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A. Context, Problem definition and Subsidiarity Check
Context

The Communication on enabling the digital transformation of health and care in the Digital Single
market1, adopted in April 2018, identifies three areas for action: (1) Citizens' secure access to and
sharing of health data across borders; (2) Better data to advance research, disease prevention
and personalised health and care; (3) Digital tools for citizen empowerment and person-centred
care. The open public consultation2 carried out in 2017 confirmed that all stakeholders see the
lack of interoperability between Electronic Health Records as a major barrier to seamless access
to health data. The initiative is in line with the principles of the 2016 State of Health in the EU3
report which concluded that Member States need to rethink their health and care systems to be
sustainable in the future given the current pressures of ageing populations, rising prevalence of
chronic conditions and new diagnostic and therapeutic technologies. Related to this EU action, a
revised Implementing Decision on providing the rules for the establishment, the management and
the functioning of the network of national authorities responsible for eHealth (2011/890/EU) is also
in preparation.
Problem the initiative aims to tackle

The Recommendation aims to facilitate cross-border interoperability and secure access to
electronic health records for seamless exchange and use of health data in the EU. Member
States are at varying stages of digitising their health systems and implementing Electronic Health
Record systems that are accessible to their citizens. Health data is often scattered across
different local and national data repositories4, using different data formats, proprietary solutions,
with risk of being locked in to specific vendor models. This situation affects negatively the ability of
citizens to access their health data, in particular across borders. It may also have an impact on
the quality of care provided to European citizens and increase cost and complexity of exchanging
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health data, including critical medical information. The lack of interoperability leads to market
fragmentation and lower quality level of cross-border healthcare provision5. Supported by the
Connecting Europe Facility (CEF) Telecom programme6, many Member States are working on an
eHealth Digital Service Infrastructure, under which cross-border exchange of patient summaries
(short forms of Electronic Health Records) and ePrescriptions is set to begin between a few
countries before the end of the year or early 2019; with approximately 22 Member States
expected to participate by the end of 2021. The aim in the long run is to allow for interoperability
and exchange of full Electronic Health Records. This initiative may contribute to the further
development of the infrastructure.
There is a clear need for a well-functioning access to existing data and adequate infrastructure for
example to provide real-time information on existing health conditions, allergies, intolerances and
polypharmacy. When travelling abroad, many EU citizens need healthcare, and access to their
own medical records in his/her country is valuable. The exchange of data will improve continuity
of care and reduce cost, for example by avoiding to repeat medical tests. This initiative may also
open up access to data that support research aimed at the development of new treatments and
prevention approaches.
Basis for EU intervention (legal basis and subsidiarity check)

In accordance with the Treaty on the Functioning of the European Union (TFEU), the
Recommendation is a means to promote public health, to support cooperation between the
Member States, and to promote the digital single market. The Directive on patients' rights in
cross-border healthcare (Directive 2011/24/EU) stipulates EU citizens have the right to access
healthcare in any EU country. Under the General Data Protection Regulation (GDPR) citizens
have the right to access their health data. Under art. 168 of the TFEU, the Union complements
Member States health policy actions. The Recommendation is a step towards an interoperable
infrastructure enabling access to Electronic Health Records across the Union, and is based on the
Commission’s general power to issue recommendations (Article 292 of the TFEU).
B. What does the initiative aim to achieve and how [max 25 lines]

The initiative aims to make it possible for people to access their health records across borders as
needed for cross-border healthcare purposes such as in case of accidents while travelling, or to
seek treatment of chronic conditions, or rare diseases. When a person requires health care
treatment in another Member State, having access to their personal health records will support
and improve the quality of this care, for example by enabling faster, more accurate diagnosis and
improved prognosis. As trust is essential to the success of this initiative, it must develop in a way
that reassures citizens with regard to the security of their personal data and to their data privacy.
The initiative also aims to facilitate the flow of health data across borders to the benefit of citizens
so as to underpin the digital transformation of health and care, and to increase the availability of
health data for research purposes, enabling society to use new technologies in pursuit of new
treatments and disease prevention approaches.
It will recommend the establishment of a European Electronic Health Record exchange format
and will propose a set of common technical specifications for the transfer of health data in chosen
categories of health information such as patient Summaries and e-prescriptions, and proposing
further categories.
The establishment of such format will address many of the challenges to the sharing of data from
electronic health records across borders. This will also mean that patients can provide access to
their health data to a healthcare professional in another Member State (for example when
consulting a specialist or receiving emergency treatment).
It is envisaged that the Recommendation would cover the following: (i) invite Member States to
put in place strategies and where needed adapt their legislative framework to promote secure
access, including cross-border, to their Electronic Health Records, (ii) recommend Member
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States the adoption and further evolution of common technical specifications (including
established protocols and data formats) for a European Electronic Health Record exchange
format enabling cross border access to health data, and (iii) propose a way of working between
Member States, relevant stakeholders and the European Commission to continuously improve
and develop specifications and standards, implement the exchange format for Electronic Health
Record and monitor uptake across the EU.
C. Better regulation
Consultation of citizens and stakeholders

A comprehensive public consultation on the three health priorities defined in the Digital Single
Market mid-term review (access to and use of personal data concerning health being one of them)
was carried out between June and September 2017 in preparation for the April 2018
Communication7. Stakeholders are further consulted on this initiative via inter alia the e-health
Stakeholder Group (EHSG) which is a multi-stakeholder group comprising civil society,
professional groups, trade bodies and researchers.
Evidence base and data collection

The results of the public consultation8 confirmed that there was substantial support from
respondents for European action to promote cross-border interoperability of Electronic Health
Records systems. According to the results, the majority of the respondents (93%) either agreed
(28%) or strongly agreed (64%) with the statement that: "Citizens should be able to manage
their own health data.”
In addition, more than 80% of respondents believe that sharing data could improve treatment,
diagnosis and prevention of diseases across the EU. A large majority of respondents (almost
60%) identified the heterogeneity of electronic health records as one of the main barriers for
exchange of health data in Europe.
The Synopsis report on the public consultation can be found at:
https://ec.europa.eu/health/sites/health/files/ehealth/docs/2018_consultation_dsm_en.pdf
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