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A B S T R A C T

Background: As the formal adoption of the European Health Data Space (EHDS) draws nearer, questions sur
rounding the implementation of rules for the secondary use of health data abound.
Objectives: This study aims to explore the expectations of health data experts regarding the implementation of the 
EHDS.
Methods: To gain insights, we conducted semi-structured interviews with participants from 23 European coun
tries. Data were analysed using inductive content analysis to identify key themes.
Results: Our findings reveal that the EHDS addresses some of the existing challenges for secondary health data use 
by setting clear rules for health data reuse and introducing new opportunities, such as enhanced competitiveness 
and cross-border data sharing. However, the implementation of the EHDS also brings about new challenges, 
including uneven interpretation across Member States, interaction with existing regulations, increased fees for 
accessing health data and heightened risks of data misrepresentation. These issues highlight the complexity of 
aligning diverse healthcare systems under a unified framework.
Conclusions: Significant investments are necessary to address the heterogeneity of health data and digital health 
systems across the Union. Additionally, incentives are essential to ensure the active engagement of all stake
holders, especially where systems for health data sharing and reuse are already in place.

Research in context
What is already known 
about the topic?

What does this study add 
to the literature?

What are the policy 
implications?

The European Health 
Data Space (EHDS) 
aims to address 
challenges in 
secondary use such as 
fragmented regulations 
and cross-border data 
interoperability by 
creating a standardised 
framework for health 
data governance. 
However, as its 
implementation 

By incorporating expert 
insights from 23 
European countries, this 
study offers a 
comprehensive 
evaluation of the EHDS’s 
practical implications, 
reflecting on the diversity 
of the healthcare systems 
and the levels of digital 
maturity. 
It identifies key 
opportunities such as 

Effective implementation 
of the EHDS requires that 
policymakers harmonise 
regulatory frameworks 
across Member States to 
ensure consistent 
interpretation and 
application of EHDS rules. 
Targeted investments are 
needed to address 
disparities in health data 
systems and 
infrastructure, ensuring 

(continued on next column)

(continued )

What is already known 
about the topic? 

What does this study add 
to the literature? 

What are the policy 
implications?

approaches, it is 
crucial to understand 
experts’ expectations 
across diverse 
healthcare systems to 
ensure that evidence- 
based insights inform a 
successful and effective 
rollout.

enhanced 
competitiveness and 
structured cross-border 
data sharing, alongside 
emerging challenges 
including increased costs 
and risks of data 
misrepresentation, 
offering timely, real- 
world insights directly 
from stakeholders.

equitable access. 
Incentives should engage 
stakeholders while 
keeping access fees 
affordable for smaller 
organisations and 
researchers. Finally, 
mechanisms to mitigate 
risks, such as data 
misrepresentation, are 
essential to maintain trust 
and ensure data quality.

* Corresponding author. Metamedica, Faculty of Law and Criminology, Ghent University, Ghent 9000-B, Ghent, Belgium.
E-mail address: patricia.cerveradelacruz@ugent.be (P. Cervera de la Cruz). 

Contents lists available at ScienceDirect

Health policy

journal homepage: www.elsevier.com/locate/healthpol

https://doi.org/10.1016/j.healthpol.2025.105428
Received 17 December 2024; Received in revised form 9 July 2025; Accepted 2 September 2025  

Health policy 161 (2025) 105428 

Available online 3 September 2025 
0168-8510/© 2025 Elsevier B.V. All rights are reserved, including those for text and data mining, AI training, and similar technologies. 

https://orcid.org/0000-0002-4869-4457
https://orcid.org/0000-0002-4869-4457
https://orcid.org/0000-0002-4421-994X
https://orcid.org/0000-0002-4421-994X
mailto:patricia.cerveradelacruz@ugent.be
www.sciencedirect.com/science/journal/01688510
https://www.elsevier.com/locate/healthpol
https://doi.org/10.1016/j.healthpol.2025.105428
https://doi.org/10.1016/j.healthpol.2025.105428
http://crossmark.crossref.org/dialog/?doi=10.1016/j.healthpol.2025.105428&domain=pdf


