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Executive summary 

The European Health Data Space Regulation, Regulation (EU) 2025/327, establishes a common 

European framework for the primary and secondary use of electronic health data. The 

secondary-use dimension (in this report the EHDS2) requires Member States to develop the 

legal, organisational, technical and governance capabilities needed to make health data 

available for permitted secondary-use purposes securely, transparently and efficiently. 

The Value from Nordic health data project, VALO, was initiated and funded by the Nordic 

Council of Ministers to strengthen Nordic cooperation and support preparations for the 

implementation of the EHDS. Workstream 2 (WS2) contributed to this objective by establishing 

the Nordic EHDS2 Competence Forum, coordinating national progress reporting and enabling 

dedicated cooperation on organisational readiness, metadata, legal interpretation and ethical 

governance. This report consolidates the work and outcomes of WS2 and its expert groups. 

From September 2024 to September 2026, eight Nordic EHDS2 Competence Forums were 

organised across the Nordic countries. Estonia and Lithuania participated as observers during 

the VALO2 extension, adding a wider Nordic-Baltic perspective. The Forums created a recurring, 

invitation-only setting in which ministries, authorities and experts could discuss implementation 

challenges, compare national approaches and develop practical responses. 

Evaluations conducted after the Forums indicate that this format was highly valued by 

participants and support the conclusion that the Forum provided a trusting and useful 

environment for professional exchange and mutual learning. 

Successful implementation of EHDS2 depends on coordinated readiness across multiple areas. 

Health Data Access Bodies, secure processing environments, metadata catalogues, health data 

holders, ethical review bodies and other relevant actors must form parts of a coherent end-to-

end system. Legal, technical, organisational, ethical and metadata requirements should 

therefore not be addressed as isolated implementation tasks. 

A central contribution of VALO2 is the use and further development of the secondary-use User 

Journey as a common organising framework. Building on the journeys developed through 

TEHDAS and TEHDAS21, VALO2 expands the framework upstream to include a pre-discovery 

and metadata publication phase and downstream to include data preparation, secure 

processing, analysis support, output release, archiving, reproducibility, publication and project 

closure – with associated recommendations for a smoother and more secure User Journey. 

This expanded framework highlights the back-office capabilities that must exist before a data 

user can successfully discover and access data. These include identifying health data holders 

and datasets, producing and maintaining metadata, publishing records in national and European 

catalogues, assessing dataset suitability and study feasibility, processing applications, preparing 

 
1 Second Joint Action Towards the European Health Data Space – TEHDAS2 - Tehdas 

https://tehdas.eu/
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and transferring data, onboarding users to secure processing environments, supporting analysis 

and controlling the release of results. 

The metadata work demonstrates that HealthDCAT-AP remains difficult to interpret and 

implement consistently. Although the specification has matured and national understanding has 

improved, readiness remains uneven. Questions persist concerning the HealthDCAT-AP 

information model; the definition and granularity of datasets; the use of dataset series and 

distributions; the representation of different EHDS Article 51 data categories; and the 

interpretation of mandatory metadata properties. 

Existing national health data catalogues generally require substantial adaptation to meet the 

EHDS requirements. The VALO2 work included mapping national catalogue properties to 

HealthDCAT-AP, piloting cancer registry descriptions, analysing the Nordic health data 

landscape under EHDS Article 51 and exploring metadata requirements for AI development and 

data-quality assessment. 

The report recommends continued practical piloting, common Nordic examples and 

interpretations, more harmonised dataset definitions and further consideration of a Nordic 

HealthDCAT-AP extension. It also recommends developing a Nordic self-assessment tool to 

help organisations determine whether they qualify as health data holders and continuing the 

mapping of health data holders and datasets across all Article 51 categories. 

Metadata quality is also identified as an important condition for AI-supported data discovery and 

responsible AI development. Structured, complete, standardised and regularly maintained 

metadata, including detailed variable-level information, can improve dataset discovery and help 

users assess provenance, availability, suitability and aspects of data quality. Current metadata 

and data-quality requirements, however, provide only a starting point for the more detailed 

assessments that may be needed for high-risk AI development. 

The legal work examined selected EHDS provisions with practical significance for Nordic 

implementation. The participating experts reached common or broadly shared interpretations 

concerning statistical bodies as health data holders, certain organisational aspects of Health 

Data Intermediation Entities, the application of fee provisions and the scope of the Health Data 

Access Bodies assessments under Article 68(1)(b). These interpretations may support closer 

Nordic coordination but do not constitute formally adopted national positions. 

Several important legal and operational questions remain unresolved. These include the 

allocation of the EHDS and GDPR responsibilities for Health Data Intermediation Entities; the 

practical handling of significant findings; national approaches to fees and incentives; opt-out 

mechanisms; protection of intellectual property rights and trade secrets; and the relationship 

between the EHDS consent provisions and national ethical requirements. 

The report therefore recommends continued Nordic legal cooperation, with a clear distinction 

between legal interpretation, policy choices and operational guidance. Cooperation should focus 

particularly on areas where differing national approaches could create barriers to cross-border 
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access or make the Nordic User Journey less predictable. Where appropriate, Nordic findings 

and questions should be brought jointly to the European level. 

The ethical mapping demonstrates significant differences among the Nordic countries 

concerning whether ethical review is required. In Sweden, Norway and Iceland, ethical review is 

generally required for qualifying scientific or health research where the applicable data-related 

and territorial conditions are met. Denmark applies ethical-review requirements more narrowly, 

while Finland generally does not require a statutory ethical review solely because existing health 

data are used. 

The distinction between quality assurance and scientific research, territorial scope, application-

language requirements, competent authorities and procedural sequencing can materially affect 

multinational projects. The VALO2 pilot demonstrated the cumulative practical effect of these 

requirements. In Norway, classification of the project from quality assurance to scientific 

research changed the applicable regulatory pathway and contributed, together with subsequent 

requirements, to a delay of approximately five months. 

The report recommends involving ethics committees and ethical expertise early in national and 

Nordic EHDS implementation. Applicants should have access to clear country-specific guidance 

on whether ethical review or related national procedures are required, which bodies are 

competent, what language requirements apply and how ethical procedures relate to the Health 

Data Access Body process. Continued Nordic exchange on the distinction between quality 

assurance and scientific research could improve predictability without replacing national law or 

the independence of competent authorities. 

Across all implementation areas, the report recommends viewing the User Journey as a single 

interconnected process. Metadata publication, data discovery, feasibility assessment, applicant 

guidance, legal and ethical prerequisites, application processing, access decisions, data 

preparation, secure analysis, disclosure control and publication of results all depend on one 

another. A bottleneck in one area can delay or prevent progress in another. 

Support functions should therefore be developed for each step of the journey and for all central 

actors, not only applicants. Health data holders need support in identifying datasets and 

preparing metadata. Applicants need support in discovering and assessing data, interpreting 

national requirements and preparing complete applications. Health Data Access Bodies need 

application-processing, coordination and decision-support capabilities. Secure processing 

environment operators need reliable procedures for data provision, onboarding, analysis 

support, monitoring, output control and project closure. 

The overall recommendations are that the Nordic countries should jointly: 

• maintain a Nordic-Baltic EHDS2 community of practice, building on the trusting 

environment and working methods established through the Competence Forum; 

• map bottlenecks and develop support functions across the full User Journey; 

• develop a harmonised health data holder self-assessment approach; 
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• continue practical HealthDCAT-AP implementation, common mapping, pilot descriptions 

and work towards more harmonised Nordic metadata practices; 

• coordinate legal interpretations and national implementation choices where unnecessary 

divergence could obstruct cross-border access; 

• improve transparency and cooperation concerning the ethical-review requirements, 

territorial scope, application-language requirements and the distinction between quality 

assurance and scientific research; 

• develop common Nordic applicant-facing information, guidance and training, including 

English-language material for cross-border users; 

• compare national support functions, fee models, secure processing arrangements and 

implementation costs; and 

• monitor emerging concerns about AI, significant findings, opt-out mechanisms, 

intellectual property rights and trade secrets. 

The report also proposes that the VALO outputs can be used as an implementation-readiness, 

gap-analysis and operational validation framework for secondary use according to the provisions 

of the EHDS Regulation. By mapping User Journey steps, actors, support functions and 

recommendations to the relevant EHDS provisions, the work can help national and Nordic actors 

assess whether the necessary capabilities are being established. Such use does not constitute a 

formal legal compliance assessment and must be complemented by legal review, technical 

conformity assessment and the final requirements established through implementing acts. 

The report concludes that sustained Nordic-Baltic cooperation would strengthen the region’s 

capacity to implement the EHDS2 in a consistent, trustworthy and effective manner. A continuing 

community of practice – linked where appropriate to the proposed Nordic Health Data 

Competence Forum and wider Nordic Model – could connect policy makers, Health Data Access 

Bodies, secure processing environment operators, metadata specialists, legal advisers, ethics 

experts and other stakeholders. This would support cross-border research and innovation, 

reduce avoidable duplication and help ensure that Nordic and Baltic implementation experience 

contributes constructively to continuing European-level development. 
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1 Introduction and background 

The Value from Nordic health data (VALO project), funded by the Nordic Council of Ministers 

(NCM), aimed to strengthen Nordic cooperation and support the implementation of the European 

Health Data Space (EHDS), more specifically in the secondary use of health data (the EHDS2 

dimension). In addition to the active Nordic participants in VALO (Denmark, Finland, Iceland, 

Norway and Sweden) two of the Baltic countries – Estonia and Lithuania – joined as observers 

in the project extension (VALO2). Workstream 2 (WS2) has focused mainly on establishing the 

Nordic EHDS2 Competence Forum, coordinating national progress reporting, and fostering 

collaboration on metadata, legal, and ethics frameworks, as well as technical and organisational 

infrastructure. During the period September 2024 to September 2026 in total eight quarterly 

Competence Forums have been held in all the Nordic countries. These quarterly forums, which 

are by invitation only, have brought together representatives from the concerned ministries and 

authorities of the Nordic and Baltic regions to share experiences, identify challenges, and 

explore harmonisation opportunities in the preparations and implementation of EHDS2. 

Overall, the initial VALO project and WS2 laid a strong foundation for Nordic-Baltic collaboration 

in EHDS2 implementation. The project has demonstrated the value of structured dialogue, 

shared tools, and coordinated strategies in navigating complex regulatory and technical 

landscapes. The extension, VALO2, has built on these achievements to further enhance regional 

leadership in the secondary use of health data. 

1.1 Scope and method of consolidation 

This consolidated final report of WS2 is a synthesis of the outcomes of the Competence Forums 

and their three breakout sessions (HDAB, Legal including ethical2, and Metadata), as well as the 

work carried out in the groups’ regular meetings. The principal content of interim source 

documents from these different work groups, organising the material around their corresponding 

connected themes: i) the Competence Forum and the User Journey framework3, ii) 

organisational and HDAB (Health Data Access Body) readiness, iii) metadata and metadata 

catalogues, iv) legal interpretation and ethical governance. Detailed country mappings and other 

supporting material are provided as annexes to this report, to improve readability. 

This report should be seen as an interim synthesis rather than a final legal or policy position. 

 
2 Although the EHDS establishes a common framework for secondary use, Article 54(1)(e) preserves the 
application of ethical provisions laid down in national law, meaning that national requirements continue to 
affect access to and use of health data. Because these requirements differ and ethical expertise had been 
only marginally involved in EHDS implementation, a separate expert group was established to map the 
Nordic ethical-review frameworks, identify cross-border bottlenecks and explore opportunities for greater 
transparency and cooperation. 
3 Concept from the TEHDAS and TEHDAS2 projects (TEHDAS identifies user journey for cross-border 
health data sharing - Tehdas 

https://tehdas.eu/tehdas1/results/tehdas-identifies-user-journey-for-cross-border-health-data-sharing/
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1.2 Previous outcomes and current deliverable 

Key outcomes of WS2 presented in the previous report of the initial VALO4 project – initiated in 

2024, hereafter named VALO1, to separate from the VALO2 extension from September 2025 – 

included: 

• National progress reports on EHDS2 readiness and HDAB status across countries, 

• Summary and analysis of breakout sessions (working groups), 

• Harmonisation aspects (Legal, Metadata, other) 

• Recommendation for VALO2 WS2 to focus on identifying and mitigating bottlenecks 

relating to the health data access process. 

According to the latter, the continued work of WS2 in the VALO2 extension – resulting in this 

deliverable – was to a high degree based on the User Journey framework, especially with regard 

to providing recommendations for support functions to smoothen the journey towards health data 

access and secondary use. 

1.3 Purpose of this final report 

This “Nordic guide to EHDS2” (full working title: Towards a Nordic guide to efficient and secure 

access to health data for secondary use according to the European Health Data Space 

Regulation) is intended primarily to support the national authorities responsible for preparing for 

EHDS2 implementation, however also benefiting health data applicants, health data users, 

health data holders and other key stakeholders. As seen later in this report certain measures 

may even benefit more than one step or stakeholder of the User Journey at the same time. 

Throughout the VALO project, WS2 also had specific tasks to identify EHDS2-relevant calls (EU 

and other potential funding programmes), as well as ongoing related projects in which any of the 

Nordic or Baltic countries were participating. This was regularly reported within the project, and 

is out of scope for this concluding external deliverable. 

 

 

 
4 Value from Nordic health data – the VALO project Nordic EHDS2 Competence Forum – final report 
November 2025. VALO_WS2_Final_Report.pdf 

https://www.sitra.fi/wp-content/uploads/2025/12/VALO_WS2_Final_Report.pdf
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2 Nordic cooperation for EHDS secondary use  

2.1 Nordic EHDS2 Competence Forum 

The Competence Forum, a regular by invitation-only workshop for national representatives from 

concerned ministries and government authorities, has been a central part of the WS2 of the 

entire VALO project. The overall objective has been to create and maintain an environment of 

trust for candid discussions on the challenges and unclarities of EHDS2 preparations and 

implementation. The concept was implemented as quarterly gatherings, preferably onsite but 

also with the possibility for online participation. Optimally the Forum had national representation 

from all countries to contribute to the information exchange and discuss relevant aspects, with 

the most valuable part being the three parallel breakout sessions named i) HDAB, ii) Metadata, 

and iii) Legal (subsequently Legal/Ethical).  

At one occasion these breakout sessions were complemented with OMOP CDM5 as discussion 

theme, this as a consequence of national OMOP maturity mappings, as part of Workstream 3 

(WS3), in the beginning of the VALO project. OMOP has also been a theme of the open VALO 

Stakeholder Forum, with the objective to increase awareness about terminology and data model 

standards, but also to examine more in depth the advantages and disadvantages of 

implementing such a data model. 

An important basis for the discussions and work of the breakout sessions was the national 

progress report in survey format which was updated by each country before the Forums (see 

template in Annex 1). For more information on the Forum concept as a whole, see the report 

from the first VALO project6. 

When this final consolidated report is being written, a total of seven Nordic EHDS2 Competence 

Forums have been held (Helsinki in September 2024, October 2025, and January 2026, 

Copenhagen in February 2025, Gothenburg in May 2025 and May 2026, and Iceland in 

September 2025). The last formal Competence Forum of the VALO project (VALO2 extension) 

will be held in Oslo late September 2026, thereby having had all Nordic countries hosting the 

event. 

Following all of these Competence Forums except the first one, a web-based evaluation was 

conducted. The response rates have mostly varied around 40-50% (no dropout analysis has 

been made). Taking the response rate into account, the feedback has nevertheless consistently 

shown that the forums are appreciated and regarded as a valuable and important part of the 

EHDS2 preparations (see Table I). 

 

 

Table I. Extract of average survey results from evaluations of Competence Forums February 

2025 till May 2026. 

 
5 Observational Medical Outcomes Partnership - Common Data Model 
6 Nordic EHDS2 Competence Forum – final report. November 2025. VALO 
Project.VALO_WS2_Final_Report.pdf 

https://www.sitra.fi/wp-content/uploads/2025/12/VALO_WS2_Final_Report.pdf
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Survey question Average 
(of 5 as maximum/optimal) 

How well did the Competence Forum in XX meet your 
hopes and expectations on a scale from 1-5? 

4,2 

How satisfied were you with the programme in general? 4,2 

How satisfied are you with the breakout sessions? 4,1 

 

A selection of quotes, representative for the overall feedback from the evaluations, can be seen 

in Table II. 

 

Table II. Representative quotes from evaluations of Competence Forums during the VALO as 

well as VALO2 project. 

 

• What did you appreciate the most? 

• Breakout session discussions (Copenhagen Feb 2025) 

• Breakout session(s) (Gothenburg May 2025) 

• The candid and trustful ambiance in the group... (Gothenburg May 2025)  

• To meet and discuss with Nordic colleagues in a trusted environment 
(Reykjavik Sep 2025) 

• The breakout session (Reykjavik Sep 2025) 

• The discussions in the breakout sessions (Helsinki Oct 2025) 

• The possibility to discuss with an EC representative (Helsinki Oct 2025)* 

• The open climate and willingness to share thoughts (Helsinki Jan 2026) 

• Both presentations and discussions in groups (Helsinki Jan 2026) 

• An open atmosphere and sharing of thoughts. Being part of a community 
(Helsinki Jan 2026) 

• Constructive climate, thoughtful questions, and open discussions 
(Gothenburg May 2026) 

• Open and trusted atmosphere for conversation, practical level suggestions 
and face-to-face discussions (Gothenburg May 2026) 

• …Alongside the discussions, there is now a stronger focus on producing 
tangible results (Gothenburg May 2026) 
  

• Feedback to improve future breakout sessions 

• Several responded “More time!”  

• (Technical) Challenges with hybrid meetings (esp. audio problems) 
 

*Two Forums had a digital visit of a representative of DG SANTE, European Commission. 

 

2.2 Value of Nordic cooperation 
The VALO project started off with the five Nordic countries, however before entering the 

extension phase of VALO2, Estonia and Lithuania joined as observers. This provided an 

additional dimension to the VALO consortium. With all the similarities, yet with retained respect 
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for national differences, the Nordic and Baltic countries have the potential to support and 

develop faster and further together rather than doing it all by themselves when it comes to the 

implementation of EHDS. Please note that in this report, all references to Nordic cooperation can 

in principle be expanded to encompass Nordic-Baltic cooperation. This is implied throughout 

the rest of the report without being explicitly stated. 

Preparations for, and implementation of, the EHDS Regulation, in this case with specific regard 

to the secondary use of health data (EHDS2), require significant efforts and pose challenges to 

all Member States and concerned stakeholders. By working together, uncertainties and 

challenges can be addressed more effectively or avoided altogether, thereby saving time, money 

and other resources. The outcomes of the Nordic EHDS2 Competence Forum, its breakout 

sessions and working groups, the national progress reports and other activities under WS2 (as 

well as other parts of the VALO1 and VALO2 project) demonstrate that this kind of cross-border 

cooperation is valuable and with regard to EHDS even necessary. In addition to cooperation at a 

broader European Union level, shared characteristics, geographical proximity and close ties of 

the Nordic and Baltic countries make it both logical and beneficial to establish and further 

develop a cooperation on these complex and urgent matters. Thereby guidance, harmonisation, 

and operational support can be further facilitated on this regional level in relation to EHDS2 

implementation. Several outcomes and experiences from VALO2 WS2 presented in this report, 

underline the importance and value of Nordic collaboration, for instance regarding: 

• Metadata: The metadata standard of EHDS, HealthDCAT-AP, is not easy to understand 

and interpret by each respective country’s experts independently. A joint understanding is 

foundational. In this way, the Nordic-Baltic community can contribute even more 

constructively to implementation at EU level. 

• Regulatory aspects: Legal interpretations and national adaptation in relation to the EHDS 

Regulation have been important topics for discussion and work in WS2. One example is to 

reach consensus on the definition of statistical bodies as health data holders, with potential 

efforts for a Nordic self-assessment support to help organisations identify whether they 

qualify as health data holders or not. 

• Ethical aspects: Article 54(1)(e) EHDS preserves the application of ethical requirements 

laid down in national law, making differences in national ethical-review requirements an 

important consideration for EHDS implementation. Where required, ethical review forms 

part of the User Journey, affecting the data-access process as a whole and its timeline. 

VALO2 therefore mapped the Nordic ethical-governance frameworks to identify differences, 

potential bottlenecks and opportunities for greater transparency and cooperation. 

• Harmonisation: Possibilities for Nordic harmonisation have been discussed in depth in the 

project, e.g. with regard to legal interpretation and adaptation of national legislation, ethical 

review requirements and process, harmonised implementation of HealthDCAT-AP in 

national metadata catalogues and possibilities to create extensions in as harmonised way 

as possible (“Nordic HealthDCAT-AP extension”), HDAB and SPE (Secure Processing 

Environment) organisation. 

• Support functions: Comparison of national organisational strategies (e.g, HDAB, SPE) 

and different support functions for a smooth, yet secure User Journey for secondary use of 
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health data. A collection of recommendations on support functions presented in this report 

is to a high degree an outcome of the VALO and VALO2 project (see chapters 4-7). 

2.3 Sustainability beyond the VALO project 

This report is being finalised and published right after the VALO project, with its extension 

VALO2, concluded in September 2026. The final Competence Forum of the project took place in 

Oslo late September, followed the next day by the final stakeholder event, the Nordic Health 

Data Summit 2026. This Competence Forum provided a final opportunity to have a project-

internal discussion about the value of these forums in total and to discuss the need and 

possibility for continuity in some form after the project end. The subsequent open stakeholder 

event provided in its turn a possibility to present the work and outcomes of the Competence 

Forums (including this report), as well as the other work carried out within WS2 and other parts 

of the entire VALO project (WS1 and WS3). It also provided an opportunity to collect input and 

feedback from stakeholders with regard to the questions of which EHDS2-preparatory activities 

should continue beyond the project, and in which form. 

WS2 has had a clear focus on continued networking, sharing EHDS2-related news and 

information, and further strengthening the trusting environment that has come to characterise the 

quarterly organised Competence Forum. According to the evaluations and feedback from the 

participants, the forum has been a valuable resource for supporting the complex process of 

preparing, organising for, and implementing the respective national authority functions as well as 

conducting the legal interpretations and adaptations in relation to the EHDS Regulation. This 

indicates a potential need for bridging over from the VALO project outcomes to long-term 

continuity and sustainability of this Nordic collaboration. 

However, since the VALO project comprises three distinct yet complementary workstreams 

(WS1, WS2 and WS3), it is important to clarify and optimise how these workstreams could 

contribute through their respective objectives to the overall preparation for the joint Nordic 

implementation of EHDS2: 

WS1: Ensuring the continuity of joint Nordic EHDS2 collaboration on secondary use of health 

data and addressing the identified need for a driver/orchestrator, leading to the proposal for a 

Nordic Model. 

WS2: Finding a suitable way to continue with the established forum and trusting environment for 

a collective dialogue and collaboration on the complex matters related to preparing for and 

implementing EHDS2. 

WS3: Advancing practical and research-oriented preparations, exploration and implementation 

of cross-border access to Nordic health data through federated analysis pilot studies. 

The three workstreams all contribute to a common approach for a joint, and to some extent also 

harmonised, Nordic implementation of EHDS2. Therefore, the VALO2 project could be seen as a 

well-motivated investment for cross-border collaboration. 
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The outcomes of VALO provide an opportunity to build on the proposal developed in WS1 for a 

Nordic model to support the implementation of EHDS Regulation7. A key element of this 

proposal is the establishment of a Nordic Health Data Competence Forum, building on the 

experience and network created through the VALO Competence Forum. Such a model could 

provide a structured framework for continued Nordic collaboration, knowledge exchange, 

capacity building, and coordination related to the secondary use of health data under EHDS. 

 

 

 
7 Nordic model for collaboration on the secondary use of health data: steps towards implementation. Value from 
Nordic health data – VALO project. September 2026   
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3 The User Journey as a common framework for EHDS2 
services deployment 

The User Journey provides a common framework for analysing the services and support 

required for the secondary use of health data under the EHDS. Building on the applicant- and 

data user-oriented journey developed in TEHDAS8 and TEHDAS29 Joint Actions, VALO2 

expands this framework to reflect Nordic implementation needs, including activities undertaken 

before data discovery and the organisational support required across the journey. 

The thematic findings (Metadata, Legal and Ethical) underpinning the User Journey are 

presented in Chapters 4 to 6, while Chapter 7 and Annex 2 provide a synthesis of the detailed 

journey, bottlenecks and recommended support functions. 

3.1 Overview of the User Journey 

The TEHDAS projects (including the current TEHDAS2 Joint Action), also led by Sitra which has 

been the coordinator of the VALO projects, have presented and elaborated on the User 

Journey10, from the applicant’s and secondary user’s perspective (Figure 1 and Annex 2). 

 

 

Figure 1. The User Journey of secondary use of health data, according to TEHDAS2 (M8.4 Draft guideline 

for data users on handling research outcomes), April 2026. 

 

In WS2 of the VALO1 and VALO2 projects we saw a need to develop this concept further to 

increase the granularity of the different steps and sub-steps and make visible the supportive 

services required to be deployed in advance. Each sub-step could be described in greater detail 

 
8 Joint Action Towards the European Health Data Space – TEHDAS1 - Tehdas 
9 Second Joint Action Towards the European Health Data Space – TEHDAS2 - Tehdas 
10 Results by user journey - Tehdas 

https://tehdas.eu/tehdas1/
https://tehdas.eu/
https://tehdas.eu/results-by-user-journey/
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based on a more in-depth analysis. An example is provided for the Data discovery step, with 

sub-steps as seen in Figure 2, and further details are provided in sections 3.3, 7 and Annex 2. 

 

 

Figure 2. A draft model for a detailed mapping of the different sub-steps of the User Journey’s main steps 

such as Data discovery, together with identification of bottlenecks and (priority) support functions and 

activities. 

 

For instance, the sub-step Data search (under Data discovery), could be described more in 

detail according to the following proposal: 

• Brief description 

• Priority 

• Responsible actor (“driver” of process progress) 

• Supporting actor(s) 

• Support activity(ies) 

• EHDS Article(s) 

• (Other information) 

This proposal has been developed based on discussions within the overall HDAB-focused 

working group of WS2. The discussions led to a consensus to focus initially on the most 

important items above (in bold), and to start collecting that specific information for all the sub-

steps of the User Journey (Annex 2).  

Essentially, the work undertaken in VALO2 Competence Forums and dedicated sub-groups 

work has revealed that the currently prominent view of the User Journey is not sufficient as tool 

in view of deploying, maintaining and developing the expected national HDAB infrastructures. 
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Instead, a more useful reference framework seems to be the one presented earlier by WP7 of 

the first TEHDAS JA (see Figure 3)11,12 

 

 

Figure 3. Revisited Users' Journey according to the first TEHDAS project: “...Green boxes represent those 

services that are related to the EHDS2 point-of-view, i.e., the services that are conceived to involve data 

controllers, data permit authorities and other actors than data users. The orange boxes represent those 

services purely related to the EHDS2 data users’ point-of-view, i.e., where data users interact with the 

EHDS2. The grey boxes represent the actual phases of the User Journey itself.” (AAI: Authentication, 

Authorisation & Identification). 

VALO2 comment: Notice the Metadata publication services, as a (partial) pre-phase to the User Journey. 

Source: TEHDAS Deliverable 7.2 Options for the services and services architecture and infrastructure for 

secondary use of data in the EHDS. 4 July 2023. 

 

The earlier version of the User Journey captures successfully – albeit on a crude level – the 

requirement for extensive back-office services and infrastructure development primarily on the 

side of data holders and HDABs, as well as the need to perceive the Journey as a joint 

undertaking between different combinations of stakeholders, rather than purely from the 

perspective of the applicant/health data user (as in the TEHDAS2 User Journey version). VALO2 

WS2 has developed this model further and provided concrete examples of its operationalisation 

steps and requirements. 

3.2 Objectives 

Based on the above, the Competence Forum decided to apply the Objectives and Key Results 

(OKR) framework as a way of giving the work concrete direction. Rather than tracking progress 

through abstract aspirations, OKR helped setting clear shared objectives alongside specific, 

 
11 TEHDAS Deliverable 7.1 Options for the minimum set of services for secondary use of health data in 
the EHDS. April 2022 
12 TEHDAS Deliverable 7.2 Options for the services and services architecture and infrastructure for 
secondary use of data in the EHDS. July 2023 
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measurable key results over a defined period. The HDAB breakout session formulated the 

following draft OKRs: 

A. Support functions 

Key objectives 

• Identify bottlenecks for secondary use 

• Identify support functions in relation to these bottlenecks 

Key results 

• Mapping of bottlenecks 

• List of support functions (incl objective of support function)  

• Identify/define concerned step of secondary use process for support function 

• Estimated priority and effect of respective support function  

• Identifying responsible body (e.g. HDAB) 

B. Mappings and compiled outputs of WS2 

• National guidance/support (in relation to User Journey) 

• Nordic guidance/support (if applicable) 

• List of appointed HDABs (or formal candidates) 

o Including national HDAB organisation models (responsibility and functions) 

• List of national SPE candidates (national mappings/questionnaires) 

• (Possibilities for creating a Nordic portal with mappings and support functions?) 

C. Potential for harmonisation 

A central ambition of the VALO/VALO2 project has been to aim for and identify the possibilities 

for Nordic harmonisation in the EHDS2 preparations and implementations. Possible areas of 

harmonisation include legal matters, such as opt-out, fair and justified Intellectual Property (IP) 

rights and trade secrets. Similarly, metadata, and other areas could be harmonised, for instance 

with regard to a Nordic extension of the standard HealthDCAT-AP.  

 

Following the engaged discussions in the first VALO Project, the OKR model was used for 

VALO2 as a tool to facilitate the definition of the most important objectives and expected key 

outputs of WS2. The result is presented as integrated parts of the following chapters. 

3.3 Integrated view of bottlenecks and support functions 

Analyses in Competence Forums and breakout sessions showed that the User Journey should 

be extended upstream (of Data Discovery) to include also mapping health data holders and their 

readiness to identify datasets, communicate legal restrictions, and prepare metadata. The latter 

critical not only at the national level for health data discovery but also across borders to other 

Member States, through the dataset catalogue provided by the HealthData@EU Central 
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Platform13. This extension upstream was named pre-discovery and metadata publication 

(partially aligned with the User Journey of TEHDAS deliverable D7.2). 

Downstream, it should include data preparation, secure processing, analytical support and 

output release. Legal, ethical and metadata requirements are therefore not separate 

workstreams from the applicant and data user perspective, but represent dependencies within a 

single end-to-end process. 

Chapter 7 presents a more detailed account of the User Journey in relation to identified 

bottlenecks for health data access, together with recommendations for facilitating and time-

saving support functions and activities. However, prior to that the following chapters on Metadata 

as well as Legal/Ethical aspects contribute to setting the scene. 

 

 
13 HealthData@EU Central Platform - HealthData@EU 

https://acceptance.data.health.europa.eu/healthdata-central-platform?locale=en
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4 Metadata and metadata catalogues 

The following is a summary of the metadata work in the VALO2 project. A more detailed report 

can be found in Annex 4a (Metadata and metadata catalogues – full report). 

4.1 Background and objectives 

The metadata work in the VALO2 project focused on supporting the implementation of EHDS by 

strengthening Nordic cooperation on health data metadata and metadata catalogues. Building 

on previous Nordic initiatives and the first VALO project (VALO1), the work aimed to: 

1. Develop a common Nordic understanding of the HealthDCAT-AP metadata 

specification14. 

2. Improve understanding of the Nordic health data landscape under EHDS Article 5115. 

3. Explore the metadata requirements for effective use of artificial intelligence (AI).  

The overall objective was to promote harmonised implementation of EHDS metadata 

requirements across Nordic countries and improve cross-border discoverability and usability of 

health data. 

4.2 Key findings of the metadata work 

4.2.1 HealthDCAT-AP implementation: progress and remaining challenges 

4.2.1.1 Key findings 

HealthDCAT-AP specification has somewhat matured during the recent years, and participating 

countries have improved their understanding of the specification. However, implementation 

readiness remains uneven in and between the countries, and several fundamental challenges 

persist.  

The most important challenge is the lack of a consistent understanding of the HealthDCAT-AP 

information model. Countries continue to struggle with questions such as: 

• What constitutes a dataset? 

• How should dataset series or distributions be used? How to interpret the class 

Catalogue? 

• How should datasets from different EHDS data categories be represented? 

In addition, the HealthDCAT-AP property definitions are not yet clear enough. There is not yet 

unified view among the Nordic countries regarding the interpretation of various dataset level 

mandatory properties, which was demonstrated through a practical exercise (see summary of 

the pilot descriptions and questions regarding the interpretation of properties in the Annex 4b 

HealthDCAT-AP pilot descriptions). These unresolved issues present a risk to harmonised 

implementation and could undermine cross-border data discoverability. 

