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About the workshop  

As the European Health Data Space (EHDS) moves from legislative design to 

implementation, stakeholders across sectors are beginning to face a new ethical 

landscape for the secondary use of health data. The EHDS Regulation, particularly 

Article 67(2)(j), introduces a requirement for data access requests to include precise 

ethics aspects around the secondary use of health data. This signals one the one hand 

the importance of structured and transparent ethical evaluation processes of health data 

access requests and on the other hand future cooperation on these procedures which 

remain a national competence. The topic of ethics raises important questions: How 

should stakeholders, such as the future Health Data Access Bodies (HDABs), ethics 

committees, researchers, patients, citizens or professional groups, interpret and apply 

these requirements? Will existing national procedures be sufficient, or are new tools, 

roles, and collaborations needed? 

To address these topics and questions, a workshop, held online on the 23rd of June 

2025, brought together 174 participants to explore how ethical considerations should be 

addressed in practice once the EHDS becomes operational - what will change, what 

concerns may arise, and what opportunities exist to strengthen trust, transparency, and 

accountability.  The workshop featured four invited expert speakers, a panel debate and 

three breakout discussion sessions, with speakers and moderators representing diverse 

backgrounds, including public health, public policy, patient advocacy, medical ethics, 

research and health informatics, both from national and EU-level. Together, the 

speakers addressed a wide spectrum of ethical challenges of health data access 

emerging in the EHDS context. Speakers and participants discussed how wide principles 

like public interest, societal benefit, and legitimate interest can be translated into 

operational practice in ways that are both coherent across Member States and sensitive 

to national and cultural contexts. Key themes included the mutual recognition between 

ethics boards of of ethical reviews, the evolving role of HDABs in ethical governance, 

and the need to ensure that ethics remains a living, participatory process, not a one-off 

compliance step. The workshop aimed to help stakeholders navigate this transition 

period and begin shaping a shared understanding of ethical governance under the 

EHDS. 

 

 
 



   

  

 

 

 

 

 

Presentations  

1. Introduction to TEHDAS2, by Elina Drakvik, Sitra 

Introduction of the TEHDAS2 Joint Action and its role in supporting the implementation of the 

EHDS, focused on the project’s aim to promote harmonised practices for the secondary use of 

health data through guidelines and technical specifications for data holders, users, and Health 

Data Access Bodies. 

2. European Commission Perspective, by Owe Langfeldt (European 

Commission) 

The presentation by the European Commission shed light on the legal and practical 

considerations of ethics assessment in the context of the EHDS. It was clarified that while the 

EHDS Regulation is shaped by broader societal and ethical debates, such as those around the 

opt-out mechanism or permitted purposes for data use, ethics assessments themselves remain 

a national competence. There is no harmonised EU-level ethics review under the EHDS. 

Instead, data users must submit the ethics documentation required by the national law of the 

Member State where the data originates. As a result, ethical review procedures are firmly tied 

to the jurisdiction of the data source, and applications must adhere to the requirements of the 

relevant national framework. Although the EHDS pilot project explored the feasibility of a 

common ethics template, no unified model emerged due to divergent national approaches. The 

presentation concluded by emphasising that while the EHDS legal framework codifies many 

ethical considerations, legal compliance (including with the GDPR) and ethics assessments 

remain distinct processes that must not be conflated. 

 

 

 

 

 

 

 

 



   

  

 

 

 

 

 

Session 1 - Ethics in Practice: Perspectives Across Sectors 

 

Case example 1: Operationalizing Ethics in Practice: Finnish Approach to Ethical 
Review and Data Access, by Rosa Juuti (Senior Specialist at Findata ​)

Presentation about the Finnish approach to ethical review and data access covered the 
legal framework for secondary use, the role of FINData in application assessment, 
conditions under which ethical review is required, and key evaluation criteria such as data 
minimisation and consent. It also emphasised the importance of transparency and public 
trust, highlighted recent public concerns and underlined the need for clearer public 
communication and more centralised processes for managing data rights.

Case Example 2: Data Solidarity as a Framework for Ethical Data Use in Research 
and Beyond, by Dr. Magdalena Eitenberger, University of Vienna (Austria)

Presentation on a solidarity-based framework for ethical data use, introducing a governance 
model focused on equitable distribution of benefits and harms in digital health. Key pillars 
included facilitating data use that creates public value, preventing and mitigating harm, and 
sharing commercial profits from low-benefit uses. A four-quadrant model was used to 
classify data uses by risk and benefit, and a practical assessment tool (Pluto) was 
presented to help stakeholders evaluate public value, including future, global, and 
environmental impacts.