1. Background

Facilitating the use of health data to support healthcare systems and 
drive research and innovation has become a policy priority in the EU, 
with growing recognition of the potential benefits of re-using health 
data for multiple purposes. Many EU initiatives are increasingly focused 
on integrating health data for diverse applications, such as artificial 
intelligence experimentation in cancer management [1] or improve
ment of clinical diagnostics, treatments and preventive medicine 
through access to genomic and related phenotypic and clinical data [2]

To support the secondary use of health data, the EU has introduced 
The European Health Data Space (EHDS). The regulation, which is part 
of the European Strategy for Data [3] introduces rules for the secondary 
use of health data across the EU and establishes new data governance 
mechanisms, including health data access bodies (HDAB), which are 
tasked with approving data access applications and issuing data permits, 
among other things. Throughout the legislative process, the regulation 
raised a lot of discussion among scholars. Concerns have been raised 
about the regulation’s approach to consent [4] commercial involve
ment, [5] value generation and redistribution to the public sector [6–8] 
and citizens’ trust [9], among others.

With the adoption of the regulation expected in early 2025 and a 
staggered timeline for applying obligations [10] discussions are now 
focused on its implementation, especially given its ambitious aims. To 
this purpose, we set out to explore the expectations of health data ex
perts regarding implementing the EHDS. This is among the first quali
tative studies to focus on health data experts’ expectations regarding the 
implementation of the EHDS. In this paper, we report on health data 
experts’ current experiences with secondary health data, their expected 
promises and challenges, and the preparations for implementation.

2. Methods

Table

3. Results

The first results of our study describe the current experiences of 
health data experts with secondary use of health data in their countries. 
Participants acknowledge the need for greater secondary use of health 
data, the challenges in current data access processes and the existing 
regulatory frameworks and their impacts on the reuse of health data. 
These results are summarised in this table (Table 1).

4. Expected promises of the EHDS

4.1. Clear regulatory framework and improved governance structure

Many of the participants welcomed the EHDS regulation because it 
sets out specific rules for the secondary use of health data. While regu
lations on secondary use already exist in a few MS, in the majority, there 
is no health data-specific regulatory guidance. Consequently, partici
pants viewed the EHDS as the push needed to develop better systems for 
the secondary use of health data on a national level. The fact that it is an 
EU regulation was perceived to be particularly beneficial, as it shifts the 
responsibility to establish data-sharing requirements from national 
governments to the EU. To some, the regulation provides a way to 
overcome political deadlock, especially in countries where policymakers 
are overly focused on data protection issues.

“(…) but it has been so slow to get national legislation and digital 
health initiatives off the ground that actually we see the advances 
that are coming from Europe as a really key driver and a way of 
driving this momentum.” (P13)

Participants valued the regulation for clarifying some concepts and 
setting standards to promote a harmonised approach to the secondary 
use of health data. For instance, requirements to establish secure pro
cessing environments were expected to address some issues in the GDPR 
such as unclarity over appropriate organisational and technical safe
guards. Moreover, the enforcement of data sharing obligations was 
welcomed, as it was expected to help prevent situations where data 
remain inaccessible after publication.

4.2. Improved access and visibility of data

Many participants believed that the EHDS will enhance access to and 
visibility of existing data. In particular, participants highlighted the 
opportunity to access private sector data, especially in countries with 
partially privatised health systems. Additionally, efforts by the EHDS to 
build a metadata catalogue were welcomed as participants expected it 
will help potential data users identify available data and provide them 
with information on how to access it.

4.3. Improved competitiveness and innovative research opportunities

Furthermore, participants saw the EHDS as a key driver in advancing 
the EU’s competitiveness, especially in the pharmaceutical sector. They 
stressed the need to establish an ecosystem like the EHDS for health data 
access, warning that without it, companies may turn to countries like 
China or the United States for data, which could lead to missed oppor
tunities for research in the EU and the use of data may not accurately 
represent European populations, which is especially critical for the field 
of AI development. Participants also highlighted the EHDS’s potential to 
enable cross-border studies, attract foreign researchers, and boost pri
vate sector engagement in research, opening up new opportunities for 
innovative health research.

