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From Health Records to Health Infrastructure
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From the perspective of
healthcare professionals,
fragmentation limits continuity
of care, especially when
patients move across regions
or Member States.

The EHDS promises
interoperability and timely
access to clinical information.

Data availability must be
accompanied by quality
standards, semantic
consistency and accountability
mechanisms.

However, interoperability
without trust is insufficient.




CYBERSECURITY




At the same time, the EHDS is embedded in the broader European Data Strategy.
W It seeks to strengthen strategic autonomy and to consolidate a European digital
health market.

The harmonization of technical standards aims to remove barriers, stimulate
g innovation and attract investment, including in artificial intelligence and big data
analytics.

This raises a crucial policy question: how can innovation incentives be reconciled with
the protection of fundamental rights?
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The protection of individuals is therefore
increasingly embedded in institutional

design, governance mechanisms and

accountability structures.




SECONDARY USE

»»»»»»»»»» A decisive step in Article 50 of Regulation
understanding the (EU) 2025/327 introduces
architecture of the EHDS a differentiated regime
lies in the discipline concerning the obligations
governing secondary use. connected to the reuse of

electronic health data.

The Regulation identifies At the same time, Member
specific categories of States may extend

actors and modulates their obligations through
obligations accordingly. national law. This reflects
Natural persons, including an open regulatory model
individual researchers, and in which European

micro-enterprises may
benefit from certain
exemptions.

uniformity coexists with
national discretion.
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The EHDS therefore
constructs a regime of risk
allocation, redistributing
vigilance, security and
accountability obligations
among data holders,
access bodies and users.
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> confirms the transition from a consent-centred model

oward a procedural model of governance, in which legitimacy depends on
risk-reduction measures, technical standards and institutional oversight.




The EHDS should be understood not simply as an interoperability project,
- but as an attempt to construct a multilayered governance regime for the

F ROM secondary use of health data.
GOVERNANCE The transformation from a consent-centred paradigm to a procedurally
structured model does not diminish the protection of fundamental rights.
-] Rather, it relocates that protection within institutional architecture,
technical safeguards and distributed accountability.

circulating within the system, but in its capacity to ensure coherent

Iﬂl The ultimate test of the EHDS will therefore lie not in the volume of data
standards, traceable responsibility and credible oversight.
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