 
14 https://healthdataeu.pages.code.europa.eu/healthdcat-ap/releases/release-7/ 
15 Minimum categories of electronic health data for secondary use 

https://healthdataeu.pages.code.europa.eu/healthdcat-ap/releases/release-7/
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The project's mapping exercises showed that countries seeking to adapt existing catalogues, 

particularly Finland and Norway, will need substantial modifications to become fully compatible 

with HealthDCAT-AP. Decisions and plans should be made soon, but ongoing uncertainty 

regarding the correct interpretations is currently hindering rapid progress. 

A shared conclusion among all participating countries was that the current HealthDCAT-AP 

draft’s mandatory properties alone are insufficient to describe Nordic health data adequately. 

Additional metadata elements are required to support meaningful dataset descriptions and 

effective data discovery, especially at variable level. 

4.2.1.2 Main development needs 

The metadata group identified several priority areas for further development, which should be 

addressed at the EU level: 

• Clear guidance and practical examples on the HealthDCAT-AP information model. 

• More precise definitions of datasets across all EHDS Article 51 data categories. 

• Improvement of the HealthDCAT-AP property definitions and resolution of any 

ambiguities between properties. 

• Further development of many vocabularies used in HealthDCAT-AP.  

• Detailed, data category specific implementation guidance. 

• More EU-level training, examples, and implementation exercises. 

• Easier publication of pilot metadata descriptions within HealthData@EU Dataset 

catalogue to support communication of the issues, and the integration of feedback from 

various stakeholders. 

4.2.1.3 Country HealthDCAT-AP implementation status 

HealthDCAT-AP implementation approaches vary across countries: 

• Denmark has developed a HealthDCAT-AP-based national health data catalogue 

prototype and launched it as an internal catalogue. 

• Finland plans to adapt its existing national health data catalogue but faces challenges 

related to information model alignment. 

• Iceland is preparing to establish a HealthDCAT-AP-based catalogue and has applied for 

funding. 

• Norway is planning to implement HealthDCAT-AP in the current national catalogue and 

has made progress in developing metadata platform, validator tool for data holders, and 

enhanced metadata discovery services. 

• Sweden has chosen to build a new HealthDCAT-AP based catalogue with lessons 

learned from earlier national catalogue for registry data and a prototype catalogue 

developed in a direct grant project.  

Common challenges in implementation include uncertainty regarding information model and 

implementation requirements; limited resources and lack of metadata or technical expertise; lack 

of awareness, capabilities or resources of data holders, and inconsistent metadata quality 

among data holders. 
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4.2.2 Understanding the Nordic health data landscape 

4.2.2.1 Key findings 

EHDS broadens the categories of health data that must be made available for secondary use. 

Many participating countries currently lack a comprehensive overview of these data assets and 

their holders. The current EHDS definition of a health data holder would need practical 

clarification, and many countries have not yet established national processes of EHDS health 

data holder identification. 

The Metadata group performed an initial mapping exercise of health data holders and datasets 

across EHDS Article 51 data categories (minimum categories of electronic health data for 

secondary use, see in Annex 4c Nordic health data analysis tables). The exercise showed that 

uncertainty remains regarding: 

• Which Nordic organisations qualify as health data holders; 

• Which datasets exist in the countries corresponding to specific data categories, 

especially those that have not yet been described in the current catalogues; 

• Which data are actually covered by certain categories;  

• How these data should be organised and presented in catalogues, and how granular 

should the dataset division be. 

4.2.2.2 Main development needs 

It is important to seek to clarify the health data holder definition in the Nordics and create tools or 

other support for data holders to help them identify if they are health data holders according to 

EHDS. Communication about EHDS and metadata requirements for data holders is essential, 

and if it fails, it can potentially complicate the secondary use of health data by: 

• Potential data holders not recognising their obligations under EHDS; 

• HDABs facing difficulties identifying organisations that fall within the scope; 

• Cataloguing efforts being inconsistent between countries; 

• Data users not being aware of all the datasets that should be available.  

4.2.3 Preliminary understanding of the needs AI places on metadata 

The project also explored connections between metadata and effective utilisation of AI 

applications in connection to secondary use of health data.  

A preliminary analysis was made on how well a high-risk AI model developer could potentially 

assess the quality of data following the requirements set out in the Article 10 of the EU AI Act 

(Regulation (EU) 2024/168916 laying down harmonised rules on artificial intelligence), if a 

dataset was described based on the current EHDS requirements on metadata descriptions and 

data quality and utility labelling (HealthDCAT-AP Release 7 metadata specification and the data 

quality and utility label metrics17 developed by the QUANTUM project). When discussing the 

outputs of the QUANTUM project, it is worth noting that they will serve as the basis for the 

 
16 EUR-Lex - 02024R1689-20260727 - EN - EUR-Lex 
17 Deliverable 1.1 Specification of the data sets' quality and utility label | Zenodo 

https://eur-lex.europa.eu/eli/reg/2024/1689
https://zenodo.org/records/14937423


 

 Towards a Nordic guide to health data access under the EHDS    29 

 

   

 

implementing act on data quality and utility label, but there is no guarantee that the final EU 

requirements will align with them in the end. 

In addition to this, the Norwegian team shared their findings of a project on exploring metadata-

driven AI for variable discovery, application support and case processing in the Norwegian 

Institute of Public Health (FHI) called AI-Powered Metadata Discovery for Health Data 

Applications and Case Processing. Findings related specifically to metadata quality were 

discussed. 

4.2.3.1 Key findings 

The preliminary analysis concluded that metadata quality is a critical enabler of trustworthy AI 

use in health data environments.  

AI Act requirements versus EHDS requirements 

High-quality HealthDCAT-AP based metadata descriptions and data quality reporting most likely 

can help AI developers to assess certain required dataset quality related aspects, such as 

dataset provenance, data collection processes and original purpose of data collection. They can 

also help in assessing the availability, quantity, suitability and representativeness of the data that 

are needed. In particular up-to-date variable-level data quality and availability reporting – if 

provided by data holders – are likely to provide plenty of useful information to support the 

assessments. 

However, current HealthDCAT-AP metadata and QUANTUM data quality and utility label 

requirements might provide only a starting point for the deeper assessment. For high-risk AI 

development, it may be that more detailed information and analysis will often be required 

especially for the examination of potential biases and identification of relevant data gaps and 

shortcomings. It may also be necessary to consult the data experts at the data holder's end to 

gain in-depth knowledge of these aspects. 

Lessons from Norway on the use of AI in variable discovery 

Norwegian experiences using generative AI for metadata discovery demonstrated that AI 

performance on assisting variable discovery depends heavily on metadata quality. Effective AI-

assisted discovery requires metadata that are structured, standardised, complete, semantically 

harmonised, consistently maintained and frequently updated. 

Poorly documented or inconsistent metadata can prevent AI systems from identifying datasets or 

variables relevant to a particular study. Variable-level metadata was found to be particularly 

important for AI-supported data discovery and reuse. 

4.3 Summary of recommendations 

Following is a summary of recommendations for the Nordic countries: 

1. Continue and seek expanding Nordic cooperation 

• Maintain close collaboration on interpretation and implementation of EHDS metadata 

requirements. 

• Share lessons learned, best practices, tools, support models and identified national 

needs for metadata. 
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• Coordinate Nordic input into EU-level discussions and developments. 

• Continue pursuing long-term harmonisation of metadata standards, metadata 

catalogues, and data quality reporting. 

2. Continue practical implementation and piloting 

• Make pilot metadata publicly visible when possible and collect feedback from different 

data holders and communities of data holders, researchers and other data users, HDAB 

personnel, and other stakeholders. 

• Publish pilot dataset descriptions across diverse EHDS data categories. 

• Use pilot implementations to identify interpretation issues and to support EU-level 

discussions. 

3. Strive for improved guidance and definitions in the EU level 

• Bring Nordic findings in a consolidated manner to the EU level discussion. 

• Highlight the particular needs to: 

o Clarify the HealthDCAT-AP information model and the concept of datasets. 

o Develop practical examples and implementation guidance for different EHDS data 

categories. 

o Improve HealthDCAT-AP property definitions, vocabularies, and instructions. 

o Add new necessary dataset-level properties. 

o Clarify EHDS data category definitions and their metadata implications. 

4. Ensure metadata quality and governance 

• Invest in metadata quality, completeness, consistency, and long-term maintenance. 

Establish sustainable metadata governance processes. 

• Invest in data holder support and guidance in resource-efficient manner.  

• Especially to strengthen AI readiness: 

o Pay attention to structured, detailed and harmonised variable-level metadata. 

o Pay attention to documentation of dataset provenance, collection processes, original 

purpose of data collection, population coverage, classifications used, and data quality 

characteristics. 

• Establish mechanisms for collecting and using metadata quality and data quality-related 

user feedback. 

• Examine ways to utilise AI to support the production of high-quality metadata. 

5. Ensure adequate resources and technical support 

• Allocate resources for metadata and data quality and utility labelling implementation, 

maintenance, and support. 

• Ensure sufficient technical expertise in HDABs and the ability to support health data 

holders in technical issues. 

• Explore opportunities to leverage common technical tools in European or Nordic level. 
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6. Strengthen understanding of the Nordic EHDS landscape 

• As part of broader Nordic cooperation, develop and publish a Nordic self-assessment 

tool or other support material to help data holders identify their role as a health data 

holder.  

• Continue mapping health data holders and datasets across all EHDS Article 51 

categories. 

• Share methodologies, examples, and findings among Nordic countries. 

• Publish practical examples of datasets belonging to different data categories. 

7. Explore developing a common Nordic metadata framework 

• Explore the need to continue building a “Nordic HealthDCAT-AP extension” consisting of 

agreed additional important HealthDCAT-AP properties, supplementary metadata 

elements required for Nordic health data, and harmonised variable-level metadata 

specifications. This is necessary especially if developments at the EU level are not 

considered sufficient to meet the needs of the Nordic countries. 

• Strive for as harmonised dataset definitions as possible. 

• Strive for common approaches to data quality and utility labelling and data quality 

reporting. 

The above recommendations have effect on the User Journey for secondary use of health data 

and will be discussed at least partly also in Chapter 7. 
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5 Legal interpretation and implementation issues 

The VALO2 Legal Group included participants from all Nordic countries, although the level of 

participation varied, and received some contributions from Estonia and Lithuania. Due to these 

differences in participation, the group’s conclusions reflect the views of the participating experts 

from Denmark, Finland, Iceland and Norway. The group examined selected EHDS provisions 

that were considered particularly relevant or challenging, at the time of working, from the 

perspective of Nordic implementation. The work identified areas where a common Nordic 

interpretation could reduce unnecessary divergence, practical implementation issues that may 

create bottlenecks, and legal questions that remain unresolved and may require further 

clarification. Unless expressly stated and attributed otherwise, the interpretations and 

recommendations reflect views developed within the expert group and do not represent official 

positions of the participating countries, national authorities or the experts’ organisations. Where 

the report describes national legislation, official proposals or formally adopted positions, this is 

identified separately. The full reasoning, legal analysis and national implementation 

context are provided in the Nordic Interpretation of Specific EHDS Articles (Annex 5). 

5.1 Areas where the legal group reached a common interpretation 
The Legal Group reached common interpretations on several EHDS provisions where divergent 

national approaches could create unnecessary complexity. 

5.1.1 Statistical bodies – health data holders 

The group identified strong textual, systematic and functional grounds for considering statistical 

bodies that hold and process electronic health data for health-related official statistics to be 

health data holders under Art. 2(2)(t). However, this status is not automatic. Each statistical body 

must be assessed individually based on its activities, the intended purpose and users of its 

statistical products or services, its role in relation to the data concerned and all the conditions 

laid down in Art. 2(2)(t). 

5.1.2 Health data intermediation entities 

The group also developed common interpretations on several aspects of Health Data 

Intermediation Entities (HDIEs). The group considered that national implementation should allow 

organisational flexibility, including the possibility for public or private legal entities to act as 

HDIEs and for HDIE arrangements to be organised in relation to different categories of health 

data holders or datasets. The group also considered that the practical allocation of duties 

between a health data holder and an HDIE can be specified contractually, within the framework 

established by the EHDS and applicable national law. This would allow the health data holder to 

select and use one or more HDIEs and to define the practical division of tasks between them, 

while the relevant HDAB should be informed of the arrangement. 

5.1.3 Fees 

Regarding fees under Art. 62, the group agreed on several aspects of how the provision should 

be interpreted, including that the EHDS fee rules apply from the submission of an application 

under Arts. 67–69. At the same time, the analysis identified a structural concern with the current 

framework. The EHDS provides limited financial incentives for health data holders to invest in 
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systems and infrastructure that could make data extraction and provision more efficient, since 

such investments cannot generally be recovered through fees charged to applicants.  

 

Differences in national fee policies, combined with these limited incentives, may affect the cost 

and attractiveness of accessing data in different countries. This illustrates why continued Nordic 

cooperation remains important even where the underlying EHDS fee rules are relatively clear, as 

different implementation choices may still create practical barriers to cross-border access. The 

group therefore considered that these issues should remain on the Nordic and European 

implementation agenda. 

5.1.4 Application assessment 

The group also developed a common interpretation of the scope of the HDAB assessment under 

Art. 68(1)(b). Assessing whether the data requested in a data permit application are necessary, 

adequate and proportionate may, where relevant, require consideration of the scientific 

appropriateness of the proposed use and basic ethical aspects. This interpretation is particularly 

relevant in countries where national law does not require or allow a separate ethical review for 

the proposed secondary use, as it provides a means for relevant ethical concerns to be 

considered within the data permit assessment. This does not create a separate ethics review by 

the HDAB, but means that its assessment need not be limited to a purely formal or 

administrative exercise. 

5.2 Bottlenecks and implementation issues 

The legal group identified several issues where national implementation choices or the absence 

of established procedures may create practical bottlenecks for secondary use, particularly for 

cross-border projects. 

5.2.1 Opt-out 

A clear example is the implementation of the right to opt out. Member States have considerable 

discretion in designing their national mechanisms, including their level of granularity. Different 

Nordic approaches could result in differences in the data available for secondary use, affecting 

the representativeness and comparability of datasets and potentially making multinational 

studies more difficult. The group therefore considered opt-out implementation primarily an 

operational and policy issue that would benefit from continued Nordic cooperation, particularly 

between HDABs.  

5.2.2 Significant findings 

The handling of significant findings under Arts. 58(3) and 61(5) may constitute another 

bottleneck. Similar mechanisms already exist in some Nordic countries, but practical experience 

is limited and differences exist between national approaches. A particular challenge is that the 

EHDS refers to “any significant finding related to health” without specifying whether the finding 

must also be actionable, for example through treatment or prevention. This raises difficult 

questions concerning what should qualify as a significant finding, how significance and 

actionability should be assessed, which actors should be involved, and how information should 
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ultimately reach the individual concerned. The legal group therefore considered that further 

multidisciplinary guidance is needed and recommended addressing the issue at European level.  

5.2.3 IP rights and trade secrets 

The protection of intellectual property rights and trade secrets raises both legal and operational 

questions concerning how safeguards should be applied in practice. HDABs will need workable 

procedures for identifying and protecting commercially sensitive information without creating 

unnecessary restrictions on secondary use. The legal group considered that further work would 

require specialised expertise and coordination with the HDAB group, including a decision on the 

level of Nordic cooperation sought in this area. 

5.3 Questions that remain unresolved 

The Legal Group did not reach a common interpretation on all of the legal questions examined. 

5.3.1 Consent 

The most significant unresolved issue concerns the relationship between Recitals 52 and 62 and 

Art. 54(e) EHDS, particularly the role of consent. It remains unclear whether the reference in 

Recital 62 to ethical provisions relating to consent concerns only consent requirements 

connected to the GDPR legal basis for processing or may also extend to informed consent 

requirements under national research ethics frameworks. The relationship between this 

provision and the possibility of maintaining certain stricter national safeguards under the EHDS 

also remains unclear. The group considered that clarification at European level would be 

valuable to avoid divergent national interpretations.  

5.3.2 Legal responsibilities of HDIEs 

Another unresolved question concerns HDIEs and the allocation of legal responsibilities. 

Different views were expressed within the Legal Group on the extent to which responsibilities 

under the EHDS may be allocated to an HDIE under national law and how this relates to the 

HDIE’s possible role as a controller, joint controller or processor under the GDPR. The group did 

not reach a common interpretation on this relationship and considered that the allocation of 

responsibilities under the EHDS and the determination of roles under the GDPR require further 

clarification.  

These unresolved questions illustrate areas where continued Nordic legal cooperation and, 

where necessary, European-level guidance would be particularly valuable. Maintaining a Nordic 

forum for legal interpretation could help the countries exchange views as national 

implementation progresses, identify emerging differences at an early stage and, where 

appropriate, formulate common questions or positions for discussion at European level. 

5.4 Legal implications for the User Journey and support functions 

The findings of the legal group have direct implications for the User Journey for secondary use 

of health data. Divergent legal interpretations may result in different requirements, procedures 

and costs and thereby create unnecessary bottlenecks, particularly for cross-border data 

access. Several issues examined by the legal group are directly linked to the User Journey, 
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including the identification of health data holders and use of HDIEs, HDAB assessments, 

opt-out, fees, IP rights and trade secrets, and significant findings. 

An efficient User Journey therefore depends not only on consistent interpretation of the EHDS, 

but also on similar or harmonised approaches in areas where the Regulation leaves Member 

States national discretion. This concerns, for example, how the right to opt out is implemented, 

whether reduced fees are available, and the extent to which ethical aspects may be considered 

as part of the HDAB assessment under Art. 68(1)(b). Legal advice is also an important support 

function where the interaction between the EHDS and national legislation remains unclear. 

More broadly, unnecessary legal and implementation divergence within the Nordic region could 

weaken the Nordic countries’ position as forerunners in the secondary use of health data. Nordic 

cooperation should therefore seek to avoid unnecessary differences both in legal interpretation 

and in the exercise of national discretion, supporting a predictable User Journey and maintaining 

the region’s attractiveness for health data research and innovation. These considerations 

provide the legal context for the more detailed examination of the User Journey and related 

support functions in Chapter 7. 

5.5 Recommendations for continued cooperation 

The legal group identified several matters that would benefit from continued Nordic cooperation 

following the VALO2 project. The following recommendations reflect the views of the 

participating experts and indicate possible areas for further legal, operational and policy-related 

work. 

• Continue the legal group’s analysis of the relationship between the EHDS provisions on 

consent and national research ethics requirements, with the aim of developing a shared 

expert interpretation while monitoring Union-level guidance and case law.Examine how 

“healthcare or care sectors” should be interpreted under Art. 2(2)(t), including whether 

sectoral affiliation should be assessed primarily on an institutional or functional basis. 

• Explore, together with the metadata group and building on relevant national work such as 

Sweden’s decision-tree initiative, whether a common Nordic assessment tool or interface 

could support the assessment of individual organisations as potential health data holders. 

• Support the HDAB group in comparing national approaches to opt-out granularity and the 

exception under Art. 71(4), including through legal interpretation where needed. 

• Continue Nordic examination of HDIE models and seek further clarification of the 

relationship between responsibilities under the EHDS and controllership under the GDPR. 

• Develop Nordic cooperation on the practical protection of intellectual property rights and 

trade secrets, with the level and form of cooperation first considered by the HDAB group 

and legal support provided where appropriate. 

• Promote multidisciplinary European guidance on the handling of significant findings, 

including clear procedures, responsibilities and criteria for assessing significance and 

actionability. 
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• Prepare a joint expert opinion when the draft implementing act on fees is opened for public 

consultation, addressing incentives for health data holders and the effects of fee levels on 

cross-border access. 

• Consider whether the interpretation of Art. 68(1)(b) should form the basis of a common 

Nordic approach and, if supported by the participating countries, promote that approach in 

discussions with the European Commission and other Member States. 
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6 Ethical governance of secondary use 

The ethical expert group was established in response to Article 54(e) EHDS, which preserves 

the application of ethical provisions laid down in national law. Consequently, although the EHDS 

establishes a common European framework for secondary use, relevant national ethical 

requirements continue to affect the conditions under which health data can be accessed and 

used. Because these national requirements may differ and ethical expertise had so far been only 

marginally involved in EHDS implementation, it was decided that a separate ethical experts’ 

group was needed to map the Nordic ethical-review frameworks, identify potential cross-border 

bottlenecks and considered opportunities for greater transparency and cooperation. 

Against this background, the VALO2 ethical expert group examined national ethical review 

requirements relevant to secondary use in the Nordic countries and considered where 

differences between national systems may create barriers to cross-border use and where 

greater Nordic harmonisation or practical alignment could be beneficial. The work also sought to 

distinguish between differences that could be addressed through common guidance, procedures 

or other forms of practical alignment and those that are more closely connected to national 

legislation and structures. 

The work identified four particularly relevant themes: i) differences in national ethical review 

requirements and procedures; ii) the distinction between quality assurance (QA) and scientific 

research; iii) the practical impact of ethical and related national requirements demonstrated 

through the VALO2 pilot; and iv) the need for continued Nordic cooperation as the EHDS is 

being implemented. 

The full national mappings, comparative analysis and recommendations are provided in 

Ethical Governance of Secondary Use of Health Data in the Nordic Countries – 

Challenges, Comparisons and Future Collaboration under the EHDS, see Annex 6. 

6.1 National differences and opportunities for Nordic alignment 

The national mappings demonstrate that the role of the type of data used as a trigger for ethical 

review differs considerably between the Nordic countries. For example, in Finland, secondary 

use of existing health data does not generally require statutory ethical review solely because 

health data are used. In Denmark, data-only register-based research is generally outside the 

statutory ethical review system, but certain sensitive bioinformatic data, currently genome and 

imaging data, may trigger ethical review. By contrast, in Iceland, where the activity constitutes 

scientific research in the health sector, the ethical review requirement is not limited to particular 

categories of health data: research using identifiable or pseudonymised health data may require 

review across all the EHDS Art. 51 data categories. Sweden also uses the type of data as an 

important trigger, as scientific research involving special categories of personal data, including 

health data, falls within the Ethical Review Act. In Norway, the type of data is not in itself the 

primary trigger; the central question is whether the project constitutes medical and health 

research within the scope of the Health Research Act.  

These examples illustrate that the same type of health data does not necessarily trigger the 

same ethical review requirements across the Nordic countries. In some countries, particular data 
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categories are relevant to whether review is required, while in others the decisive factor is 

primarily the purpose and legal classification of the activity. For cross-border projects, the 

applicable ethical review pathway therefore cannot be determined from the fact that health data 

are being used alone. 

Other differences between the Nordic systems were also identified in the mapping, including 

territorial applicability of national ethical review legislation, application-language requirements, 

the competent bodies and applicable procedures, processing times, the validity and amendment 

of ethical approvals, and other national requirements connected with the ethical review pathway. 

These differences may affect cross-border projects and the overall User Journey. 

6.2 Quality assurance and scientific research 

The distinction between QA and scientific research emerged as one of the main cross-cutting 

issues. In this section, QA refers to the classification of an activity as quality assurance rather 

than scientific research when determining whether national ethical-review requirements may 

apply. It should not be confused with the separate metadata-related discussion of data quality 

and the EHDS data quality and utility label. Although organisational quality-assurance processes 

may affect how data are produced and documented, the concepts are used here in different 

regulatory and analytical contexts. 

The classification is important because, depending on national legislation, whether an activity 

constitutes scientific research may affect whether ethical review needs to be considered. The 

mapping nevertheless indicates that the boundary between QA and scientific research is not 

always straightforward. The mapping did not identify a shared Nordic legal definition or a single 

common interpretation of QA. It nevertheless identified certain recurring characteristics: QA 

commonly aims to monitor, evaluate or improve healthcare or healthcare services, supports 

patient safety and quality management, and focuses on existing practice or organisational 

development rather than primarily seeking to generate new, generalisable knowledge. These 

characteristics provide practical points of comparison but do not constitute a uniform Nordic legal 

test. Importantly, interpretations may also differ within the same country, for example between 

individual ethics committees, organisations or other competent authorities. Consequently, similar 

activities may follow different regulatory pathways depending on how they are classified in 

practice. 

The group therefore also considered the Nordic approaches against the broader European 

framework. Art. 53(1)(e) EHDS recognises scientific research as a permitted purpose for 

secondary use, including certain development and innovation activities and the training, testing 

and evaluation of algorithms and AI systems. The TEHDAS2 JA Guideline and the EDPB 

Guidelines 01/2026 provide relevant points of reference for interpreting scientific research under 

the EHDS and GDPR framework. The analysis supports focusing on the purpose and scientific 

characteristics of the activity, including whether it pursues genuine scientific objectives and uses 

recognised scientific methodology, rather than assuming that a particular technology or type of 

data use automatically constitutes scientific research. 

Greater common understanding of the distinction between QA and scientific research could 

therefore improve predictability both between and within the Nordic countries. This does not 
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necessarily require identical national legal definitions. Exchange of practices, discussion of 

borderline cases and, where feasible, common Nordic guidance could support greater 

consistency while respecting national legislation and the independence of the competent 

authorities. 

6.3 Practical impact demonstrated by the VALO2 pilot 

The importance of these questions was demonstrated directly through the VALO2 pilot. The 

experience showed that the classification of a project and the national ethical and related 

requirements following from that classification can have a major practical impact on the User 

Journey, including the competent authority, the procedures that must be completed and the time 

required before data can be accessed.  

In the Norwegian part of the pilot, a project that had initially been submitted to the same local 

hospital ethics committee that had assessed the earlier VALO pilot as QA, was instead classified 

as scientific research. This changed the applicable regulatory pathway and required ethical 

review by the Regional Committee for Medical and Health Research Ethics (REC). The timing of 

that determination meant that the next REC submission deadline had already passed. Following 

ethical approval, the project also required an exemption from the duty of confidentiality. The 

exemption was subjected to additional conditions requiring living participants to be informed and 

given an opportunity to opt out before access to the data could be provided. The combined effect 

of these sequential procedural requirements resulted in a delay of approximately five months, in 

data access, compared with the original project timetable. 

Importantly, the delay was not caused by ethical review alone. The pilot demonstrates how the 

classification of an activity can change the regulatory pathway as a whole and trigger several 

sequential national requirements. In this case, the conditions attached to the exemption from the 

duty of confidentiality, rather than the ethical review itself, became the most time-consuming part 

of the approval process.  

The pilot therefore provides a concrete example of why differences in ethical governance are 

highly relevant to the implementation of the EHDS. Requirements that may appear relatively 

limited when considered individually can have substantial cumulative effects on cross-border 

projects. Applicants should therefore be able to identify the applicable ethical and related 

national requirements at an early stage of project planning, before project structures, 

responsibilities and timelines are finalised. 

6.4 Ethical implications for the User Journey and support functions 

The findings of the ethical expert group have direct implications for the User Journey for 

secondary use of health data. The national requirements relevant to ethical review should be 

identified early, as they may affect the applicable procedures, project design, responsibilities and 

timelines. As demonstrated by the VALO2 pilot, addressing these questions only after the project 

and data request have been finalised may result in additional procedural steps and significant 

delays. 

Applicants should therefore have access to clear country-specific information before or at the 

beginning of the data-access phase. This should enable them to identify whether ethical review 
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or other related national requirements apply, which bodies are competent, and how the relevant 

procedures relate to the data-access process. For cross-border projects, information on 

differences such as territorial applicability, application-language requirements and procedural 

sequencing should be readily accessible. 

Particular support may be needed where the classification of the activity is uncertain. As 

discussed above, the distinction between QA and scientific research can affect the regulatory 

pathway, and interpretations may differ both between and within countries. Practical guidance 

and access to appropriate ethical and legal expertise could help applicants identify these 

questions early and seek clarification from the competent national bodies where necessary. 

Ethical requirements should therefore not be treated as an isolated approval step, but as one of 

the issues that may need to be considered throughout the User Journey. 

6.5 Conclusions and recommendations 

The work of the ethical expert group demonstrates that national ethical governance remains an 

important source of differences in the Nordic secondary-use environment under the EHDS. 

These differences concern both the circumstances in which ethical review is required and the 

procedures surrounding it. The VALO2 pilot demonstrated that their practical consequences can 

be substantial when national requirements form part of a sequence of procedures that must be 

completed before data can be accessed. 

A further important finding concerns the involvement of ethics committees in EHDS 

implementation. Ethics committees will continue to play an important role wherever national 

legislation requires ethical review and may also provide ethical expertise within the EHDS 

governance framework. Despite this, ethics committees have so far been only marginally 

involved in broader EHDS implementation activities, and awareness of the EHDS and its 

implications for ethical review processes appears to remain limited among some committees. 

The VALO2 work itself therefore also served to familiarise participating ethical experts with the 

EHDS and to connect this expertise with the wider Nordic implementation work. 

This points to a need to involve ethics committees and ethical expertise in EHDS implementation 

at an early stage, rather than only once the first secondary-use applications are submitted. Early 

involvement would allow questions concerning the interaction between existing ethical review 

procedures and the EHDS to be identified before the system becomes fully operational and 

would support cooperation between ethics committees, HDABs and other actors involved in 

secondary-use governance.  

Continued Nordic cooperation should therefore focus on distinguishing between differences that 

follow from national legislation and structures, areas where greater practical alignment or 

common guidance is possible, and areas where greater harmonisation may be beneficial. The 

objective should not be to replace national decision-making or require identical ethical review 

systems, but to reduce unnecessary divergence and make the remaining national differences 

sufficiently transparent and predictable for applicants. 
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Recommendations: 

• Involve ethics committees and ethical expertise in national and Nordic EHDS 

implementation at an early stage, including in discussions concerning the interaction 

between ethical review and HDAB procedures;  

• Improve applicant-facing information on national ethical review requirements and related 

procedures, including the applicable review triggers, competent authorities, procedural 

steps and expected timelines;  

• Support greater consistency in distinguishing QA from scientific research, including through 

exchange of practices and discussion of borderline cases;  

• Strengthen cooperation between ethics committees, HDABs and other relevant authorities 

involved in secondary-use governance;  

• Use practical cases and future cross-border projects to identify bottlenecks and areas 

where Nordic alignment or common guidance could improve the User Journey;  

• Continue examining emerging questions concerning AI and algorithm development, 

including possible gaps in ethical assessment and the risk that different national responses 

could create unnecessary divergence; and  

• Maintain a Nordic forum for ethical governance under the EHDS, enabling ethics 

committees and other ethical experts to exchange experiences and remain connected with 

the wider legal, technical and policy implementation work. 

 

 



 

 Towards a Nordic guide to health data access under the EHDS    42 

 

   

 

 

7 The User Journey, bottlenecks and support functions 

This chapter, complemented by Annex 2, emanates from the User Journey described by the 

TEHDAS Joint Actions18,19, elaborating on that concept and discusses related bottlenecks as 

well as recommended support functions and activities to avoid or mitigate these. The chapter's 

content is based on the output of all three WS2 work groups, combined and presented in 

conjunction to the User Journey step it concerns. 

It must be emphasised that this report should not be seen as final and exhaustive with regard to 

the User Journey in relation to bottlenecks and facilitating recommendations. This is a first 

Nordic version of a guide of this kind, and it may be followed in the future by updated and 

complemented versions. Conditions as well as recommendations described here may also differ 

from those applicable for other European Union Member States. 

7.1 User Journey and recommended support functions 

Here the different steps as well as sub-steps of the User Journey are described, together with 

examples of identified barriers or bottlenecks as well as recommended support functions and 

activities to avoid these. It is an effort to describe at least the basic requirements and 

prerequisites for making the User Journey as smooth, yet secure, as possible, especially from 

the perspective of the applicant or health data user. For the sake of simplicity, the term health 

data user will be used almost consistently throughout the following text, including at stages prior 

to data access. 

Most steps of the User Journey are introduced using quotes from the description presented by 

TEHDAS2. 

7.1.1 Pre-discovery and metadata publication 

• Data holder identification 

• Dataset identification 

• Metadata and data quality and utility label  

 

The pre-discovery step is actually not part of the original User Journey described by TEHDAS2, 

and is not a noticeable step for the health data user. Nevertheless, since this step — along with 

the appropriate supporting functions — forms the foundation for carrying out the subsequent 

steps (Data discovery, etc.), it has been included here to make the guidance for EHDS2 

preparations more complete.  

