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The proposal for EHDS and MyHealth

MyHealth@EU is the existing
infrastructure that connects healthcare
providers in 16 Member States.

It allows them to exchange health data Planned go-lives:

such as Patient Summaries and
ePrescriptions.
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OBJECTIVES
v Empower individuals through better digital access to their personal health data; support free T h eS e Se NI CeS WI I | be g

movement by ensuring that health data follow people;

v Unleash the data economy by fostering a genuine single market for digital health services and eX pa n d ed to I n CI u d e Ia b

products;

v Set. up striq rules for the use of ipc.iiyidual's non-identifiable health data for research, innovation, reS u Its a n d Oth e r types
policy-making and regulatory activities. Of h e alth d at a ]
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Electronic health records
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Health data from apps
and medical devices

Assist policy
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¥ accessing relevant policy, greater

diagnosis and Empower
treatment, individuals to
improved have control over

patient safety, their health data non-identifiable opportunities
continuity (\; health data for r:::m
of care and Health data in

improved
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professionals

innovation

registries Facilitate access

. to non-identifiable

efficiency

to have access to health data for
relevant health researchers and
data innovators

GROWTH POTENTIAL OF THE HEALTH DATA ECONOMY



Rich pool of data * Technical tools for data pooling and sharing

(varying degree

of accessibility) « Standards & interoperability

(technical, semantic)

« Sectoral Data Governance (contracts, licenses,
access rights, usage rights)

« IT capacity, including cloud storage,
processing and services

Free flow of data
across sectors and 3
countries {§}
Industrial Mobility Public
& Adminis-
Manufac- tration
Full respect turing
of GDPR
!
E Cross-sectoral Personal Data Space
S S I S L U S U S
Horizontal fi rk
for data governance

and data access

Services

* Collecting, combining, enriching and refining data into information and insights

“Health” Data Space was the first to be
legislated, much also because of previous

work and COVID-19

is a health specific ecosystem comprised of rules,
common standards and practices, infrastructures and a governance framework

EHDS Proposal published 03/05/2022

European Health Data Space (EHDS)

} OBJECTIVES

Effective use of health data

’ SCOPE & EXPECTED IMPACT

Use of health data

(primary,
MyHealth@EU)

Re-use of health ,
data
(secondary,
HealthData@EU)

D mEANS

I Legal / Governance

Empower individuals to control their data

Standardization and mandatory certification of EHR systems
Voluntary labelling of wellness apps

European Electronic Health Record Exchange Format

Health data access bodies
Purposes for use and forbidden use
Data permits, secure environments, no identification

Quality of data Infrastructure

Single market for health
data, data protection,
free movement of
people, digital goods
and services

Facilitated Research &
Innovation

Better Policy Making

Capacity
building/digitalisation
(MFF)
m European
Commission



EHDS and Al

(and the Al Act)

European Health Data Space

Better
Healthcare

Better
Policy
Making

Better
Research
and
Innovation

pmpoulmz

Governance and
rules,
interoperability,
infrastructure
(primary and
secondary use of
health data

Quality of data

Electronic Health
Record Exchange
Format

health Yata

Infrastructure

MyHealth@EU
CPMS (ERNs)
1+mil genomes

European Heaith
Data Space
nfrastructure

Pilot project 2021

(EMA, ECDC)

Capacity
building and
digital skills

Digitalisation of
healthcare
systems - RRF

Trainings of public
administration

Sharing best
practices

Digital skills

European Health Data Space

Sharing of health

data for
healthcare

Problems
« Limited control of patients over their
health data

« Limited interoperability between
health care providers

Areas of work

« Control of patients over their data

« Interoperability

« Role of e-health agencies

- Reinforced EU govemnance (eHealth
Network)

« Reinforced MyHealth@EU

Access to health
data for research,
policy making

Problems

+Low re-use of health data

»Cumbersome cross-border access to
health data

+Fragmented digital infrastructures

Areas of work

+Governance and rules for access to
health data

+Data FAIR-ification

«Digital infrastructure (EHDS2)

Single market for

digital health
services

Problems

«Uneven legislative framework
«Uneven quality framework

«Uneven procedures for prescriptions,

reimbursement, liability

Areas of work

«Eliminate barriers to free movement
«Labelling

« Interoperability
+Reimbursement
- Liability

Problems
«Limited provision of data for training
of Al

«Difficulties for regulators to evaluate
Al algorythms

+Uncertainty on Al liability in health

Areas of work
+Support for development and rollout
of Al

+Data for Al

+Support for regulators

m European
Commission
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EHDS in a Nutshell — what is it about?

