europe

= High-quality European network of national genomic
reference cohorts, representative of the European
population

= Aunique genomic reference for biomedical research,
healthcare and public health, covering 100 000 whole
genomes

= EUR 20 million co-funding from the Digital Europe 1+Million Genomes: sustainability and uptake
programme (+EUR 25 million from Member States)

= Coordination and Support Action under the Digital
Europe Programme (EUR 2 million)

= Support towards healthcare implementation of
genomic medicine

= Support preparatory work for the creation of an EDIC
(European Digital Infrastructure Consortium)

Yo A

image by ipopba - Getty
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EUROPE JUNE 2024

Europe Infrastructure

|HE EPEREME 1 3-4  European Cancer Imaging Initiative - Cancer Image

Harness the potential of cancer imaging data
and Artificial Intelligence to combat cancer

Digital Europe co-funding (EUR 18 million)

Link resources and databases to establish
an open infrastructure of cancer images

Foster innovation and deployment of digital
technologies, including Al tools, for better
clinical decision-making, diagnostics,
treatment and prediction

06/06/2024
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IHE 27%9¢|3-4 Milestone: Cancer Image Europe Infrastructure

cunope unezo2e  released (September 2023)

21 clinical sites from 12

Public catalogue countries

of 39 datasets
From the “Al4HI” network

of EU-funded projects 30+ data providers

from 15 countries by
2026

Approx. 20 000 subjects
>200 000 image series*

EDIC for the Cancer

Image Europe
9 cancer types h EUC M Platform - working
breast, colon, lung, CANCER IMAGE EUROPE group launched
prostate, rectum, liver,
glioma, neuroblastoma,

glioblastoma

European 22
Commission
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IHE | 27%9¢|3-4 European Virtual Human Twins Initiative: building

EUROPE unez024  blocks across research & deployment

= An EU framework supporting the emergence, market entry
and clinical adoption of virtual human twin solutions in
healthcare

= Virtual Human Twins Manifesto - December 2023

= European Virtual Human Twin EDITH project, DIGITAL

= 8 actions on integrated, multi-scale VHTs for personalised
disease management, Horizon Europe (EUR 80 million)

= State-of-the-art digital platform for advanced VHT models
integration and validation, DIGITAL (EUR 24 million)

Mr wJ

EDITH

European 23
Commission
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European Commission support for GenAl in healthcare

Communication on boosting startups and innovation
in trustworthy artificial intelligence (January 2024)

Foster an innovative European Al ecosystem for startups
and innovators, including in health
= Strategic investment framework for trustworthy Al

= Financial support for GenAl through Horizon Europe
and Digital Europe Programme

= |[nitiatives to boost up skills on GenAl

Communication on boosting Biotechnology and
Biomanufacturing in the EU (March 2024)

Push the application of Al, in particular GenAl, in health
biotech and biomanufacturing

Biotech and biomanufacturing companies using Al
benefit from the “Al innovation package”

Support the development of advanced GenAl models,
through health data infrastructures & Euro HPC
supercomputing

06/06/2024
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GENAI4EU

= Stimulate the uptake of GENAI in key sectors - including
healthcare

= Development of novel use cases and emerging applications

= Collaboration between Al startups, industry, public sector

Al Factories 6 S gﬁ %
= Privileged access to supercomputers to Al startups - : &5 \f}i

including in healthcare

= One-stop-shops to test & validate large-scale Al models
and solutions

= Linked to TEF-Health for pre-market validation

European 26
Commission
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IHE | 27%<¢|3-4 Al Testing & Experimentation Facility for health (TEF-

€UROPE unezo24  Health)

» Launched January 2023, co-funded under
DIGITAL (EUR 60 million over 5 years)

» Support developers in healthcare Al and
robotics bring their solutions to the market

= Assisted validation and certification of Al and
robotics in medical devices

L4
o] TEF-Health

Testing and Experimentation Facility
or Health Al and Robotics

= Regulatory sandboxes to test Al solutions iIn
controlled real-world environments

—

06/06/2024 IHE-Europe EXPERIENCE DAYS 2024
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IHE AOve | 3-4 Regulatory sandboxes - Al Act

EUROPE JUNE 2024

= Al innovators can test their solutions in a Sand Box
controlledd environment, in compliance with
the Al Act

= Priority access to SMEs
= At least one sandbox in each Member State

= Leverage TEF-Health facilities

European 28
Commission
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IHE EXPERIENCE 3_4 _ _ . _
Ensuring timely and effective implementation

EUROPE JUNE 2024

Data Act applicable
NIS Il directive applicable

Health Technology Assessment
Regulation applicable Cyber Resilience Act applicable

Al Act applicable
EHDS Regulation applicable
Revised elDAS (EUDI Wallet) applicable

European 30
Commission
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Thank youl!
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Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of elements that are
not owned by the EU, permission may need to be sought directly from the respective right holders.
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