Relationship to the TEHDAS data lifecycle 

VALO2’s pre-discovery phase operationalises and expands the metadata-publication 

prerequisite identified in the TEHDAS User Journey and the publication phase of the TEHDAS 

 
18 TEHDAS: Deliverable 7.2 - Options for the services and services architecture and infrastructure for 
secondary use of data in the EHDS. 4 July 2023 
19 TEHDAS2: M8.4 Draft guideline for data users on handling research outcomes), April 2026 
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data lifecycle. It comprises the back-office activities required before a data user can discover 

data, including the identification of health data holders and datasets, preparation and validation 

of metadata, publication in national dataset catalogues, maintenance and updating of catalogue 

records, and synchronisation with the EU Dataset Catalogue. Metadata publication does not in 

itself involve transferring the underlying electronic health data or personal data. 

7.1.1.1 Data holder identification 

Data holders may experience difficulties assessing whether or not they are health data holders 

according to the EHDS Regulation, and if their data fall under the minimum categories of 

electronic health data in Article 51. Failing to do these assessments may delay a data holders’ 

preparations for EHDS. 

The VALO2 legal group has considered the definition of a health data holder under Art. 2(2)(t) 

and concluded that statistical bodies should, as a general rule, be considered health data 

holders under the EHDS. This common interpretation provides one example of how Nordic legal 

cooperation can support more consistent identification of health data holders and could be 

reflected in practical guidance and assessment tools. 

With the aim to empower organisations in these assessments for identifying health data holders, 

one suggested strategy is to provide practical support through accessible self-serve digital tools. 

In this case, a decision tree and an assessment list. 

The decision tree would be an interactive tool structured to guide data holders through the 

different steps of the assessments, e.g. by context on demand from regulatory and related texts, 

definitions and examples. Data holders would document their assessments at each step, also 

capturing negatives, i.e. if data holders conclude they are not a health data holder according to 

EHDS, or their data does not belong to the minimum categories. 

The assessment list would (could?) generate a dynamically populated repository over time as 

organisations complete their decision tree journey. By using this list, data holders should be able 

to benchmark their assessments against those of other data holders.  

The list could also benefit identification of discrepancies and differences in assessments (e.g. 

missing datasets in similar data holders) and used as a basis for discussions on consensus 

between data holders and the HDAB, as well as to provide a structured basis to guide HDAB 

supervision and harmonising supervision with other member states. 

If these or similar tools are developed in the Nordic countries, co-operation may bring joint 

learning and sharing the tools may bring value for process development. 

Recommendation: Offer self-assessment tool for facilitating health data holder 

identification. 

7.1.1.2 Dataset identification 

According to Article 60 of the EHDS Regulation the health data holder is obliged to provide the 

HDAB with the necessary, and updated information about its dataset(s), including potential data 

quality and utility label documentation. Most likely health data holders will need support for being 

able to comply to these requirements. 
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Since the provision of datasets is in principle mandatory for all health data holders, there is also 

an element of supervision here. This supervisory role is part of HDAB’s areas of responsibilities. 

Recommendation: Support to health data holders to identify relevant datasets. 

7.1.1.3 Metadata and data quality and utility label 

For the health data holder to provide the mandatory information to the HDAB and the national 

dataset catalogue, there is a need to comply to the rules for using HealthDCAT-AP. As 

described earlier in this report, the structure and function of this standard – still under 

development – is not easily understood. In addition, countries most probably have their own, 

more detailed metadata requirements, particularly regarding detailed variable descriptions. Data 

holders also must produce a data quality and utility label for data collected with public funding, in 

the manner specified later in an implementing act. Therefore, the health data holders (and other 

concerned stakeholders) must have good guidance and support available, in order to be able to 

use HealthDCAT-AP and data quality and utility label in the way it is intended and provide 

metadata and data quality and utility label with a sufficient level of accuracy. 

Recommendation: Support to health data holders to provide correct and comprehensive 

metadata. 

7.1.2 Data discovery 

• Data search  

• Find/Identify data 

• Assess data findings 

7.1.2.1 Data search 

TEHDAS2 describes this step as follows: 

“Before requesting access to electronic health data, the data user identifies whether relevant 

datasets exist and whether they are suitable for the intended purpose. This phase involves 

consulting dataset catalogues, metadata repositories, and other discovery tools made available 

through national dataset catalogues and the EU dataset catalogue connected to the 

HealthData@EU infrastructure. Through these tools, data users can assess dataset availability, 

structure, quality, and conditions for access. Once suitable datasets have been identified, the 

data user may proceed to the data access phase.” 

The health data user may need guidance for where to start the search, how to use different 

search tools (perhaps depending on the type of data wanted), and how to save the result of the 

search. 

Recommendation: Support to health data user to initiate a correct and efficient data 

search. 

7.1.2.2 Find/Identify data 

For efficient data discovery several search modalities may be developed and used in the 

national catalogues as well as in the EU dataset catalogue. Support should be developed for 

both basic and more advanced use cases and users. 

With regard to searches in the EU dataset catalogue, this has been touched upon in TEHDAS2: 
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• “Search Mechanisms: Users are introduced to basic keyword retrieval for initial 

exploration and advanced, property-based SPARQL queries for technical users requiring 

precise, repeatable results. 

• Iterative Refinement: These search tools are augmented by dynamic filtering 

mechanisms—mapped directly to EHDS data categories, population characteristics, and 

coding systems—alongside multi-faceted sorting options to prioritise relevance and 

currency.” 

When the health data user has completed the data search it is important that the search result is 

saved properly and that the data user can find the source of the identified data. 

Recommendation: Support to health data user to identify health data of relevance in 

national as well as in EU catalogue, and save search result for further analysis and use. 

7.1.2.3 Assess dataset suitability and study feasibility 

To support a well-founded application and avoid unnecessary administrative work, the results of 

the initial, and where appropriate iteratively refined, data search should be thoroughly assessed 

before proceeding to the formal application procedure. According to TEHDAS2 

recommendations, guidance on interpreting dataset records should enable prospective 

applicants to use metadata as structured decision support. The assessment may cover, among 

other things: 

• Provenance and governance: Identification of the organisations responsible for creating, 

maintaining and making the data available, as well as the relevant HDAB or HDABs responsible 

for the application process. 

• Content and coverage: Assessment of the geographic scope, time coverage, population, 

level of detail and categories of electronic health data represented in the dataset. 

• Technical interoperability: Review of the standards, terminologies, such as ICD-10 or 

SNOMED CT, classifications, formats and data models used. 

• Variable-level information: Use of non-disclosive resources, such as data dictionaries, 

variable lists, summary statistics and synthetic or proxy datasets, to assess whether the data 

could support the proposed purpose and methodology without requiring access to the underlying 

electronic health data. 

• Data availability and expected cohort: Non-disclosive information about the availability of 

relevant observations, variables or individuals, such as the approximate number of individuals 

meeting specified criteria. 

• Data quality and known limitations: Information on completeness, accuracy, consistency, 

timeliness, coding practices, changes over time, known quality issues and other limitations that 

could affect the proposed use. 

• Linkage and preparation requirements: Preliminary information about possible linkages, 

expected data preparation, harmonisation or transformation needs, and foreseeable 

methodological or technical constraints. 
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In straightforward cases, prospective applicants may be able to complete the assessment using 

information available through the dataset catalogue and associated documentation. In more 

complex cases, a feasibility or prestudy service may be required to determine whether the 

available data can support the proposed purpose, methodology and study population. 

Detailed knowledge of a dataset often resides with the health data holder or experts close to the 

data. The HDAB should therefore provide or facilitate a controlled channel through which 

prospective applicants can obtain appropriate support from relevant data experts without 

disclosing personal electronic health data or other protected information. Depending on the 

circumstances, this support may include structured feasibility queries, availability reporting, data-

quality information, written clarification, or direct communication with the health data holder or 

relevant data experts. 

The level of support should be proportionate to the complexity of the proposed use and the 

information already available through the dataset catalogue. The assessment should enable the 

prospective applicant to decide whether to proceed with an application, refine the proposed 

study or data specification, identify additional datasets, or discontinue the planned application. 

Where possible, relevant information generated during the assessment should be reusable in 

the subsequent application process, thereby reducing duplication for the applicant, HDAB and 

health data holders. 

Recommendation: Support prospective applicants in assessing dataset relevance, 

suitability and study feasibility before submission of a formal application. The HDAB 

should provide or coordinate an identifiable and proportionate feasibility-support service, 

including access to non-disclosive availability and data-quality information and, where 

necessary, controlled communication with health data holders or experts close to the 

relevant datasets. 

7.1.3 Data access 

• Legal assessment 

• Ethical requirements assessment 

• Application submission 

• Application processing 

• Application supplements 

• Application decision 

According to TEHDAS2: “In the data access phase, the user fills in and submits a dedicated and 

standardised data access application form or a data request to an HDAB. The user must 

complete the information required in the form, upload necessary documents, and provide 

justifications as needed.” 

Data access application form is used when the user seeks to use personal level data. A 

granted application results in a data permit and access to health data within an SPE. Data 

request is for cases when the user wants to apply for anonymised statistical data. Approval of 

the latter results in an anonymised statistical answer rather than access to underlying data. 
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The data access application must describe:  

• the purpose of the secondary use,  

• the datasets requested, 

• the intended methodology, 

• compliance with applicable safeguards and legal requirements. 

The Data access phase is supported by two related but distinct categories of digital services. 

Application-side services support the applicant in preparing, submitting, supplementing and 

monitoring an application or data request. Grant-side services support HDABs and, where 

applicable, trusted health data holders in reviewing, coordinating, documenting and deciding the 

case. Distinguishing these service categories helps clarify responsibilities, access rights, 

interoperability needs and the handling of cross-border applications. 

The application-side support should explicitly cover: 

• application drafting and validation; 

• saving a draft; 

• submission; 

• status tracking; 

• messaging and clarification; 

• supplementation; 

• viewing the decision and conditions; 

• application and permit history. 

The grant side should include: 

• completeness checks; 

• routing to responsible bodies; 

• cross-border coordination; 

• requests for information; 

• legal, ethical and proportionality assessment; 

• decision logging; 

• permit generation; 

• audit trail; 

• appeal or review information, where applicable. 

7.1.3.1 Legal assessment 

With regard to legal ground for data access, prospective applicants should have access to clear 

guidance on the permitted purposes under Article 53 and the prohibited uses under Article 54. 

Early guidance could help applicants assess whether a proposed use is eligible before preparing 

an application and reduce unnecessary work for both applicants and health data access bodies. 



 

 Towards a Nordic guide to health data access under the EHDS    48 

 

   

 

Clear guidance should be provided alongside the relevant forms. It should explain that a health 

data access application under Art. 67 may result in access to anonymised or, where sufficiently 

justified, pseudonymised data under a data permit issued pursuant to Art. 68. A health data 

request under Art. 69 provides only an anonymised statistical response and does not give the 

applicant access to the underlying data. 

Applicants should also be able to identify at an early stage where additional legal considerations 

may arise, including national opt-out arrangements, applicable fees and requirements 

concerning intellectual property rights or trade secrets. Where the applicable requirements or the 

interaction between the EHDS and national law are unclear, access to appropriate legal 

guidance should be available 

Recommendation: Provide health data user (applicant) with clear and accessible 

guidance on the applicable EHDS access pathway and relevant national legal 

requirements, with access to legal support where interpretation or national requirements 

may affect the application or subsequent data access. 

7.1.3.2 Ethical requirements assessment 

Before submitting an application, the health data user should also be clearly informed about the 

ethical requirements applicable in the country (or countries) concerned. National rules differ 

considerably across the Nordic countries, including as to when ethical review is required and 

which projects fall within its scope (i.e. QA or scientific research). The health data user should 

therefore be able to determine at an early stage whether a separate ethical review is required 

under national law and which procedure applies. 

Applicants should also be informed whether the national HDAB considers basic ethical aspects 

as part of its assessment based on Art. 68(1)(b) when assessing whether the requested data are 

necessary, adequate and proportionate. The applicant should identify and address relevant 

ethical aspects already when preparing the data access application and provide sufficient 

justification for the proposed use and the data requested. This assessment by the HDAB would 

not constitute a separate ethical review. 

Recommendation: Provide health data user (applicant) with clear country-specific 

guidance on special national ethical review requirements and on whether and how the 

HDAB considers basic ethical aspects based on Art. 68(1)(b), including guidance on how 

relevant ethical aspects should be addressed in the data access application. 

7.1.3.3 Application submission 

The health data user is responsible for submitting a correct and complete application. With the 

importance of this sub-step in the application process as a whole, there should be appropriate 

and sufficient support available already during the preparation of the application. The experience 

of the current Nordic health data permit authorities is in general that guidance and support is 

frequently needed for this sub-step. An investment in this, with a suitable combination of 

supporting format and modalities (see below), will save time and resources, not the least for the 

HDAB and perhaps also for the (trusted) health data holder. 



 

 Towards a Nordic guide to health data access under the EHDS    49 

 

   

 

Adequate support at this stage also significantly reduces the risk of the application requiring 

supplementation, which is otherwise a common additional element in the case volume. 

Recommendation: To have HDAB functionalities in place for needs-based support and 

guidance to health data user in application writing and submission. 

7.1.3.4 Application processing 

As soon as the data application has reached the HDAB, the application processing should be 

initiated. For this the HDAB needs to have the proper resources and efficient organisation in 

place. 

A first step of the process is to assess whether the application is complete, containing all the 

necessary information. If this is not the case, this should be communicated promptly to the 

applicant with clear information about what is missing in the application. If possible with an offer 

for a guiding telephone call or digital meeting. 

The HDAB should strive to complete the assessment of the application as soon as possible 

within the time limit stipulated in the EHDS Regulation. If, for some reason, this cannot be met, 

then the HDAB must communicate this to the applicant, with further information about the 

process. 

An alternative procedure for handling applications is for HDAB to appoint a trusted health data 

holder (EHDS Article 72) to assess the application (in cases where it concerns only the holder’s 

own health data) and submit a recommendation for the HDAB’s final decision on the matter. 

Furthermore, they should be able to provide access to health data via an SPE. All in all, this 

would relieve the burden on HDAB and potentially save time in the process. 

Recommendation: To have HDAB functionalities in place for prompt and efficient 

application processing, and if applicable, the same for trusted health data holders. 

7.1.3.5 Application supplement 

This is a part of the application process that becomes relevant only if there are deficiencies in 

the original application. Since this is a time-consuming sub-step for all the central actors it 

should be avoided as far as possible. However, when it comes to the need for supplementing 

the application, this should be processed as swiftly as possible and with clear communication 

from the HDAB about what is still needed. 

Again it is recommended to use the appropriate format and modalities for communication and 

support, in order to have the application completed as soon as possible. 

Recommendation: Clear and prompt information and support from HDAB to health data 

user to supplement and complete the deficient application. 

7.1.3.6 Application decision 

“The HDAB assesses the application and may issue a data permit or approve a data request if 

the conditions set out in Chapter IV of the EHDS Regulation are fulfilled.” 

The HDAB decision in an application matter should be clearly formulated and promptly 

communicated to the applicant, without delay. If the decision is granting a data permit to the 
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applicant it should be accompanied by clear information about the subsequent process for health 

data access, and where the health data user can find all the necessary information and support 

for this. 

Recommendation: Timely decision by HDAB followed by prompt and clear 

communication to applicant. 

7.1.4 Data preparation 

• Data curation and integration 

• Data provision and SPE onboarding 

“Once access has been granted, the relevant health data holder(s) provide the requested 

datasets to the HDAB or the designated infrastructure responsible for preparing the data for 

secondary use. During this phase, datasets may undergo technical and organisational 

preparation measures, including: 

• pseudonymisation or anonymisation where appropriate, 

• application of data minimisation principles, 

• preparation of the dataset according to the conditions specified in the data permit. 

These measures ensure that the data made available to the data user comply with the 

safeguards established by the EHDS Regulation.” 

7.1.4.1 Data curation and integration  

Data curation is the process of selecting and collecting the data authorised by the HDAB for 

secondary use. Depending on the application and the clarity of the data permit, in combination 

with the characteristics of the dataset in question, the curation can be a more or less laborious 

procedure. The permit decision, with its information about the authorised dataset, should of 

course be formulated in such a way that the health data holder can interpret and apply this as 

easy as possible for the curation. 

Data curation and integration comprise the following: 

• extraction and selection according to the permit; 

• data minimisation; 

• harmonisation of formats and coding; 

• data cleaning and transformation; 

• record linkage where authorised; 

• treatment of identifiers; 

• pseudonymisation or anonymisation at the appropriate point; 

• validation that the prepared data correspond to the permit; 

• documentation of transformations and provenance. 

These measures are required to make the authorised data usable and compliant with the permit. 

Where authorised record linkage is required, it must occur before irreversible anonymisation. 
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The location and responsibility for integration should be defined in advance, taking account of 

data expertise, scalability, security and the roles of the data holder, HDAB and SPE operator. 

To reduce administrative burden and in light of effectiveness and efficiency principles, Member 

States may require in their national law that health data intermediation entities carry out the 

duties of certain categories of health data holders, particularly for the secondary use of health 

data. They help centralise data access, compliance, and secure data exchange, thereby 

reducing the burden on individual data holders. However, they are distinct from trusted health 

data holders. 

Recommendation: Clear and supportive HDAB decision for health data holder to easily 

collect and curate the authorised dataset. 

7.1.4.2 Data provision to SPE 

This step comprises loading the permitted health data into the SPE, according to the HDAB 

decision. Data provision is the controlled transfer of the prepared dataset from the data holder to 

the designated SPE. It should use secure and, where feasible, automated machine-to-machine 

mechanisms, with confidentiality and integrity protection, transfer logging, and verification that 

the deposited data conform to the data permit. The SPE should offer suitable and approved 

analysis tools for the curated health data. 

Recommendation: As part of the HDAB functionality the SPE operator should ensure 

prompt and secure health data provision to a designated and suitable SPE. 

7.1.4.3 SPE onboarding of data users 

This step comprises providing access for the authorised health data user(s) to the SPE, 

according to the HDAB decision. Data user onboarding is the separate process of verifying the 

identity and authorisation of each permitted user, providing project-specific training and access, 

and ensuring that the user understands the applicable conditions and security requirements. The 

authorised health data user(s) shall well in time be provided clear information on how to log in to 

the correct SPE, for getting access to the permitted health data in de-identified format.  

Recommendation: As part of the HDAB functionality the SPE operator should ensure 

prompt and secure onboarding to the designated SPE for authorised users. 

7.1.5 Use of data 

• Data analysis 

“During this phase, the data user performs the authorised analysis using the electronic health 

data. Where personal-level data are involved, the analysis must take place within an SPE or 

another authorised processing environment. The data user must conduct the analysis strictly in 

accordance with: 

• the conditions of the data permit, 

• the approved purpose of processing, 
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• the applicable data protection and security requirements.” 

7.1.5.1 Data analysis 

Following a correct and completed onboarding the health data user should be able to initiate the 

data analysis according to the HDAB decision. It is recommended that the health data user is 

properly informed and trained to correctly operate the SPE and the permitted data, so that there 

is no risk for data breach or compromised data. Ongoing technical support should be available 

for the data user, should there be a need for that. 

Access permissions should be linked to the authorised project and data permit. Where a user 

participates in several projects, each project environment should remain technically and logically 

isolated unless combination of the data is explicitly authorised. Access should expire 

automatically when the permit ends. The SPE should provide approved tools, controlled 

procedures for introducing additional code or data, logging and monitoring, and sufficient 

computational capacity for the approved analysis. 

Analysis support should address: 

• a standard set of approved analysis tools; 

• a controlled process for requested amendments/changes, e.g additional tools or libraries; 

• controlled upload of the user’s own software, code, models, or data; 

• malware scanning or quarantine; 

• project-specific isolation; 

• access rights linked to the project and permit, not merely to the person; 

• automatic expiry of access; 

• logging and monitoring; 

• support for reproducible analysis, including version control and containers; 

• sufficient CPU, memory, GPU, storage, and specialist resources; 

• federated analysis where relevant; 

• common data models and machine-readable API20 where appropriate. 

Federated analysis21: Where federated analysis is used, the journey may involve several SPEs 

and an orchestration function rather than transfer of all data into one SPE. The permit, technical 

preparation, execution controls, validation of partial outputs, and final disclosure review must 

nevertheless form one coordinated project workflow. 

Recommendation: Support for health data user to quickly, correctly and securely initiate 

the approved data analysis (information, SPE analysis tooling). Sufficient HDAB logging 

and monitoring of correct SPE operation and data use. 

 
20 Application Programming Interface 
21 Federated analysis is a form of distributed analysis in which data remain under the governance and 
control of their original custodians, while analysis is performed through coordinated execution across 
multiple data-holding sites. 
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7.1.6 Finalisation 

The finalisation step is where the health data user needs to ensure a proper disclosure of its 

findings, following the FAIR principles22. This step comprises the following: 

• Results validation and release; 

• Archiving and reproducibility; 

• Publication and FAIRification; 

• Significant findings and feedback; 

• Return of enriched data; 

• Closure, retention, and deletion. 

Including Reporting and communication of outcomes (support/inform health data user about 

this). 

7.1.6.1 Results validation and controlled release 

Before any output leaves the SPE, it should undergo a documented disclosure-control review to 

verify that it contains no personal electronic health data and complies with the permit. The 

review may combine automated controls with risk-based manual inspection. Roles, review 

criteria, processing times, revision procedures and the audit trail should be communicated to the 

data user before analysis begins. 

TEHDAS treats export control as both a technical and organisational process. Controls may 

include virtual-desktop restrictions, disabled copy/paste, thresholds, file-type and size checks, 

quarantine, manual review, automated screening, and four-eyes review. 

Recommendation: HDAB ensures (monitors) that the health data user has successfully 

retrieved (only) the analysis results from the SPE, in a timely manner. 

7.1.6.2 Archival and reproducibility 

Project closure should include a reproducibility and archival package, where applicable, 

containing approved outputs, protocols, queries, code, software and package versions, data-

transformation documentation and sufficient provenance information. Any future access to 

personal or pseudonymised data for validation or reproduction must follow the applicable permit 

process. 

This sub-step comprises: 

• archiving of permitted outputs; 

• retention of code, queries, protocols, software versions, and metadata; 

• a reproducibility strategy; 

• controlled re-access where permitted; 

 
22 Wilkinson, M., Dumontier, M., Aalbersberg, I. et al. The FAIR Guiding Principles for scientific data and  
stewardship. Sci Data 3, 160018 (2016) 
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• clarity on whether data, synthetic data, subsets, or only code and provenance are 

retained. 

7.1.6.3 FAIR-compliant output preparation 

TEHDAS explicitly mentions FAIR-compliant disclosure and preparation of outputs for 

cataloguing and repositories. Health data users should receive guidance on preparing reusable 

and FAIR-aligned project outputs, including appropriate metadata, persistent identifiers, 

documentation, ontologies, and deposition in suitable repositories where this is legally and 

ethically permissible. 

Recommendation: HDABs should support health data users in publishing anonymous 

results as required by Article 61(4), and should implement that obligation in a FAIR-

aligned manner through metadata, provenance, identifiers, documentation and clear 

reuse conditions. 

7.1.6.4 Significant findings, incidental findings, and data-quality feedback 

Where a permitted analysis produces a potentially significant health-related finding (see 5.2.2 

Significant findings, in Legal chapter above), the data user should have a clearly defined channel 

for reporting it to the HDAB. The HDAB should coordinate assessment and any subsequent 

communication according to applicable law and national procedures. A separate channel should 

allow data users to report errors, inconsistencies or potential improvements in the source data 

and metadata. 

Recommendation: HDAB support to health data user how to report significant findings, or 

other concerns stipulated in the Regulation. 

7.1.6.5 Deletion and retention 

At permit expiry or project closure, access should be withdrawn and the HDAB (SPE operator) 

should delete or retain the deposited data in accordance with the permit and applicable law. 

Completion of deletion or authorised retention should be recorded and auditable.The deletion 

procedure can be automated. 

Recommendation: Assured (automated?) HDAB routine for deleting (or retaining) within 

time limit the analysed dataset from SPE. 

7.2 Support functions – format and modalities 

Different support functions and activities, as discussed in the previous section, can be provided 

in varying formats and through various modalities (“channels”).  

In most cases these support functions address the applicant and data user. However, for certain 

steps and sub-steps of the User Journey the key actor (with potential need for support) can be 

the health data holder or another actor taking an important part of the User Journey process. 

The format and/or modality of the support may differ depending on the target group. 

Suitable formats can be: Live human support, guidance, regularly organised training, training 

tailored to specific needs, chatbot or other interactive AI/algorithm support, FAQ (Frequently 

Asked Questions), user community, video, self assessment. 

Potential modalities can be: HDAB office visit, telephone call, digital meeting, website, email. 
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Needs-based innovation is of course welcome, and the number of (good) examples at Nordic 

and Baltic level will most likely increase in the years ahead. At the same time the discussions 

and initiated benchmarking of the WS2 work clearly indicate that for several of these support 

functions there are benefits in sharing concepts, or even jointly develop support tools of different 

kinds. A Nordic harmonisation of support functions and activities should be beneficial. 

Since communication is key for an optimal User Journey, language is a fundamental factor. All, 

or at least most support functions will probably be necessary to offer in the national language of 

each country. However, as part of the preparations for EHDS the same information will be 

needed in English, and perhaps also in other EU languages. The development of Large 

Language Models (LLMs) and other AI tools may be valuable in making translational activities 

more or less automated, in line with other similar translational procedures connected to the 

EHDS preparations and implementation.  

Data from the Nordics: A joint Nordic overview for data users 

Nordic cooperation between authorities involved in the secondary use of health data is currently 

not very visible to data users during the application process. One simple way to improve this 

would be for Nordic health data authorities to contribute to a shared, supportive “Data from the 

Nordics” web information service. 

The section should be short, easy to scan, and focused on helping users quickly understand 

how data access works in each Nordic country. Rather than replacing national guidance, it would 

provide applicants a shared Nordic overview of access models, application routes, relevant 

authorities, and links to detailed national instructions. The content could remain largely stable 

over time, making it easy to maintain while supporting a more visible and coherent Nordic User 

Journey. While small in scope, the approach could serve as a starting point for further user-

facing Nordic collaboration as the implementation of the EHDS progresses. An illustration of the 

concept is included as Annex 7a. 

The same page could also offer the possibility to book a joint online consultation with 

representatives of the countries from which an applicant is considering requesting data. To 

minimise the workload for participating authorities, consultations should be offered on a fixed 

schedule. 

7.3 Prioritised recommendations and conclusions 

This consolidated synthesis emanating from the work of the different work groups of VALO2 

WS2 presented above demonstrates that smooth secondary use of health data under the EHDS 

depends on coordinated implementation across organisational, technical, metadata, legal and 

ethical domains. Bottlenecks in one area can prevent progress in another. Nordic cooperation is 

therefore most useful when it produces common practical tools, examples and transparent 

descriptions without attempting to replace national competence. 

7.3.1 Nordic cooperation 

WS2 of VALO and VALO2 has had a clear focus on continued networking, sharing of EHDS2-

relevant experiences, news and information, further strengthening the trusting environment that 

has come to characterise the quarterly held Competence Forum. According to the evaluations 

and feedback from the participants this is a valuable resource for supporting the complex 
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process of preparing, organising for, and implementing the respective national authority 

functions as well as conducting the legal interpretations and adaptations in relation to the EHDS 

Regulation. Therefore, we see a potential need to bridging over from the VALO project outcomes 

to long-term continuity and sustainability of this Nordic collaboration. 

The VALO project is also comprising three different, however in a way complementary, 

workstreams. The three workstreams have all contributed to a common approach for a joint, and 

to some extent also harmonised, Nordic implementation of EHDS2. That way the VALO2 project 

could be seen as an investment for a tangible example of cross-border collaboration saving time 

and money for the participating countries in the long run. 

The outcomes and feedback accounted for in this report leads to a general recommendation to 

maintain a Nordic – or preferably, Nordic-Baltic – cooperation based on the successful basic 

structures and procedures established by the VALO2 project. The challenges of EHDS, and in 

this case EHDS2 specifically, are in most cases suitable to address jointly on a cross-border 

level. A regional level such as the Nordic can be optimal for this, situated between the national 

level (which is too limited and isolated), and the EU level, the latter often being too vast and too 

multifaceted to enable effective and purposeful cooperation within a very limited timeframe. 

However, a joint Nordic progress on EHDS2 would most certainly contribute constructively also 

to the efforts and results at EU level. 

The cooperation should continue to be focused on practical solutions and recommendations 

such as summarised in 7.3.2, including a shared effort towards harmonisation and 

standardisation. 

7.3.2 A smoother User Journey 

The Nordic cooperation proposed here should be needs-based and focus primarily on the 

following: 

• Maintain a Nordic-Baltic EHDS2 community of practice (such as the Competence Forum) for 

continued sharing and developing the highest-impact support functions in relation to the User 

Journey. 

• Develop and implement a Nordic harmonised health data holder self-assessment, in order to 

facilitate a faster transition to realisation of EHDS2 with accessible health data. 

• Legal/Ethics support: 

➢ Continue the selected-article legal analysis and distinguish clearly between legal 

interpretation, policy options and operational guidance. 

➢ Clearly describe for the applicants when an ethical review is required in each Nordic 

country and finalise practical guidance on quality assurance versus scientific research. 

➢ As part of a continued Nordic cooperation described above, establish a permanent forum 

for ethical governance linked to HDAB and legal implementation networks. 

• Metadata guidance: 

➢ Continue the work on common HealthDCAT-AP mappings (towards a “Nordic 

HealthDCAT-AP extension”), pilot descriptions and the health data landscape analysis. 

➢ Coordinate national implementation experience and European-level feedback on 

metadata, data quality and utility, and catalogue governance. 
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• Use events such as the Competence Forum and Nordic Health Data Summit as stepping 

stones to test continuously refined recommendations with all stakeholders of the health data 

ecosystem. 

• Develop common applicant-facing information, support, and training material, preferably 

complemented by English-language guidance (this could include a joint Nordic supportive 

web information service as described in 7.2 above). 

• Continue comparison and benchmarking of national support functions, fee models, SPE 

arrangements and implementation costs. 

• Monitor emerging issues concerning AI, algorithm development, significant findings, opt-out, 

IP rights and trade secrets. 

7.3.3 Additional conclusions 

7.3.3.1 The VALO project as validation layer for EHDS2 implementation 

This report (and other deliverables of the VALO and VALO2 Projects) may be used as a 

supporting implementation-readiness and validation framework for Chapter IV of the EHDS 

Regulation and its associated Implementing Acts. By mapping its findings, the User Journey 

steps and recommendations to individual EHDS provisions, the report can help identify whether 

the necessary actors, processes, support functions, metadata capabilities and technical 

environments are in place. Such use does not constitute a formal assessment of legal 

compliance and should be complemented by legal review, technical conformity assessment and 

the final specifications established in implementing acts. 

This VALO2 report relates to a significant degree to the EHDS Regulation as well as its (future) 

Implementing Acts; similarly and at least in part also to the work and outcomes of the TEHDAS2 

Joint Action. A mapping of selected earlier VALO1 deliverables, together with this report, to the 

EHDS2 legal framework was conducted, based on complementary reports from the initial VALO 

project covering organisational HDAB, SPE and other preparations, metadata, legal and ethics, 

governance, and practical experience from federated analysis. Together, they provide a Nordic 

implementation perspective relevant to several EHDS provisions and implementing acts.  

The report VALO Metadata catalogues – final report aligns most directly with Articles 77 and 78, 

while also supporting the broader context of Article 60, through its focus on national catalogues, 

HealthDCAT-AP, harmonised dataset definitions, and data quality and utility labelling.  

Lessons Learned from Multi-Site Federated Analysis in VALO NSCLC pilot study is mapped to 

Articles 52–54 and is particularly relevant in practice to implementing acts on SPEs (Article 73), 

HealthData@EU (Article 75). 

Nordic model for collaboration on the secondary use of health data – a proposal is reflected in 

Articles 62, 67–69 and 75 through its emphasis on governance, access procedures, permits and 

cross-border cooperation. 

Also this final report of VALO2 WS2 can be used as a similar supporting validation and 

readiness layer for national and Nordic preparations for EHDS, as seen in Annex 7b. It 

translates many legal requirements into operational questions concerning actors, workflows, 

metadata, ethics, support functions, secure processing environments and cross-border 

cooperation. 
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It should not be presented as a formal legal compliance framework or conformity assessment, 

rather as an implementation-readiness, gap-analysis and operational validation framework for 

EHDS secondary use. 

The report appears to touch, explicitly or substantively, on most of Articles 50 to 78, particularly 

Articles 51 to 62, 66 to 73, 75, 77 and 78. Coverage of enforcement, penalties, opt-out 

mechanisms, third-country access, complaints and some formal governance provisions is less 

complete. 

