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Public health concerns in Europe demonstrate the necessity of building a health policy that could contri-
bute to the long-term sustainable development of the European Union (EU), as stated in the European
Health Union (EHU) manifesto. The main desire to create an EHU is embodied in the launch of the
European Health Data Space (EHDS). The EHDS seeks to foster a genuine single market for digital
health services and products by, among other things, accelerating the uptake and implementation of
harmonised and interoperable electronic health record (EHR) systems across the EU. In the context of
primary and secondary use of EHR data, developments in Europe have thus far resulted in patchy and,
in some places, non-interoperable solutions. Taking the gap between international ambitions and
national realities as a starting point, this paper contends that both EU level and Member State level
circumstances should be considered to make the EHDS a reality.
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Die Sorge um die öffentliche Gesundheit in Europa zeigt die Notwendigkeit, eine Gesundheitspolitik zu
schaffen, die zur langfristigen nachhaltigen Entwicklung der Europäischen Union (EU) beiträgt, wie es
im Manifest der Europäischen Gesundheitsunion (EHU) heißt. Der Hauptwunsch, eine EHU zu schaffen,
wird durch die Einrichtung des Europäischen Gesundheitsdatenraums (EHDS) verkörpert. Mit dem
EHDS soll ein echter Binnenmarkt für digitale Gesundheitsdienste und -produkte gefördert werden,
indem u. a. die Einführung und Umsetzung harmonisierter und interoperabler elektronischer
Patientendatensysteme in der gesamten EU beschleunigt wird. Im Zusammenhang mit der primären
und sekundären Nutzung von Gesundheitsdaten aus elektronischen Patientenakten haben die
Entwicklungen in Europa bisher zu uneinheitlichen und teilweise nicht interoperablen Lösungen geführt.
Ausgehend von der Kluft zwischen den internationalen Ambitionen und den nationalen Realitäten wird
in diesem Beitrag die Auffassung vertreten, dass sowohl die Gegebenheiten auf EU-Ebene als auch auf der
Ebene der Mitgliedstaaten berücksichtigt werden sollten, um die Ziele des EHDS zu verwirklichen.
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Introduction

Policies of the European Union (EU) in the field of public health
have often been the product of crises that allowed the EU to ‘fail
forward’ towards a more integrated Europe [1]. Shortly after cau-
tious reactions by most political leaders to the unprecedented
impact of the Covid-19 crisis in the spring of 2020, who sought
to tackle the pandemic in a fragmented way, Member States soon
turned to the EU, showing solidarity and cooperation [2]. Whilst
the joint commitment against Covid-19 has become increasingly
apparent, the pandemic also quickly revealed the limitations of
the EU for an effective joint response to such public health challen-
ges. Apart from the limited competence of the European Centre for
Disease Prevention and Control (ECDC) to ensure comprehensive
epidemiological investigations in Member States, their discrepan-
cies on health data quality and methods for collecting data restric-
ted the EU’s ability to manage the crisis in a timely manner [2]. If
there is one thing that the pandemic confirms, it is that Member
States are too closely bound together to lack a shared vision of
healthcare. Public health concerns, alongside a number of Euro-
peans living outside of their country and seeking cross-border
healthcare, demonstrate the necessity of building a health policy
that could contribute to the long-term sustainable development
of the EU, as stated in the European Health Union (EHU)
manifesto.1

Simply put, EHU is a call for new EU competencies in the field of
health, supported by a strengthened understanding of the definite
impact of EU policies on health. Apart from the proposals of the
European Commission (hereafter: Commission) to extend the legal
mandates of the ECDC and the European Medicines Agency [3], the
desire to create an EHU is embodied in the launch of the European
Health Data Space (EHDS). Being the first proposal of a domain-
specific common European data space, the EHDS aims to facilitate
the provision of health services within and beyond country borders
through health data sharing (primary use of health data) and to
support better research and policymaking for health, known also
as the secondary use of health data [4]. Published in May 2022,
the proposal of the Commission for a regulation of the European
Parliament and of the Council on the EHDS seeks to i) ensure the
people have more control over their health data; ii) contribute to
the internal market by accelerating the uptake and implementa-
tion of harmonised and interoperable electronic health record
(EHR) systems across the EU; and iii) build a framework for the
secondary use of health data for research, innovation and policy-
making to improve population health [4]. According to the propo-
sal, the establishment of EHR systems in Member States should
build one of the main pillars for the exchange of and access to var-
ious types of electronic health data across Europe.

