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On 5 March 2025, the Regulation on the European Health Data Space - Regulation (EU)
2025/327 of the European Parliament and of the Council of 11 February 2025 - was
published in the Official Journal of the European Union.

The European Health Data Space has emerged as a solution to the need to facilitate the
exchange of electronic health data between health service providers located in several
Member States.

Thus, the European Union intends to create a cross-border infrastructure that regulates
the primary use and secondary use of electronic health data. To this end, it also provides
common rules for the development and commercialization of electronic health record
systems ("EHR systems"), which will make it possible to ensure the interoperability of
electronic health data within the Union.

Indeed, when discussing an European data space, the legislator clarified that this
regulation does not affect the application of the General Data Protection Regulation
("GDPR"), but rather complements it, mainly with regard to the rights of data subjects in
the provision of healthcare.

At this stage, it is relevant to highlight the key aspects of this crucial legislation for
European citizens and organizations in the health sector:

The Processing of Electronic Health Data

The European Health Data Space («kEHDS») concerns the processing in electronic format
of health data and genetic data, as well as anonymized data or data that has never been
linked to a data subject but has an impact on health.

This data will typically serves a primary use related to the provision of healthcare to the
data subjects - i.e., assess, maintain or restore the state of health of the natural person
to whom those data relate, including the prescription, dispensation and provision of
medicinal products and medical devices, as well as for relevant social, administrative or
reimbursement services [Article 2(2)(d)].

In addition, the Regulation creates a mechanism that allows access to and processing of
electronic health data for a secondary use. In other words, it is possible to process health
data for purposes other than those originally conceived which correspond to the
following categories of purposes, within the meaning of Article 53:

e Publicinterest in the fields of public health or occupational health;

e Policymaking and regulatory activities to support public sector and EU
organizations;

e Statistical purposes;

e Educational or teaching activities in the health sector
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e Scientific research, covering the development of products and the training,
testing and evaluation of algorithms; and
e Promotion of better care delivery.

Primary Use

With regard to the primary use of health data, the European legislator has given patient
data subjects a new set of rights.

On the one hand, it reinforced rights already provided for in the GDPR, such as the right
of access and the right to data portability. On the other hand, it conferred new rights to
data subjects, such as the right of individuals to insert information into their own EHR,
as well as the right to restrict access of health professionals to some or all of the personal
electronic health data belonging to the priority categories.

Priority categories of electronic health data for

primary use
a) Patient summaries;
b) Electronic prescriptions;
c) Electronic dispensations;
d) Imaging and imaging reports;
e) Medical testresults;
f) Discharge reports.

Secondary Use

In order to operationalize the secondary use of electronic health data, the European
legislator created the figures of the health data holder, health data access bodies and
the health data user.

The latter must submit a request for access to health data to the competent health data
access body, who, if the requirements are met, will issue an authorization to process the
data. If the request is granted, the health data holders are obliged to make the data
available to the competent body, which will then forward it to the data user.

Therefore, as an entity operating in the health sector, you will likely be classified as a
health data holder and, consequently, might be required to share electronic health data
(including with competitors) in the future.
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Future developments ...
The Regulation will apply in phases, extending over time until 2035.

In addition, the Commission is responsible for elaborating delegated acts. For their part,
the member states will still have to legislate on certain matters, including sanctions.

It should also be added that industry and the health sector will also undergo a period of
adaptation to the electronic systems that will ensure data interoperability.

00 00 O

Enters into force General E.g.: Chapter IV E.g.: Chapter 1l

application of the becomes becomes
Regulation applicable applicable

Article 75(5)

All in all, the implementation of the Regulation on the European Health Data Space will
be lengthy and complex.

In this regard, entities operating in the health sector should progressively draw up
implementation projects to ensure a smooth transition to this new paradigm.
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