In this context, the matrix in Annex 7b functions as an evidence-based validation layer for EHDS 

implementation. It enables the consolidated findings, recommendations and emerging 

implementation approaches to be tested against documented thematic work and practical multi-

country experience from VALO and VALO2. It does not constitute a formal legal compliance 

assessment, audit or validation of conformity with Regulation (EU) 2025/327. 

Together, mappings of this kind show that the VALO project may function as a practical 

validation layer for EHDS secondary use implementation (see proposal in Annex 7b). 

7.3.3.2 Extended Nordics 

In conclusion, the New Nordics or Extended Nordics is an evolving regional concept that 

expands the traditional Nordic definition to include the Baltic states (Estonia, Latvia, and 

Lithuania). An additional term is the Nordic-Baltic Eight (NB8), comprising a powerhouse 

ecosystem of over 35 million people, characterised by global tech leadership, top-tier technical 

talent, and digital government infrastructure. 

The VALO project was initially established as a collaboration among the five Nordic countries. 

Before the project entered its extension phase, VALO2, Estonia and Lithuania joined as 

observers, bringing a valuable Baltic perspective and broadening the basis for regional 

cooperation. Building on shared characteristics and common interests, while fully respecting 

national differences, the Nordic and Baltic countries have considerable potential to advance their 

preparations together. A continued closer cooperation, in accordance with the proposal for a 

Nordic Model23, can help accelerate implementation, strengthen national capabilities and support 

the development of more coherent approaches to the secondary use of health data under the 

EHDS.

 
23 Nordic model for collaboration on the secondary use of health data:  
steps towards implementation. Value from Nordic health data – VALO2 project. 2026 
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ANNEXES 

Annex 1. National progress report (survey template) 

 

National Progress Report EHDS2 (VALO Project) 
This is part of VALO Workstream 2. Compilation of answers will be presented at the 

next Nordic EHDS2 Competence Forum. This is an updated version where colour-

marked question indicates that it is a new question. If you need clarifications, please 

contact michel.silvestri@ehalsomyndigheten.se 

 

    

Answering organisation(s)? (Preferably one single answer per country) 

Contact information to respondent(s) 

Date of submitting answers 

Topic Question 

1. Policy and regulatory readiness 

 

1.1 Existing Strategies, Laws, and Guidelines on Secondary Use of Health Data 

 
1.1.1 Are there existing national strategies, guidelines or 

recommendations specifically addressing the secondary use of 

health data? 

 If yes, please provide details, including the main objectives and scope of 

these. 

 1.1.2 Are there any existing laws or regulations in your country that 

govern the secondary use of health data? 

 If yes, please provide details, including any relevant legal texts or 

guidelines. Is there an English or Scandinavian version of the text? 

  

1.2 Need for Regulatory Updates and Revisions 

 
1.2.1 Will legislation updates or new laws be necessary to fully 

implement and support the secondary use of health data under the 

EHDS framework? 

 If yes, what are the key areas that need to be updated? (e.g., data 

protection, interoperability requirements). Is there a planned timeline? 

mailto:michel.silvestri@ehalsomyndigheten.se


 

 Towards a Nordic guide to health data access under the EHDS    60 

 

   

 

 
1.2.2 Are there risks of different interpretations of EHDS regarding 

the secondary use of health data? Please describe briefly any 

proposed solutions. 

  

1.3 Supervisory and Penalty Framework 

 1.3.1 Is there already an appointed authority for overseeing the 

secondary use of health data within the EHDS framework? 

 Please specify the name of the authority and its responsibilities. 

 1.3.2 Have penalty and/or fee levels been decided for non-compliance 

with regulations governing the secondary use of health data? 

 If yes, please provide details. 

 1.3.3 Do you currently have national-level legislation or instructions 

on fees for the secondary use of health data? 

 If yes, please provide details. 

 1.3.4 Do regions or organizations publish their fee structures related 

to permit fees or health data use fees? 

 If yes, please describe how and where this information is made available. 

 1.3.5 Do you have national-level supervision for the secondary use of 

health data? 

 If yes, please specify the responsible entities and their roles. 

 
1.3.6 Do you currently have national-level legislation or instructions 

on penalties for the secondary use of health data? If yes, please 

provide the details. 

  

1.4 Legislation Adjustments and Flexibility for Member States 

 
1.4.1 Opt-Out Derogation: Will your country adopt national laws that 

allow for derogation from the opt-out provision for the secondary use 

of health data (as per Article 71(4) of the EHDS regulation)? 

 If yes, please provide details on the conditions under which this derogation 

will apply. 

 
1.4.2 Additional Conditions for Data Access: Will your country 

impose additional conditions for accessing certain types of health 

data, as allowed under the EHDS regulation? 

 If yes, please specify the types of data and the additional conditions that 

will apply. 

 

1.4.3 National Legislation for Processing Purposes: Will your country 

introduce or maintain national legislation that specifies additional 

data categories, in line with the flexibility provided by the EHDS 

regulation? 

 If yes, please provide details on the additional purposes and the rationale 

behind them.   



 

 Towards a Nordic guide to health data access under the EHDS    61 

 

   

 

 
1.4.4 Establishment of Additional Safeguards: Will your country 

establish additional safeguards beyond those required by the EHDS 

regulation for the secondary use of health data? 

 If yes, please describe these safeguards and their intended impact on data 

protection. 

  

2. Organisational readiness 

2.1 Designation of Health Data Access Bodies (HDAB) 

 2.1.1 Has a Health Data Access Body (HDAB) been formally 

appointed in your country? 

 If yes, please provide details on whether it is a single national HDAB or if 

there are several HDABs with one coordinating entity. 

 
2.1.2 Are the HDAB functions and responsibilities distributed 

between existing authorities? If yes, please explain how these 

responsibilities are shared. 

 
2.1.3 Has a new HDAB authority or authorities been established 

specifically for the EHDS? If yes, please provide details on their roles 

and functions. 

 
2.1.4 Has the health data access application process been decided 

and assigned to the HDAB? Please provide more information on how 

this process is managed. 

  

2.2 Appointment of National Contact Points for Secondary Use (NCP2) 

 2.2.1 Has a National Contact Point (NCP2) for the secondary use of 

health data been formally appointed? 

 If so, please provide detailed information on their role and contact details. 

  

2.3 Training and Capacity Building 

 2.3.1 What training programs are in place or planned to prepare staff 

for EHDS implementation or to build capacity within existing entities? 

  

2.4 Impact Assessment and Cost Estimates 

 2.4.1 Has an impact assessment been conducted to evaluate the 

readiness of your country for EHDS implementation? 

 If yes, please summarize the key findings and any identified challenges. 

 
2.4.2 Has a national cost estimate been produced regarding the 

preparations, establishing and administration of EHDS when it comes 

to secondary use? If yes, please provide more information. 

  

3. Technical readiness 

3.1 Secure Processing Environment (SPE) 
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(may also be 

known as 

Trusted 

Research 

Environment) 

3.1.1 Is there a clear national organization and responsibility 

assigned for the EHDS SPE? If yes, please describe the organization 

responsible. 

 3.1.2 Is there currently any SPE in your country used for analysing 

health data? If yes, please provide more information. 

 3.1.3 Do national legislation or technical specifications exist for SPE 

(or similar)? If yes, please provide details on these specifications. 

 
3.1.4 Is the responsibility for making SPE requirements currently 

distributed to organizational levels (=not centralized at national 

level)? If yes, please specify how this is managed. 

  

3.2 Metadata Management 

 
3.2.1 Do national specifications exist for how to use and publish 

metadata related to health data? If yes, please provide more 

information. 

 3.2.2 Do national catalogues exist for providing metadata on datasets 

or registers? 

 If yes, please describe these catalogues. 

 
3.2.3 How far are you in the process of taking the EHDS requirements 

into account in the national health data catalogue? Please provide a 

short description.  

 3.2.4 Do regional or organizational catalogues exist for providing 

metadata on datasets or registers? 

 If yes, please provide details on how they are used and maintained. 

  

3.3 Infrastructure and Systems 

 3.3.1 Are there ongoing or planned upgrades to your IT infrastructure 

to accommodate EHDS requirements for secondary use? 

 If yes, please provide details on these upgrades. If no, explain why. 

  

3.4 Data Protection and Security 

 3.4.1 Are there any specific data protection challenges anticipated 

with the implementation of EHDS? 

 Please describe these challenges and any planned solutions. 

  

4. Strategic and budgetary considerations 

4.1 Monitoring and Evaluation 

 4.1.1 How will the progress of EHDS2 implementation be monitored 

and evaluated? 
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 Please describe any frameworks or indicators that will be used to assess 

progress. 

  

4.2 Data Localization 

 
4.2.1 Does your country have specific data localization requirements 

for secondary use of health data under the EHDS framework? (i.e 

localization following data discovery) 

 If yes, please describe these requirements and how they will impact the 

implementation of EHDS. 

  

5. Communication and collaboration 

5.1 National Communication Strategy 

 
5.1.1 Do you have a national communication strategy in place to 

inform stakeholders and the public about EHDS? Please describe the 

strategy and provide URL if available. 

  

5.2 Stakeholder Engagement 

 
5.2.1 Have you organized events, panels, or discussions about the 

EHDS with national stakeholders? If yes, please provide details on 

these activities. 

 5.2.2 Have you planned communication campaigns on the EHDS? 

 If yes, please provide details on the content and scope of these 

campaigns. 

  

5.3 Permanent Groups and Forums 

 5.3.1 Do you have permanent national groups or forums where the 

secondary use of health data is discussed? 

 If yes, please provide details on these groups and their activities. 

  

5.4 Public Information 

 5.4.1 Do you currently provide information about how health data is 

used for secondary purposes? 

 For example, do you publish a list of permits granted for secondary data 

use? Please describe how this information is communicated to the public. 

  

5.5 International Collaboration 

 
5.5.1 Do you as a country participate in any key initiatives or 

programmes when it comes to international collaboration in the 

secondary use of health data? If yes, please provide more information. 
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5.5.2 Do you have a national collaboration strategy or plan on how to 

participate in externally funded (e.g., EU) projects on the secondary 

use of health data? 

 If yes, please provide details on your collaboration strategy or plan. 

  

6. Additional comments or feedback 

 6.1.1 Any additional comments or information? Feedback on the 

questions above - missing anything? Specific issue to raise at 

Competence Forum? 

  

   

     

  

Addendum in 2026: 

  

7. Additional mappings 

7.1 Support functions 

  

7.1.1 Do you have national support functions provided by government authority on 

pre- and/or post-application level? (i.e. before or after the secondary user submits 

formal application) If yes, please provide details.  

  

7.1.2 Do you have support functions provided by regional/local authority or 

institution on pre- and/or post-application level? (i.e. before or after the secondary 

user has submitted formal application). If yes, please provide details. 

  

7.2 Guideline awareness 

7.2.1 The body/bodies you have for support according to 7.1 above, are they aware 

of the TEHDAS2 milestone M6.2 - "Draft guideline for data users on good 

application and access practice"? https://tehdas.eu/wp-

content/uploads/2025/01/2025-01-20-tehdas2-milestone-6.2.pdf 

Please elaborate on potential usefulness of this support document. 

  

7.3 Ethical review 

7.3.1 Do you have requirements for ethical review prior to providing (potential) 

access to health data for research? 

If yes, please provide details on a) what the requirement is based on (national law, 

guideline or something else.), b) which authority or other institution is responsible for 

this, and c) briefly about the ethical review process

https://tehdas.eu/wp-content/uploads/2025/01/2025-01-20-tehdas2-milestone-6.2.pdf
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Annex 2. Proposal for a User Journey support guiding matrix 

Proposal aligned with Chapter 7 of this report. 

Purpose and scope. This matrix translates the extended User Journey into an operational overview of the principal actors, bottlenecks and 

priority support functions. It covers the path from pre-discovery and metadata publication through discovery, access, preparation, secure 

use and project closure. Each step depends on adequate completion of preceding steps, while some activities may run iteratively or in 

parallel. The matrix primarily concerns data access applications leading to use of data in a secure processing environment (SPE); where 

relevant, it also distinguishes data requests that produce only an anonymised statistical response. 

How to use the matrix: “Lead/support actors” identifies the operational driver and key contributors. “Priority estimate” reflects the importance of having the support function 

available for a predictable and efficient User Journey, not a legal ranking. National law, final implementing acts and formal legal assessment prevail. 

 

Phase Sub-step and intended 
outcome Lead / support actors Key bottlenecks or failure risks Recommended priority support functions and preventive 

measures 
Priority 

estimate 
Key references / implementation 

notes 

1. Pre-
discovery and 
metadata 
publication 

1.1 Data holder 
identification 
Organisations can determine 
whether they fall within the 
EHDS definition and 
understand their obligations. 

Lead: HDAB 
Support: potential health 
data holders, sector 
authorities, legal experts 

Unidentified holders; inconsistent 

interpretation of the holder definition; 
organisations unaware of obligations; 
fragmented supervisory overview. 

• Offer a harmonised self-assessment or decision-tree tool with 
definitions, examples and documented reasoning. 

• Maintain an assessment repository/list to support 

benchmarking, supervision and resolution of divergent 
classifications. 

• Provide targeted communication and Community of Practice 
support, including sector-specific examples. 

High 
EHDS Art. 2(2)(t), Arts. 55-57. Link to 

Nordic legal work on statistical bodies 
and a recommended common 
assessment approach. 

1. Pre-
discovery and 
metadata 
publication 

1.2 Dataset identification 
Relevant datasets and Article 
51 categories are 
systematically mapped. 

Lead: health data holder 
Support: HDAB, HDIE 
where relevant, 
metadata experts 

Datasets remain unknown; uncertainty 

about Article 51 coverage and dataset 
granularity; inconsistent dataset 
definitions; missing internal 
inventories. 

 

• Provide category-specific examples and guidance for 
identifying datasets. 

• Continue national and Nordic mapping of holders and 
datasets across all Article 51 categories. 

• Establish internal data inventories and named dataset 

stewards; connect identification to HDAB supervision. 

High 
EHDS Arts. 51 and 60. Dataset definition 
and granularity should be coordinated 
with HealthDCAT-AP implementation. 

1. Pre-
discovery and 
metadata 
publication 

1.3 Metadata and Data 
quality and utility label 
Catalogue records are 
complete, current and 
synchronised nationally and at 
EU level. 

Lead: health data holder 
Support: 
HDAB/catalogue 
operator, metadata 
experts 

Missing, incomplete or outdated 
metadata; weak variable-level 
descriptions; inconsistent vocabularies; 

difficult tooling; poor alignment with 
HealthDCAT-AP; no sustainable 
maintenance process. 

 

 

• Provide practical HealthDCAT-AP guidance, mappings, 
examples, training, helpdesk and validator tools. 

• Support data quality and utility labelling, provenance and 
variable-level metadata. 

• Use user-friendly editors and automated import where 
feasible; validate before publication. 

• Establish ownership, update cycles, feedback channels and 

synchronisation with the EU Dataset Catalogue. 

High 
EHDS Arts. 60, 77-78; HealthDCAT-AP; 
future DQUL implementing act. 
Metadata publication does not itself 
transfer underlying health data. 
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Phase Sub-step and intended 

outcome Lead / support actors Key bottlenecks or failure risks Recommended priority support functions and preventive 

measures 
Priority 

estimate 
Key references / implementation 

notes 

2. Data 
discovery 

2.1 Data search – initiate 
and document 

The prospective user knows 
where and how to search and 
can preserve the search trail. 

Lead: prospective health 
data user 
Support: 
HDAB/catalogue 

operator 

Low awareness of catalogues; difficulty 
selecting the correct national/EU entry 
point; limited search literacy; searches 

and sources not documented. 

• Provide concise “start here” guidance, tutorials and worked 
examples for national and EU catalogues. 

• Enable saving/exporting search strategies, results and 
dataset identifiers. 

• Offer English-language, cross-border guidance, including a 
joint Nordic overview of access routes. 

High 
National catalogues and 
HealthData@EU EU Dataset Catalogue. 
Support basic and advanced users. 

2. Data 
discovery 

2.2 Find/Identify data 
Search results for relevant 
datasets are precise, 
traceable and comparable 
across countries. 

Lead: prospective health 
data user 
Support: catalogue 
operator, HDAB 

Underdeveloped search/filtering; 
disharmonised metadata; multilingual 
terminology; weak variable discovery; 

unclear dataset series/distributions; AI 
search degraded by poor metadata. 

• Provide keyword, faceted and property-based search, 
including advanced repeatable queries where appropriate. 

• Harmonise metadata, vocabularies and dataset descriptions; 

expose variable-level information. 
• Test AI-assisted discovery only with transparent controls and 

sufficiently structured, maintained metadata. 

High 
HealthDCAT-AP and catalogue usability. 
Search should support EHDS 

categories, population, geography, time, 
coding systems and recency. 

2. Data 
discovery 

2.3 Assess data findings 
The user assesses dataset 
suitability and study feasibility 
in order to decide whether to 
apply, refine or discontinue 
the planned use. 

Lead: prospective health 
data user 
Support: HDAB, health 
data holder/data experts 

Metadata insufficient for fitness 
assessment; no cohort/availability 
information; limited knowledge of 
quality, linkage or transformations; 
premature applications; protected 

information disclosed during feasibility 
work. 

• Provide guidance for assessing provenance, coverage, 
interoperability, variables, quality, limitations, linkage and 

preparation needs. 
• Offer non-disclosive resources such as dictionaries, variable 

lists, summary statistics, synthetic/proxy data and 
approximate availability counts. 

• HDAB should provide or coordinate a proportionate 

feasibility/prestudy service and controlled contact with 
dataset experts. 

• Reuse feasibility information in the later application where 
possible. 

High 
Feasibility support must not disclose 
personal electronic health data or 
protected information. 

3. Data 
access 

3.1 Legal assessment – 
legal pathway and permitted 
purpose 

The correct application or 
request route and legal 
prerequisites are identified 
early. 

Lead: applicant 
Support: HDAB, legal 
adviser, data holder 
where relevant 

Ineligible or prohibited purpose; 
confusion between data access 
application and data request; unclear 
national requirements; opt-out, fees, 
IP/trade secrets or consent issues 

identified too late. 

• Provide early eligibility guidance on permitted and prohibited 

uses and the distinction between applications and data 
requests. 

• Offer accessible legal guidance/advice and country-specific 
checklists. 

• Explain fee principles, opt-out implications, safeguards for 

IP/trade secrets and any supporting documentation 
required. 

High 
EHDS Arts. 53-54, 62, 67-71. 
Application may lead to access in an 
SPE; a data request leads only to an 
anonymised statistical response. 

3. Data 
access 

3.2 Ethical requirements 
assessment 
Identification of potential 
national requirements so that 
applicable ethical review, 
classification and sequencing 
are known before submission. 

Lead: applicant 
Support: ethics 
committee, HDAB, 
legal/ethical experts 

Unclear QA versus scientific research 
classification; different national 

triggers, territorial scope, language 
and competent bodies; sequential 
procedures; major delays when 
requirements are identified late. 

• Publish country-specific guidance on triggers, competent 
bodies, language, documents, sequence and expected 
timelines. 

• Provide early access to ethical/legal expertise and routes for 

authoritative clarification. 
• Clarify whether and how the HDAB considers basic ethical 

aspects in the Art. 68(1)(b) necessity, adequacy and 
proportionality assessment. 

• Support Nordic exchange on borderline cases without 

replacing national law or independent decisions. 

High 

EHDS Arts. 67(2)(j), 68(1)(b) and 

68(1)(f). 

The VALO2 pilot (WS3) showed that 
cumulative national procedures can 
materially delay access. 
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Phase Sub-step and intended 

outcome Lead / support actors Key bottlenecks or failure risks Recommended priority support functions and preventive 

measures 
Priority 

estimate 
Key references / implementation 

notes 

3. Data 
access 

3.3 Application submission 
The applicant provides a 
complete, validated, correctly 
scoped application and 
attachments. 

Lead: applicant 
Support: HDAB 

applicant-side service 

Incomplete/incorrect application; 
excessive or poorly justified data 
request; inconsistent project 

information; missing documents; 
inability to save drafts or track 
submission. 

• Provide guided forms, inline explanations, validation checks, 
examples and needs-based human support. 

• Enable draft saving, pre-submission review where 
appropriate, secure submission and receipt confirmation. 

• Carry forward catalogue selections and feasibility outputs to 
reduce duplicate data entry. 

• Provide common applicant-facing material and training, 
including English-language guidance. 

High 
EHDS Arts. 57(1)(e) and 67–69. 
Application-side services should cover 

drafting, validation, submission, tracking, 
messaging, supplements and history. 

3. Data 
access 

3.4 Application processing 

The responsible body 
performs a complete, 
coordinated and timely 
assessment; triage, routing 
and processing the case. 

Lead: HDAB 
Support: trusted health 
data holder, other 
HDABs, data holders, 
legal/ethical/technical 

experts 

Backlogs and insufficient resources; 
unclear routing; fragmented cross-
border assessment; inconsistent 
completeness checks; weak audit trail; 

applicant not informed of delay. 

• Ensure adequate human, technical and financial capacity and 

clear case ownership. 
• Implement grant-side workflow for completeness checks, 

routing, coordination, requests for information, 
assessments, decision logging and audit trail. 

• Use standard operating procedures, dashboards and service 

targets; communicate status and foreseeable delay. 
• Where applicable, use trusted health data holders under 

clear governance while retaining the HDAB decision role. 

High 
EHDS Arts. 55–57, 67(3), 68, 72 and 75. 
Cross-border cases require coordinated 
routing and communication. 

3. Data 
access 

3.5 Application supplement 

If need for supplement or 
clarification of the application, 
deficiencies are resolved 
rapidly and transparently. 

Lead: applicant and 
HDAB 

Vague or repeated requests; slow 
applicant response; fragmented 

communication; version confusion; 
unresolved deficiencies causing 
closure or delay. 

• Send a consolidated, specific and prioritised request 
explaining what is missing and why. 

• Provide secure messaging, version control, deadlines and 
visible case status. 

• Offer a call or digital meeting for complex deficiencies; keep 
contact information current. 

High 
Supplementation should be minimised 

through strong pre-submission support 
but processed promptly when 
necessary. 

3. Data 
access 

3.6 Application decision 

A clear, timely and 
operationally usable decision 
is issued and communicated. 

Lead: HDAB 
Support: trusted health 
data holder where 
applicable 

Delayed or unclear decision; dataset 
scope cannot be translated into 
curation tasks; conditions, duration, 
users or SPE not specified; 
appeal/review information missing. 

• Use clear decision templates that specify purpose, datasets, 

users, duration, conditions, SPE and output obligations. 
• Communicate the decision promptly with next steps, 

contacts, fees and review/appeal information where 
applicable. 

• Make permit information machine-readable where feasible to 

support downstream provisioning and access control. 

High 
EHDS Art. 68 and related national 
procedure. Decision quality directly 
affects data preparation and use. 

4. Data 
preparation 

4.1 Data curation and 
integration 

The prepared dataset 
corresponds to the permit and 
is usable. 

Lead: health data holder 
/ designated preparation 
function 
Support: HDAB, HDIE, 
SPE operator 

Ambiguous permit; delayed extraction; 
limited data expertise; non-standard 
formats/coding; linkage problems; 

excessive data; premature 
anonymisation; undocumented 
transformations. 

• Translate the permit into an unambiguous technical 
specification and delivery plan. 

• Support extraction, minimisation, cleaning, harmonisation, 
authorised linkage, identifier treatment and 
pseudonymisation/anonymisation at the appropriate point. 

• Validate conformity with the permit and document 
provenance, transformations and quality limitations. 

• Define roles and location for integration in advance; consider 
HDIEs where nationally provided. 

High 

EHDS Arts. 57(1)(b), 60 and 73. As an 
implementation principle, authorised 
record linkage needs to take place 

before irreversible anonymisation where 
linkage is required. 
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Phase Sub-step and intended 

outcome Lead / support actors Key bottlenecks or failure risks Recommended priority support functions and preventive 

measures 
Priority 

estimate 
Key references / implementation 

notes 

4. Data 
preparation 

4.2 Secure data provision to 
the SPE 
Prepared data are transferred 
to SPE, verified and available 
without unnecessary delay. 

Lead: data holder / SPE 
operator 
Support: HDAB 

Manual or insecure transfer; 
incompatible interfaces; delayed 
loading; integrity failure; no transfer 
log; dataset differs from permit; 

inadequate approved tooling. 

• Use secure and, where feasible, automated machine-to-
machine transfer with confidentiality and integrity protection. 

• Log and verify receipt, completeness and permit conformity; 
resolve exceptions quickly. 

• Pre-provision the approved analysis environment and 
required capacity based on the permit and project plan. 

High 
EHDS Arts. 60(1)–(2) and 73, and future 
SPE implementing requirements. 

Data provision and user onboarding are 

related but distinct processes. 

4. Data 
preparation 

4.3 SPE onboarding of data 
users 
Each user is identified, trained 
and granted project-specific 
access. 

Lead: SPE operator / 
HDAB 
Support: applicant 
organisation 

Identity or authority cannot be verified; 
training and agreements incomplete; 
access granted too broadly or too late; 

conditions misunderstood; access not 
linked to permit. 

• Provide timely identity verification, authorisation, project-
specific training and acceptance of conditions. 

• Issue clear login and support instructions; test access before 

planned analysis starts. 
• Link permissions to project, role and permit; apply least 

privilege and automatic expiry. 

High 
SPE access must be attributable, 
auditable and isolated by project unless 

combination is explicitly authorised. 

5. Use of data 

5.1a Data analysis in the 
SPE 
Authorised analysis is secure, 
technically feasible and 
compliant with the permit. 

Lead: health data user 
Support: SPE operator, 
HDAB, technical/data 
experts 

Missing tools or compute; slow 
approval of libraries/code; insecure 
uploads; cross-project data mixing; 
limited support; weak logging; analysis 
diverges from permit. 

• Provide a standard approved toolset and controlled 
processes for additional software, code, models or data, 

including malware scanning/quarantine. 
• Ensure adequate CPU, memory, GPU, storage and specialist 

support; use containers/version control where appropriate. 
• Maintain project isolation, role-based access, monitoring and 

audit logs; support reproducible workflows. 
• Coordinate multi-SPE workflows for federated analysis, 

including execution controls and validation of partial outputs. 

High 
EHDS Art. 73. Access rights should be 
linked to the project and permit, not 
merely to the person. 

5. Use of data 

5.1b Manage changes 
during data analysis 
Legitimate amendments are 
assessed without uncontrolled 
scope drift. 

Lead: health data user 
and HDAB 
Support: data holder, 
SPE operator 

Need for additional variables, users, 
tools or time emerges; informal 
changes bypass controls; amendment 

processing stops work; permit and 
SPE configuration diverge. 

• Provide a transparent amendment route with criteria for minor 
versus material changes. 

• Synchronise approved amendments with data preparation, 

SPE access, tooling and expiry dates. 
• Maintain versioned permit conditions and notify all affected 

actors. 

Medium 
Operational addition derived from the 
need for project/permit-linked access 

and reproducible, auditable analysis. 

6. Finalisation 

6.1 Results validation and 
controlled release 
Only compliant, non-disclosive 
results leave the SPE in a 
predictable timeframe. 

Lead: SPE operator / 
HDAB 
Support: health data 
user, disclosure-control 
expert 

Personal data leakage; unclear export 

rules; long review queues; inconsistent 
decisions; repeated rework; no audit 
trail. 

• Define output rules, review criteria, file restrictions, service 
times and revision procedures before analysis begins. 

• Combine automated screening with risk-based manual or 
four-eyes review; quarantine outputs pending approval. 

• Document reviewer, decision and released version; prevent 
bypass through copy/paste or uncontrolled channels. 

High EHDS Art. 73; controlled output release 
is both technical and organisational. 

6. Finalisation 

6.2 Archival and 
reproducibility 
A proportionate project 
package preserves methods, 
provenance and approved 
outputs. 

Lead: health data user 
Support: HDAB/SPE 
operator, 
repository/records 
function 

Code, versions and transformations 

lost; future validation impossible; 
retention basis unclear; sensitive data 
retained informally; no controlled re-
access route. 

• Define an archival and reproducibility package: approved 
outputs, protocols, queries, code, software/package 

versions, transformations and provenance. 
• Clarify what is retained, where, for how long and under which 

legal basis. 
• Require a new or applicable permit route for later access to 

personal or pseudonymised data. 

Medium 
Apply proportionality: not every project 
requires the same package, but 
decisions should be explicit and 
auditable. 
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Phase Sub-step and intended 

outcome Lead / support actors Key bottlenecks or failure risks Recommended priority support functions and preventive 

measures 
Priority 

estimate 
Key references / implementation 

notes 

6. Finalisation 

6.3 FAIR-compliant output 
preparation 
Publication obligations are 
met and reusable outputs are 
adequately documented. 

Lead: health data user 
Support: HDAB, 
repository/publisher 

support 

Results not published or poorly 
documented; identifiers/provenance 
missing; unclear reuse conditions; 

confidential or protected information 
exposed. 

• Provide guidance and templates for Article 61(4) publication 
of anonymous results. 

• Support metadata, provenance, persistent identifiers, 
documentation, ontologies and suitable repositories where 

permissible. 
• Check consistency with permit conditions, disclosure control, 

ethics, IP and trade-secret safeguards. 

High 
EHDS Art. 61(4); FAIR-aligned 
implementation should support findability 
and reuse without compromising 

safeguards. 

6. Finalisation 

6.4 Significant findings, 
incidental findings and 
data-quality feedback 
Potential health-related 
findings and source-data 
issues follow defined 
channels. 

Lead: health data user 
Support: HDAB, data 
holder, 
clinical/ethical/legal 
experts 

No reporting route; uncertain 

significance/actionability; unclear 
responsibilities; direct contact with 
individuals; data errors not fed back to 
metadata/data owners. 

• Provide separate, clearly documented channels for 
potentially significant findings and for data/metadata quality 

feedback. 
• HDAB should coordinate multidisciplinary assessment and 

any lawful onward communication. 
• Define responsibilities, triage, documentation and feedback 

loops; avoid direct re-identification or contact by the user. 

High 
EHDS Arts. 58(3) and 61(5). Further 
European and national guidance is 
needed on significance and actionability. 

6. Finalisation 

6.5 Deletion and retention 
Closing the project by 
revoking access and deleting 
or retaining data. Closure is 
timely, evidenced and 
auditable. 

Lead: SPE operator / 
HDAB 
Support: health data 
user, records function 

Access persists after expiry; original 
data remain beyond the authorised 
period; deletion not evidenced; 
unresolved outputs; retention 
inconsistent with permit/law. 

• Trigger a closure checklist covering final outputs, reporting, 
access withdrawal, retention and deletion. 

• Automate expiry and deletion where feasible, with exception 
handling and authorised retention controls. 

• Record completion and provide auditable evidence; 

communicate closure to the user and relevant data holders. 

High 
Permit conditions and applicable law 
determine deletion/retention. Automatic 
controls reduce residual-risk and 
administrative burden. 

Abbreviations: DQUL = Data Quality and Utility Label; EHDS = European Health Data Space; HDAB = Health Data Access Body; HDIE = Health Data Intermediation Entity; IP = Intellectual 

Property; QA = quality assurance; SPE = Secure Processing Environment. 

Source basis: Consolidated VALO2 WS2 Final Report, especially Chapters 3-7. This annex is an operational synthesis and is not a formal legal compliance assessment. 



 

 Towards a Nordic guide to health data access under the EHDS    70 

 

   

 

Annex 3a. List of Nordic-Baltic national EHDS2-relevant 
authorities and bodies  

 

National EHDS authorities – Key stakeholders in Nordic EHDS2 Competence 

Forum  

 

Introduction  

This document presents the public authorities in the Nordic countries as well as Lithuania and 

Estonia, which play a role in the national EHDS organisation, specifically related to secondary 

use of health data. 

The organisations have primarily been identified based on their participation in the VALO project 

and presence at the Nordic Competence Forum meetings.   

The document provides a brief general introduction to each organisation, as well as more 

specific information on their current role in secondary use of health data and in the 

implementation of the EHDS Regulation (secondary use), to the extent that has been 

determined. 

Considering the upcoming VALO2 extension together with pending government decisions in 

several countries to designate various HDAB functions, this list should not be seen as 

exhaustive and definitive. 

Denmark  

Danish Health Data Authority  
The Danish Health Data Authority provides high-quality health data and digital solutions to 

support patient care, research, and administration. It manages national health registers, 

develops medical classifications, and ensures secure data infrastructure. The authority plays a 

key role in Denmark’s digital health strategy and international data cooperation. 

