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OVERVIEW OF THE CALL FOR FEEDBACK & OF RWE4DECISIONS’ RESPONSE

The European Health Data Space (EHDS) Regulation establishes a new EU-wide
framework to enable the secure primary and secondary use of electronic health data,
with the objective of improving healthcare delivery, research, policymaking and
regulatory decision-making. Its implementation relies on a series of delegated and
implementing acts that translate high-level legal provisions into operational rules
applicable to Member States, Health Data Access Bodies and data users.

In this context, the European Commission launched a call for feedback on the draft

Implementing Act laying down dataset description requirements for the secondary use
of electronic health data under the EHDS. The draft Implementing Act aims to
operationalise obligations set out in the EHDS Regulation by specifying common
metadata elements and standards to enhance transparency, discoverability and
interoperability of health datasets across the EU.

RWE4Decisions submitted feedback to this call as a multi-stakeholder initiative
dedicated to improving the generation and use of real-world evidence to inform HTA and
payer decision-making. From an HTA and public payer perspective, clear, standardised
and practice-oriented dataset descriptions are essential to enable meaningful
secondary use of health data and to support timely, robust evidence generation across
the life cycle of health technologies.

Our joint response broadly welcomes the Commission’s approach and the proposed use
of a common metadata framework, while highlighting areas where further clarification
and operational guidance would improve the practical usability of dataset catalogues for
HTA bodies, payers and other decision-makers. In particular, the feedback focuses on
ensuring metadata standards support feasibility assessments, cross-country
comparability, dataset linkage and predictable access conditions, in line with HTA and
reimbursement timelines.

Below is the joint response submitted by RWE4Decisions.


https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/15673-European-Health-Data-Space-dataset-descriptions/F33399846_en
https://eur-lex.europa.eu/legal-content/FR/TXT/?uri=OJ:L_202500327
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/15673-European-Health-Data-Space-dataset-descriptions_en
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The RWE4Decisions initiative welcomes this draft Implementing Regulation. As a multi-
stakeholder initiative dedicated to improving the generation and use of real-world
evidence (RWE) to inform HTA and payer decision-making, we strongly support the
objective of enhancing transparency, discoverability, interoperability and trust in
electronic health data for secondary use across the EU.

For HTA bodies and public payers, the availability of high-quality, standardised metadata
is essential for meaningful secondary use of health data. HTA decision-making relies not
only on access to data, but on the ability to rapidly assess a dataset’s relevance, quality,
structure, and provenance. The proposed use of HealthDCAT-AP as a common metadata
framework is therefore a positive and necessary step to ensure interoperability and
comparability across Member States and data holders. Metadata standards should also
support early evidence planning, cross-country comparability, and the reuse of datasets
across JCAs and JSC processes under the HTA Regulation.

RWE4Decisions particularly welcomes the inclusion of elements related to provenance,
variables, coding systems, temporal and geographical coverage, number of records, and
number of individuals. We note the importance of including information on dataset
linkage, such as the possibility to link datasets, available linkage variables and, where
feasible, indicators of linkage quality, as linked data are often critical for comprehensive
HTA and payer analysis. These elements are essential for HTA bodies and public payers
to assess representativeness, internal and external validity, and the suitability of
datasets for regulatory or reimbursement-relevant analyses. Clear and consistent
metadata is crucial to distinguish datasets that can meaningfully support comparative
effectiveness research, post-authorisation studies, and reassessments of value over
time.

We encourage the Commission to further emphasise the importance of granular and
practice-oriented completion of metadata by health data holders. It should provide clear
information on dataset lifecycle aspects, including data creation, update cycles, and
conditions under which datasets are expanded or modified, to support appropriate use
and interpretation. For HTA and public payers, high-level or generic descriptions often
limit the practical usability of dataset catalogues. In particular, free-text fields such as
“Description”, “Provenance” and “Was generated by” should be used to clearly explain
data collection pathways, routine clinical versus administrative origins, update
frequency, and known data limitations.

RWE4Decisions also underlines the importance of elements that clarify access
conditions and procedural requirements. From a public payer and HTA perspective,
predictability regarding access timelines, governance requirements, and applicable
legislation is critical to enable evidence generation within policy timeframes.
Transparence and reliable information on access timelines should be explicitly linked to
HTA and payer decision-making timelines. Dataset catalogues that combine technical
metadata with clear information on access pathways will significantly reduce
transaction costs and improve the feasibility of cross-border RWE projects.


https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/15673-European-Health-Data-Space-dataset-descriptions/F33399846_en
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Looking ahead to implementation, we encourage close coordination between the
Commission, national HDABs, and the HTA community to ensure that metadata
standards evolve in line with decision-makers’ evidence needs. It will be essential to
balance the ambition of metadata requirements with feasibility for health data holders
to ensure consistent, proportionate, and high-quality implementation. As RWE becomes
increasingly central to JCAs under the HTA Regulation and to national pricing and
reimbursement processes, alignment between EHDS metadata requirements and HTA
data needs will be essential to avoid fragmentation and under-utilisation of available
datasets.