The Commission proposal states that the EHDS would ultima-
tely contribute to 100% coverage of EU citizens having access to
their EHRs by 2030, in accordance with the Policy Programme ‘Path
to the Digital Decade’2. In this context, the proposal interprets EHR
as ‘a collection of electronic health data related to a natural person
and collected in the health system, processed for healthcare purpo-
ses’, and EHR system is defined as ‘any appliance or software inten-
ded by the manufacturer to be used for storing, intermediating,
importing, exporting, converting, editing or viewing electronic
health records’ [4]. As commonly known, the main function of con-
temporary EHR systems is the continuity of relevant patient infor-
mation in which patients’ data can be electronically obtained,
processed, and stored for providing better healthcare and building
a preventive health system. Patients’ health information in EHRs
1 See: https://europeanhealthunion.eu/
2 See: https://ec.europa.eu/commission/presscorner/api/files/document/print/en/ip_21_4
typically includes medication lists, vital parameters to monitor,
diagnoses, immunisations, medical history, laboratory test results
and clinical notes. In more advanced infrastructures, EHR functiona-
lities may moreover cover radiology test images, contraindications
and drug interactions [5]. Data from EHRs can be used not only for
improving health service quality but also for public health surveil-
lance, especially in the efficient monitoring of disease outbreaks
[6]. To date, although the Commission has made significant efforts
in EHR deployment and provided guidance, the active introduction
of EHRs has mainly relied on the willingness of Member States to
adopt recommended policies in their national capacities.

Hence, despite the ongoing efforts for more than two decades at
the EU-level towards better harmonisation and integration of
health data, wide discrepancies between Member States cannot
be overlooked [7]. In the field of primary and secondary use of
health data from EHRs, developments in Europe have resulted in
patchy and in some places non-interoperable solutions. Indeed,
especially during the Covid-19 pandemic, the long lasting debate
on health data sharing has gained a new political momentum
and revealed how the diffusion of data driven solutions has not
been even among industrialised countries [8]. In the face of these
challenges, the EHDS will aim to set requirements for EHR systems
in order to promote interoperability and data portability [4]. Tak-
ing the gap between international ambitions and national realities
as a starting point, this paper contends that both EU-level and
Member State level circumstances should be taken into account
to make the EHDS a reality. Considering the varying pace of deve-
lopments in Member States regarding the implementation of
national EHR systems and the ambitions of the Commission (along-
side a number of EU Institutions and Agencies), this study offers a
timely contribution to the ongoing debate on the EHDS.
Methods

Based on a theoretical insight offered by Leichter [9], this article
elaborates on the Commission’s EHDS proposal as an external
influence to bring a digital, data-driven approach to European
health systems. Leichter argues that national policymakers
respond to demands and conditions that happen not only inside
but also outside their political systems with increasing interdepen-
dence and interrelation among countries in almost all social
domains [9]. Known also as environmental factors, international
political climate, policy and issue diffusion (borrowing of policy
ideas and solutions from other nations), as well as international
agreements, obligations and pressures affect national policymak-
ing [9]. These external influences, however, have different impacts
on countries with varying starting points; meaning, even in the
case of a top-down implementation approach, the outcomes of
an international agreement or obligation will not be truly homoge-
neous across countries [9]. In light of this knowledge, an interna-
tional expert workshop was conceptualised and applied
Leichter’s theory to discuss the use and re-use of EHR data at natio-
nal and European levels in the context of the EHDS.

At the Eighth European Conference on Health Law, the current
situation in EHRs implementation and data use in the EU was dis-
cussed in a half-day workshop. The workshop, entitled ‘What does
it take to create a European Health Data Space? Production, use and
re-use of Electronic Health Records data’, was attended by almost
50 experts from several European countries and professional back-
grounds. Based on the expertise of the authors of this paper, deve-
lopments in Member States and at EU-level were discussed in four
distinct thematic areas with presentations: i) EHR systems in Euro-
630/IP_21_4630_EN.pdf
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pean countries; ii) public trust in the context of EHRs; iii) primary
use of EHR data; and lastly iv) secondary use of EHR data. After
each of these four presentations, participants were given the
opportunity to ask questions to the presenters. At the end of the
workshop, ample time was provided for an interactive discussion
with the participants to develop a conceptual framework that
could offer new insights when creating the EHDS. In line with
the workshop’s main objective, the participants could gain, share
and exchange knowledge about feasible policy options to support
the EHDS, addressing the topic both from national and internatio-
nal perspectives. Before elaborating on the findings of the expert
workshop, the following section provides background information
on the EU’s continuing commitment to better use and re-use of
health data.
Context