Finland  

Finnish Ministry of Social Affairs and Health  

The Ministry of social affairs and health is responsible for planning, steering, and implementing 

Finland’s health and social policy. Its mission is to ensure equal opportunities for well-being, 

promote healthy living and working environments, and secure access to social and healthcare 

services throughout life.  
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The Finnish Innovation Fund, Sitra  

Sitra is an independent future fund operating under the Finnish Parliament. It anticipates societal 

changes and develops solutions to Finland’s challenges through foresight, experimentation, and 

collaboration. Its mission is to promote Finland’s well-being and accelerate sustainable 

economic growth within the limits of nature’s carrying capacity. In addition to leading the 

VALO/VALO2 project, Sitra is also in parallel leading the TEHDAS2 Joint Action (and earlier the 

first TEHDAS project). 

Finnish Institute for Health and Welfare (THL)  

THL is an independent expert and research institute under the Finnish Ministry of Social Affairs 

and Health. It promotes the welfare, health, and safety of the population by producing research, 

statistics, and policy recommendations. THL also serves as a statistical authority and holds 

national registers in its field. THL is legally mandated to steer national information management 

in social welfare and health care services, including the development of systems aimed at 

processing the health and welfare data of the Finnish citizens (https://thl.fi/en/about-us/what-we-

do). 

Findata – Finnish Social and Health Data Permit Authority   

Findata is the national data permit authority for the secondary use of health and social care data. 

It grants permits, compiles and processes data securely, and ensures privacy protection. Findata 

operates independently but in conjunction with THL, and is guided by the Ministry of Social 

Affairs and Health.  

Iceland   

Ministry of Health  

The Ministry of Health is responsible for shaping national health policy, overseeing healthcare 

services, and promoting public health and prevention. It also coordinates health-related 

legislation, bioethics, and international cooperation in the health sector.  

Directorate of Health  

The Directorate of Health supervises healthcare services in Iceland and promotes public health 

through prevention, licensing of professionals, and oversight of health data. It also manages 

health statistics and coordinates responses to communicable diseases. The Directorate recently 

applied for an EU direct grant, in collaboration with Digital Health to establish an HDAB in 

Iceland. 

Digital Health  

Digital Health is a centre for development and innovation in healthcare services, established on 

1 January 2026. It is responsible for the development and governance of Iceland's national 

digital health infrastructure and services. The centre coordinates digital health initiatives, 

promotes interoperability, and enables secure exchange of health data across the healthcare 

systems. Digital Health is expected to play a central role in the implementation of the European 

Health Data Space (EHDS) in Iceland, including the development of technical capabilities for 

https://thl.fi/en/about-us/what-we-do
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cross-border health data exchange and cooperation with national authorities and European 

partners. 

University of Iceland, Faculty of Law  

Supporting other authorities in legal matters. 

Norway  

Norwegian Ministry of Health and Care Services  

The Ministry of health and care services is responsible for ensuring good and equal health and 

care services for Norway’s population. It directs healthcare policy through legislation, budgeting, 

and oversight of subordinate institutions like the Directorate of Health.  

Norwegian Directorate of Health  

The Directorate of Health promotes public health and coordinates sustainable, equitable health 

and care services in Norway. It implements government policies, manages health registers, and 

guides digitalisation efforts in the health sector.  

Norwegian Institute of Public Health (NIPH)  

NIPH monitors population health and conducts research in areas such as infectious diseases, 

mental health, and epidemiology. It provides evidence-based advice for health promotion and 

prevention, and manages national health data registers.  

Sweden 

Swedish Ministry of Health and Social Affairs  

The Ministry of Health and Social Affairs oversees Sweden’s welfare policies, including public 

health, healthcare, social services, and social insurance. It coordinates national strategies, 

legislation, and funding to ensure equitable and effective care across the country.  

Swedish eHealth Agency  

The Swedish eHealth Agency (E-hälsomyndigheten) coordinates national e-health initiatives and 

develops digital solutions for healthcare, pharmacies, and social services. It manages key 

registers and IT services, including digital prescriptions and the Medicine Check service.  

The National Board of Health and Welfare  

Socialstyrelsen is Sweden’s central authority for health and social care. It ensures equal access 

to high-quality services, maintains health data registers, and publishes official statistics. The 

agency also develops national guidelines and supports decision-makers across the healthcare 

and social sectors. Socialstyrelsen is an appointed candidate for having the role as coordinating 

HDAB. 

The Health and Social Care Inspectorate (IVO) 

The Health and Social Care Inspectorate (IVO) is a government agency responsible for 

supervising health care, social services and activities under the Act concerning Support and 
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Service for Persons with Certain Functional Impairments (LSS). IVO is a formal candidate for 

having future HDAB responsibilities with regard to data use supervision. 

Statistics Sweden  

Statistics Sweden SCB is the national statistical agency responsible for producing official 

statistics to support decision-making, research, and public debate. It collects, analyses, and 

publishes data on areas such as population, labour market, economy, health, and education. 

SCB had the government assignment to investigate the prerequisites for how a system of secure 

processing environments should be organised and developed in Sweden within the framework of 

the EHDS.  

The Swedish Ethical Review Authority 

The remit of Etikprövningsmyndigheten is to protect participants involved in research, doing this 

by examining applications for ethical review.  

Estonia  

Ministry of Social Affairs of Estonia  

The Ministry of Social Affairs is responsible for shaping Estonia’s policies in health, social 

protection, and employment. It promotes public health, ensures access to healthcare services, 

and supports vulnerable groups through welfare programmes. The ministry also plays a key role 

in digital innovation and international cooperation in health and social systems.  

Lithuania  

Ministry of Health of the Republic of Lithuania  
The Ministry of Health formulates national health policy, oversees healthcare institutions, and 

promotes public health. It supports disease prevention, health education, and the development 

of health information systems.   

State Data Agency 

The State Data Agency (Valstybės duomenų agentūra) appears to be the designated national 

lead authority preparing to assume HDAB functions. Through the EU4Health-funded LiDAS 

project, it is developing the national health-data catalogue, secure processing environment and 

HealthData@EU connectivity required by the EHDS. 
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Annex 3b. Secure Processing Environment candidates 

The following information about Secure Processing Environment (SPE) candidates is from the 

National progress reports of VALO2, in combination with desktop research: 

 

DENMARK 
Data from the national health registers at the Danish Health Data Authority is only distributed via 

The Secure Research Platform. This Platform is a database that contains a duplicate of most of 

the Danish Health Data Authority's registers. It provides remote access to the data, allowing the 

secondary user to access it online from their own workplace. 

The Secure Research Platform - The Danish Health Data Authority 

FINLAND 

There are several SPEs in Finland for analysing social and health data. According to the Finnish 

Act on Secondary Use, Findata has issued a regulation on the requirements set for these 

environments. The analysis of data at individual level is only permitted in environments that meet 

the requirements of the regulation. The Finnish Supervisory Agency maintains the public Astori 

register that lists registered regulatorily compliant operating environments: Astori register under 

the Client Data Act and the Secondary Use Act - Finnish Supervisory 

Agencyhttps://lvv.fi/en/healthcare-and-social-welfare/operating-environments 

• Auria’s Atolli 

o Provider of the environment: Auria Health Data Services of The wellbeing 

services county of Southwest Finland (Varha). 

o Read more: https://www.auria.fi/tietopalvelu/en/atolli/ 

• FIMM Sandbox 

o Provider of the environment: University of Helsinki 

• FinnGen Sandbox  

o Provider of the environment: University of Helsinki 

o Read more: https://sandbox.finngen.fi/ 

• FIONA 

o Provider of the environment: Statistics Finland 

o Read more: https://stat.fi/en/services/services-for-researchers/instructions-for-

researchers/using-the-datasets/fiona-remote-access-system 

• HUS Acamedic 

o Provider of the environment: HUS Helsinki University Hospital. 

• Read more: https://acamedic.fi/en/Kapseli 

o Provider of the environment: Findata – Finnish Social and Health Data Permit 

Authority 

o Read more: https://findata.fi/en/kapseli  

• SD Desktop 

o Provider of the environment: CSC – IT Center for Science 

https://english.sundhedsdatastyrelsen.dk/health-data-and-registers/research-services/the-secure-research-platform
https://lvv.fi/en/healthcare-and-social-welfare/astori-register
https://lvv.fi/en/healthcare-and-social-welfare/operating-environments
https://www.auria.fi/tietopalvelu/en/atolli/
https://sandbox.finngen.fi/
https://acamedic.fi/en/
https://findata.fi/en/kapseli
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o Read more: https://research.csc.fi/sensitive-data/sensitive-data-sd-services-for-

research/ 

• SECDATA 

o Provider of the environment: Aalto University 

o Read more: https://www.aalto.fi/en/services/secure-operating-environment-for-

sensitive-data 

• SPESiOR 

o Provider of environment: ESiOR Oy 

o Read more: https://esior.fi/en/spesior-3/ 

• T3 Tutkijan työtila 

o Provider of the environment: Istekki Oy 

o Read more (in Finnish only): https://pirha.fi/ammattilaiselle/tutkimus/tutkimus-ja-

opinnaytetyoluvat/rekisteritutkimukset/kuinka-tilaan-tutkijan-t3-tyotilan  

ICELAND 
Statistics Iceland provides access to microdata on the Icelandic economy and society for 

statistical research purposes. Access is granted to researchers from Icelandic research entities 

with extensive capacity and needs for research and analysis – such as universities, research 

institutions or research departments in public administration, the Central Bank of Iceland, 

statistical institutes etc. Since all data collected by Statistics Iceland is confidential, access to 

anonymised microdata is always granted via remote connection to a secure virtual machine 

hosted by Statistics Iceland  

Microdata service - Statistics Iceland 

NORWAY 

There are several infrastructures available in Norway today: HUNT Cloud (Norwegian University 

of Science and Technology), SAFE (University of Bergen),TSD (University of Oslo). These are 

all part of the NORTRE collaboration (Norwegian Trusted Research Environments), funded with 

support from the Ministry of Education and Research and the Ministry of Health and Care 

Services. 

The purpose of NORTRE is to provide secure analysis rooms and services for the collection, 

storage, processing and sharing of sensitive data. NORTRE will provide services for both 

research and public administration. But how such infrastructures are to meet the EHDS 

requirements on SPE is still to be determined. 

Frontpage - Norwegian Trusted Research Environments (NORTRE) 

SWEDEN 
This information about Swedish SPE candidates comes from the final report of the government 

assignment to Statistics Sweden (SCB)24. 

 
24 Uppdrag till Statistiska centralbyrån att utreda förutsättningar för att tillhandahålla säkra 

behandlingsmiljöer enligt EHDS, S2025/00975 (delvis), Slutrapport.   

https://research.csc.fi/sensitive-data/sensitive-data-sd-services-for-research/
https://www.aalto.fi/en/services/secure-operating-environment-for-sensitive-data
https://esior.fi/en/spesior-3/
https://pirha.fi/ammattilaiselle/tutkimus/tutkimus-ja-opinnaytetyoluvat/rekisteritutkimukset/kuinka-tilaan-tutkijan-t3-tyotilan
https://statice.is/services/data-for-scientific-research/
https://www.nortre.no/english/
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Brief facts about the respective environment 

Vesta 

Principal of the environment: Uppsala University 

VESTA is a university-affiliated secure research environment for storing, processing and 

analysing sensitive research data. The environment is particularly focused on health data, but is 

also used in other research areas where there is a need for a user-friendly and controlled 

analysis environment. VESTA 2.0 is under development and possibly the same hardware as in 

MAJA will be used to provide a Windows environment. 

AIDA Data Hub 

Principal of the environment: Linköping University 

AIDA Data Hub is a national e-infrastructure for data-driven precision health, with a special focus 

on AI, medical imaging and life sciences. The environment combines secure data management 

with computational resources and support for advanced research and innovation projects. 

MIMER 

Principal of the environment: Linköping University (NAISS) 

MIMER is a Swedish AI factory and supercomputing infrastructure under construction, with the 

aim of strengthening Sweden's and the EU's capacity in AI and high-performance computing. 

The environment is focused on computationally intensive use cases and large data sets in areas 

such as health and life sciences. 

Arrhenius SENS 

Principal of the environment: Linköping University 

Arrhenius SENS is a European supercomputing infrastructure located in Sweden and intended 

for computational intensive cutting-edge research in several areas. The environment is relevant 

for research projects that require very high computational capacity and can handle sensitive data 

through special secure solutions. 

BIANCA 

Principal for the environment: Uppsala University 

BIANCA is a secure cluster and compute environment for projects that handle sensitive data 

within UPPMAX and will be replaced by MAJA. The environment is designed for research where 

high safety requirements need to be combined with high computational capacity and flexibility in 

the analysis work. 

GMS (NGP) – Genomic Medicine Sweden (National Genomics Platform) 

Principal of GMS: Region Skåne ; Principal of NGP: Västra Götaland Region 

GMS is a collaboration between Sweden's seven regions with university healthcare and the 

seven universities with medical faculties in Gothenburg, Linköping, Lund, Stockholm, Umeå, 

Uppsala and Örebro. The National Genomics Platform (NGP) is Genomic Medicine Sweden's 

initiative to store, analyse and share genomics data in a secure and efficient way. The 
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environment is particularly focused on precision medicine diagnostics, decision support, 

research and development work where genomics data is combined with other health data. 

Säker forskningsmiljö (SFM) 

Principal of the environment: Västra Götaland Region 

SFM (Secure Research Environment) is a regionally anchored secure research environment for 

the management of research data throughout the life cycle. The platform has been developed for 

research within VGR, but is designed to be able to support collaboration with external research 

actors and future requirements for secure health data management. 

Microdata online Access (MONA) 

Principal of the environment: Statistics Sweden SCB 

MONA is Statistics Sweden's platform for processing and analysing microdata. In MONA, users 

can make processing via the internet without microdata leaving Statistics Sweden. 

An extended presentation is available in the SCB report. In the final report to the Swedish 

Government, SCB points at significant gaps in MONA in relation to expected requirements for an 

SPE according to the EHDS Regulation. SCB therefore advises against aiming for MONA as a 

formal SPE.   

LITHUANIA 

Lithuania already has a secure environment for secondary use of health data operated by the 

State Data Agency within the national State Data Lake infrastructure. Through the EU4Health-

funded 2026-LT-LiDAS project, this environment is currently being expanded and adapted to 

fulfil the requirements of EHDS and to serve as Lithuania's future HealthData@EU-connected 

SPE. 

The State Data Agency (Statistics Lithuania) Is Implementing the Project “2026-LT-LiDAS”, 

Aimed at Developing the Infrastructure for Secondary Use of Health Data in Lithuania - 

Valstybės duomenų agentūra  

https://duomenys.stat.gov.lt/sveikatos-duomenys/ 

 

https://vda.lrv.lt/en/news/the-state-data-agency-statistics-lithuania-is-implementing-the-project-2026-lt-lidas-aimed-at-developing-the-infrastructure-for-secondary-use-of-health-data-in-lithuania-HoA/
https://duomenys.stat.gov.lt/sveikatos-duomenys/
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Annex 4a. Metadata and metadata catalogues – full report 

Condensed summary in Final consolidated WS2 report above 

Introduction to the metadata work in VALO2 

The task Metadata and metadata catalogues in relation to EHDS was part of WS2 in VALO2 

project. The aim of the task was to continue the work done in the first VALO project (VALO1) on 

collaboration around health data catalogues and implementation of EHDS2 metadata 

requirements in the Nordics (and possibly also Baltics).  

The objectives of the metadata work of VALO2 were to develop: 

• common understanding of the HealthDCAT-AP metadata specification to support its 

implementation in the national catalogues;   

• common understanding on Nordic health data landscape (EHDS Article 51), including 

how to present the data as datasets for secondary use, and 

• preliminary understanding on the requirements efficient use of AI sets for metadata. 

The metadata work in the VALO projects builds on already longer history of Nordic collaboration 

around health data catalogues in secondary use. The VALO projects were preceded by two 

Nordic Commons projects funded by the Nordic Council of Ministers, both of which had a task 

force on metadata issues. There is also ongoing informal collaboration bridging over from the 

Nordic Commons to the VALO projects within the framework of the Nordic Health Metadata 

Network.  

The metadata task was advanced through Competence Forum Metadata breakout sessions, 

engaging with the informal Nordic Health Metadata Network involving monthly meetings, and 

organisation of some additional meetings to discuss specific tasks.  

Previous work and key outcomes 

The metadata work during the first VALO project focused mainly on forming a shared 

understanding of the HealthDCAT-AP metadata specification draft and EHDS2 metadata 

requirements. The task also actively sought to influence the development of HealthDCAT-AP 

through the TEHDAS2 HealthDCAT-AP development work, which was underway at the same 

time. In addition to specific EHDS-related work, a common Nordic variable-level metadata 

specification was further developed up to version 0.8 and it was also submitted as input from the 

VALO1 project to the HealthDCAT-AP development work being carried out within the TEHDAS2 

project. 

The identified key challenges of HealthDCAT-AP draft from the Nordic perspective included:  

• lack of shared understanding on the information model,   

• lack of hierarchy in the information model (higher “data resource” level missing above the 

datasets to point out that the datasets are part of the same data resource, e.g. registry or 

population study),   

• ambiguity about how datasets should be defined,  

• some technical complexity issues, and   
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• terminology inconsistencies.  

For upcoming work, it was proposed to: 

• continue building a shared Nordic understanding of HealthDCAT-AP, 

• seek the most harmonised way possible to implement the HealthDCAT-AP in the national 

health data catalogues.  

The proposed solutions included:   

• creating possible enrichments of HealthDCAT-AP in the national catalogues in a 

harmonised way, including common Nordic variable metadata specification,  

• implementing data quality and utility labelling in a harmonised way, and   

• aiming for harmonised dataset definitions.  

For more information, see the previous VALO report on metadata catalogues25. 

The metadata work in the VALO2 project built on where the first VALO project ended. All 

identified objectives were still relevant, as well as most of the identified HealthDCAT-AP related 

challenges, even though the HealthDCAT-AP draft had evolved since the first VALO. The 

VALO1 work was based on the HealthData@EU Pilot project’s and TEHDAS2 versions of 

HealthDCAT-AP draft; at the time of writing, HealthDCAT-AP Release 7 published by EU’s DG 

SANTE is in use.  

Outcomes of the metadata work 

Common understanding of HealthDCAT-AP 

The primary objective of the metadata task was to enhance shared understanding of the 

HealthDCAT-AP specification, with the overall goal to achieve the highest possible level of 

harmonisation in its implementation in the Nordics.  

This objective was promoted mainly through: 

• mappings between already existing or emerging Nordic national health data catalogues 

and the mandatory dataset-level properties of HealthDCAT-AP (using HealthDCAT-AP 

Release 7 and Implementing Act on Article 7726 draft’s mandatory properties); 

• pilot descriptions using the mandatory HealthDCAT-AP properties; 

• discussions on which non-mandatory HealthDCAT-AP properties the countries would 

want to encourage their data holders to describe;  

• testing the HealthDCAT-AP Release 5 and the Dataset Description Assistant provided in 

the HealthData@EU Central Platform and sending shared feedback with questions to DG 

SANTE; 

• collecting information on the status of HealthDCAT-AP understanding and 

implementation in the countries;  

• sharing experiences with the EU project Cancer Watch Joint Action metadata work; 

 
25 VALO Metadata catalogues – final report. 2025. https://www.sitra.fi/en/publication/valo-metadata-

catalogues-final-report/ 
26 EHDS Article 77: Dataset description and dataset catalogue 
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• showcasing the development made in the national catalogues. 

In addition, shared feedback on the EHDS Article 77 Implementing Act on dataset descriptions 

was compiled and submitted on behalf of the VALO2 project in the implementing act public 

consultation (see: https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/15673-

European-Health-Data-Space-dataset-descriptions/F33400889_en).  

Summary of findings 

The HealthDCAT-AP specification has evolved in a positive direction to some extent, and 

understanding of it has also increased in the participating countries during the VALO2 project. 

However, the specification is still considered mature enough only in certain respects to support 

planning for its national implementation, and the understanding of HealthDCAT-AP across 

VALO2 participant organisations is perceived as uneven. Most of the challenges identified during 

the VALO1 project (introduced above under the title Previous work and key outcomes) remain 

valid and still require further clarification, despite the continued evolution of the HealthDCAT-AP 

specification and the important revisions that have been made. 

The identified key needs to support the national implementation of HealthDCAT-AP include: 

• Clear guidance with examples on the information model: What is a dataset? What is 

a Catalogue in the information model? And how should dataset series or distributions be 

used? 

• Clear guidance on datasets in different data categories: The key concept dataset 

should be defined more precisely, and concrete examples should be given of what a 

single dataset could be for different EHDS Article 5127 data categories. There are 

currently very different views on the matter in the community. Inconsistent 

implementation can jeopardise the ability to gain a harmonised understanding of the 

available data in different countries. 

• Development of property definitions and vocabularies, taking into account 

different data categories: HealthDCAT-AP is still in the development stage, and in 

particular specific mandatory properties’ definitions and vocabularies should be 

developed to enable both the correct understanding and also the possibilities to 

comprehensively and with sufficient accuracy describe datasets from all different 

concerned data categories. 

• Detailed instructions taking into account different data categories: More detailed 

EHDS Art. 51 data category specific guidelines are needed for dataset descriptions in 

order to make them harmonised and ensure the findability of similar data from different 

countries. 

• Possibility to publish pilot descriptions: In addition that the HealthDCAT-AP pilot 

descriptions can be made using the Commission’s Dataset Description Assistant, a 

possibility to also publish the descriptions in the HealthData@EU Central Platform’s EU 

Dataset catalogue more easily is needed. Currently, the descriptions can only be 

published via national infrastructure, and not all countries have started setting it up yet. 

Easily accessible pilot descriptions would support the development of common 

 
27 Article 51: Minimum categories of electronic health data for secondary use 

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/15673-European-Health-Data-Space-dataset-descriptions/F33400889_en
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understanding and allow feedback from different stakeholder groups. Discussions and 

feedback are needed both at the EU and Nordic level and within individual countries, 

considering the perspectives of various data holders, communities and different types of 

data categories, as well as different data user groups and HDAB personnel who process 

data permit applications – making the descriptions visible and accessible is a prerequisite 

for progress.  

• Concrete training, examples and exercises in the EU level: Also, more concrete 

examples and exercises in the EU level are needed and clarification on how different 

user needs (e.g. statistic, research, or combined datasets) should be supported.  

• Additional resources: The need for additional resources and especially technical 

expertise support was identified as key factors in facilitating implementation in the 

countries – currently more in the HDAB side, but also in the health data holder side. In 

general, manual work on metadata is time consuming but automation requires resources 

and technical investment. The expectations towards metadata are increasing with EHDS 

due to the implementation of a new common metadata specification and a data quality 

and utility label, as well as the inclusion of broader data categories within the scope of 

secondary use regulation. 

• Possible Commission support regarding technical solutions: Also, the possibility to 

use the Dataset Description Assistant28 and other possible technical solutions provided 

by the European Commission as part of national technical metadata solutions in the 

future was identified as a possible implementation path. 

The mandatory dataset level properties’ mapping exercise demonstrated that countries primarily 

aiming to implement the specification into an existing catalogue, Finland and Norway, will need 

to add several new properties and also adapt some existing ones in order to be HealthDCAT-AP 

compatible. In general, it seems that building a new catalogue based on HealthDCAT-AP might 

be easier than adapting an old catalogue and metadata model to it.  

The Nordic countries also share the view that the mandatory HealthDCAT-AP properties are not 

enough to describe Nordic health data consistently and support cross-border discovery. In 

addition to the HealthDCAT-AP properties, all countries also intend to implement other 

properties – either by retaining existing ones or by adding others deemed necessary. It is seen 

important to continue cooperation and explore the possibilities to implement additional properties 

as harmonised as possible, possibly with the aim of “Nordic HealthDCAT-AP extension”. It 

should include both other than mandatory HealthDCAT-AP properties the countries consider 

necessary to be described, and additional properties outside the HealthDCAT-AP specification 

that are needed to be able to describe Nordic health data in a meaningful manner. 

Doing the pilot descriptions (see Annex 4b HealthDCAT-AP pilot descriptions) and discussion 

with the VALO Legal group demonstrated that the HealthDCAT-AP specification has evolved in 

a better direction, but it still needs further development. To highlight a few examples among 

others, the following development needs were identified during the work: 

 
28 https://acceptance.data.health.europa.eu/healthdata-central-
platform/datasetDescriptionAssistant?locale=en 

https://acceptance.data.health.europa.eu/healthdata-central-platform/datasetDescriptionAssistant?locale=en
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• Development of vocabularies: To highlight a few examples, the current version of certain 

vocabularies (e.g. Coding systems), currently have more suitable options for Cancer 

registry descriptions than biobank data descriptions. The vocabulary in Has personal data 

lacks many key concepts for describing personal data related to health data. 

• Development of instructions: For example, instructions on how numerical data in 

properties like Number of records and Number of unique individuals will be presented for 

continuously updating datasets, is needed. 

• Addition of new properties: Also, some missing key properties were identified in the 

specification, like for example: 

o Unit of observation: The mandatory property Number of unique individuals would need 

to be accompanied by the observation unit information to make more sense for the 

users.  

o IP rights and trade secrets: In discussion with the VALO Legal group it was noted that 

a dedicated property for Intellectual Property (IP) rights would be needed. Data holders 

must communicate to HDABs if the data includes IP rights or trade secrets, and it would 

be necessary to have a structured and harmonised way to describe it in metadata.  

Differences between countries were observed in the interpretation of properties, as the guidance 

is not yet sufficient. More pilots with different datasets are needed to be able to highlight more 

specific needs. 

The implementation status of HealthDCAT-AP in Nordics is briefly outlined in the table below. 

More detailed information on the countries' national health data catalogues can be found in the 

Final metadata catalogues report from the earlier VALO project29. 

 

Table: Status of HealthDCAT-AP implementation in the Nordic national health data catalogues. 

Country National 
health data 
catalogue 
exists 

Status  Key challenges in 
HealthDCAT-AP 
implementation 

Denmark No • Minimum Viable Product 
(MVP) for a national health 
data catalogue based on 
HealthDCAT-AP Release 6 
has been developed in EU 
funded HDAB Denmark 
project.  

• The catalogue MVP was soft-
launched in May 2026, with 
the dataset descriptions 
visible only internally. It 
currently contains 
descriptions on key 

 

 
29 https://www.sitra.fi/en/publication/valo-metadata-catalogues-final-report/ 

https://www.sitra.fi/en/publication/valo-metadata-catalogues-final-report/
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population-based health 
registries in Danish language.  

Finland Yes • Goal to implement 
HealthDCAT-AP in the 
existing national health data 
catalogue Data resources 
catalogue, while also 
retaining some of the existing 
characteristics. 

• The catalogue has been 
preliminarily mapped to 
HealthDCAT-AP in the 
dataset and variable 
description levels. Quite 
many HealthDCAT-AP 
properties are missing and 
need to be implemented. 

• Plan for the HealthDCAT-AP 
implementation will be drawn 
up during the autumn 2027. 

• Catalogue usability and 
search functions were further 
developed in the EU-funded 
direct grant FinHITS project 
during the year 2025.  

• Understanding of the 
HealthDCAT-AP 
information model.  

• Adapting the old 
catalogue’s more 
hierarchical 
information model 
(data resource and 
dataset descriptions 
vs. dataset 
descriptions) to the 
new one.  

• An additional 
resource with 
technical expertise 
would be needed to 
assist with planning. 

• There is funding for 
the planning, but not 
yet for the 
implementation. 

Iceland No • Applied for a direct grant to 
start planning a national 
HealthDCAT-AP based 
catalogue. 

• Descriptions of key health 
registers, including variable 
description in Excel files, are 
already published at 
webpage. Most of the 
registries are owned by 
Directorate of Health. 

• Understanding of the 
HealthDCAT-AP 
information model. 

• Resources. 

Norway Yes • The national metadata 
standard mapped to 
HealthDCAT-AP. 

• The national metadata 
catalogue is currently being 
developed within MUNIN, a 
metadata management 
system that supports both the 
national metadata 
specification and 
HealthDCAT-AP. The 
platform enables efficient 
metadata governance and 

Norway has established the 
foundations for 
HealthDCAT-AP 
implementation through 
initiatives such as MUNIN, 
the Dataset Description 
Assistant, and the national 
metadata catalogue. 
However, the key 
challenges are: 

• Limited adoption 
across the health 
sector: 

https://aineistokatalogi.fi/catalog
https://island.is/en/gagnasofn-embaettis-landlaeknis
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facilitates compliance with 
emerging European 
interoperability requirements. 

• To support EHDS 
compliance, a HealthDCAT-
AP validator has been 
developed, providing 
feedback on the quality and 
completeness of metadata 
imported from health data 
registries and helping data 
providers identify and 
address compliance gaps. 

• HealthDCAT-AP will be 
implemented in the national 
health data catalogue, 
helsedata.no, which serves 
as Norway's public portal for 
health data metadata 
managed in MUNIN. In 
addition, new functionalities, 
including the Data Source 
Explorer (Kildeutforsker - 
Source explorer - Munin) and 
Variable Explorer (Variable 
Explorer - Munin, are 
currently under development 
and testing, with launch 
planned for autumn 2026. 

• The primary motivation for 
developing new 
functionalities has been to 
improve metadata 
discoverability by enhancing 
search capabilities, 
introducing more advanced 
filtering mechanisms, and 
enriching metadata records 
with HealthDCAT-AP 
properties. 

HealthDCAT-AP is 
still a new and 
evolving standard, 
and implementation 
among health data 
providers remains 
limited. 

• Metadata 
harmonisation: 
Health registries and 
other data holders 
use different 
metadata models, 
terminologies, and 
code lists, making it 
difficult to achieve 
interoperability and 
consistency. 

• Metadata quality 
and completeness: 
Existing metadata 
are often incomplete, 
inconsistent, or 
outdated, reducing 
their value for data 
discovery and reuse. 

• Unclear 
implementation 
requirements: 
Some uncertainty 
remains regarding 
the required level of 
metadata granularity 
and the 
interpretation of 
certain HealthDCAT-
AP requirements. 

• Awareness and 
competence among 
data holders: Many 
organisations need 
additional guidance 
and support to 
understand their 
responsibilities under 
EHDS and to 
implement 
HealthDCAT-AP 
correctly. 

https://helsedata.no/en/
https://kelda.munin.skytest.fhi.no/kelda/kilde/cfcb064c-0c9b-4d07-8e5b-53107318cfd4
https://runa.munin.skytest.fhi.no/explorer


 

 Towards a Nordic guide to health data access under the EHDS    85 

 

   

 

• Resource 
constraints: 
Creating, 
maintaining, and 
continuously 
improving metadata 
requires time, 
expertise, and 
dedicated resources. 

• Variable-level 
metadata: 
Researchers 
increasingly expect 
detailed information 
at variable level, but 
such metadata are 
often not 
standardised or 
easily available. 

• Long-term 
governance and 
maintenance: 
Sustainable 
metadata 
management 
processes must be 
established to 
ensure that 
metadata remain 
accurate, up to date, 
and compliant over 
time. 

Sweden Yes • Sweden has a national 
metadata catalogue for 
registry data. Rather than 
altering said catalogue to 
meet EHDS criteria, a new 
catalogue will be assembled. 

• A prototype catalogue (POC), 
which is partially mapped to 
HealthDCAT-AP, has been 
developed as part of EU-
funded SENASH direct grant 
project. The POC is not built 
for launch but has gathered 
valuable information for 
creation of a production 
catalogue.   

• Sweden’s HDAB will now 
build on all lessons learned in 

• Awareness, 
resources and 
capabilities among 
data holders to 
provide metadata for 
the catalogue. 

• The time restraints 
for development: 
HealthDCAT-AP is 
not yet stable, and 
time is ticking to 
implement it. 

 



 

 Towards a Nordic guide to health data access under the EHDS    86 

 

   

 

the direct grant-funded POC 
catalogue when assembling a 
national health data 
catalogue. 

 

Recommendations 

• Making rationale visible and fostering communication: The next steps should be to 

move to concrete piloting by publishing pilot descriptions using datasets covering a wide 

range of different data categories and thereby enabling making the rationale visible to 

different user groups and asking for feedback. The findings and possible suggestions 

should be presented and brought for further discussions in the EU level in a consolidated 

manner, for example in the Community of Practice (CoP) subgroup 2 on dataset 

catalogue (SG2), to demonstrate open questions in a practical way and to foster the 

formulation of common guidelines. 