“So we, we certainly hope that the situation will be such that they 
feel that’s it’s like contributing to their research potential because we 
want European research, we want European innovation and we want 

Table 1 
Methods.

Study design The study team developed a semi-structured interview 
guide, which was based on preliminary work by the authors 
[11,12] The interview guide was pilot-tested for content 
and understandability and adapted to improve flow. The 
interviews were all conducted by PC, a female PhD 
candidate with training in qualitative research methods, 
with the support of MS for some interviews. All interviews 
were performed between March 2024 and August 2024. All 
interviews were conducted in English. Interviews were 
audio and video recorded and transcribed ad verbatim, 
with potentially identifying information eliminated to 
ensure confidentiality. 
The study was approved by the Ethical Committee at the 
Faculty of Law and Criminology at Ghent University.

Research team The research team consisted of three persons: PC, MS, and 
TLS. PC, MS and TLS designed the interview guide. PC and 
MS conducted the interviews. Transcripts were coded by at 
least two members of the research team.

Participants and 
Recruitment

We conducted interviews with 27 experts involved in the 
secondary use of health data in 23 different European 
countries, covering all four regions of Europe as defined by 
EuroVoc [13] ensuring comprehensive continental 
coverage. Most of the interviews were one-to-one. For one 
interview, three participants from the same institution 
requested to be interviewed together, which was 
accommodated. We relied on purposive and snowball 
sampling.

Analysis To analyse the data, we relied primarily on thematic 
analysis. We performed an inductive content analysis, 
where the content categories are derived from the data, 
rather than pre-determined [14,15] Transcripts were coded 
into narrow content categories in NVivo 14 software by 
Lumivero.
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artificial intelligence and algorithms being based on European data 
being applicable to Europeans not only to Americans, Chinese and 
other populations which might not well equate to our population.” 
(P22)

5. Expected challenges in the EHDS (and some solutions)

5.1. Governance and oversight committees

While participants from some countries had a clear idea of who will 
assume the role of the HDAB, others anticipated this decision would be 
challenging. One concern raised was how Data Protection Authorities 
(DPAs) will interact with HDABs under the EHDS, fearing a potential 
loss of competence. However, some suggested that DPAs could instead 
take on the role of investigating, controlling and sanctioning - areas 
where they have substantial expertise. Others echoed concerns about 
unclear responsibilities between HDABs and DPAs, suggesting that 
incorporating HDAB’s competencies into those of DPAs could help 
prevent an overload of independent authorities. Additionally, several 
participants highlighted the potential role of ethical committees in 
interpreting concepts that are not clearly defined in the regulation, such 
as public interest.

5.2. Interpretation of regulation and alignment with national laws

Participants anticipated that aligning national law with the EHDS 
would pose a significant challenge. They noted instances where national 
law appears to contradict the regulation, leading to concerns about 
compatibility. While not all countries have comprehensive national laws 
regulating all health data, many do have health data registries that 
include specific rules for data reuse which they noted may also have to 
be amended to fit the requirements under the EHDS.

Beyond concerns regarding the regulation’s interpretation and 
alignment with national law, participants were worried about its inter
action with other EU regulations and acts like the General Data Pro
tection Regulation (GDPR), the Data Governance Act, the AI Act and the 
Data Act, anticipating it will take time to understand how they 
interrelate.

Furthermore, some emphasised that certain aspects of the regulation 
are open to national interpretation and will require clarification, such as 
the provision allowing to override the opt-out of individuals for reasons 
with strong links to the public interest. This is expected to raise debates 
about what constitutes public interest, a concept considered to be sub
jective and culturally dependent.

“Even I think breaking down you know the categories of you know in 
the public interest like I think it’s quite broad the way it’s kind of 
been written in the legislation as well, so. What’s in and what’s out? 
And you know where? All that detail needs to be worked out.” (P13)

5.3. Resource-related challenges

Participants identified several resource-related challenges for the 
implementation of the EHDS. Regarding data access fees, some 
expressed concerns about the lack of harmonisation across MS, being 
concerned that this could lead to unhealthy competition. Such compe
tition could disadvantage those countries that heavily invested in their 
health data systems. Furthermore, these disparities could influence re
searchers’ choices of where to conduct their studies, potentially result
ing in an uneven use of health data in the EU. Therefore, participants 
underscored the necessity of clearer guidance on fees to facilitate 
smoother negotiations at the European level.