For more than two decades, the Commission has been offering
funding and guidance to Member States for enabling the establish-
ment of a pan-European medical data-sharing infrastructure. With
the first Action Plan on digital health in the early 2000s, the Com-
mission sought to set targets to identify interoperability standards
for EHRs by taking into account best practices and relevant stan-
dardisation efforts in Europe [10]. A decade after the launch of
the Action Plan, Directive 2011/24/EU on the application of
patients’ rights in cross-border healthcare paved the way for an
EU-wide digital health network (eHealth Digital Service Infrastruc-
ture; eHDSI) that started to promote cooperation and the exchange
of health information of patients among Member States, giving
patients access to healthcare in another EU country and facilitating
connected digital health systems. The Commission Recommenda-
tion (EU) 2019/243 of 6 February 2019 on a European Electronic
Health Record exchange format has been central in the context
of access to and exchange of EHRs across borders in the EU [11].
Moreover, through various programmes, the Commission has been
providing recommendations and financial support to Member Sta-
tes on improving the re-use of health data for research and policy.
The following paragraphs will discuss the recent developments
concerning the primary and secondary use of health data in the
EU, which ultimately built the foundation for the EHDS proposal.

As for the primary use of health data in the EU, eHDSI has been
central to two electronic cross-border health services. The first ser-
vice, electronic prescription and electronic dispensation, allows EU
citizens to obtain their medication in a pharmacy located in
another partnering EU country, using electronic means to issue
and transmit medicinal prescriptions between healthcare providers
in different Member States. The second service of eHDSI is con-
cerned with patient summaries that allow accessing information
on important health-related aspects of patients when they visit a
physician in a different EU country. The digital patient summary,
which can be considered as a subset of EHR data, provides informa-
tion on important health-related aspects such as allergies, diagnos-
tic tests, medical problem list, as well as the history of medical use,
medical devices use, procedures, patient illness and immunisation.
Its content is planned to be expanded to medical images, labora-
tory test results and hospital discharge reports, enlarging the scope
of patient data and bringing patient summaries closer to compre-
hensive EHRs. For both electronic cross-border health services,
the EU aims for a gradual establishment of an electronic data infra-
structure in 25 EU countries until 2025 under MyHealth@EU [12].
The EHDS proposal states that the progress in Member States has
been far too slow on the use of personal electronic health data
for cross-border healthcare purposes. Thus far, the MyHealth@EU
platform has been implemented in not more than ten Member Sta-
tes, which motivated the Commission to call for a more coordina-
ted action [4].

The secondary use of health data (organised at the EU-level
under HealthData@EU) refers to the use of health data, including
EHR data, for any other purpose than the one for which it was col-
lected; such as research, policymaking and regulatory activities
[13]. Currently, there is a patchy landscape of secondary use of
health data across the EU, and cross-border research projects face
challenges due to varying interpretations of legal EU requirements
in different countries [14]. Some Member States have well-
developed infrastructures and regulatory frameworks, with
streamlined processes for data users to access data for secondary
use. On the contrary, some other countries show fragmentation
in the health data landscape, and users report difficulties in access-
ing and analysing relevant health data. The Joint Action Towards
the European Health Data Space (TEHDAS) was set up in 2021 to
support Member States and the Commission in developing and
promoting the concepts for the secondary use of health data to
improve health policies, research and innovation in Europe. At its
core, the aim of TEHDAS is to put forward options and recommen-
dations for the secondary use of health data in the EHDS. As ex-
plored in the framework of TEHDAS, the success depends on sev-
eral factors: i) data governance should ensure trustworthy health
data exchange; ii) data must be of high-quality and interoperable;
iii) technical infrastructures should allow safe data exchange; and
finally iv) there should be mechanisms in place to involve and
inform citizens about to the benefits of health data re-use. From
December 2021 to December 2022, TEHDAS carried out country
visits to map the state-of-play of health data management systems
across Member States and identify their needs and expectations at
the national level, to be taken into account when implementing the
EHDS.