• Explore the need to continue developing a common Nordic metadata framework: 

To ensure that Nordic health metadata is as harmonised as possible, a shared metadata 

specification on additional metadata properties is needed. It should include both other 

than mandatory HealthDCAT-AP properties the countries consider necessary to be 

described, and additional properties outside the HealthDCAT-AP specification that are 

needed to be able to describe Nordic health data in a meaningful way. The group has 

started the work towards this goal by discussing which other than mandatory 

HealthDCAT-AP properties would be needed to be filled in in the descriptions and earlier 

during the previous projects developing the draft of common Nordic variable metadata 

specification (see as annex in the VALO1 metadata final report30). Confirmation from all 

countries as to whether this goal is still supported is needed. In addition, it is advisable to 

first seek to influence developments at the EU level and avoid creating a separate Nordic 

layer. 

Common understanding of the Nordic health data landscape 

EHDS expands the field of data categories under secondary use in relation to the current data 

categories familiar to many in the Metadata group. Many countries already have a national 

catalogue or sector specific catalogues of health data, but not all data categories (minimum 

categories of electronic health data for secondary use) of EHDS Art. 51 are included in them. 

Also, many in the metadata group are not familiar with what these data categories are in 

practice, and which health data holders are found in the countries that fall within the scope of the 

legislation. Those countries that are already engaging with the future EHDS2 health data 

holders, like Norway, have reported that the data holders which have not yet described their data 

in the existing catalogues, are often unfamiliar with the EHDS Regulation and may lack 

understanding of their role and responsibilities as health data holders under the Regulation. 

Additionally, the suitability of HealthDCAT-AP to describe data from all data categories has not 

been tested either. 

 
30 https://www.sitra.fi/en/publication/valo-metadata-catalogues-final-report/ 
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Work on building an understanding of the health data landscape and of different data categories 

according to EHDS Art. 51 was started with a light touch. The metadata group conducted a 

practical exercise to identify examples of health data holders and datasets belonging to various 

data categories from each country (see Annex 4c Nordic health data landscape analysis tables). 

The work also included considering in what kind of datasets it would be desirable to offer these 

data in the catalogues for users. A more detailed reasoning on why to present data in such 

datasets was gathered and discussed with examples from a couple of different data categories. 

Also, a joint workshop with the VALO2 Legal group was organised to discuss open questions. 

The Legal group had discussed preparing a self-assessment template for potential data holders, 

to help them assess whether they are health data holders according to EHDS, based on work 

done in Sweden. A shared tool of this kind would be warmly welcomed by the Metadata group. 

Disclaimer: The mapping done in VALO2 project is illustrative only and does not constitute a 

determination that any listed organisation is, or is not, a health data holder under Regulation 

(EU) 2025/327. Each organisation remains responsible for assessing its status and compliance 

obligations for each dataset and processing context, including whether it acts as a controller or 

joint controller for personal electronic health data under Articles 2(1)(a) and 2(2)(t), whether it 

controls the availability of non-personal electronic health data, and the controllership rules in 

Article 74. Natural persons and microenterprises are exempt from the Chapter IV health data 

holder obligations under Article 50(1), unless a Member State extends those obligations 

pursuant to Article 50(2). Final national legislation, implementing acts, contractual arrangements 

and actual processing roles may affect the assessment. 

Summary of the findings 

To summarise the findings and remaining open questions, it can be stated that: 

• Practical clarification of the health data holder definition and a self-assessment 

tool for data holders is needed: The health data holder definition in the EHDS 

Regulation is perceived too vague and would need practical clarification. Furthermore, 

many Nordic countries have not yet initiated a comprehensive discussion or established 

a legal interpretation regarding which data holders fall within the scope of the definition. 

The VALO2 Legal group started clarification of the definition, and such progress is very 

welcome. A shared more specific definition within the Nordics could be useful and a 

Nordic self-assessment framework for data holders or other support material would be 

needed. 

• No clear understanding yet on the Nordic EHDS data landscape: Based on a brief 

exercise to identify data resources belonging to different Art. 51 categories, the group 

found it somewhat challenging to identify examples for many of the less familiar data 

categories. For example, there is no clear overview yet on the research datasets 

generated by hospitals and universities, many collaborative research datasets, data from 

apps and wearables, or health data produced by private companies. 

• Clarification needed for Art. 51 definitions: Many of the definitions of the minimum 

data categories set out in Art. 51 of the EHDS Regulation require further clarification. In 

some cases, it is currently unclear which data are actually covered by these categories. 

For example, it remains unclear which data held by healthcare providers are included in 



 

 Towards a Nordic guide to health data access under the EHDS    88 

 

   

 

the EHR data category and should be provided for secondary use under EHDS, and 

which are not.  

• More guidance on metadata implications needed: There is currently no general 

guideline on how the HealthDCAT-AP health category property should be used. In 

particular, it is unclear whether it should reflect the original primary data source (e.g., 

EHR data in case of national registry data) or only the current data category of the 

dataset. This issue was discussed with the VALO2 Legal group, which concluded that it 

is a practical dilemma, rather than a legal matter. 

The exercise to present the current views on how to divide national cancer registries into 

datasets demonstrated varied views among Nordic countries. It also demonstrated that the 

contents of the cancer registries are not similar, or the data are organised differently under 

different registries in the countries. For example, the National cancer registry in Norway includes 

quality registries, which in some other countries might be organised as a separate registry. The 

different views on how to present data as datasets are guided by, among other things: 

• views on what the goal and core ambition of the catalogue should be (a starting point to 

provide a general overview – “a high-level directory”, or a place to get detailed 

description on specific data),  

• already implemented ways of describing data in the catalogues,  

• views on how feasible it is to describe the data (e.g. the description of a complex dataset 

as one single dataset most probably might compromise the accuracy of description),  

• views on how feasible it would be to report on the quality of data from the defined entities 

(data quality and utility label),  

• the known data holders’ different views on how detailed metadata they would like to 

share, 

• the level of funding and resources for the metadata work, and  

• views on already known user needs.  

A good example of the complexity of the subject – and of the specificity regarding data 

categories and intended use – is that the Cancer Watch Joint Action shared with the group their 

conclusion on the most optimal dataset division of national cancer registries. Their conclusion 

was that frozen versions of the entire registry should be described as datasets. 

It is clear that the VALO2 project was only able to scratch the surface of the EHDS health data 

landscape analysis in the Nordics, as well as other relevant metadata issues, and it is important 

to continue the work. 

Recommendations 

• Publishing health data holder self-assessment tool: A shared Nordic tool should be 

developed and published to help both the data holders and HDABs in identifying health 

data holders.  

• Data holder and dataset mapping: Continuing the mapping of data holders and 

datasets and sharing the methodology and results among the countries. 

• Forming more detailed descriptions on data categories: Once the category 

descriptions are clarified at the EU level, publishing the descriptions including examples 
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from Nordic datasets in connection with the health data holder self-assessment tool could 

facilitate the identification of data holders.  

• Publishing HealthDCAT-AP metadata and utilising user feedback: Continue 

experimenting with data category selection in the published metadata descriptions and 

collecting user feedback on the consistent discoverability of specific data categories in 

the catalogues 

Preliminary understanding of needs AI places on metadata 

Expectations towards AI have grown greatly in recent years. The potential applications of AI are 

expanding rapidly, and it has been recognised that it is important to identify and learn about the 

connections between metadata and effective utilisation of AI applications in connection to health 

data secondary use.  

The topic was approached from two different angles: By examining the AI Act's requirements 

regarding data quality when training high-risk AI models, and by learning from practical findings 

regarding the experiences of a Norwegian project exploring metadata-driven AI for variable 

discovery. 

The AI Act Art. 10 states that the data used to train high-risk AI models must meet certain quality 

criteria. AI training, validation and testing datasets must be subject to data governance and 

management practices appropriate for the intended purpose of the high-risk AI system. Those 

practices concern in particular relevant design choices, data collection processes and the 

original purpose of data collection, relevant data preparation processing operations, formulation 

of assumptions, assessment of the availability, quantity and suitability of the datasets that are 

needed, examination in view of possible biases, appropriate measures to detect possible biases, 

and identification of relevant data gaps. Training, validation and testing datasets shall be 

relevant, sufficiently representative, and to the best extent possible, free of errors and complete 

in view of the intended purpose. (https://eur-lex.europa.eu/eli/reg/2024/1689/oj/eng) 

A preliminary analysis was made on how well the potential users could assess and gain an 

understanding on the aspects mentioned in the quality criteria by descriptions following the 

current EHDS metadata and data quality and utility label documentation requirements - 

HealthDCAT-AP Release 7 metadata specification (EHDS Art. 77) and the data quality and utility 

label metrics developed by the QUANTUM project31,32 (EHDS Art. 78). When discussing the 

outputs of the QUANTUM project, it is worth noting that they will serve as the basis for the 

implementing act on data quality and utility label, but there is no guarantee that the final EU 

requirements will align with them in the end. 

The objective was promoted by: 

• Seeking to identify criteria among those listed in AI Act Article 10 that could potentially be 

met through metadata descriptions or data quality reporting. 

 
31 Deliverable 1.1 Specification of the data sets' quality and utility label. 2025 

https://zenodo.org/records/14937423 

32 https://quantumproject.eu/ 

https://eur-lex.europa.eu/eli/reg/2024/1689/oj/eng
https://zenodo.org/records/14937423
https://quantumproject.eu/
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• Conducting a preliminary mapping of the equivalent HealthDCAT-AP metadata 

properties and the QUANTUM data quality and utility labelling dimensions and metrics 

and analysing the correspondences.  

In addition to this, the Norwegian team shared their findings of a project on exploring metadata-

driven AI for variable discovery, application support and case processing in the Norwegian 

Institute of Public Health (FHI) called AI-Powered Metadata Discovery for Health Data 

Applications and Case Processing, and findings related specifically to metadata quality were 

discussed. The project was initiated in autumn 2024 through a pilot and evolved during 2025-

2026 into a purpose-built AI agent architecture and MCP (Model Context Protocol) based service 

for structured metadata search and variable discovery. The solution aims to help researchers, 

other data users and case handlers identify relevant datasets and variables from FHI's health 

registry metadata, with the objective of reducing the time from data request to data delivery while 

simultaneously identifying areas where metadata quality can be improved.  

Summary of findings 

The role of metadata in ensuring the effective and reliable use of AI for the secondary use of 

health data appears to be central. This very preliminary analysis identified metadata – both 

metadata describing data and its quality and aiding in assessing the suitability of the data, as 

well as the quality and coverage of the metadata itself – as key factor. 

Regarding the requirements introduced in the AI Act, it appears that:  

• Some of the quality-related information needed to assess whether a dataset meets the 

criteria set out in Art. 10 could potentially be provided through HealthDCAT-AP-compliant 

dataset descriptions and data quality and utility labelling, including data quality reporting 

based on the requirements proposed by the QUANTUM project. 

• At the very least, the data descriptions and quality labels could provide the AI developers 

with a starting point for assessing whether the data are worth further consideration and 

analysis, especially if detailed and up-to-date variable-level data quality reporting is 

available. For example:  

o Higher level information on the data collection processes, the origin of data and the 

original purpose of data collection can be provided by the mandatory HealthDCAT-

AP property Provenance and non-mandatory properties Purpose and Legal basis. 

However, the documentation in the HealthDCAT-AP metadata is in free text fields 

and likely not in a very detailed level, and more detailed information might be needed 

for the high-risk AI model development. In QUANTUM’s data quality and utility label 

in turn, the data holder needs to indicate whether dataset source and processes and 

operations are documented or not.  

o For assessment of the availability, quantity and suitability of the datasets that are 

needed, it seems that accurate and detailed metadata based on HealthDCAT-AP and 

the related QUANTUM data quality label’s metrics could facilitate this assessment. 

However, in the case of health data for example from national registries or EHRs, 

providing reporting on the availability of data subjects with specific diagnoses in the 

data could further support this assessment. 
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o For the examination of potential biases and identification of relevant data gaps and 

shortcomings, it might be that deeper analysis and consulting the data experts are 

needed. Information on all results of such analyses should be made visible in the 

metadata for subsequent users. 

Therefore, it seems that the requirements in the AI Act go deeper than what can be fulfilled by 

the current HealthDCAT-AP or QUANTUM requirements, and more in-depth information and 

analysis of data quality are needed to be able to state whether the data used meets the quality 

criteria. However, well documented metadata and data quality and utility label and reporting 

provide the necessary starting point for the AI model developers to start digging deeper to 

evaluate the data quality.  

The Norwegian project demonstrated that the effectiveness of AI-assisted discovery depends 

heavily on the completeness, consistency and standardisation of metadata. The project found 

out in practice that metadata quality is a key factor in ensuring that generative AI can reliably 

suggest which variables could be used in a study from among the datasets described in the 

catalogue, based on the study description. The metadata needs to be well structured, 

standardised, all necessary information completed and regularly updated. A common problem is 

that the metadata has not been described with sufficient comprehensiveness or updated 

regularly. Harmonising variable descriptions that cover the similar content is also very important: 

if the descriptions are not created consistently, AI may not necessarily recognise the similarity 

and be able to suggest the needed variables. 

Recommendations 

• Aim for detailed variable-level metadata: Detailed and structured variable-level 

metadata, along with clear information on classifications and changes to them, is 

important. The variable-level metadata in the HealthDCAT-AP draft is not yet this 

detailed and the attention so far has been more in the dataset level metadata – it is 

important for the Nordic countries to continue developing their own solution and share 

the lessons learned also in the EU level.  

• Support for data holders: To ensure sufficient metadata quality, Nordic countries are 

encouraged to develop metadata support for data holders that is as resource efficient as 

possible, while remaining comprehensive. Particular attention could be paid on 

supporting the variable level metadata work of datasets that are most frequently utilised 

for secondary use or otherwise assessed as key datasets. Especially if the goal is 

metadata harmonisation, a metadata expert familiar with the metadata of various 

organisations on a broader scale can offer valuable assistance, as opposed to a deep-

level data expert who is skilled at describing precise details of specific dataset. It is 

advisable to share best practices and lessons learned among the Nordic countries, as 

well as any support approaches specific to particular data categories and use cases. It is 

important for the Nordic countries to fund metadata work sufficiently to create the 

conditions for providing adequate support. 

• Harmonised implementation of EHDS data quality and utility label and data quality 

reporting: It is worth investing in the consistent implementation of the EHDS data quality 
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and utility label across the Nordic countries. Furthermore, it is important to share 

experiences and strive to find common methods for reporting data quality. 

• Collecting quality related user feedback: It is recommended to explore enabling a 

direct customer feedback channel on the metadata and data quality from data users to 

data holders and HDABs, to enable the continuous development of dataset descriptions 

especially with regards to quality considerations. In this context, it is also important to 

share experiences and learn from the experiences of other Nordic countries. The 

possibility of publishing user feedback on data quality and utility alongside the dataset 

description should be explored, and potential European developments – such as the 

possible further development of the fit-for-purpose strategy developed in the QUANTUM 

project – should be monitored. 

• Examine ways to utilise AI to support the production of metadata: It would be 

advisable to explore the possibilities of leveraging AI for supporting generating high-

quality variable-level metadata. 

The importance of Nordic cooperation 

Nordic cooperation around metadata for secondary use of health data has been historically 

considered important among the national actors. Now, under the EHDS Regulation and the 

significantly increased requirements and expectations regarding metadata and data quality and 

utility reporting, such cooperation has become even more important. 

The following are some of the identified achievements and future possibilities that would not be 

possible to achieve without collaboration: 

• HealthDCAT-AP, including data quality and utility label, is not easy to understand and 

interpret. It would not be wise use of resources for the countries to think about 

implementation solely on their own. The metadata work presented in this report 

demonstrates concrete examples of the value of Nordic collaboration, in this case the 

joint interpretation and implementation of HealthDCAT-AP, in an increasingly harmonised 

way 

• Many of the Nordic countries have extensive practical experience with health data 

catalogues. It is important to leverage this experience to have a constructive influence on 

the solutions being developed at the EU level. Working together on such efforts is more 

effective than countries acting individually. This influencing work has been carried out 

during the VALO projects, among other things, through discussions on the implementing 

acts on dataset descriptions and data quality and utility labelling, the exchange of 

national views, and the submission of joint feedback on the implementing act on dataset 

descriptions and the previous version of HealthDCAT-AP specification. 

• Many countries have limited resources for metadata work, and under the EHDS the 

requirements for metadata catalogues increase significantly. National health data 

catalogues will need to contain new metadata elements, include data quality and utility 

labels, and describe a wider range of data categories. In addition, new types of data 

holders will need to be involved in the work related to metadata. It is valuable to discuss 

open questions and implementation plans together. 
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• The first Nordic Commons project established a vision of a common Nordic metadata 

catalogue. Consistent and harmonised implementation of the EHDS requirements across 

countries would enhance the feasibility of realising this vision in the future, provided it 

continues to be considered beneficial also in the EHDS era. 

The VALO projects and this report account for several examples of initiated Nordic 

harmonisation such as developing of a common variable-level metadata specification draft 

version, aiming for creating possible enrichments of HealthDCAT-AP in the national catalogues 

in a harmonised way, aiming for implementing data quality and utility labelling in a harmonised 

way, as well as aiming for harmonised dataset definitions.  

Metadata implications for the User Journey 

As described in this chapter, metadata – created and used in a standardised manner – is a key 

prerequisite for making datasets searchable and findable in the User Journey (the Data 

discovery step, see chapters 3 and 7 as well as Annex 2). Accordingly, there are several steps 

prior to that (during Pre-discovery) where metadata can make a significant change: The health 

data holders must first understand their role as a health data holders in EHDS and be able to 

identify what data subject to EHDS Regulation they hold. Health data holders must provide 

adequate metadata for their datasets, which in turn must be clearly identified, scrutinised and up 

to date. The metadata must be of sufficiently high quality. Data holder must also provide the data 

quality and utility label for all publicly funded datasets.  

In addition, the catalogue search features must be adequate, and guidance – as well as support 

for using the catalogues, if needed – must be available. These matters were not addressed in 

detail in this report, but sharing good practices related to them within the Nordic countries is 

important.
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Annex 4b. HealthDCAT-AP pilot descriptions 

This table compiles the dataset-level mandatory metadata properties mandated by the HealthDCAT-AP Release 7 and the implementing 

act on dataset descriptions (Commission Implementing Regulation (EU) 2026/2098 of 18 September 2026 laying down the minimum 

metadata elements and their characteristics to be provided by health data holders for dataset descriptions for the secondary use of 

electronic health data under Article 77(4) of Regulation (EU) 2025/327 establishing the European Health Data Space), their definitions, 

country-specific pilot descriptions, and questions raised during the joint review of the pilot descriptions. A draft version of the implementing 

act was used and later the information was verified to match the approved version. 

Heal
thDC
AT-
AP 
Data
set 
prop
erty 
nam
e 

Property 
descripti
on in 
impleme
nting act 
Art. 77 

HealthD
CAT-AP 
Dataset 
propert
y 
definitio
n (R7) 

HealthDCAT-
AP Dataset 
property 
usage note 
(R7)  

DE Example 
description 
National 
cancer 
registry 

FI Example 
description 
National 
cancer 
registry 

FI 
Comments 

IS Example 
description 
National 
cancer 
registry 

IS 
Comments 

NO Example 
description 
National 
cancer 
registry 

NO 
Comments 

SV Example 
description 
National 
cancer 
registry 

SV 
Com
ment
s 

Unclear / 
Questions 

Title  Provides 
the 
official 
name or 
title of 
the 
dataset. 

A name 
given to 
the 
Dataset. 

Provide a 
title(s) for 
your Dataset, 
which can be 
repeated in 
multiple 
languages. 
Example: 
Healthy Brain 
Study - 
Physiological 
Data 
RDF 
example: 
dct:title 

Cancerregist
eret 

Finnish 
Cancer 
Registry 

 
The 
Icelandic 
Cancer 
Register 

 
Kreftregister
, 
Kvalitetsregi
ster for 
hjerne- og 
ryggmargss
vulster 

Title of the 
datasource 
and 
datacollecti
on 

National 
Cancer 
Register 

 
Is the name of 
the country 
supposed to be 
added to the 
title? Or does it 
come 
automatically as 
an attribute from 
the class 
Catalogue? 

Acce
ss 
right
s 

Describe
s the 
level of 
access 
applicabl
e to the 
dataset 
(e.g. 
public, 

Informati
on that 
indicate
s 
whether 
the 
Dataset 
is 
publicly 

This property 
allows you to 
indicate 
whether the 
dataset is 
publicly 
accessible, 
has 
restrictions, 

NON_PUBLI
C 

Non-public In our 
current 
catalogue: 
Data permit 

Non-public The dataset 
has access 
restrictions; 
access may 
be granted 
under 
specific 
conditions 
for scientific 

https://lovdat
a.no/dokume
nt/NL/lov/201
4-06-20-
43#KAPITTE
L_3;%20https
://lovdata.no/
dokument/NL
/lov/2014-06-

We are 
going to 
adopt this 
property in 
the future. 

Non-public 
  

https://lovdata.no/dokument/NL/lov/2014-06-20-43#KAPITTEL_3;%20https://lovdata.no/dokument/NL/lov/2014-06-20-43
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restricted 
or non 
public). 

accessib
le, has 
access 
restrictio
ns or is 
not 
public. 

or is not 
publicly 
available. 
This is a 
mandatory 
property in 
HealthDCAT-
AP. Use one 
of the 
following 
values 
:public, 
:restricted, 
:non-public, 
which means: 
NON_PUBLI
C — The 
dataset is not 
publicly 
available and 
access is 
subject to 
restrictions. 
PUBLIC — 
The dataset 
is openly 
accessible to 
everyone. 
RESTRICTE
D — The 
dataset has 
access 
restrictions 
but may be 
available 
under specific 
conditions. 
 
RDF 
example: 
dct:accessRig
hts 

research 
purposes. 

20-
43#KAPITTE
L_4 
Non-public 

Appl
icabl
e 
legis
latio
n  

Identifies 
Union 
legal acts 
or 
national 
legislatio

The 
legislatio
n that 
mandate
s the 
creation 

The ELI of 
the EHDS 
Regulation, 
published in 
March 2025, 
can now be 

https://www.r
etsinformatio
n.dk/eli/lta/20
18/1049 

http://data.eur
opa.eu/eli/reg
/2025/327/oj 

In our 
current 
catalogue: 
Under 
secondary 
use act 

The Icelandic 
Cancer 
Register 
 
Krabbameins
skrá Íslands 

Most 
probably 
the link to 
EHDS 
Regulation 

https://lovdat
a.no/dokume
nt/NL/lov/201
4-06-20-
43https://lovd
ata.no/dokum

In the 
national 
specificatio
n, Lovverk 
and 
Forskrift 

The Cancer 
Register is a 
health data 
register that 
is regulated 
by the Health 

 
This needs 
clarification. 
What is the 
difference 
between Legal 
basis and 

https://lovdata.no/dokument/NL/lov/2014-06-20-43#KAPITTEL_3;%20https://lovdata.no/dokument/NL/lov/2014-06-20-43
http://data.europa.eu/eli/reg/2025/327/oj
https://lovdata.no/dokument/NL/lov/2014-06-20-43https:/lovdata.no/dokument/SF/forskrift/2001-12-21-1477
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n that 
specifical
ly govern 
the 
establish
ment, 
maintena
nce or 
availabilit
y of the 
dataset, 
where 
such 
legal acts 
or 
legislatio
n exists. 

or 
manage
ment of 
the 
Dataset. 

used as the 
applicable 
legislation 
where 
relevant: 
http://data.eur
opa.eu/eli/reg
/2025/327/oj. 
As multiple 
legislations 
may apply to 
the resource 
the maximum 
cardinality is 
not limited. 
RDF 
example: 
dcatap:applic
ableLegislatio
n 

fékk 
lagagrunn 
árið 2007 (lög 
nr 41/2007 og 
reglugerð nr 
548/2008) og 
er hún því 
samkvæmt 
lögum ein af 
heilbrigðisskr
ám 
Landlæknis. 
Samkvæmt 
lögum um 
landlækni og 
lýðheilsu er 
tilgangur 
þess að 
halda 
heilbrigðisskr
ár m.a. sá að 
nýta gögnin til 
vísindaranns
ókna. 

will be 
given here. 

ent/SF/forskrif
t/2001-12-21-
1477 

are defined 
as one or 
more URLs 
to relevant 
laws and 
regulations 
on 
lovdata.no 
that govern 
the dataset. 

Data Register 
Act 
(1998:543) 
and 
associated 
regulation 
(2001:709). 
The National 
Board of 
Health and 
Welfare’s 
regulation 
and general 
advice 
(HSLF-FS 
2016:7), 
shows in 
more detail 
how the 
healthcare 
provider’s 
obligation 
must be 
fulfilled. 

Applicable 
legislation? Who 
is this 
information 
supposed to 
serve: the 
secondary user 
to know under 
which legislation 
the data can be 
applied for 
secondary use, 
or broader use? 
Does the link to 
legislation have 
to be in ELI 
format or can it 
be in some other 
format as well? 
What to do if 
national 
legislation 
doesn't have 
ELI? 

Cod
e 
valu
es 

Identifies 
classifica
tion 
systems 
or 
controlle
d 
vocabula
ries 
reflected 
in the 
content 
of the 
dataset 
(e.g. 
disease 
classifica
tions, 
procedur
e 
classifica
tions), 
where 
applicabl
e. 

A free-
text 
descripti
on of 
any 
health 
classific
ation, 
terminol
ogy, 
ontology
, 
thesauru
s, or 
coding 
system 
used in 
the 
dataset. 

Use this field 
to describe, 
in free text, 
the code 
values of the 
coding 
systems used 
that apply to 
the dataset 
(e.g. U07.1, 
Y59.0). No 
controlled 
vocabulary is 
required at 
this stage. 
RDF 
example: 
healthdcatap:
hasCodeValu
es 

ー IDC-10: 
Malignant 
tumours 
(C00-C96), 
Other 
tumours 
(D00-D48 
and D76), 
Others (N85, 
N87, N89-
N90). 

It is unclear 
how this 
HealthDCA
T-AP 
property will 
actually be 
utilized. 

ICD-10 
topography 
codes: C00–
C97 
(malignant 
neoplasms), 
D00–D09 
(carcinoma in 
situ), D22, 
D32–D35, 
D42–D44, 
D45–D47 
(benign and 
uncertain 
behaviour 
neoplasms of 
CNS, 
endocrine 
and 
haematopoiet
ic tissue); 
ICD-O-3 
topography 
codes (e.g. 
C50.9 breast, 

Krabbamei
nsskráningi
n er í 
samræmi 
við 
leiðbeininga
r 
Evrópusamt
aka 
krabbamein
sskráa 
(European 
Network of 
Cancer 
Registries, 
ENCR). 
Skráð er 
samkvæmt 
alþjóðlegri 
sjúkdómaflo
kkun 
(Internation
al 
Classificatio
n of 

«2» og 
«Kvinne». 

 
Relevant 
code values 
from the 
coding 
system listed 
in Coding 
System 

 
Is this supposed 
to be used to 
reflect the data 
content 
(annotation with 
keywords, like 
the 
implementing 
act definition 
implies) or the 
actual code 
values found in 
the data? Isn't 
the connection 
to the coding 
system 
supposed to be 
mentioned as 
well - without it 
user cannot 
understand 
which code list 
do the values 
belong to? 
Where do you 

https://lovdata.no/dokument/NL/lov/2014-06-20-43https:/lovdata.no/dokument/SF/forskrift/2001-12-21-1477
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C61.9 
prostate); 
ICD-O-3 
morphology 
codes (e.g. 
8500/3 
infiltrating 
duct 
carcinoma, 
9732/3 
multiple 
myeloma); 
Basis of 
diagnosis 
codes: 0 
(death 
certificate 
only), 1 
(clinical), 2 
(investigation 
without 
histology), 4 
(biochemical)
, 5 (cytology), 
6 (histology 
of 
metastasis), 
7 (histology 
of primary 
tumour); 
Laterality 
codes: 0 (not 
paired 
organ), 1 
(right), 2 
(left), 4 
(bilateral), 9 
(unknown); 
Sex codes: 1 
(male/boy), 2 
(female/girl), 
7 (non-
binary/child); 
Tumour 
number 
codes: 10 
(first 
malignant), 
20 (second 

Disease, 
ICD) og 
ICD-O 
(Internation
al 
Classificatio
n of 
Diseases 
for 
Oncology). 

draw the line, 
how in depth 
should it be? 
What use case 
is this 
information 
supposed to 
serve? It should 
be connected to 
the Coding 
system property, 
is there a plan 
for developing 
that? 
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malignant), 
00 (first 
benign), 07 
(diagnosed 
abroad) 

Codi
ng 
syst
em 

Identifies 
standardi
sed 
coding 
schemes 
used to 
encode 
data 
elements 
within the 
dataset 
(e.g. ICD 
10 CM, 
SNOME
D CT, 
DRGs), 
where 
applicabl
e. 

Coding 
systems 
in use 
(ex: 
ICD-10-
CM, 
DGRs, 
SNOME
D=CT). 

This property 
allows you to 
specify the 
coding 
systems used 
within your 
dataset. For 
example, if a 
dataset uses 
ICD-10 for 
disease 
classification, 
this property 
allows data 
users to 
search for 
datasets with 
the same 
coding 
system. As a 
machine-
actionable 
property, it 
also 
facilitates 
automated 
processes, 
making 
dataset 
discovery 
more 
efficient. 
Specify the 
standardised 
coding 
systems used 
in the dataset 
(e.g. ICD-10-
CM, 
SNOMED-
CT). The 
coding 
systems 
controlled 

ー International 
Classification 
of Diseases, 
10th Revision 
(ICD-10) 
International 
Classification 
of Diseases 
for Oncology, 
3rd Edition 
(IDC-O-3) 

 
ICD-10, ICD-
03 
 
ICD-10 
(International 
Classification 
of Diseases, 
10th 
Revision) — 
for tumour 
topography 
and cause of 
death; ICD-
O-3 
(International 
Classification 
of Diseases 
for Oncology, 
3rd Edition) 
— for tumour 
topography 
(ksicd0) and 
morphology 
(ksmeingerd/f
smeingerd); 
Multiple ICD 
versions 
historically: 
ICD-7, ICD-8, 
ICD-9, ICD-
10 (tracked 
per record in 
fsdanorsicdke
rfi) 

 
ICD-10 codes 
referenced in 
descriptions 
(e.g. C50, 
C34) 

 
ICD-7, ICD-9, 
ICD-O/2, 
ICD-O/3, 
UICC TNM, 
TOPO, 
PAD/C24.1/hi
st 
 
SHOULD BE 
FROM CT 
ONLY: 
ICD-O-3 

https:
//hde
u-
dcat.
acce
ptanc
e.dat
a.hea
lth.eu
ropa.
eu/re
sourc
e/aut
hority
/codi
ng-
syste
m/  

General 
comment to all 
vocabularies: 
We need to 
have these 
vocabularies as 
human readable 
lists. Now we 
have been using 
the Dataset 
Description 
Assistant to pick 
the values from 
the 
vocabularies. 
How to indicate 
if the national 
coding system 
used is not 
identical to the 
source coding 
system? Should 
the source 
coding system 
be then selected 
or not?  
 
NOTE: Not all 
coding systems 
listed in the pilot 
descriptions are 
yet included in 
the 
HealthDCAT-AP 
vocabulary. 

https://hdeu-dcat.acceptance.data.health.europa.eu/resource/authority/coding-system/
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vocabulary 
(https://hdeu-
dcat.accepta
nce.data.heal
th.europa.eu/
resource/auth
ority/coding-
system/) 
MUST be 
used. 
RDF 
example: 
healthdcatap:
hasCodingSy
stem 

Cont
act 
poin
t  

Provides 
contact 
details 
for 
enquiries 
related to 
the 
dataset. 

Contact 
informati
on that 
can be 
used for 
sending 
commen
ts about 
the 
Dataset. 

This property 
informs about 
a contact 
point 
(Individual, 
Organization, 
Location, 
Group) that 
can answer 
questions 
about the 
dataset. 
Details on 
how to 
describe 
these are 
provided 
under class 
vcard:Kind. 
RDF 
example: 
dcat:contactP
oint 

https://sundh
edsdatastyrel
sen.dk 

Contact 
Page: 
https://cancer
registry.fi/info
rmation/conta
cts/ 
Email: 
kirjaamo@ca
ncer.fi 

Currently in 
the Finnish 
catalogue: 
Elli 
Hirvonen, 
Contact 
person, 
phone and 
email. 
 