Concerns were also raised about the potential for organizations to set 
excessively high fees, making health data access unaffordable for re
searchers. Several participants noted that such fees would likely be more 

manageable for private actors and major corporations like Big Tech or 
Big Pharma. The complexity of fee-setting is compounded by the 
requirement that fees be ‘cost-covering’, with some facing pressure from 
finance ministries regarding the financial sustainability of the HDAB.

Moreover, participants expressed concerns that the benefits of 
implementing the EHDS might take time to materialise, complicating 
stakeholder compliance and investment. While some acknowledged 
potential benefits, they warned of uneven distribution. Others ques
tioned the value of an EU-wide solution, voicing concerns that it could 
undermine the competitive advantage for some countries, nothing that 
researchers sometimes relocate to Nordic countries for better access to 
health data.

“And some are saying that in [country] we don’t have the oil in the 
ground, but we have health data in the sky. So some are concerned 
that if the whole world or all countries or researchers in Europe can 
easily get access to our data, what will happen then? Is all, is our 
competition is… Yeah, what would happen then?” (P9)

5.4. Risk of data misrepresentation

A concern raised by a few participants was the potential for health 
data to be misrepresented when reused, especially across borders. Some 
believed that researchers’ lack of familiarity with the data and the 
context in which it was collected could result in low-quality publications 
and potentially lead to incorrect conclusions. Given these challenges, 
some participants suggested that those responsible for collecting the 
health data should remain involved in its reuse, as they are best placed to 
explain how to use the data, its limitations and why it’s organised and 
labelled in a certain way. Moreover, some participants mentioned that 
collaborating with a local institution or partner to access health data is a 
legal requirement in certain countries.

5.5. Resistance to change

Many participants viewed the EHDS as a significant shift in the 
approach to the secondary use of health data. Consequently, participants 
expect the EHDS to be met with the usual resistance that meets any big 
change. Indeed, some participants reported that certain data holders 
have lobbied at the EU level to withdraw from being subject to the 
regulation altogether, claiming that implementing the EHDS is too 
expensive, without considering the cost-effectiveness of current prac
tices. This resistance is further exacerbated by the fact that many data 
holders have built business models around the data which grants them 
power and a strong negotiating position.

“Because it’s change. It’s a change. People have to change, the setup 
has to change and I think that’s gonna be the main big challenge 
here: changing. Like people seem to underestimate how difficult it is 
to change.” (P4)

As a result, several participants believe it will be essential to create 
incentives for stakeholders to engage with the regulation, particularly 
since they expect it will take time for the benefits of participating in this 
ecosystem to become clear, and that some stakeholders may initially 
incur higher costs than others.

6. Preparation for implementation of the EHDS

6.1. Capacity building

Several participants identify capacity building as a critical area for 
investment to ensure the successful implementation of the EHDS. They 
emphasise the need to expand the teams handling data access applica
tions, which are currently limited. Others note that investment in 
institutional capacity is essential to meet new obligations under the 
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EHDS, such as the requirement to deliver the data in two months.
Moreover, there is a need to build up specific skills, especially IT 

experience, within departments involved in managing health data. 
Equally important is educating healthcare professionals on standardised 
data collection to safeguard data quality and usability. However, there 
are concerns that adding these responsibilities could further overburden 
an already strained healthcare system.

6.2. Data quality, standardisation and interoperability

Some participants stressed the need to invest in healthcare systems to 
ensure that the data collected is high quality, standardised and inter
operable — seen as critical to the EHDS’s success. Many called for a 
unified European standard for health data, though they acknowledge 
that progress remains hindered by diverse definitions and formats across 
systems.

Consequently, some viewed the EHDS as a missed opportunity to 
establish common data standards, arguing that the EHDS needs to have 
data that is worth sharing. This is perceived to be particularly chal
lenging in the healthcare sector, as most healthcare providers, focused 
on care rather than research, collect unstructured data. To address this, 
some suggested AI tools could help streamline standardisation and 
improve data collection practices.