By providing a mechanism for harmonising the EHR systems in
the EU, the proposal of the Commission for a regulation on the
EHDS aims to reinforce the rights of individuals to use and share
their personal health data in their EHRs in cross-border healthcare
and foster the re-use of health data for social good [4]. Once
adopted by the European Parliament and the Council, the Regula-
tion would be fully applicable four years after its entry into force;
however, the foreseen provisions in the proposal, such as the rights
of natural persons for obtaining and sharing their health data, cer-
tification of EHR systems, and measures for the secondary use of
health data, should be in place before that timeframe. The Commis-
sion suggests that the EHDS policies should be implemented
through national bodies for primary and secondary use of electro-
nic health data, whereas such efforts in Member States should be
supported both financially and politically at the EU-level. As the
Covid-19 pandemic has created a common political ground for
building on the advantages of cross-border health data sharing in
Europe, there are good reasons to be optimistic about the mecha-
nisms to create the EHDS, with, however, some differences bet-
ween EU and Member State levels.

Arguably, the perceived benefits of the EHDS for end-users of
EHRs in Member States will be mainly concerned with the primary
use of health data in cross-border healthcare (Figure 1). With
MyHealth@EU, which should be reinforced by the EHDS, patients
will be able to share their health data with healthcare providers
in a country other than their own. Whereas the benefits of receiv-
ing health services in another country as the primary purpose of
sharing health data across the EU may be tangible to many Euro-
peans, the actual patient mobility in the EU has been very low
despite Directive 2011/24/EU on the application of patients’ rights
in cross-border healthcare. For instance, the whole EU (excluding
the United Kingdom) received in 2016 only 6 009 requests for
patient mobility, of which 3 822 were granted. The figures from
2017, 2018, 2019 and 2020 show a similar tendency: 5 471



Figure 1. Perceived benefits of health data sharing at Member State and EU levels.
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received (3 727granted); 6 301 received (4 447 granted); 5 352
received (3 291 granted); and 5 218 received (3 542 granted),
respectively [15]. Based on international patient summary (ISO
27269:2021), electronic exchange of health data in the EU was
sought to be harmonised under Directive 2011/24/EU [16]. Even
though Directive 2011/24/EU could be the main driver for a
strengthened cooperation between Member States in cross-
border healthcare and building the EHU, the figures on patient
mobility make clear that cross-border healthcare remains very
limited, considering the magnitude of the EU with almost 450 mil-
lion inhabitants [15]. This implies that even though individuals can
clearly see the advantage of receiving health services in another
country, not many of them would support the EHDS implementa-
tion primarily for this purpose.

The situation that the perceived benefit of the primary use of
health data, compared to cross-border care, is greater on the Mem-
ber State level raises a challenge. Because even though receiving
good quality health services is ultimately what matters for indivi-
duals, the main advantage of EHDS at the EU-level lies in its poten-
tial to collect large amounts of health data from EU countries and
use these data for better research and policies for the benefit of
all (secondary use of electronic health data under HealthData@EU).
However, processing personal and sensitive electronic health data
of individuals, initially collected in the context of primary use, is
highly challenging, even at Member State level [17]. The national
context influencing the re-use of EHR data, such as relevant legal
frameworks, public communication, data security and manage-
ment systems, greatly differs from one country to another. This
results in a patchy landscape in Europe when it comes to the upt-
ake of data-driven technologies for health [18]. Even though the
EHDS regulation comes into force, it will be the role of Member
States to take the necessary steps for its proper implementation.
It is for this reason that efforts at both EU and Member State levels
would be required to make EHDS a reality, to which we now turn.
Findings from the expert workshop

