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The EU digital health policy journey
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PHASE 1 -

Where we
came from

2011 >
Digital Health as a service enabler in the Cross-border Healthcare Directive

* EU competence to complement national healthcare policies
* Patient rights when seeking healthcare in another EU country

* Supporting digital technologies to improve healthcare

» ERNSs (European Rare Disease Networks)
» eHDSI (eHealth Digital Service Infrastructure) - ePresciptions, Patient Summaries
» Telemedicine



PHASE 1 -

Where we
came from

Digital

ealth and Care

xE

w

_ TRANSFORMATION OF HEALTH AND CARE IN THE DIGITAL SINGLE MARKET - Hamessing the potenttial of data to empower citizens and build a healthier society

Communication on
enabling the digital
transformation of
health and care in the
Digital Single Market

2019

Recommendation on a
European Electronic
Health Record
exchange format

European health challenges

®  Ageing population and chronic diseases putting
pressure on health budgets

®  Unequal quality and access to healthcare services

@  Shortage of health professionals

Potential of digital applications

and data to improve health
Efficient and integrated healthcare systems
Personalised health research, diagnosis and treatment
Prevention and ctizen-centred health services

What EU citizens expect..
90%

agree

To access their own health data

requInng Interoperable and quality nealtn a

80%

agree

80%

agree  To provide feedback on quality
O of treatments

Support European Commission:

o Secure access and exchange of health data DD

Ambition:
Citizens securely their

i
1

- eHealth Digital Service Infrastructure will deliver initial crss-barder services (patient summaries and

health data and health providers ePresriptions) and coopesation between participating countries will be strengthened
(doctors, pharmacdes._) can
exchange them across the EUL

Health data pooled for research
and personalised medicine

- Proposals to extend scope of eHealth cross-border services to additional cases, eg. full electronic health records.
- Recormmended exchange format for interperability of existing electronic health reconds in Europe.

©

Ambition:
Shared health resources ~ Voluntary oollaboration mechanismes for health reseanch and dinical
|data, infrastructure, practice (starting with “one million genormes by 2022" target).

eqertise.) allowing - Spedifications for secure access and exchange of health data.
tangeted and faster ~ Pilot actions on rare diseases, infectious diseases and impact data
research, diagnosis and

treatment.

©

Digital tools and data for citizen
empowerment and person-centred healthcare

Ambition:

(Clitizens can maonitor their - Fadilitate supply of innovative digital-based solutions for
health, adapt their lfestyle  health, also by SMEs, with common principles and certification.
and interact with their = Support demand uptake of imovative digital-based
doctors and caners solutions for health, notably by healthcare authorities and
{regeiving and providing peowiders, with exchange of practices and technical assistance.
feedbadd). - Mubilise more efficiently public funding for innovative

digital-based solutions for heath,including EU funding

Graphic created by the European Commission



Health Connect Partners

asupwﬂing trust in data

PHASE 2 -
Where we Overview of digital (health) legislation and

are now
related issues in the European Union

Legend: Key issues

B cCross border healthcare

Data security

B safe products

Safe medicinal products

Freedom of movement,
goods, workers and services

B Data protection

B Data use

Public Health:
Promoting safe healthcare
Article 168 TFEU
Health sl General Data
Technolo, ti
Ass essmeﬁ Healthcare ::;Li:z: European Health Cyber Security []
(HTA) Directive (GDPR) / ePrivacy Data Space (EHDS) Act
Regulation sl Regulation
Medical Device
S Data Act
Product Liability Regulation (MDR)/ ;at: / Artificial Cyber Resilience
Directive (PLD) / In Vitro Diagnostic Governance Act intelligence Act Act (CRA) / NIS2
Al Liability Devices Regulation (DGA) (Al Act) Directive
Directive [AILD) (IVDR)
Legal Basis in the Treaty on the Functioning of the EU (TFEU)
Internal Market | Data Protection
Article 114 TFEU | Article 16 TFEU
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Where we
are now

2024 | I

The European Health Data Space Regulation recognises:

* Data is a fuel for better health services
* Data needs to be interoperable and in good quality
* Need to balance the power of the use of data with data subject rights

* Need to have wide range of stakeholders on board



EHDS: Patients’ rights and researchers’ interests

Primary use of health data ‘ Secondary use of health data ‘

Legal base for processing ) )
 Legal base for primary use a u

Legal base for re-use

e Legal base for secondary use
e Health Data Access Bodies

* Data access Permits

Enhanced data access
* Immediate, free of charge
* Access for proxy

Data Quality Assurance

* Access service a » Data catalogues

. e Quality and utility labeling
Data Addition ism * Enhanced data returned to
*  Apps HDAB
* Personal notes
Transparency | Opt-out Opt-out Transparency
e Access Log  MS may provide opt-out for sharing * Right to opt-out * Access Log

e Annual report EHRs with other care providers of secondary use * Annual report secondary use



European Health Data Space:

(Preliminary) Implementation Timeline

February: Expected
entry into force of
the EHDS

European Commission
to draft implementing
and delegated acts

Member States’s
transition period

February: EHDS
become
applicable

Implementation of
implementing and
delegated acts

DATA PRIMARY Third countries or international

USE [other data)

organisations compliance with
the EHDS

Summary )

DATA SECONDARY Electronic Health
USE Record

DATA
SECONDARY USE
(sensitive data)

PHASE 1:

= Establish digital infrastructure

= Adopt preparatory measures to support MS, health data holders and EHR

systems manufacturing in meeting their obligations

This phase includes setting up the foundational systems and ensuring that all
parties are ready to effectively comply with the EHDS requirements.