Case Example 3: National Ethics Procedures and Their Evolution by Mikkel Lindskov
Sachs, National Center for Ethics (Denmark)

Perspective on the interplay between EU-level harmonisation and national sovereignty in 
ethical oversight, using the Clinical Trials Regulation as a case study. It described the 
Danish model, where a national ethics system supports both general and research-specific 
ethical review, and highlighted the challenges in aligning ethical review processes across 
Member States. These insights raised concerns about the future governance of secondary 
use of health data in the EHDS, where national variations in ethical procedures could 
become a bottleneck. The presentation concluded with a call for proactive harmonisation as 
a pragmatic path forward to reduce fragmentation highlighting the experience that 
regulatory divergence could be a bottleneck for multi country secondary data use.

Case Example 4: Medical Ethics and Professional Responsibility in the EHDS by Dr. 
Ole Johan Bakke, President Standing Committee of European Doctors 

Presentation on medical ethics and professional responsibility in the EHDS, highlighting the 
need to safeguard medical confidentiality, patient trust, and professional obligations in both 
primary and secondary data use. Emphasis was placed on ethical governance, the role of 
ethics committees, and the importance of national flexibility, especially for small practices. 
CPME called for adequate safeguards, funding, and training to support healthcare 
professionals and ensure ethical implementation.



   

  

 

 

 

 

 

Session 2 - Panel Debate 

Topic: Ethics in the EHDS – Shared Understanding & Future Solutions 

Moderation: Prof. Paul Quinn (VUB) 

The workshop featured a panel debate that delved into a multifaceted discussion concerning the 

intricacies of ethics in the EHDS. The insightful exchange among participants led to exploration of 

several crucial topics, with key discussions centering on: 

1. How to develop consistent practices for data access permits under Article 53 of the EHDS. 

Key questions included whether a fully top-down harmonized approach is necessary or if 

alignment among a critical mass of Member States would suffice. Participants discussed the 

potential of a “market-driven” model focused on health and societal benefits as the main 

“currency” rather than financial incentives. The risk of individual Member States insisting on their 

own rules was raised as a possible threat to the initiative’s progress. The debate also 

highlighted the important role of discretion for Health Data Access Bodies and assessors, who 

must balance diverse interests while aiming to maximize public value through data solidarity. It 

was noted that not acting and maintaining fragmented systems also causes harm, underscoring 

the need for strategic decisions that bring stakeholders together despite inevitable 

disagreements. 

 

2. Risks to data cooperation, focusing on concerns about confidentiality leading some 

medical sectors to refuse participation. Ensuring trust in data security was seen as crucial, 

especially given varying digital maturity across Europe. Ethical issues went beyond the 

dimension of security, including patient benefits and reducing extra administrative burdens on 

healthcare staff. The connection between primary and secondary data use was highlighted: 

better primary use improves data quality and supports secondary use, with automatic data 

sharing seen as key despite its costs. Concerns about patient burden and the digital divide were 

raised, emphasising the need for public outreach to inform citizens and include digitally 

marginalized groups to ensure broad participation. 

 

3. Technical challenges around data quality, metadata, and cross-border access. The 

importance of rich metadata to support the FAIR (Findable, Accessible, Interoperable, 

Reusable) principles was emphasised as essential for making digital data truly usable. 

Concerns were raised about potential reluctance by regions with stronger governance systems 

to grant permits to applicants from less developed areas. However, it was agreed that all 

applications, national or international, should be treated equally under shared principles. A 

bigger challenge lies in navigating differences between healthcare systems. The growing 

interest in accessing high-quality health data across borders was noted, with discussions 

highlighting both the potential for generating broadly relevant insights and the need to account 

for social and contextual differences. It was also acknowledged that while researchers seek 

robust datasets, weaker governance in some areas might unintentionally attract data access 

requests, reflecting a complex dynamic. 



   

  

 

 

 

 

 

 

4. Defining the structure and role of HDABs, challenging the idea that they would function as 

monolithic entities. Instead, HDABs are expected to build on existing infrastructures and expert 

committees, with the main challenge being clear coordination of roles in a decentralised model. 

While decentralisation was seen as realistic, it also raised concerns about the complexity for 

users navigating different national systems, potentially undermining EHDS harmonisation. 