We have 
currently 
guided to 
use (at) 
instead of 
@ in the 
email 
addresses 
in the 
Finnish 
catalogue, 
but the 
Dataset 
Description 
Assistant 
doesn't 
allow this 
format. 

mottaka@lan
dlaeknir.is 

 
krg.data@fhi.
no  

 
cancerregistr
et@socialstyr
elsen.se 

  

Conf
orm
s to  

Identifies 
a 
standard 
or 
technical 

An 
establis
hed 
standard 
to which 

If your data 
conforms to 
an 
established 
standard or 

ー 
    

  Could be 
considered 
in the future 

NA 
 

Opportunity to 
select Non 
applicable has 
to be added to 
the vocabulary. 

https://sundhedsdatastyrelsen.dk/
mailto:mottaka@landlaeknir.is
mailto:krg.data@fhi.no
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specificat
ion that 
defines 
the 
structural 
or 
syntactic 
organisat
ion of the 
dataset 
as a 
whole. 

the 
describe
d 
resource 
conform
s. 

specification, 
use this 
property to 
indicate 
which one. 
The Health 
Standards 
controlled 
vocabulary 
(https://hdeu-
dcat.accepta
nce.data.heal
th.europa.eu/
resource/auth
ority/standard
/) MUST be 
used. 
RDF 
example: 
dct:conforms
To 

Cust
odia
n 

Identifies 
the 
organisat
ion 
responsi
ble for 
holding, 
managin
g and 
maintaini
ng the 
dataset 
over time 
(health 
data 
holder). 

Party 
that 
accepts 
account
ability 
and 
responsi
bility for 
the data 
and 
ensures 
appropri
ate care 
and 
mainten
ance of 
the 
resource 
[ISO-
19115]. 

Use this 
property to 
identify the 
entity that 
technically 
holds and 
maintains the 
dataset. In 
the EHDS 
context, this 
field 
represents 
the legally 
defined 
health data 
holder, 
(Article 2(6) 
EHDS 
Regulation), 
i.e. the entity 
responsible 
for holding 
and 
maintaining 
the dataset. 
This entity 
may differ 
from the 

ー Name: 
Finnish 
Institute for 
Health and 
Welfare 
(THL) 
Type: Public 
health 
institute 
Contact 
Page: 
https://thl.fi/e
n/front-page 
Email: 
kirjaamo@thl.
fi 

 
Icelandic 
Cancer 
Society 
(Krabbamein
sfélag 
Íslands) — 
legally 
responsible 
for 
maintaining 
and 
managing the 
registry on 
behalf of the 
Directorate of 
Health 
(Embætti 
landlæknis) 

 
Norwegian 
Institute of 
Public Health 

 
The Swedish 
National 
Board of 
Health and 
Welfare 
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publisher. 
RDF 
example: 
geodcatap:cu
stodian 

Desc
ripti
on 

Provides 
a free 
text 
summary 
describin
g the 
content 
and 
purpose 
of the 
dataset. 

A free-
text 
informati
on about 
the 
Dataset. 

Brief 
description of 
the dataset. 
This property 
can be 
repeated for 
including 
several 
language 
versions of 
the 
description. 
RDF 
example: 
dct:descriptio
n 

Cancerregist
eret 
indeholder 
oplysninger 
om danske 
cancerpatient
er. 
\nRegisteret 
er et 
incidensregist
er, dvs. at det 
alene 
indeholder 
oplysninger 
om nye 
tilfælde af 
cancer. 
Cancerregist
eret rummer 
bl.a. 
oplysninger 
om: 
diagnosetidsp
unktet for 
sygdommen, 
den 
anatomiske 
lokalisation, 
hvilken type 
kræft det er 
(histologi), 
udbredelse af 
sygdommen 
og hvordan 
diagnosen er 
stillet. 
\nIndberetnin
g til 
Cancerregist
eret skete på 
frivillig basis 
frem til marts 
1987, 

The Cancer 
Registry 
stores 
information 
necessary for 
the Finnish 
Institute for 
Health and 
Welfare 
(THL) to 
perform its 
statutory 
tasks in terms 
of the 
incidence of 
cancer, 
prevention, 
early 
detection, 
treatment and 
medical 
rehabilitation, 
and the use 
of services. 
Data are 
collected for 
statistical and 
scientific 
research 
purposes. 
 
Registration 
of cancers 
began 
nationwide in 
1953. Since 
1961, the 
submission of 
cancer 
reports has 
been 
mandatory. 
The Mass 

 
The Icelandic 
Cancer 
Register is a 
nationwide 
health 
registry that 
systematicall
y collects 
data on all 
cancer 
diagnoses in 
Iceland. It is 
overseen by 
the 
Directorate of 
Health and 
operated by 
the Icelandic 
Cancer 
Association. 
 
Established 
with 
electronic 
records 
dating back 
to 1955, the 
register’s 
primary 
purpose is to 
support 
healthcare 
quality control 
and enable 
scientific and 
epidemiologic
al research. It 
compiles data 
from 
hospitals, 
healthcare 
practitioners, 
laboratories, 

Skráin nær 
til meir en 
99% allra 
meina sem 
greinast hjá 
þjóðinni og 
er í flokki 
bestu 
krabbamein
sskráa 
heims 
ásamt 
öðrum 
Norrænum 
skrám.  

Norwegian 
Registry of 
Brain and 
Spinal Cord 
Tumors 
contains 
variables 
specific for 
diagnostics, 
treatment and 
follow-up of 
brain- and 
spinal cord 
tumors. The 
information 
comes from 
multiple 
sources, see 
information 
about the 
Cancer 
Registry.  

 
The national 
cancer 
registry is an 
incidence 
based 
registry that 
contains 
information 
about 
diagnosed 
primary 
tumors. The 
registry 
contains 
information 
about all 
malign 
tumors and a 
subset of the 
benign 
tumors and 
tumor like 
conditions. 
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hvorefter det 
blev 
obligatorisk. 
Fra 2004 
overgik 
Cancerregist
eret fra 
indberetning 
på 
papirblanket 
til 
elektroniske 
indberetning 
via 
Landspatientr
egisteret 
(LPR) for 
offentlige 
hospitaler og 
via 
Sundhedsdat
astyrelsens 
Elektroniske 
Indberetnings
system (SEI) 
for de 
praktiserende 
læger og 
privathospital
er. Samtidig 
overgik man i 
2004 fra 
manuel 
kodning til det 
automatiske 
cancerlogik 
kodningssyst
em. 
Registeret 
har siden 
2004 været 
kendt som 
det 
modernisered
e 
Cancerregist
er i takt med 
implementeri
ngen af 

Screening 
Registry was 
established in 
1968 in 
connection 
with the main 
register and 
has collected 
cervical 
cancer 
screening 
data since 
1963, breast 
cancer 
screening 
data since 
1987 and 
nationwide 
colorectal 
cancer 
screening 
data since 
2022. 
 
Persons with 
cancer living 
in Finland are 
registered in 
the Cancer 
Registry. The 
data to be 
stored 
includes the 
patient's 
personal 
information, 
cancer 
information 
and death 
certificate 
information. 
As part of the 
Cancer 
Registry, 
cervical, 
breast cancer 
and 
colorectal 

and public 
health 
authorities, 
ensuring 
comprehensi
ve national 
coverage. 
 
The registry 
includes 
standardized 
information—
aligned with 
international 
frameworks 
such as the 
European 
Network of 
Cancer 
Registries 
and the 
International 
Association 
of Cancer 
Registries—
covering 
diagnosis, 
pathology, 
treatment, 
and patient 
outcomes. Its 
data 
contribute to 
national 
statistics, 
international 
cancer 
databases, 
and ongoing 
research, 
making it a 
key resource 
for 
understandin
g cancer 
trends and 
improving 
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digitale 
løsninger og 
forbedrede 
datainfrastruk
turer.\nFra og 
med årgang 
2023 er 
datastrukture
n på 
Cancerregist
eret blevet 
ændret - læs 
mere om 
dette under 
'Hovedprincip 
i 
datastrukture
n'. 

cancer 
screening 
registries are 
maintained. 
Data on the 
target 
population of 
national mass 
screenings 
are registered 
in these mass 
screening 
registers. 
Data is 
collected from 
screening 
invitations 
and 
examinations 
throughout 
the country. 

care in 
Iceland. 

Distr
ibuti
on  

Provides 
a 
technical 
represent
ation or 
format in 
which the 
dataset is 
made 
available 
for 
secondar
y use. 

An 
availabl
e 
Distributi
on for 
the 
Dataset. 

For Health 
DCAT 
Application 
Profile a 
distribution is 
mandatory 
independentl
y of the 
access rights. 
A distribution 
must include 
information 
on the Health 
Data Access 
Body 
supporting 
data access. 
RDF 
example: 
dcat:distributi
on 

ー Access URL: 
https://findata
.fi/en/ 
Applicable 
Legislation: 
http://data.eur
opa.eu/eli/reg
/2025/327/oj 

It is unclear 
how this 
HealthDCA
T-AP 
property will 
actually be 
utilized. 

Restricted 
access; 
applications 
submitted to 
the 
Directorate of 
Health 

Publicly 
available 
cancer 
statistics 
from the 
Icelandic 
Cancer 
Register 
can be 
freely 
accessed 
and reused 
with proper 
citation, 
while 
customized 
statistical 
queries 
may incur a 
fee. 
Publication 
of data in 
media 
requires 
prior 
contact with 
the registry. 
Access to 

  To be 
implemente
d, could be 
considered 
in the future 

HDAB-SE Acce
ss to 
data 
is 
condi
tional 
on 
the 
issua
nce 
of a 
permi
t by 
the 
HDA
B 
after 
subm
ission 
of a 
data 
reque
st 
applic
ation 

Is this supposed 
to describe the 
technical format 
of the data that 
will be given for 
secondary use, 
or only point out 
to the HDAB 
website? The 
data can be 
given out in 
many different 
formats so 
should all of 
them be 
described? It is 
up to agreement 
between data 
holder and user 
in which format 
the data is 
given. Why do 
we have need to 
have a 
distribution to 
point to HDAB if 
there already is 
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identifiable 
data for 
research 
purposes 
requires a 
formal 
application 
to the 
Directorate 
of Health, 
including 
supporting 
documents 
and a 
specified 
list of 
requested 
variables. 

another property 
for that? 

Geo
grap
hical 
cove
rage 

Indicates 
the 
geograph
ic area to 
which the 
dataset 
relates 
(e.g. 
Member 
State, 
region or 
EU 
wide), 
where 
applicabl
e. 

A 
geograp
hic 
region 
that is 
covered 
by the 
Dataset. 

The EU 
Vocabularies 
Name 
Authority 
Lists MAY be 
used for 
continents, 
countries and 
places that 
are in those 
lists; if a 
particular 
location is not 
in one of the 
mentioned 
Named 
Authority 
Lists, 
Geonames 
URIs MAY be 
used. 
RDF 
example: 
dct:spatial 

DENMARK Finland Currently in 
the Finnish 
catalogue: 
National. 

Iceland National 
coverage 
 
Certain 
data on all 
cancers 
diagnosed 
in Iceland 
since 1955. 
Skráin nær 
til meir en 
99% allra 
meina sem 
greinast hjá 
þjóðinni og 
er í flokki 
bestu 
krabbamein
sskráa 
heims 
ásamt 
öðrum 
Norrænum 
skrám.  

 Norge 
 

Sweden 
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Pers
onal 
data 
/ Has 
pers
onal 
data  

Indicates 
whether 
the 
dataset 
contains 
personal 
data 
within the 
meaning 
of Article 
4, point 
(1), of 
Regulatio
n (EU) 
2016/679 
of the 
Europea
n 
Parliame
nt and of 
the 
Council2. 

Key 
element
s that 
represe
nt an 
individu
al in the 
dataset, 
Indicate
s 
associati
on with 
Persona
l Data. 

This property 
is used to 
indicate the 
types of 
personal data 
contained in 
the dataset 
itself (i.e. the 
actual data, 
not the 
metadata 
record). 
The Data 
Privacy 
Vocabulary 
for Personal 
Data at 
https://w3id.o
rg/dpv/dpv-pd 
MUST be 
used for this 
property. 
 
Examples of 
allowed 
values 
include: 
Gender → 
https://w3id.o
rg/dpv/dpv-
pd#Gender 
Age → 
https://w3id.o
rg/dpv/dpv-
pd#Age 
RDF 
example: 
dpv:hasPerso
nalData 

ー Gender, 
Identifier, 
Birth Date, 
Age, Medical 
Health 

It is unclear 
how this 
HealthDCA
T-AP 
property will 
actually be 
utilized. Not 
all of the 
desired 
terms were 
found in the 
vocabulary. 

Yes PIN, Birth 
year, 
Gender, 
residence 
when 
diagnosed, 
diagnosis 
date, 
tumour site, 
morphology
, basis of 
diagnosis, 
pathology 
results, 
causes of 
death, 
referring 
physician 
speciality, 
treating 
physician 
speciality 
(these type 
of terms 
would be 
needed to 
be found in 
the 
vocabulary)
. 

 1 = Direkte 
personidentifi
serbare 
opplysninger 

 
Gender, Age, 
Medical 
Health, 
Marital 
Status, 
Name, 
Region, 
Locality, Birth 
Date, PIN 
Code 

 
It is still unclear 
whether this will 
be yes/no or to 
indicate more in 
depth types of 
personal data. 
We expect 
clarification on 
this in the next 
HealthDCAT-AP 
release. If the 
vocabulary is 
adopted, it 
needs to be 
further 
developed to 
better suit health 
data. 

Heal
th 
data 
acce
ss 
body   

The 
compete
nt health 
data 
access 
body 
responsi
ble for 
facilitatin

Health 
Data 
Access 
Body 
supporti
ng 
access 
to data 
in the 

Member 
state-
designated 
authority that 
facilitates the 
secondary 
use of 
electronic 
health data. 

Sundhedsdat
astyrelsen 

Health Data 
Access 
Body Name: 
Findata - 
Finnish 
Social and 
Health Data 
Permit 
Authority 

    
To be 
implemente
d 

Health Data 
Access Body 
Sweden 
(healthdcatap
:hdab-se) 

 
How to provide 
multiple HDABs, 
if there are 
multiple in the 
country? 
Currently it looks 
like only one can 
be provided. 
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g access 
to the 
dataset 
under the 
Europea
n Health 
Data 
Space, 
where 
the 
dataset is 
subject to 
restricted 
or non 
public 
access. 

Member 
State. 

HDABs 
assess the 
information 
provided by 
the health 
data 
applicant and 
decide on 
health data 
requests and 
access 
applications, 
authorise and 
issue data 
permits, 
obtain data 
from data 
holders and 
make data 
available in 
Secure 
Processing 
Environments
. HDABs 
systematically 
track the data 
request and 
data access 
applications 
received and 
the data 
permits 
issued. As 
per Article 58 
of the EHDS, 
HDABs are 
required to 
publicly list 
information 
on the data 
permits 
issued. 
(Article 55; 
Recital 52 of 
EHDS 
Regulation). 
RDF 
example: 

Health Data 
Access 
Body Type: 
Government 
and Public 
Sector 
Organizations 
Health Data 
Access Body 
Contact 
Page: 
https://findata
.fi/en/ 
Health Data 
Access Body 
Email: 
info@findata.f
i 
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healthdcatap:
hdab 

Heal
th 
cate
gory 
/ 
Heal
th 
data 
cate
gory  

Identifies 
the 
categorie
s of 
electronic 
health 
data 
containe
d in the 
dataset 
and listed 
in Article 
51(1) of 
Regulatio
n (EU) 
2025/327
. 

The 
health 
category 
to which 
this 
dataset 
belongs 
as 
describe
d in the 
Commis
sion 
Regulati
on on 
the 
Europea
n Health 
Data 
Space 
laying 
down a 
list of 
categori
es of 
electroni
c data 
for 
seconda
ry use, 
Art.51. 

This property 
indicates the 
EHDS data 
category the 
dataset 
belongs to, 
based on 
Article 51 
(https://eur-
lex.europa.eu
/legal-
content/EN/T
XT/HTML/?uri
=OJ:L_20250
0327#ntr35-
L_202500327
EN.000101-
E0035 ) of 
the EHDS 
Regulation. 
Use the 
controlled 
vocabulary 
http://13.81.3
4.152:1101/re
source/author
ity/healthcate
gories/ to 
ensure 
standardised 
classification 
across all 
datasets 
RDF 
example: 
healthdcatap:
healthCatego
ry 

PHDR, EINS, 
EHRS 

Data from 
population-
based health 
data 
registries 
such as 
public health 
registries 

 
K  
Data on 
professional 
status, and 
on the 
specialisation 
and institution 
of health 
professionals 
involved in 
the treatment 
of a natural 
person 

  
To be 
implemente
d 

Data from 
population-
based health 
data 
registries 
such as 
public health 
registries (k, 
PHDR)  
 
(alternatively, 
also Data 
from medical 
registries and 
mortality 
registries) 

Also 
qualit
y 
regist
ries 
involv
ed in 
the 
regist
ry. 

Interpretation of 
this property is 
important to be 
harmonised 
between 
countries. 

Heal
th 
them
e 

Indicates 
a high 
level 
health 
topic or 
theme 
associate
d with the 

A 
category 
of the 
Dataset 
or tag 
describi
ng the 
Dataset. 

A dataset 
may be 
associated 
with multiple 
health 
themes. The 
Health 
Theme 

CANCER_DI
SEASE 

Cancer 
 

Cancer 
 

Kreft, 
forskning, 
analyse, 
kvalitetssikrin
g av 
helsetjeneste
n, styring, råd 

To be 
implemente
d 

Cancer 
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dataset 
(e.g. 
cardiovas
cular 
disease, 
cancer). 

controlled 
vocabulary 
(http://13.81.3
4.152:1101/re
source/author
ity/health-
theme) MUST 
be used. 
RDF 
example: 
healthdcatap:
healthTheme 

og veiledning 
om helsehjelp 

Ident
ifier  

Provides 
a unique 
and 
persisten
t 
identifier 
for the 
dataset 
(e.g. 
uniform 
resource 
identifier 
(URI), 
digital 
object 
identifier 
(DOI) or 
catalogu
e 
identifier)
. 

The 
main 
identifier 
for the 
Dataset, 
e.g. the 
URI or 
other 
unique 
identifier 
in the 
context 
of the 
Catalog
ue. 

For Health 
DCAT 
Application 
Profile the 
identifier is 
mandatory 
and its value 
must be 
unique from 
the origin 
database of 
the Dataset. 
In the 
process of 
dataset 
transmition to 
the next 
database, the 
'identifier' 
property is 
overwriten by 
the new 
database 
identifier, and 
the original 
identifier 
becomes the 
value of the 
'other 
identifier' 
property. 
RDF 
example: 
dct:identifier 

CAR https://urn.fi/U
RN:NBN:fi:thl:
ak:21085403-
7be8-4f93-
bf05-
231518c642a
0  

   
K_KREG.CN
S 

To be 
clarified 
and 
implemente
d 

URI We 
do 
not 
have 
an 
identi
fier 
as of 
yet. 
When 
a 
catal
ogue 
is 
built, 
this 
shall 
be 
prese
nt. 
NBH
W 
uses 
OIDs 
for 
classi
ficatio
ns 
and 
termi
nolog
ies, 
but 
have 
not 
given 
their 

 

https://urn.fi/URN:NBN:fi:thl:ak:21085403-7be8-4f93-bf05-231518c642a0
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data 
uniqu
e 
identi
fiers. 

Stru
ctur
ed 
data 
/ Is 
stru
ctur
ed 

Indicates 
whether 
the 
dataset is 
structure
d, 
meaning 
that it is 
organise
d 
accordin
g to a 
predefine
d 
schema 
or model 
that 
defines 
its 
variables, 
attributes 
or fields. 

Indicate
s 
whether 
the 
Dataset 
contains 
structure
d data 
for 
which a 
machine
-
readable 
descripti
on of the 
data 
variable
s can be 
provided
. 

Use this 
boolean 
property to 
state whether 
the dataset 
contains 
structured 
data. Set it to 
true when a 
machine-
readable 
description of 
the data 
variables can 
be published, 
and to false 
when such 
structured 
variables do 
not apply. 
When the 
value is true, 
at least one 
healthdcatap:
hasVariables 
should be 
provided. 

ー Yes 
 

Yes The dataset 
is 
structured 
according 
to a 
predefined 
schema 

 
To be 
clarified 
and 
implemente
d. however 
we are not 
in favour of 
unstructure
d 
metadata/d
ataset 

True 
  

Key
word  

Provides 
keywords 
or tags 
describin
g the 
dataset 
and 
supportin
g search 
and 
discovery
. 

A 
keyword 
or tag 
describi
ng the 
Dataset. 

Add 
keywords to 
increase 
dataset 
discoverabilit
y. You can 
include 
keywords in 
different 
languages, 
submitting 
each keyword 
as a separate 
entry. 
Example: 
Physiological 

"Kræft", 
"Cancer", 
"Neoplasi", 
"Neoplasmer"
, "Onkologi", 
"Tumor", 
"Malignitet", 
"Histologi", 
"TNM" 

cancer, 
cancerous 
diseases, 
registers, 
screening, 
mass 
screening, 
breast 
cancer, 
cervical 
cancer, 
colorectal 
cancer, 
prevention, 
national 

    
To be 
clarified 
and 
implemente
d 

Cancer, 
Tumour, 
Malignancy, 
TNM , 
Patology, 
Morfology, 
Topology, 
Tumor Stage, 
Cancer 
Incidence 
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measures, 
Heart Rate, 
Stress 
Measures. 
RDF 
example: 
dcat:keyword 

cancer 
registry 

Lang
uage  

Indicates 
the 
language 
or 
language
s in 
which the 
dataset 
content is 
expresse
d. 

A 
languag
e of the 
Dataset. 

For this 
property the 
values from 
the EU 
Vocabularies 
Languages 
Named 
Authority List 
must be 
used. If your 
Dataset 
contains 
multiple 
languages, 
this property 
can be 
repeated. 
RDF 
example: 
dct:language 

ー FIN, SWE 
 

Icelandic 
  

To be 
implemente
d 

Swedish 
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Num
ber 
of 
reco
rds  

Indicates 
the total 
number 
of 
records 
containe
d in the 
dataset, 
where 
applicabl
e. 

Size of 
the 
dataset 
in terms 
of the 
number 
of 
records. 

Use this 
property to 
indicate the 
total number 
of records in 
the dataset, 
giving users 
an idea of the 
dataset's size 
and whether 
it suits their 
analysis or 
research 
needs. You 
can provide 
the exact 
count or an 
approximate 
average if the 
exact figure is 
unavailable. It 
reflects the 
total data 
entries (e.g., 
consultations, 
prescriptions, 
lab results, 
hospital 
admissions) 
according to 
the dataset's 
content. 
RDF 
example: 
healthdcatap:
numberOfRec
ords 

(no metadata 
provided by 
data holder) 

1 700 000 Information 
found that 
there would 
be roughly 
1,7 million 
registered 
cancer 
cases. It is 
possibly not 
the same 
as number 
of records. 
The 
Dataset 
Description 
Assistant 
currently 
only 
accepts 
numbers.  

   
To be 
implemente
d 

4,927,237 
(2024) 

 
What timepoint 
does this refer 
to? If we update 
metadata every 
year, is this 
pointing to the 
latest year? 
Where does the 
user see which 
year this is 
pointing to? 

Num
ber 
of 
uniq
ue 
indiv
idual
s 

Provides 
an 
estimate
d number 
of unique 
natural 
persons 
represent
ed in the 
dataset, 
where 
the 

Number 
of 
records 
for 
unique 
individu
als. 

Use this 
property to 
indicate the 
number of 
unique 
individuals 
represented 
in the 
dataset. It 
helps users 
understand 
the dataset's 

(no metadata 
provided by 
the data 
holder) 

3600000 Information 
found by 
Googling: 
The Finnish 
Cancer 
Registry 
and Mass 
Screening 
Registers 
do not 
disclose a 
single, 

   
To be 
implemente
d 

3,242,090 
(2024) 

 
The observation 
unit needs to be 
defined as well. 
It can be 
different, not 
necessarily 
individuals, for 
example periods 
of data 
collection.  
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dataset 
contains 
personal 
data and 
where 
applicabl
e. 

scale and 
assess 
whether it 
meets their 
needs for 
secondary 
use. Provide 
the total or an 
approximate 
count of 
distinct 
individuals 
whose data is 
included. 
RDF 
example: 
healthdcatap:
numberOfUni
queIndividual
s 

static 
aggregate 
of all 
historical 
unique 
individuals, 
as this 
number is 
constantly 
expanding. 
However, 
over 3.6 
million 
unique 
individuals 
have been 
registered 
since 1953, 
with over 
334,000 
living Finns 
previously 
diagnosed 
with cancer 
still on the 
active 
roster. 

Prov
enan
ce  

Describe
s the 
origin, 
source or 
creation 
process 
of the 
dataset. 

A 
stateme
nt about 
the 
lineage 
of a 
Dataset. 

Information 
about how 
the data was 
collected, 
including 
methodologie
s, tools, and 
protocols 
used, this 
property can 
be repeated 
for different 
versions of 
the 
provenance 
(e.g. the 
provenance 
in different 
languages). 
RDF 
example: 

Indsamling af 
oplysninger til 
Cancerregist
eret sker i 
henhold til 
”Bekendtgøre
lse om 
lægers 
anmeldelse til 
Cancerregist
eret af 
kræftsygdom
me m.v.”. 
\nIndberetnin
ger er til og 
med 2003 
foretaget på 
papirblanket. 
Fra 2004 er 
indberetninge
n fra 
sygehuse 

Regular 
sources of 
information in 
the register: 
-Healthcare 
organizations
. 
- Municipal 
data on 
cancer 
patients and 
data on 
emigration 
and 
immigration 
are obtained 
from the 
Population 
Information 
System of the 
Digital and 
Population 

 
Data 
originate from 
three source 
tables within 
the registry: 
(1) 
kskra_kjarnsk
ra (core 
registry) — 
primary 
tumour data 
including 
ICD-10/ICD-
O-3 codes, 
diagnosis 
date, age, 
laterality, 
basis of 
diagnosis; (2) 
kskra_frumsk
ra 
(source/notifi

Upplýsingar 
til 
Krabbamei
nsskrár 
berast frá 
rannsóknar
stofum í 
meinafræði 
og 
blóðmeinafr
æði, 
sjúkradeildu
m, 
heilsugæslu
stöðvum, 
einstökum 
læknum og 
læknastofu
m. 
Upplýsingar 
berast að 
jafnaði 

Kreftregistere
t får 
rapportert og 
henter inn 
opplysninger 
fra ulike 
kilder: kliniske 
meldinger, 
patologisvar 
og kliniske 
systemer 
(stråle, 
medikamente
ll 
behandling), 
samt fra 
andre registre 
(NPR, DÅR, 
Folkeregister
et). Noe data 
kodes og 
registreres 

 
Healthcare 
providers 
regularly 
send data 
about newly 
diagnose 
tumours to 
the 6 regional 
cancer 
centres for 
coding and 
registration 
and after 
quality control 
these data 
are forwarded 
yearly to 
National 
Board of 
Health and 
Welfare. 

 
It might be 
interpreted in 
many different 
ways what the 
level of detail 
should be. 
Important to be 
harmonised. 
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dct:provenan
ce 

sket gennem 
Landspatientr
egisteret og 
for 
primærsektor
en gennem 
Sundhedsdat
astyrelsens 
elektroniske 
indberetnings
system (SEI) 
fra 2005. \nTil 
og med 2003 
blev alle 
informationer 
kodet 
manuelt af 
koderne. Fra 
2004 sker 
den primære 
databehandli
ng af alle 
oplysninger 
med relevans 
eller mulig 
relevans for 
Cancerregist
eret i den 
”automatisere
de 
cancerlogik”. 
Denne logik 
sammenhold
er nye 
oplysninger i 
Landspatientr
egisteret og 
Landsregister
et for Patologi 
med 
eksisterende 
oplysninger i 
Cancerregist
eret og 
foretager 
derved den 
initiale 
vurdering af, 
om de nye 

Data Services 
Agency. 
- The 
monitoring 
data of the 
Mass 
Screening 
Register and 
the data of 
the target 
population for 
mass 
screenings 
are also 
obtained from 
the 
Population 
Information 
System of the 
Digital and 
Population 
Data Services 
Agency. 
- Data on 
socioeconomi
c status, 
occupation 
and 
education, as 
well as data 
on causes of 
death, are 
available 
from 
Statistics 
Finland. 

cation 
registry) — 
pathology 
and cytology 
lab reports, 
referring 
institution, 
physician, 
autopsy data, 
morphology, 
cause of 
death; (3) 
kskra_nafnas
kra_safn 
(name/popula
tion register 
linkage) — 
personal 
identifier, 
date of death, 
linked via 
Þjóðskrá 
Íslands 
(National 
Population 
Register).  
Mandatory 
notifications 
are submitted 
by hospitals, 
pathology 
laboratories, 
and 
haematology 
units across 
Iceland. 
Death 
certificate 
linkage is 
performed via 
the death 
cause 
register of the 
Directorate of 
Health 
(Embætti 
landlæknis). 
The registry 
follows ENCR 

innan 
tveggja 
mánaða frá 
greiningu. 
Upplýsingar 
um mein 
þar sem 
ekki liggur 
fyrir 
meinafræði
greining 
koma til 
viðbótar úr 
Dánarmein
askrá og 
Vistunarskr
á 
heilbrigðisst
ofnana. 
Tölfræði 
krabbamein
a á 
ársgrundvel
li er birt á 
heimasíðu 
Krabbamei
nsfélagsins 
www.krabb.
is 

manuelt, noe 
importeres fra 
kildene 
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oplysninger 
enten skal 
føre til en ny 
sygdom i 
Cancerregist
eret, om 
oplysninger 
skal supplere 
en 
eksisterende 
anmeldt 
kræftsygdom, 
eller om 
oplysningern
e ikke tilfører 
noget nyt. 
\nEfter den 
automatisere
de 
databehandli
ng foretages 
en manuel 
vurdering og 
databehandli
ng i 10 - 20 
pct. af 
tilfældene. 
Dette kan i 
nogle tilfælde 
medføre, at 
koderne fra 
Cancerregist
eret er nødt til 
at gå tilbage 
til 
indberetteren 
for at få 
verificeret 
sygdommen. 
\nI 
Cancerregist
eret udføres 
en række 
valideringsruti
ner med 
henblik på at 
opdage 
fejlklassificeri
nger og 

data 
collection and 
quality 
assurance 
standards. 
Electronic 
data available 
from 1955; 
benign CNS 
and 
haematopoiet
ic tumours 
recorded 
from 2003 
onwards for 
some 
categories. 
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lignende 
tvivlsomme 
tilfælde. Dette 
gælder ikke 
mindst 
verifikationen 
af metastaser 
kontra 
primærtumor
er samt 
afklaring af, 
hvorvidt 2 
eller flere 
tumorer inden 
for samme 
organ(system
) skal tolkes 
som en eller 
flere 
sygdomme. 
\nVed 
afslutningen 
af et år, og 
inden 
offentliggørel
se af de 
endelige tal 
fra 
Cancerregist
eret, 
foretages 
desuden en 
samkørsel 
med 
Dødsårsagsr
egisteret. 
Herved kan 
der 
identificeres 
personer med 
anmeldelsesp
ligtige 
cancersygdo
mme, som 
ikke er i 
Cancerregistr
eret. 
Genfindes 
personerne 
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med 
anmeldelsesp
ligtig sygdom 
i 
Landspatientr
egisteret eller 
i 
Landsregister
et for 
Patologi, 
registreres 
personen på 
baggrund af 
disse data i 
Cancerregist
eret. 
Resterende 
tilfælde, der 
ikke kan be- 
eller 
afkræftes ved 
kobling til 
Landspatientr
egisteret eller 
Landsregister
et for 
Patologi, 
indtastes i 
Cancerregist
eret med 
cancerdiagno
sen fra 
Dødsårsagsr
egisteret og i 
makroskopisk 
datagrundlag 
registreres at 
Dødsårsagsr
egisteret er 
eneste 
datakilde.\nV
ed ændringer 
og 
fejlrettelser i 
de 
indberettede 
oplysninger 
vil 
cancerlogikke
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n blive kørt 
om for de 
konkrete 
tilfælde, 
således at 
Cancerregist
eret baseres 
på de 
korrekte 
oplysninger. 
\nI det 
modernisered
e 
Cancerregist
er fra 2004 
inddrages 
yderligere en 
kilde i forhold 
til tidligere – 
patologisk-
anatomiske 
diagnoser 
(SNOMED-
patologi) fra 
Landsregister
et for 
Patologi. 

Publ
isher 

Indicates 
the entity 
making 
the 
dataset 
available, 
which 
may 
differ 
from the 
creator or 
custodian
. 

An entity 
(organis
ation) 
responsi
ble for 
making 
the 
Dataset 
availabl
e. 