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 — also across borders

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 - also across borders

3. Requirements for electronic health record (EHR) systems
® Creating a single market for electronic health records systems, supporting both primary gnd secondary

24 April 2024:
Parliament adoption of the EHDS

2019: Commission Recommendation on a
European Electronic Health Record
exchange format

2016:
General Data Protection Regulation (GDPR)

/‘2/011: Directive on the application of patients’
| rights in cross-border healthcare

2022: Commission Proposal for a regulation -

|
|
|
|
|
|
|
|
|
|
i
| The European Health Data Space 8 January 2025:
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Rights of natural persons in primary use

Access health data

-

Download a copy of data

‘ @ \ View who accessed their data
P

| s— e—

)

Ce,

Provide a copy »ﬁ —o—
of data

Set access restrictions

N

P> Health Data

Opt-out from data sharing Another portal

[ Access Service where enabled by MS) or app
_ _ (Portal or app)
Registration
of data Insert information into EHR
¢
Appoint an authorised Natural person @
person to access data
< [

Access by treating health professionals
\_ Request rectification through the health professional access Access to data

- service (via MyHealth@EU or national
K solutions), including emergency access




Scope of harmonisation

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 import/  Provides capability to generate
export data in EEHRxF the logs of access

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



The exchange format (EEHRxF) — Art. 15

Article 15

European electronic health record exchange format

By ... [two years from the date of entry into force of this Regulation], the Commission
shall, by means of implementing acts, lay down the technical specifications for the priority
categories of personal electronic health data referred to in Article 14(1), setting out the
European electronic health record exchange format. Such format shall be commonly used,
machine-readable and allow transmission of personal electronic health data between
different software applications, devices and healthcare providers. Such format shall support
transmission of structured and unstructured health data and shall include the following

elements:

(a) harmonised datasets containing electronic health data and defining structures, such as
data fields and data groups for the representation of clinical content and other parts of

the electronic health data;
(b) coding systems and values to be used in datasets containing electronic health data;

(c) technical interoperability specifications for the exchange of electronic health data,

including its content representation, standards and profiles.

The implementing acts referred to in the first subparagraph of this paragraph shall be

adopted 1n accordance with the examination procedure referred to in Article 98(2).

2. The Commission shall, by means of implementing acts, provide regular updates of the European electronic health
record exchange format to integrate relevant revisions of the healthcare coding systems and nomenclatures. Those
implementing acts shall be adopted in accordance with the examination procedure referred to in Article 98(2).

3. The Commission may, by means of implementing acts, lay down technical specifications to extend the European
electronic health record exchange format to additional categories of personal electronic health data referred to in
Article 14(1), third subparagraph. Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2).

4. Member States shall ensure that the priority categories of personal electronic health data referred to in Article 14 are
issued in the European electronic health record exchange format referred to in paragraph 1 of this Article. Where such data
are transmitted by automated means for primary use, the receiving provider shall accept the format of the data and be able
to read them.



Priority categories
*Group 1 *Group 2

* Patient summaries * Medical imaging studies and

* Electronic prescriptions related imaging reports

* Medical test results, including
laboratory test and related
reports

* Electronic dispensations

* Discharge reports
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Implementation of the EHDS RegTuIation

imelines are indicative.

Entry into force Deadline for implementing acts
2024 * 2026

General application

Primary uses
of health data
(Chapter 1)

EHR Systems
certification
(Chapter 1l1)

1 1 1 1 1 1 1 1 1 1
Only sell compliant products 2nd categories

Secondary use in general

Selected categories

Secondary uses
of health data
(Chapter IV)

connections
* Third countries

Entry into force Deadline for implementing acts

12
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Three key actors in the secondary use

 Data user:

* A data user is someone or some organisation that has been granted
permission by a health data access body to use certain health data for
specified purposes

* Data holder:

* Any public or private entity that has the right or obligation to make
electronic health data available. Micro- and small enterprises are
excluded.

» Health Data Access Body:

 National authority in each EU Member State responsible for managing
.. accessto electronic health data for secondary use

B the European Union

Y3



EHDS 10-step user journey

9. Data user publishes

1. Data holder provides metadata 5. HDAB requests data from results of the study
T data holders I
T 7. HDAB places data in a
Secure Processing
Data 4. HDAB grants permission Data Environment (SPE) Finalisatio
discovery T prepiratlo T n
l Data \ Use of \
access 6. Data holder submits data data

2. Data user finds data to HDAB and HDAB

N de-identifys the data J 10. HDAB removes the

data from the SPE

3. Data user submits a data request 8. Data user uses the data in
Co-funded by the SPE

Sl the European Union ﬁg




Iscte — University Institute of Lisbon
Business Research Unit (BRU)
Digital Health International

The hub of expertise dedicated to advancing
digital health innovation and research.

Our interdisciplinary team comprises global leaders with proven track
records in policy-making, project coordination, and academic research
across Europe and beyond, with individual backgrounds stemming from
Portugal, Brazil, France, Germany, Italy, Pakistan, USA, and Ethiopia.

Health International

bru_oge =i
mtonal AL

Coordinating @XIA
Partner @Share C,QNDLE Wy
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Visit us! of
https://brudhi.iscte-iul.pt/
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