However, it was argued that enabling access to structured data across borders can support 

solidarity and shared progress, even if some countries have invested more in data systems than 

others. A key obstacle identified was the heterogeneity of ethical review systems across 

Europe, which can be confusing and burdensome for researchers. The panel emphasised the 

need for a strategic, coordinated approach rather than relying on hope, calling for political 

commitment and alignment between ethics structures and the shared EHDS vision to avoid 

fragmented implementation. 

 

5. How the EHDS expands the scope of data holders, data categories, and use cases, such 

as using insurance data or training AI. This broader scope raises challenges for ethical 

assessments, which have traditionally focused on legal studies and research. A key concern 

was whether HDABs can recruit sufficient expertise to address complex, context-specific ethical 

questions across diverse domains like genetics and data minimization. While countries with 

mature health data systems may already have strong expert networks, scaling up to meet future 

demand remains a challenge. Participants noted that many ethical questions anticipated under 

the EHDS already exist today but will now fall under a new legislative framework. Projections of 

increased workload for national systems are still being developed. 

 

 

 

 

 

 

 

 

 

 



   

  

 

 

 

 

 

 

Session 3 - Breakout Sessions 

Participants took part in three breakout sessions, each focusing on a specific topic. These smaller 

group discussions led to meaningful conversations and useful takeaways, which are summarised 

below for each session. 

 

Moderated by Roxana Albu 
(Sciensano)

Toward a Common EU Approach to 
Ethical Evaluation

•Trust and transparency are core ethical principles and must guide the work of Ethics 
Committees.

•HDABs play a key role in fostering public trust through transparent and ethical 
communication.

•Ethics Committees help prevent uninformed opt-outs and safeguard responsible data 
use.

•Collaboration between Ethics Committees, HDABs, data users, and holders is essential.

•Citizen engagement and awareness tools are needed to ensure informed public 
engagement.

Moderated by Alexander Degelsegger-
Márquez (Gesundheit Österreich GmbH)

Building Ethical Alignment Across 
Stakeholders

•Support for Ethics Committees is essential, especially through shared resources

•Need to clearly define responsibilities between Ethics Committees, HDABs, and data 
users, to avoid confusion and ensure accountability.

•Improved communication and standardization across countries are critical, including 
simple and consistent ethical guidance for data users.

•Managing stakeholder expectations, especially from citizens and healthcare 
professionals, requires clear communication and support.

•The core challenge remains: How to harmonize and coordinate ethical structures across 
Europe to build trust and ensure coherent governance. 

Moderated by Lisa Ferent 
(Gesundheit Österreich GmbH)

The Role of HDABs in Ethical 
Governance

•The role of HDABs in ethical oversight is still unclear, especially when they act both as 
data holders and hosts of Ethics Committees, raising concerns about independence and 
transparency.

•A key question is whether the ethical function should be advisory or decision-making, and 
how HDABs are expected to act on ethical recommendations.

•Practical challenges include ensuring the right expertise, resources, and timelines to 
make ethical assessments workable and efficient.

•There is a strong need for a clear role of division between HDABs and Ethics 
Committees, along with ongoing cross-country exchange and coordination.



   

  

 

 

 

 

 

Conclusions and outcomes 

Achieving a trustworthy, ethical sound within the European Health Data Space requires strategic 

alignment across Member States.  

• Harmonisation while maintaining national competence 

While ethical guidance will remain a national competence, meaningful alignment among 

Member States is essential to ensure coherent progress across the EHDS. 

 

• Data-solidarity as a key principle  

Decisions on health data governance should be driven by the overarching question: how 

can this best serve public health objectives and deliver broader societal benefit? 

Prioritising the collective good must take precedence over narrower institutional or 

national interests. 

 

• Trust on security and transparency 

Public and professional trust depends on clear safeguards around data confidentiality and 

security. Transparent ethical governance must be a visible part of EHDS implementation.  

 

• Capacity-building and expertise challenges 

Effective implementation of the EHDS requires robust capacity-building and the 

recruitment of diverse expertise to navigate the complex ethical and technical landscape, 

ensuring that governance bodies are fully equipped to meet current and future demands. 

The outcomes of the workshop will be further analysed in WP4 Task 4.2 – Cooperation and 

Engaging Stakeholders within TEHDAS2 Joint Action and will serve as a key reference for 

strategic planning discussions on the future of ethical governance in the EHDS. 
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