6.3. Maturity

Participants frequently reflect on the maturity of their health sys
tems, or lack thereof, when discussing preparations for the upcoming 
EHDS regulation. While some believe their health systems are suffi
ciently advanced and digitalised to meet the requirements set by the 
EHDS, others feel they are significantly behind, with one participant 
admitting that their health system is still largely paper-based.

Although the lack of maturity presents a challenge, participants also 
recognise the advantage of starting from a blank slate, allowing them to 
learn from advanced adopters in other countries. In contrast, health 
systems that have already been established for data sharing may 
encounter additional difficulties, as they will need to adapt to EHDS 
requirements regardless of how effectively their current systems 
operate.

7. Discussion

The EHDS seems to address some of the current challenges experi
enced in the secondary use of health data, by simplifying the data access 
procedures, setting clear rules and obligations for data sharing, and 
stimulating new research opportunities, such as cross-border research 
[16] which could consequently improve the EU’s competitiveness in the 
healthcare sector [17] However, our study also highlights the 
complexity of aligning diverse healthcare systems under a unified 
framework and reveals several challenges for its successful imple
mentation, including varying levels of readiness among countries, loss of 
competitive advantage, differences in cultural and regulatory contexts, 
the issue of fee-setting, the risk of data misrepresentation and the 
national-level interpretation of the regulation.

Among these, one of the most pressing challenges to achieving the 
goals set by the EHDS is securing sufficient investments and efforts to 
standardise health data and improve quality — a task complicated by 
the diverse healthcare systems across the EU [18] For example, in some 
countries like Cyprus, electronic health records are primarily used for 
reimbursement [19] which may limit their research value by over
representing certain diseases or conditions [20,21] Establishing com
mon standards for data collection, preparation, and documentation is 
essential to prevent biases [22] or inaccuracies stemming from differ
ences in semantic or syntax interpretation of the same data, for example 
[23]

An additional challenge is the varying levels of health digitalisation 

across the MS [24,25], which will inevitably mean that some countries 
will be ready to implement before others. As noted by Olesch: “The 
EHDS does not mandate digitalisation but instead regulates data once it 
has been digitized, giving member states flexibility in achieving these 
standards.” [26] Supporting countries with immature digital health 
systems seems essential to minimise the implementation gap between 
countries. For example, securing adequate funding to offer competitive 
salaries is essential for public sector bodies like HDABs to attract and 
retain skilled data scientists and analysts, whose wages often lag behind 
the private sector [27] while also investing in STEM education to train 
future professionals in this field [28] Initiatives by the European Com
mission to fund capacity-building efforts for secondary uses of health 
data for the EHDS are a positive step forward [29]

At the same time, it is crucial to address concerns from countries with 
well-developed health data systems about the potential loss of compet
itiveness under the EHDS. Nordic countries, for example, often refer to 
their data resources as the “Nordic goldmine” [30], having built sig
nificant parts of their economies around health data. For these countries, 
the EHDS represents a major shift that could undermine their business 
models and reduce their influence in the sector, as they will now be 
subject to largely the same data-sharing rules as other countries. 
Furthermore, MS with well-developed centralised health data in
frastructures, will require large investments to adapt their existing IT 
systems for EHDS standards [5] To mitigate these concerns and ensure 
the active participation of all stakeholders, especially those sceptical of 
the EHDS, it is essential to create incentives that balance interests and 
foster collaboration.

Moreover, it is important to recognise that the historical and political 
contexts will shape how countries approach the implementation of the 
EHDS. In Germany, for example, the limited collection and processing of 
health data can be traced to its national heritage, which has fostered a 
culture of minimal government intervention and under-investment in 
public health authorities [31] Recognising these cultural and historical 
nuances is essential, as a one-size-fits-all approach to implementation is 
unlikely to succeed. While countries may benefit from learning about 
successful approaches implemented elsewhere, these solutions may not 
be easily transferable due to existing cultural sensitivities.