Stakeholder management

The workshop participants emphasised that one of the main
factors to consider in the context of the EHDS and EHRs is the vary-
ing maturity levels of health data infrastructures in different coun-
tries. When introducing complex interventions to European health
systems it is of utmost importance to grasp how they work in a
specific context and why they might (not) succeed elsewhere. With
this in mind, the participants highlighted the importance of
context-specific factors and national stakeholders in Member
States. They underlined that the digitalisation process entails much
more than technical infrastructure, the motivation and collabora-
tion of the main actors in healthcare provision being one of the
most preeminent factors. It was emphasised that depending on
the health system of countries, healthcare providers can be suppor-
tive or reluctant to data integration. To collect EHR data from clini-
cal settings for research and policymaking, the digital health
literacy of healthcare providers should be ensured, and they should
be offered incentives for providing high-quality and structured
data at the source. The workshop participants suggested that reli-
able clinical data could be collected for research from interoperable
data infrastructures, whilst not becoming an administrative bur-
den to health professionals and detracting from patient care.
Trust

The participants stated that laying the groundwork for the
secondary use of health data could be challenging to accomplish
within a few years, given the necessary time required for establish-
ing trust relationships between the public and policy actors. Some
countries, especially those in Northern Europe, follow a liberal
approach to personal data exchange and processing; a practice
underpinned by trust between their governments and citizens.
For instance, in Denmark and Estonia, citizens are given an electro-
nic personal identity at birth by which they can access government
services digitally, including those relevant to their health data.
Digital interactions between citizens and public officials make
the public familiarised with digital government services, which is
a key factor for trust. Such digital communications create a high
degree of confidence among citizens that the security, privacy
and management of their data are ensured according to trustwor-
thy national and European regulations [19]. Strikingly, workshop
participants from Denmark challenged this statement and
questioned whether public trust plays a role at all in the accep-
tance of EHRs in the Danish context, given that citizens in Denmark
have virtually no other choice than to use EHRs. If they decided to
opt out, they would face considerable challenges in access to
healthcare services. The Danish example highlights the importance
of public trust in overarching governance structures and the state,
whilst indicating that attempts to establish trust only in health
systems in isolation would be less successful.
Coordinated governance

According to the workshop participants, strict data protection
rules and different interpretations of national and European laws
build barriers to health data re-use. The EU General Data Protection
Regulation (GDPR) shows that even the legal acts that are
immediately enforceable as law in all Member States simulta-
neously can have varying impacts on countries, creating a gap bet-
ween them. Countries may derogate from GDPR and have different
national laws for the re-use of health data in addition to GDPR.
Derogations and divergent interpretations of GDPR hamper cross-
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border research projects in the EU, especially when Member States
have varying data processing requirements. Whereas one country
needs the patients’ consent, another one may allow using personal
health data in research for the public interest without any consent
requirement. Combined with a lack of consistent European inter-
pretation on what constitutes sufficient anonymisation, pseudony-
misation and secondary use of health data, several Member States
adopted risk-averse strategies. The lack of clarity about how to use
personal health data for research purposes creates overly cautious
data protection practices in Member States, reducing the speed of
innovation in Europe. The stagnation within this fragmented
landscape suggests the necessity of sector-specific EU legislation
and EU-level guidance to support its implementation. To overcome
the existing technical, legal and organisational barriers to the
secondary use of health data, transparent governance structures
at the EU-level are required, with the involvement of a wide range
of stakeholders from Member States.
Use-cases

Coordinated governance across the EU should build the basis for
harmonised health data systems in Member States and will play an
integral role in the development and functioning of the EHDS.
However, positive outcomes in health systems resulting from the
secondary use of health data are expected to be less tangible to
frontline healthcare workers and citizens compared to the primary
use of health data, building a potential barrier to the implementa-
tion of measures for the re-use of EHR data. This is because the
more distant and indirect the benefits of data sharing to the indi-
viduals are, the harder it becomes to convince them to do so.
Understanding why and how EHR data are used for health at the
population level might be more difficult to comprehend than their
clinical benefits in healthcare settings. Another major challenge
regarding the secondary use is that the available EHR data formats
are not always adapted to research and policymaking. The high
amount of unstructured data and different interoperability
standards reduce the ability to carry out meaningful research
based on EHR data. In this context, the workshop participants
recommended that the EU should demonstrate the added value
of harmonised EHR data across Europe, both for health service pro-
vision and the re-use of health data in research and policymaking
at the EU-level. Especially for the latter, tangible use-cases with
clear benefits to healthcare providers and citizens are needed.
Discussion

