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HOPE contribution: public consultation
on the draft Implementing Regulation
establishing the European Health Data Space Board

HOPE appreciates the opportunity to comment on the draft Implementing Regulation setting out
measures on the establishment and operations of the EHDS Board. Recognising its key function
as a forum for cooperation and exchange of information between the Member States and the
Commission, HOPE backs its swift inception to steer the EHDS implementation.

While HOPE acknowledges the commitment to transparency, as well as the envisaged
cooperation of the EHDS Board with relevant steering groups, it is regrettable that the role played
by the members of the future Stakeholder Forum - explicitly mandated in the EHDS Regulation
“to advise the EHDS Board in the fulfilment of its tasks” (Recital 97) — is omitted in the
Implementing Regulation. HOPE thinks this is an important oversight since the effective
implementation and popular acceptance of the EHDS will depend on close collaboration
between all EHDS actors to ensure that any challenges, issues, nuances, and gaps can be quickly
identified, captured and — where deemed necessary - resolved. These practical and clinical
insights can only be provided by stakeholders like HOPE who can relay the real-world concerns
and insights of hospitals and healthcare facilities, their management, staff, and patients,
resulting from continuous dialogue. Given the economic and societal importance of the EHDS,
its scale and complexity, meaningful consultation with the Stakeholder Forum should be formally
integrated into the EHDS Board’s rules of procedure to ensure stakeholder participation can and
will occur in a structured, timely and regular manner. Their systematic engagement will also be
beneficial to support exchanges of best practices and mutual learning among national
authorities, as well as the alignhment of all parties to build up trust. This is especially vital when it
comes to discussions about the protection of fundamental rights, ethical and privacy challenges
in a rapidly changing digital environment.

Furthermore, HOPE believes that the EHDS Board’s activities could be elaborated more
comprehensively, going beyond the submission of written contributions and facilitation of
thematic exchanges outlined in Article 2 of the Implementing Regulation. In particular, the Board
should play a central role in co-shaping the content of other Implementing Acts refining the
EHDS, such as the future legislation pertaining to the inclusion of additional categories of data,
which is bound to present multiple challenges given the many different data sources and rules
currently in place at national and regional level. In other cases, too, the EHDS Board could issue
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non-binding opinions to help clear up questions arising from the co-existence of different
national rules and practices in certain EHDS areas. Importantly, such advice would also
encourage moving towards a stronger harmonisation of practices and strengthen legal clarity.
Consensus could be achieved by setting up relevant topical sub-groups of the Board, coupled
with structured consultation mechanisms.

Finally, HOPE feels that the transparency requirements described in Article 10 of the
Implementing Regulation could be further strengthened by including timeframes for the
publication of key EHDS Board documents including meeting agendas, minutes (including action
points / decisions) and supporting documents that will help stakeholders to contribute their
expertise to the work of the Board.
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HOPE, the European Hospital and Healthcare Federation, is a European non-profit organisation,
created in 1966. HOPE represents national public and private hospitals associations and
hospitals owners either federations of local and regional authorities or national health services.
Today, HOPE is made up of 36 organisations coming from the 27 Member States of the European
Union, as well as from the United Kingdom, Switzerland, and Serbia as observer members. HOPE
mission is to promote improvements in the health of citizens throughout Europe, high standard of
hospital care and to foster efficiency with humanity in the organisation and operation of hospital
and healthcare services.
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