Furthermore, our findings emphasise the need to address the issue of 
high fees, as they are expected to obstruct health data research. Setting 
standards or guidance for fee structures is crucial to prevent data holders 
from imposing unfair prices. A report by the TEHDAS project on funding 
sources and costs of secondary use found that data holders in Finland 
have requested between € 0 to € 69,000 for the data retrieval [32] 
Moreover, in a recent survey study with researchers in Finland following 
the Finnish Act on Secondary Use of Social and Health Data, 38.4–45.6 
% of respondents reported that the Act had prevented starting new 
research projects either due to application costs or because of the costs 
associated with the use of the remote access environment and its usage 
requirements [33] High prices associated with health data access must 
be adequately justified to prevent fees from becoming prohibitive, 
obstructing access to health data or promoting ‘forum shopping’ [34] 
While the EHDS mandates that fees be cost-covering (Recital 70, EHDS), 
this requirement should not lead to HDABs setting excessively high 
prices. Beyond the substantial human resource costs of establishing 
HDABs [35] creating and maintaining secure processing environments is 
expected to incur significant expenses, especially as private companies 
begin to commercialise these solutions [36] The financial stability of 
these public bodies should not rely solely on data users, such as re
searchers, who often have limited budgets — adequate public funding is 
essential to ensure infrastructural sustainability. Transparent cost esti
mates are vital for researchers seeking project funding, and raising 
awareness of the costs and trade-offs of making data usable, particularly 
among healthcare professionals, is essential [37] Additionally, as is 
already the case in Finland [38] HDABs should make discounts available 
to student researchers. Data holders also need training and guidance on 
cost calculation, as entities like pharmaceutical companies often 
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struggle to determine the fair value of their data [23] As outlined in 
Recital 70 EHDS, clear guidelines on fee policies and structures, with 
input from the research community [16] and alignment efforts via the 
HDABs-Community of Practice, a forum established to discuss issues 
related to the design and implementation of HDABs services, share 
knowledge and best practices and increase alignment and 
cost-effectiveness in setting up HDABs [39] are crucial to ensuring 
equitable access to health data across MS.

The successful implementation of the EHDS hinges not only on 
resolving these technical and financial issues, but also on ensuring the 
quality and integrity of the data being shared. Misrepresentation of data 
by users, whether intentional or not, poses a significant risk to the val
idity of research findings and undermines trust in the system. To avoid 
misinterpretation, researchers must fully understand the data genera
tion process and its limitations [23] This is critical because the further 
the data moves from its original collector, the higher the risk of misin
terpretation [18] In addition, since the EHDS does not consider the 
intentionality of data users’ actions when penalising health data misuse, 
misrepresentation may reasonably be interpreted as a form of misuse 
[40] To mitigate this risk, some MS may introduce requirements for 
collaboration with data holders or local partners in the data access 
application, especially as some national health data access processes 
already include this requirement [30] Additionally, ensuring that data is 
accompanied by detailed contextual information in the metadata cata
logues could reduce the risk of misinterpretation and ensure data is used 
appropriately [41,42]

While participants generally welcome the regulation for establishing 
a common European framework for the use and reuse of health data, the 
EHDS still leaves many issues open to national interpretation. One such 
issue is the interaction between the EHDS and existing regulations, like 
the GDPR, where the relationship between DPAs and HDABs is left to be 
decided at the MS level. For example, in Finland, the HDAB, Findata, 
does not have sanctioning authority under the Finnish Act on Secondary 
Use of Health and Social Data (Section 56), meaning the government 
will need to decide whether to amend the law or continue delegating this 
responsibility to the Finnish DPA [43] Similarly, in Belgium, a newly 
established federal Health Data Agency, has no mandate to issue data 
permits or host secure processing environments for secondary use under 
its establishing federal law [44] The risk of inconsistent application of 
provisions, such as defining what constitutes the public interest (Article 
71(4), EHDS), is another challenge due to varying interpretations across 
MS. Defining the scope of the public interest is a challenge which has 
widely been discussed by scholars [30,45–48] Participants in our study 
and existing literature [49–51] suggest involving ethical committees in 
the data access process to decide on ambiguous cases. The EHDS may 
support this approach, allowing for ethical assessment as mandated by 
national law (Recital 73, EHDS), which could add an extra layer of 
oversight to health data access applications in some countries. Beyond 
national-level interpretation issues, the EHDS’s interaction with other 
EU regulations also poses challenges. For example, some authors have 
pointed out that the requirement for data holders to make their data 
available may come into conflict with requirements under the Data Act, 
which permits data holders to refuse access to commercially sensitive 
data if the disclosure could cause serious economic damage to the data 
holder [52,53]