The results of our workshop suggest different interventions at
the EU and Member State levels (Figure 2). Arguably, when
creating the EHDS a standard, one-size-fits-all approach would
neither succeed nor satisfy the expectations; even if the regulation
comes into force its implementation will require several support-
ing actions that go beyond technical or financial issues. Our fin-
dings imply that it will be primarily the responsibility of the EU
to create an overarching framework for a coordinated EHDS gover-
nance and show use-cases that could demonstrate the benefits of
the secondary use of EHR data at the EU-level. These steps would
support the harmonisation of countries on the one hand and create
public buy-in during the transition period on the other. In addition
to the EU-level actions, Member States should take responsibility
to raise public trust in national and European authorities (crucial
especially for the re-use of health data) and manage important
national stakeholders such as healthcare provider organisations
in order to make the EHDS credible and acceptable for them. It is
the combination of top-down and bottom-up approaches that will
yield successful results.
When comparing European countries with a similar level of
innovation overall, it should not come as a surprise that the adop-
tion of digital health solutions does not necessarily correlate with
their overall innovation capacity, infrastructure or wealth. The
existing gap is rather a reflection of several underlying reasons,
such as the differences in administrative structures, level of trust
in government or vested interests of some national stakeholders.
To make a valid judgement on whether Member States can absorb
and implement the measures for creating the EHDS within a short
time frame, differences in their legal, social, ethical, or political
contexts should be considered. To this end, a flexible governance
framework should be created at the EU-level [17]. When develop-
ing use-cases about the use and re-use of health data, mapping sta-
keholders in each country could be helpful. Studies demonstrating
the dynamics of institutional pressures and stakeholder behaviours
in the context of EHR implementation warn that coercive actions
should take power balances into account; political pressures can
result in resistance among autonomous, powerful stakeholders,
yielding unproductive results in the end [20]. As is mostly the case
for other EU health policies, the fate of the EHDS too will mainly
depend on the willingness of Member States to implement it suc-
cessfully. For this reason, the following paragraphs will elaborate
on building public trust and managing national stakeholders.

Factors often associated with low levels of public trust in EHRs
include inadequate data security, distrust and less patient-centred
care [21]. Trust and communication between the public and official
institutions are key for the successful deployment of EHR systems
and the secondary use of health data [22]. Trust in and of itself is a
complex concept with different interpretations and nuances, all of
which are based on individuals’ cultural views, personal experi-
ences and societal constructs. Therefore, the question of how to
foster trust in the use and re-use of EHR data with a single
approach would be difficult to answer. Rather, tailor-made
solutions for countries should be considered, based on their culture,
language and socioeconomic circumstances [23]. Trust is a construct
that can only evolve in a free context of choices where it is placed
between alternatives [24]. Still, implementation cannot begin with-
out legislation. Legislation is vital for building up and implementing
EHRs, especially in the context of handling, security and protection of
EHR data [25–26]. Member States should start implementing neces-
sary measures against data misuse and address citizens’ concerns in
public debates. These dialogues should centre around the balance
between the data privacy of individuals and the benefits of sharing
them for the common good. Public trust can only flourish if the pub-
lic understands the potential of EHR data and the rationale behind
their secondary use for public health surveillance, and in general,
for population health and well-being.

Apart from this, it will be important for Member States to
increase the digital health literacy of the public and healthcare
providers and support them with interoperable data infrastructu-
res in clinical settings to reduce burdensome documentation pro-
cesses. In this context, addressing barriers to health data sharing
caused by legal, semantic and technical interoperability must be
a priority. When looking at the Commission’s proposal for a regu-
lation on the EHDS (whilst noting that the content may change in
light of negotiations in the Council of the EU and the European Par-
liament), some key components to enable the secondary use of
health data that require closer attention include i) overall digitali-
sation of health data; ii) semantic and technical interoperability to
allow meaningful data exchange between countries; iii) public
metadata catalogue with specific descriptions of the data available
in countries; iv) infrastructure for facilitating access to data from
different data sources; v) remote secure data processing environ-
ments to allow the safe analysis of data; and finally vi) equal access
to health data for national and foreign researchers. The final point
is fundamental in the context of cross-border access to health data,
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contributing to the FAIRness (Findability, Accessibility, Interopera-
bility and Re-usability) of health data [27].