PHASE 2:

Regular updating of implement acts
= Maintenance and operation of the systems under the EHDS at EU and MS level

This phase ensures the sustained functionality Elllld compliance of the digital health infrastructure.
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Direction
of travel

2025 >
The new horizon

Al to generate synthetic data to mimic real-world patient data and drive
innovation in healthcare

Individuals to be empowered by apps and devices to engage more fully
in healthcare and in public health

Digital technologies to enable disease prevention at larger scale fighting
antimicrobial resistance, cancer, and epidemics



PHASE 3 -
Direction

of travel ‘ Is your Al algorithm approved
by the European Union?

P

AL frwtlsl

BANNED

Your system
is banned and

cannot be in
production.

ray You need to do a:
@ CONFORMITY
ASSESSMENT

y Your Al system violates
=% the fundamental rights
of a person.

Qe
9
H
S
=

iometric N —
LSo'ciM Scoring | denciicdsion “‘-3"9‘&‘23‘» J

2025 Your Al system could

create a high risk to ; @
the health, safety and > ‘ 8 | S
° AI ACt b eC O m es fundamental rights of (‘,o(_%? | : e Operation « criticdl Risk management system
i a person. LW MJ {|dw enporement | L WWMJ =N :
ap p I | C ab I e : 3 Record-keeping

! i Technical documentation

L Su p p (0] I‘tl n g ﬂ @ ﬁ%} 7 . % Data & data governance
i nteg ra.tl on Of AI | ntO '§Q = 1|m/'§,‘.-i¢, Ej. é] Human oversight & expert judgement

. LW&WJ Exdun Scoring Lc""w“-"_l ideatification Accuracy, robustness & security
h eal t h Care, Startl n g L J L J Expgiijnability, transparency & provision

. of information
the next generation
Of d | g |tal h eal [ h Your Al system intends to interact TRANSPARENCY OBLIGATION

with a user to let them make an
informed decision. The user can
decide to continue or terminate
the usage of the application. LWJ

You need to ensure your system is transparent.
Users have to be made aware of the application
of Al so that they can make informed decision to
move forward or step back.

Your Al system

poser il \ 1550 .~ s APPROVED
: N § " You are free to use your application.
's right o Pl s your app
:zzrssa;'sty' S Spn Pilbers: \’\'\\ v There is no risk to user’s rights or safety.

Slide created by ACONTRARIO
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Direction
of travel

T L
Dates of Application

} 26 May All devices, except those covered by the extended transition period, must comply with the
202 1 MDR (e.g. class |, new devices, devices with a significant change)

2025 26 May End of transition period for legacy devices that do not meet the conditions for
2 02 4 application of the new transition periods (see conditions in red boxes below)
 Urgent need to

reV| se th e M D R _’Q 26 Ma ay End of derogation for class Ill custom-made implantable devices
2026 i :

Only devices covered by a notified

body certificate or a manufacturer's 31 Dec End of transition period for class Il and class IIb

o h | declaration of conformity issued before 2 02 7 implantable devices (if not excepted, e.g. sutures)
® 26 May 2021 can potentially benefit
RecognISIng t erole from the extended transition period 31 Dec End of transition period for other
of software as a > 2028 class IIb, lla, class | sterile/measuring
devices, devices requiring notified body

m ed | C al d EV| ce an d involvement for the first time under MDR

*Conditions to be fulfilled to benefit from extended transition period

health apps
e (D () 9

Deadllneto lodge an
application for MDR wltthB& ; to comply with No significant changes Devices do not present
conformity assessment ate TN previously applicable in design or intended an unacceptable risk to
& have an MDR QMS o ntop'mi MsDuRl “NEiB EU legislation (MDD/ purpose health or safety

in place AIMDD)

(where applicable)

Graphic created by the European Commission
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Direction
of travel

2025

Pharmaceutical
package is expected
to be adopted
Moving towards
eProduct
information, use of
real world evidence
in marketing
application

THE PHARMACEUTICAL STRATEGY FOR EUROPE

Innovative & Q} | O Addressing unmet
affordable medicines : e O\VYO :
+ AN medical needs

X

Enhancing preparedness Strengthening EU
& reducing shortages competitiveness

#EUPharmaStrategy #EUHealthUnion

Graphic created by the European Commission
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From EHRs and
early platforms

Towards Al
powered and data
driven
personalised care

To integrated
digital health
solutions

The future of digital health in Europe is bright !



Thank you very much

Petra WilSOI‘I Health Connect Partners
suppaorting trust in data
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e Also:

* Information Governance Expert I-HD
* Senior Policy Advisor to HIMSS
* Senior Policy Advisorto FTI Consulting
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