Many of these challenges may be addressed through the >20 
implementing and delegated acts foreseen in the regulation; however, it 
remains uncertain how many of these acts will be adopted and to what 
extent they will effectively resolve these issues.

8. Strengths and limitations

This interview study is strengthened by its large and diverse partic
ipant pool. However, participants from Western Europe are over
represented, making up twice the number of those from other regions. 
This imbalance is likely due to the sampling approach used but may also 

reflect the differing levels of interest and involvement in the EHDS 
across different countries and regions.

The timing of the interviews may also have influenced the findings. 
Some interviews were conducted before the final text of the EHDS was 
agreed upon, which may have shaped participants’ views. Additionally, 
the interviews took place before the EU elections, when some countries 
were awaiting election outcomes before committing to specific imple
mentation strategies. Future research could examine the extent to which 
these anticipated opportunities and challenges manifest once the EHDS 
is fully implemented.

9. Conclusions

This article explores the expectations of health data experts 
regarding the implementation of the EHDS through a semi-structured 
interview study. Participants recognise the EHDS’s potential to trans
form health data sharing in the EU by fostering harmonisation and 
structured collaboration. However, realising this potential requires 
addressing several critical challenges. Sustainable implementation de
pends on substantial investments across the data-sharing ecosystem, 
including infrastructure, workforce development and governance. Dis
parities in digitalisation among MS require tailored support to ensure 
equitable readiness and minimise implementation gaps. Incentives are 
essential to secure the engagement of both public and private stake
holders, particularly in countries with advanced health data systems. At 
the EU level, aligning the EHDS with existing regulations like the GDPR 

Table 2 
Health data experts’ experience with current secondary data use practices.

Greater need for secondary 
use of health data

Greater secondary use of health data is needed for 
research. 
COVID-19 highlighted health data’s value, 
prompting government digital investments. 
Relaxed data regulations during COVID-19 showed 
benefits for flexible data use. 
Not using health data for secondary use purposes 
may harm public trust, which expects full resource 
use.

Governance of data access Data access governance varies; some regions are 
advanced in health data collection, others less so. 
Data access is hindered by limited findability, 
especially for new researchers; centralised access 
bodies could help, but most countries lack them. 
Some data holders attach -at times- unreasonable 
constraints for data use, such as asking to be a co- 
author or engaging in data withholding behaviour. 
Challenges in data-sharing models include unclear 
access criteria, lengthy processes, language barriers, 
and lack of secure processing environments for 
remote access. 
Ethical approval processes are inconsistent at times, 
with varying expertise and alignment across 
authorities, complicating health data access.

Regulatory aspects Some countries have specific laws for the secondary 
use of health data, while others rely primarily on 
GDPR regulations. 
The lack of specific legislation in some countries 
creates challenges, as consent is often required to 
reuse existing health data. 
GDPR interpretations vary between institutions, 
complicating research with data held by different 
entities. 
Data Protection Authorities (DPAs) apply GDPR 
inconsistently at times, with no standardized 
approach across similar cases; some prioritize 
fundamental rights over research needs, and 
national laws vary GDPR application across member 
states (MS). 
GDPR can be a barrier to data sharing, either as an 
excuse to deny access or due to fear of non- 
compliance. 
Some registry-specific regulations mandate data 
reuse, like those for death or miscarriage registries.
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and AI Act is vital to prevent regulatory uncertainty and further frag
mentation. By addressing these challenges for its implementation, the 
EHDS could establish a robust and fair framework for health data 
sharing, strengthening Europe’s competitiveness in health research and 
innovation.
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Fig. 2. Map of participants’ geographical distribution.
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