Despite the availability of standards for semantic interoperabi-
lity, such as SNOMED CT, their adoption in European countries has
been extremely slow for years [28]. Nonetheless, given the
increasing importance of EHR data for health systems and efforts
to create the EHDS, Member States have started to take steps to
increase the quality of health data they collect. For instance, based
on the Patient Data Protection Act (2020), Germany became a
member of SNOMED International; this step has been crucial for
strengthening semantic interoperability and will enable important
developments for a uniform and meaningful use of (exponentially
increasing) health data in Germany and Europe. Moreover, the
newly published digitisation strategy of the German Ministry for
Health from March 2023 lays the foundation for connecting the
German health system to the EHDS, facilitating medical care and
research across borders. The document states that Germany is
making progress towards the European harmonisation of legal
and technical framework conditions in health and long-term care,
referring to the EHDS in several places and including electronic
IDentification, Authentication and trust Services (eIDAS) as well
[29]. As also becomes evident in the German case, the EHDS is a
major step forward in harmonising Member States’ laws and over-
coming divergences in data protection rules relevant to health data
sharing in the EU [30].

Conclusion

The Commission has made extensive efforts over many years to
promote greater use of digital health technologies in the EU. These
efforts include promoting research and developing standards and
guidelines in this field, facilitating cooperation between Member
States on their own initiatives, and financing their digital health
infrastructures. Mechanisms that ensure the exchange of health
data between Member States are essential for the sustainability
and resilience of European health systems as has been proven in
the case of the Covid-19 pandemic. Spanning from the European
Semester, the Cohesion Policy Funds, Horizon Europe to the Reco-
very and Resilience Facility, a number of EU tools support Member
States to strengthen and modernise their health systems [31]; still,
the European Parliament’s newly published draft report on the
proposal for a regulation on the EHDS warns that the allocated
EU budget may not be sufficient in fully meeting the objectives
of the proposal [32]. Given the concern that the EHDS would com-
pete with other actions under the EU4Health and Digital Europe
programmes foreseen at the adoption of the 2021-2027 Multian-
nual Financial Framework (MFF), the European Parliament sug-
gests the Commission to strengthen the budget allocated to the
implementation of the EHDS as part of any revision of the MFF
and in the proposal for a new MFF in the period after 2027 [32].

This article provided insights into the EU and Member State
dynamics in the context of use and re-use of EHR data and recom-
mended measures that should go hand-in-hand with the financial
tools. By discussing recent developments in Germany at the end, it
presented how external influences can shape national policies. It is
without doubt that the endeavours to create the EHDS have been
speeding up digital transformation of health systems in Member
States; the EU should facilitate this process by providing a frame-
work for coordinated governance and demonstrating use-cases
for the (re-)use of health data. Still, even in the form of a regulation
the implementation of EHDS legislation will require policies
beyond the EU-level; ensuring public trust and managing key
national stakeholders are two of the most crucial measures that
only Member States themselves can initiate at the country level.
Ultimately, the integrity of health data under the EHDS will be
achieved by recognising the diversity of European health systems.



T. Schmitt et al. / Z. Evid. Fortbild. Qual. Gesundh. wesen (ZEFQ) 179 (2023) 1–7 7
Funding

TS is grateful to the European Association of Health Law (EAHL)
for selecting the workshop abstract as one of the three best and
awarded her a conference scholarship.

Acknowledgment

We thank the workshop participants and Dr. Nick Fahy, the
research group director for health and wellbeing at RAND Europe,
for sharing their expertise on the primary and secondary use of
EHR data.

Conflict of interest

The project of TS for this article was funded by the Robert Bosch
Foundation. The Foundation had no role in the study design, execu-
tion, analysis, and writing of the paper. SC works on the TEHDAS
Joint Action, co-funded by the Health Programme of the EU. VP
worked on X-eHealth: eXchanging electronic Health Records in a
common framework HORIZON 2020 project, and is working on
eHealth Digital Service Infrastructure / MyHealth@EU project. Both
are funded by the EU. FG and KP are funded by the Digital Society
Initiative, University of Zurich.

CRediT author statement

Tugce Schmitt: Conceptualization, Methodology, Investigation,
Writing – Original Draft, Writing – Review & Editing, Supervision,
Project administration; Shona Cosgrove: Investigation, Validation,
Writing – Original Draft, Writing – Review & Editing; Vanja Pajić:
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