Use this 
property to 
identify the 
agent that 
publishes the 
dataset 
description in 
the 
catalogue. In 
the EHDS 
context, this 
may be the 
data holder or 
another 
organisation 
such as an 
intermediatio
n entity. 
RDF 
example: 
dct:publisher 

Sundhedsdat
astyrelsen 

Publisher 
Name: The 
Finnish 
Cancer 
Society 
Publisher 
Type: Public 
health 
registry 
Publisher 
Contact 
Page: 
https://cancer
registry.fi/ 
Publisher 
Email: 
kirjaamo@ca
ncer.fi 

THL is the 
registrar of 
the Cancer 
Registry. 
The Finnish 
Cancer 
Society is 
the 
technical 
administrat
or of the 
Cancer 
Registry 
and the 
processor 
of personal 
data, and 
has also 
made the 
metadata 
description 
in our 

   
To be 
implemente
d 

The Swedish 
National 
Board of 
Health and 
Welfare 
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current 
catalogue.  

Tem
pora
l 
cove
rage  

Indicates 
the time 
period 
covered 
by the 
dataset 
(e.g. 
years of 
data 
collection
), where 
temporal 
informati
on exists. 

A 
temporal 
period 
that the 
Dataset 
covers. 

The start and 
end date of 
the period 
that the 
dataset 
covers. This 
property 
makes use of 
a Period of 
Time class 
This property 
makes use of 
the class 
dct:PeriodOfT
ime (more 
details on 
PeriodOfTime 
class tab ) 
The start and 
end of the 
interval 
SHOULD be 
given by 
using 
properties 
dcat:startDat
e or 
time:hasBegi
nning, and 
dcat:endDate 
or 
time:hasEnd, 
respectively. 
RDF 
example: 
dct:temporal 

1.1.1943 0.00 1.1.1953- 
 

Start date: 
1911-01-01 
(breast 
cancer 
records); 
1955-01-01 
(all other 
tumour types, 
electronic 
records). End 
date: ongoing 
— registry 
updated 
daily. Note: 
some tumour 
categories 
(e.g. 
myelodysplas
tic syndromes 
D45–D47, 
MGUS 
D47.2) have 
later start 
dates for 
electronic 
registration 
(from 1999–
2003). 

Only one 
temporal 
coverage 
can be 
given 
currently in 
HealthDCA
T-AP. 

Opprettet 
2019 

To be 
clarified 
and 
implemente
d. it is not 
really fitting 
our 
metadata 
manageme
nt praxis. 

1958– 
  

Type  Indicates 
the 
general 
category 
or nature 
of the 
dataset 
(e.g. 
registry, 
administr

A type 
of the 
Dataset. 

A Dataset 
may be 
associated 
with multiple 
types. 
The EU 
Dataset-type 
controlled 
vocabulary 
(http://publica

HVD Registry (but 
currently in 
the Dataset 
Description 
Assistant: 
Statistical 
data) 

The current 
vocabulary 
in the 
Dataset 
description 
assistant is 
not usable 
and is not 
in line with 
the 

Register 
  

To be 
implemente
d 

Register or 
Statistical 

 
We are 
expecting the 
vocabulary to be 
developed to be 
more in line with 
the definition in 
the 
implementing 
act. 
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ative 
dataset, 
research 
dataset, 
synthetic 
dataset). 

tions.europa.
eu/resource/a
uthority/datas
et-type) 
SHOULD be 
used. 
RDF 
example: 
dct:type 

description 
in the 
implementi
ng act draft. 

Vari
able
s   

A 
structure
d 
descriptio
n of the 
variables 
containe
d in the 
dataset, 
including, 
where 
applicabl
e, the 
variable 
name, 
definition, 
data 
type, 
coding 
system 
or value 
domain. 

Links 
the 
Dataset 
to a 
CSVW 
TableGr
oup that 
provides 
a 
machine
-
readable 
descripti
on of the 
data 
variable
s. 

Use this 
property to 
link a 
structured 
dataset to a 
CSVW 
TableGroup 
that 
documents its 
data 
variables, 
columns, or 
fields in a 
machine-
readable 
way. This 
property 
becomes 
mandatory 
when 
healthdcatap:
hasStructure
dData is true. 
RDF 
example: 
healthdcatap:
hasVariables 

Tabletitel: 
Cancergrupp
ering_ICD10 
TableKeywo
rd: - 
Variable 
titel: 
Cancer_diag
_grp_ICD10 
Variable 
description: 
ICD10 - 
diagnosegrup
pering - 
undergrupper 
Variable 
datatype: 
char (3) 

For example: 
Table URL: 
https://aineist
okatalogi.fi/ca
talog/studies/
21085403-
7be8-4f93-
bf05-
231518c642a
0/datasets/ca
8a40b0-
1e54-447f-
9bd2-
70cfe82296f4 
Table Title: 
Basic 
variables 
Table 
Keyword: 
cancer 
registry, basic 
variables 
Colum 
Name: 
dg_date 
Column 
Title: Date of 
diagnosis 
Column 
Description: 
Date of 
cancer 
diagnosis. 
Column 
Datatype: 
date 
Column 
Property 
URL: -  

 
Variables in 
the Icelandic 
Cancer 
Registry 
(source: 
Krabbameins
skrá 
breytulisti, 
February 
2023): 
 
PATIENT-
LEVEL 
VARIABLES: 
• kennitala — 
National ID 
(pseudonymi
sed research 
number; 
source: 
kskra_nafnas
kra_safn) 
• fæðingarár 
— Year of 
birth 
• kyn — Sex 
per national 
register: 
1=male/boy, 
2=female/girl, 
7=non-
binary/child 
(from 2009; 
source: 
kskra_nafnsk
ra) 
• 
kssveitarfelag 
— Residence 

 
Dato for 
robotassistert 
kirurgi. 

We have 
more 
advanced 
use of 
variable 
and we 
expect 
more 
converge 
with 
HealthDCA
T-AP in the 
future. 

name 
(variabeletike
tt), defintion 
(variabelbesk
rivning), data 
type 
(datatyp), 
coding 
system (*see 
comment 
below. ICD-7, 
ICD-9, ICD-
O/2, ICD-O/3, 
UICC TNM, 
TOPO, 
PAD/C24.1/hi
st), value 
domain 
(värdemängd
)  
 
*NB: The 
disease 
classification 
is presented 
alongside the 
individual 
variables 
(e.g. variable 
name "ICD7") 
and the 
coding 
system is 
described in 
the related 
value domain 
(värdemängd
) 

https:
//ww
w.soc
ialstyr
elsen
.se/gl
obala
ssets/
share
point-
doku
ment/
doku
ment-
webb
/statis
tik/re
gister
-
varia
belfor
teckni
ng-
canc
erregi
stret.
xlsx 

How to interpret 
the table 
attributes? What 
should the table 
refer to more 
specifically? 

https://www.socialstyrelsen.se/globalassets/sharepoint-dokument/dokument-webb/statistik/register-variabelforteckning-cancerregistret.xlsx
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at diagnosis 
(health 
region/munici
pality; from 
2009; note: 
poorly 
recorded for 
benign 
tumours 
1955–2003; 
source: 
kskra_kjarnsk
ra) 
• danardagur 
— Date of 
death 
(delivered as 
month and 
year; from 
2009; source: 
kskra_nafnas
kra_safn) 
 
TUMOUR-
LEVEL 
VARIABLES 
(CORE 
REGISTRY 
— 
kskra_kjarnsk
ra): 
• 
ksdagsfyrstuf
aerslu — 
Date of 
diagnosis 
(dd.mm.yyyy; 
from 2009) 
• ksnraexlis 
— Tumour 
number: 
10=first 
malignant, 
20=second 
malignant, 
00=first 
benign, 
07=diagnose
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d abroad, 
A1/A2=diagn
osed before 
1955 
• ksgral — 
Age at 
diagnosis 
(integer) 
• ksicd10 — 
Tumour 
topography 
(ICD-10; from 
2009) 
• ksicd0 — 
Tumour 
topography 
(ICD-O-3; 
from 2009) 
• kshlid — 
Laterality: 
0=not paired 
organ, 
1=right, 
2=left, 
4=bilateral, 
9=unknown 
(from 2009) 
• ksnagr — 
Basis of 
diagnosis: 
0=death 
certificate 
only, 
1=clinical, 
2=investigatio
n without 
histology, 
4=biochemica
l, 5=cytology, 
6=histology of 
metastasis, 
7=histology of 
primary 
tumour (from 
2009) 
• ksmeingerd 
— Tumour 
morphology 
(ICD-O-3; 
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from 2009) 
 
NOTIFICATI
ON/PATHOL
OGY 
VARIABLES 
(kskra_frums
kra): 
• 
fssendstofnu
n — 
Reporting 
healthcare 
institution 
(text; from 
2009) 
• 
fssendlaeknir 
— Referring 
physician 
(delivered as 
medical 
specialty; 
from 2009) 
• 
fssendnrlaek
nis — 
Treating 
physician 
registration 
number 
(delivered as 
specialty; 
source: 
professional 
licence 
register) 
• fsdagskomu 
— Date of 
sample 
receipt at 
laboratory 
(dd.mm.yyyy; 
from 2009) 
• fsrannst — 
Laboratory 
performing 
the diagnosis 
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(from 2009) 
• fsgrkr — 
Diagnosed at 
autopsy: 
0=no, 1=yes 
(from 2009) 
• fsnrpad — 
Pathology 
and/or 
autopsy 
number (from 
2009) 
• fsnraexlis — 
Tumour 
number 
(notification-
level; from 
2009) 
• fsicd10 / 
fsicd0 — 
Tumour 
topography 
ICD-10 / ICD-
O-3 
(notification 
level; from 
2009) 
• fshlid — 
Laterality 
(notification 
level; from 
2009) 
• fsnagr — 
Basis of 
diagnosis 
(notification 
level; from 
2009) 
• fsmeingerd 
— Tumour 
morphology 
ICD-O-3 
(notification 
level; from 
2009) 
• fsdanorsicd 
— Underlying 
cause of 
death per 
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death 
certificate 
(ICD code; 
from 2009) 
• 
fsdanorsicdke
rfi — ICD 
version used 
for cause of 
death coding: 
ICD-7, ICD-8, 
ICD-9, or 
ICD-10 (from 
2009) 
 
ICD-10 
TOPOGRAP
HY SCOPE: 
C00–C97 
(malignant), 
D00–D09 (in 
situ), D22, 
D32–D35, 
D42–D44, 
D45–D47 
(benign/uncer
tain CNS, 
endocrine, 
haematopoiet
ic) 

Was 
gene
rate
d by 

Identifies 
the 
activity or 
process 
through 
which the 
dataset 
was 
generate
d (e.g. 
registry, 
clinical 
study, 
administr
ative 
process). 

An 
activity 
that 
generat
ed, or 
provides 
the 
busines
s 
context 
for, the 
creation 
of the 
dataset. 

The activity 
associated 
with 
generation of 
a dataset. 
The Health 
activity 
controlled 
vocabulary 
(https://hdeu-
dcat.accepta
nce.data.heal
th.europa.eu/
resource/auth
ority/health-
activity) 
MUST be 
used. 

ー Registry (but 
currently in 
the Dataset 
Description 
Assistant: 
National 
Health 
Registries) 

The current 
vocabulary 
in the 
Dataset 
description 
assistant 
seems not 
to be in line 
with the 
description 
in the 
implementi
ng act draft. 

Population-
based cancer 
registration 
process 
established in 
1955 (breast 
cancer from 
1911) under 
the Icelandic 
Cancer 
Society. 
Mandatory 
notifications 
submitted by 
hospitals, 
pathology 
laboratories 
(vefjagreining

Upplýsingar 
til 
Krabbamei
nsskrár 
berast frá 
rannsóknar
stofum í 
meinafræði 
og 
blóðmeinafr
æði, 
sjúkradeildu
m, 
heilsugæslu
stöðvum, 
einstökum 
læknum og 
læknastofu

 
We expect 
more 
converge 
with 
HealthDCA
T-AP in the 
future. 

HOSPITAL_
RECORDS, 
OBSERVATI
ONAL_DATA 

 
We are 
expecting the 
vocabulary to be 
further 
developed. 
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RDF 
example: 
prov:wasGen
eratedBy 

/histology, 
frumugreining
/cytology), 
and 
haematology 
units across 
Iceland. 
Death 
certificate 
linkage via 
the death 
cause 
register of the 
Directorate of 
Health. 
Population 
register 
linkage via 
Þjóðskrá 
Íslands 
(National 
Population 
Register). 
Registry 
updated 
daily. Data 
consolidation 
across three 
internal 
source 
tables: core 
registry 
(kskra_kjarns
kra), 
notification 
registry 
(kskra_frums
kra), and 
population 
linkage 
(kskra_nafna
skra_safn). 

m. 
Upplýsingar 
berast að 
jafnaði 
innan 
tveggja 
mánaða frá 
greiningu. 
Upplýsingar 
um mein 
þar sem 
ekki liggur 
fyrir 
meinafræði
greining 
koma til 
viðbótar úr 
Dánarmein
askrá og 
Vistunarskr
á 
heilbrigðisst
ofnana. 
Tölfræði 
krabbamein
a á 
ársgrundvel
li er birt á 
heimasíðu 
Krabbamei
nsfélagsins 
www.krabb.
is 

The
me 

 
A 
category 
of the 
Dataset. 

A Dataset 
may be 
associated 
with multiple 
themes. 
The EU data-
theme 

https://www.r
etsinformatio
n.dk/eli/lta/20
18/1049 
HEAL  

Health 
 

Health 
  

To be 
clarified 
and 
implemente
d 

HEAL 
  

https://www.retsinformation.dk/eli/lta/2018/1049HEAL
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controlled 
vocabulary 
(http://publica
tions.europa.
eu/resource/a
uthority/data-
theme) MUST 
be used. 
RDF 
example: 
dcat:theme 
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Annex 4c. Nordic health data landscape analysis tables 

The following tables contain a preliminary compilation of example datasets that the metadata experts involved in the VALO2 project have 

suggested to belong to different EHDS Art. 51 data categories. The suggestions do not represent the official position of the countries. This 

compilation should be viewed as preliminary, and work to identify examples should continue. 

Disclaimer: This mapping is illustrative only and does not constitute a determination that any listed organisation is, or is not, a health data 

holder under Regulation (EU) 2025/327. Each organisation remains responsible for assessing its status and compliance obligations for 

each dataset and processing context, including whether it acts as a controller or joint controller for personal electronic health data under 

Articles 2(1)(a) and 2(2)(t), whether it controls the availability of non-personal electronic health data, and the controllership rules in Article 

74. Natural persons and microenterprises are exempt from the Chapter IV health data holder obligations under Article 50(1), unless a 

Member State extends those obligations pursuant to Article 50(2). Final national legislation, implementing acts, contractual arrangements 

and actual processing roles may affect the assessment. 

Denmark 
Minimum categories of electronic health data for secondary use (EHDS Art. 51): 

(a) electronic health data from EHRs; 

(b) data on factors impacting on health, including socioeconomic, environmental and behavioural determinants of health; 

(c) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healthcare expenditure and financing; 

(d) data on pathogens that impact human health; 

(e) healthcare-related administrative data, including on dispensations, reimbursement claims and reimbursements; 

(f) human genetic, epigenomic and genomic data; 

(g) other human molecular data such as proteomic, transcriptomic, metabolomic, lipidomic and other omic data; 

(h) personal electronic health data automatically generated through medical devices; 

(i) data from wellness applications; 

(j) data on professional status, and on the specialisation and institution of health professionals involved in the treatment of a natural person; 

(k) data from population-based health data registries such as public health registries; 

(l) data from medical registries and mortality registries; 

(m) data from clinical trials, clinical studies, clinical investigations and performance studies subject to Regulation (EU) No 536/2014, Regulation (EU) 2024/1938 of the European 

Parliament and of the Council (35), Regulation (EU) 2017/745 and Regulation (EU) 2017/746; 

(n) other health data from medical devices; 

(o) data from registries for medicinal products and medical devices; 

(p) data from research cohorts, questionnaires and surveys related to health, after the first publication of the related results; 

(q) health data from biobanks and associated databases. 
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Publi
sher 
type 
group 

Data 
holder 

Original data 
source name 
(ENG) 

Original 
Data 
source 
name 
(national 
language
) 

Dataset 
name (ENG): 
candidate as 
entry in 
nHDC 

Po
ss
ibl
e 
su
b-
da
ta
se
ts 

Comments Link to further 
information/metadata 

Ques
tions/
uncle
ar 

N
A 
 
Pr
ob
ab
ly 
no
t 
in
cl
ud
ed 
in 
E
H
D
S 

A B C D E F G H I J K L M N O P Q 

Nation
al 
author
ity 

Sundheds
datastyrels
en 

Danish 
Patient 
Registry 

Landspati
entregiste
ret  

Danish 
Patient 
Registry 

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

https://sundhedsdataba
nk.dk/behandling-og-
pleje/ventetid 
https://sundhedsdataba
nk.dk/behandling-og-
pleje/udredningsret 
https://sundhedsdataba
nk.dk/behandling-og-
pleje/sygehus  

   
  

   
    

   
X 

 
  

  
  

 

Nation
al 
author
ity 

Sundheds
datastyrels
en 

Danish 
Cancer 
Registry 

Cancerre
gisteret 

Danish 
Cancer 
Registry 

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

Kræft - 
Sundhedsdatabanken 

   
  

   
    

   
X 

 
  

  
  

 

Nation
al 
author
ity 

Sundheds
datastyrels
en 

The Cause of 
Death 
Register 

Dødsårsa
gsregister
et 

The Cause of 
Death 
Register 

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

Livets afslutning - 
Sundhedsdatabanken 

   
  

   
    

    
X   

  
  

 

Nation
al 
author
ity 

Sundheds
datastyrels
en 

The Clinical 
Laboratory 
Information 
Register 

Laboratori
edatabas
en 

The Clinical 
Laboratory 
Information 
Register 

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

Findes ikke endnu 
   

  
   

    
     

  
  

  X 

Public 
health 
institut
e 

Statens 
Serum 
Institut 

The Danish 
Vaccination 
Registry 

Det 
Danske 
Vaccinati
onsregist
er 

The Danish 
Vaccination 
Registry 

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

Tilgængelige data 

   
  

   
    

   
X 

 
  

  
  

 

Public 
health 
institut
e 

Statens 
Serum 
Institut 

Covid-19 Test 
Responses 

Covid-19 
testsvar 

Covid-19 
Test 
Responses 

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

Tilgængelige data 

   
  

   
    

   
X 

 
  

  
  

 

https://sundhedsdatabank.dk/behandling-og-pleje/ventetid
https://sundhedsdatabank.dk/sygdomme/kraeft
https://sundhedsdatabank.dk/behandling-og-pleje/livets-afslutning
https://miba.ssi.dk/forskningsbetjening/ansoeg-om-data-via-forskerservice/tilgaengelig-data
https://miba.ssi.dk/forskningsbetjening/ansoeg-om-data-via-forskerservice/tilgaengelig-data
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Public 
health 
institut
e 

Sundheds
væsenets 
Kvalitetsin
stitut 

Danish Hip 
Arthroplasty 
Register  

Dansk 
Hofteallop
lastik 
Register 

Danish Hip 
Arthroplasty 
Register  

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

Forside - Kliniske 
Kvalitetsdatabaser - 
Dansk Hoftealloplastik 
Register (DHR) 

   
  

   
    

   
X 

 
  

  
  

 

Nation
al 
author
ity 

Nationalt 
Genom 
Center 

The Danish 
National 
Genome 
Database 

Den 
Nationale 
Genomda
tabase 

The Danish 
National 
Genome 
Database 

 
This registry will be published in 
the Danish metadata Catalog with 
metadata on registry, table and 
variable level 

Den Nationale 
Genomdatabase 

   
  

   
X   

     
  

  
  

 

 

Finland 
Minimum categories of electronic health data for secondary use (EHDS Art. 51): 

(a) electronic health data from EHRs; 

(b) data on factors impacting on health, including socioeconomic, environmental and behavioural determinants of health; 

(c) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healthcare expenditure and financing; 

(d) data on pathogens that impact human health; 

(e) healthcare-related administrative data, including on dispensations, reimbursement claims and reimbursements; 

(f) human genetic, epigenomic and genomic data; 

(g) other human molecular data such as proteomic, transcriptomic, metabolomic, lipidomic and other omic data; 

(h) personal electronic health data automatically generated through medical devices; 

(i) data from wellness applications; 

(j) data on professional status, and on the specialisation and institution of health professionals involved in the treatment of a natural person; 

(k) data from population-based health data registries such as public health registries; 

(l) data from medical registries and mortality registries; 

(m) data from clinical trials, clinical studies, clinical investigations and performance studies subject to Regulation (EU) No 536/2014, Regulation (EU) 2024/1938 of the European 

Parliament and of the Council (35), Regulation (EU) 2017/745 and Regulation (EU) 2017/746; 

(n) other health data from medical devices; 

(o) data from registries for medicinal products and medical devices; 

(p) data from research cohorts, questionnaires and surveys related to health, after the first publication of the related results; 

(q) health data from biobanks and associated databases. 

Publi
sher 
type 
grou
p 

Data 
holde
r 

Original 
data 
source 
name 
(ENG) 

Origin
al Data 
source 
name 
(natio
nal 
langua
ge) 

Dataset 
name 
(ENG): 
candida
te as 
entry in 
nHDC 

Possible sub-
datasets 

Comments Link to further 
information/meta
data 

Q
u
e
st
io
n
s/
u
n
cl
e
ar 

N
A 
 
P
r
o
b
a
b
l
y 
n

A B C D E F G H I J K L M N O P Q 

https://www.sundk.dk/kliniske-kvalitetsdatabaser/dansk-hoftealloplastik-register-dhr/
https://www.ngc.dk/forskning-og-internationalt-samarbejde/den-nationale-genomdatabase-
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o
t 
i
n
c
l
u
d
e
d 
i
n 
E
H
D
S 

Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

Finnish 
Care 
Register 
for Health 
Care 
1994- 

Tervey
denhu
ollon 
hoitoil
moitusr
ekisteri 

Care 
Registe
r for 
Health 
Care 
1994- 

 
Described as a dataset under the National Care 
Register for Health Care entity in the current 
catalogue. 

https://aineistok
atalogi.fi/catalog
/studies/7567e4
5d-72b7-428b-
be9e-
510440336edf/d
atasets/61def23
9-4ba0-42ad-
aba3-
9b280b35e37d 

            
X 

   
X 

  

Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

Finnish 
Register 
of 
Primary 
Health 
Care 
Visits 
2011- 

Perust
erveyd
enhuoll
on 
avohoi
don 
hoitoil
moitusr
ekisteri 
2011- 

Finnish 
Registe
r of 
Primary 
Health 
Care 
Visits 
2011- 

 
Described as a dataset under the National Care 
Register for Health Care entity in the current 
catalogue. 

https://aineistok
atalogi.fi/catalog
/studies/7567e4
5d-72b7-428b-
be9e-
510440336edf/d
atasets/25ff4fc4
-6166-4e6c-
b6b8-
e9c4c1a2cc7d 

            
X 

      

Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

Finnish 
National 
Vaccinati
on 
Register 

Rokotu
srekist
eri 

Finnish 
Nationa
l 
Vaccina
tion 
Registe
r 

  
https://aineistok
atalogi.fi/catalog
/studies/8de968
7f-ae74-430e-
9491-
61245819784a 

            
X 

   
X 

  

https://aineistokatalogi.fi/catalog/studies/7567e45d-72b7-428b-be9e-510440336edf/datasets/61def239-4ba0-42ad-aba3-9b280b35e37d
https://aineistokatalogi.fi/catalog/studies/7567e45d-72b7-428b-be9e-510440336edf/datasets/25ff4fc4-6166-4e6c-b6b8-e9c4c1a2cc7d
https://aineistokatalogi.fi/catalog/studies/8de9687f-ae74-430e-9491-61245819784a
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Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

Finnish 
Cancer 
Registry 

Suome
n 
Syöpär
ekisteri 

Finnish 
Cancer 
Registr
y 

Cancer Registry, 
Cervical cancer 
screening, Breast 
cancer screening, 
Colorectal cancer 
screening 

Dataset division might need re-evaluation. 
 
Cancer Registry, Cervical cancer screening, 
Breast cancer screening and Colorectal cancer 
screening described as datasets belonging to the 
Finnish Cancer Registry in the current catalogue.  

https://aineistok
atalogi.fi/catalog
/studies/210854
03-7be8-4f93-
bf05-
231518c642a0 

            
X 

      

Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

Diabetes 
register 
(National 
quality 
register) 

Diabet
esrekis
teri 
(kansal
linen 
laature
kisteri) 

Diabete
s 
register 
(Nation
al 
quality 
register
) 

  
Diabetes 
register 
(national quality 
register) 

             
X 

     

Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

HIV-
register 
(National 
quality 
register) 

HIV-
rekister
i 
(kansal
linen 
laature
kisteri) 

HIV-
register 
(Nation
al 
quality 
register
) 

  
https://aineistok
atalogi.fi/catalog
/studies/ee8391
c8-8502-47ef-
9934-
7636019dafae 

             
X 

     

Inpati
ent 
institu
tion/H
ospit
al 

HUS 
group 

HUS 
quality 
register 
on 
asthma 

HUSin 
laature
kisteri 
astmas
ta 

HUS 
quality 
register 
on 
asthma 

  
https://aineistok
atalogi.fi/catalog
/studies/b12b27
16-6a4f-4bc1-
ba58-
e1c23ea9486f 

             
X 

     

Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

FINRISK 
2012 
study 

FINRIS
KI -
tutkimu
s 2012 

FINRIS
K 2012 
study 

Food frequency 
questionnaire, Cold 
and hot exposure 
questionnaire, 
Bioimpedance 
measurements etc. 

Dataset division might need re-evaluation. Our 
original hypothesis was that Distribution could 
have been utilized to describe a sub-dataset in 
HealthDCAT-AP, but at the moment it doesn’t 
seem possible. 
 
All variables can't be described in one file 
because there will be over 1000 variable 
descriptions. In the current catalogue FINRISK 
2012 study is divided into 8 datasets. 

FINRISK 2012 
Study, 
https://app.finge
nious.fi/cohorts/
bbmri-
eric:ID:FI_002:c
ollection:FINRIS
K 

       
X 

         
X X 

https://aineistokatalogi.fi/catalog/studies/21085403-7be8-4f93-bf05-231518c642a0
https://aineistokatalogi.fi/catalog/studies/2277f826-58af-4d42-b84b-45238463a738
https://aineistokatalogi.fi/catalog/studies/ee8391c8-8502-47ef-9934-7636019dafae
https://aineistokatalogi.fi/catalog/studies/b12b2716-6a4f-4bc1-ba58-e1c23ea9486f
https://aineistokatalogi.fi/catalog/studies/74ccaf4f-b2de-433f-8efb-49a337513290
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Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Institu
te for 
Healt
h and 
Welfa
re 
(THL) 

School 
health 
promotio
n study 
2025 

Koulut
erveys
kysely 
2025 

School 
health 
promoti
on 
study 
2025 

School health 
promotion study 2025 
in the 4th and 5th 
grades of basic 
education; School 
health promotion study 
2025 in 8th and 9th 
grades of basic 
education, upper 
secondary schools and 
vocational schools 

Dataset division might need re-evaluation. Our 
original hypothesis was that Distribution could 
have been utilized to describe a sub-dataset in 
HealthDCAT-AP, but at the moment it doesn’t 
seem possible. 

School Health 
Promotion study 
2025 

                 
X 

 

Bioba
nk / 
Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

THL 
Bioba
nk 

Corogene 
study 

Coroge
ne - 
Sepelv
altimot
audin 
perimä 
-
tutkimu
s 

Coroge
ne 
study 

  
Fingenious 
Catalogue 

       
X 

      
X
? 

   
X 

Bioba
nk 

Auria 
Bioba
nk 

Auria 
Covid-19 
collection 

Aurian 
Covid-
19 
kokoel
ma 

Auria 
Covid-
19 
collecti
on 

  
https://app.finge
nious.fi/cohorts/
bbmri-
eric:ID:FI_001:c
ollection:Auria_
Covid  

     
X 

            
X 

Bioba
nk 

Bioba
nk 
Borea
lis of 
North
ern 
Finla
nd 

Borealis 
Biobank 
Maternity 
Clinic 
collection 

 
Boreali
s 
Bioban
k 
Maternit
y Clinic 
collecti
on 

  
Fingenious 
Catalogue 

                  
X 

Natio
nal 
autho
rity 

Socia
l 
Insur
ance 
Institu
tion 
of 
Finla
nd 
(Kela) 

Kanta 
Patient 
Data 
Repositor
y: Key 
health 
data 

Kanta 
potilast
iedot: 
Keskei
set 
terveys
tiedot 

Kanta 
Patient 
Data 
Reposit
ory: 
Key 
health 
data 

Diagnoses, 
Vaccinations, 
Laboratory results, 
Laboratory statements, 
Microbial discoveries 
etc... 

Dataset division might need re-evaluation. https://aineistok
atalogi.fi/catalog
/studies/3e9d93
6e-ee2a-4e0e-
9344-
fb2c85b94e0c 

  
X
? 

  
X 

             

https://aineistokatalogi.fi/catalog/studies/c61fc58f-8e80-44c1-9b48-d1aae965e397
https://app.fingenious.fi/cohorts/bbmri-eric:ID:FI_002:collection:Corogene
https://app.fingenious.fi/cohorts/bbmri-eric:ID:FI_001:collection:Auria_Covid
https://app.fingenious.fi/cohorts/bbmri-eric:ID:FI_006:collection:BorealisMaternityClinic
https://aineistokatalogi.fi/catalog/studies/3e9d936e-ee2a-4e0e-9344-fb2c85b94e0c
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Natio
nal 
autho
rity 

Socia
l 
Insur
ance 
Institu
tion 
of 
Finla
nd 
(Kela) 

Pension 
Benefits 
from Kela 

Kelan 
eläke-
etuude
t 

Pension 
Benefit
s from 
Kela 

Pension benefits paid 
by Kela until 2019, 
Recipients of Kela 
pension benefits until 
2019,  
Recipients of Kela 
pension benefits and 
pension benefits paid 
from 2020 onwards 

 
https://aineistok
atalogi.fi/catalog
/studies/63cb9f6
f-c5f6-433b-
a882-
bb08a2a2c951 

Is 
the 
cate
gory 
E 
corr
ect? 

     
X 

            

Inpati
ent 
institu
tion/H
ospit
al 

HUS 
group 

HUS 
Prehospit
al 
Emergen
cy Care 

HUS 
ensihoi
to 

HUS 
Prehos
pital 
Emerge
ncy 
Care 

  
https://urn.fi/UR
N:NBN:fi:thl:ak:
5751b77f-f67f-
46da-adfb-
603ff65cf1ca 

  
X 

                

Inpati
ent 
institu
tion/H
ospit
al 

HUS 
group 

FINPROV
E: 
targeted 
anticance
r therapy 
study 

 
FINPRO
VE: 
targete
d 
antican
cer 
therapy 
study 

  
https://www.hus
.fi/en/research-
and-
education/scient
ific-
research/cancer
-
research/finprov
e-targeted-
anticancer-
therapy#molecu
lar-tumor-board-
mtb 

              
X 

    

Gove
rnme
nt 
and 
public 
secto
r 
organ
isatio
n 

Finnis
h 
Super
visory 
Agen
cy 
(LVV) 

Register 
of 
healthcar
e 
professio
nals 
JulkiTerhi
kki 

Tervey
denhu
ollon 
ammat
tihenkil
öiden 
keskus
rekister
i 
JulkiTe
rhikki 

Registe
r of 
healthc
are 
professi
onals 
JulkiTer
hikki 

 
Openly accessible information on the Finnish 
healthcare professionals. 

https://julkiterhik
ki.lvv.fi/  

           
X 

       

Gove
rnme
nt 
and 
public 
secto
r 
organ

Finnis
h 
Super
visory 
Agen
cy 
(LVV) 

Register 
of 
Healthcar
e 
Professio
nals 
(Terhikki) 
(in 

Tervey
denhu
ollon 
ammat
tihenkil
örekist
eri 

Registe
r of 
Healthc
are 
Profess
ional 
(Terhikk
i) 

 
Register requiring a data permit. https://aineistok

atalogi.fi/catalog
/studies/78ef50
38-c8c9-4b53-
9e54-
e7486e74394c 

           
X 

       

https://aineistokatalogi.fi/catalog/studies/63cb9f6f-c5f6-433b-a882-bb08a2a2c951
https://urn.fi/URN:NBN:fi:thl:ak:5751b77f-f67f-46da-adfb-603ff65cf1ca
https://www.hus.fi/en/research-and-education/scientific-research/cancer-research/finprove-targeted-anticancer-therapy#molecular-tumor-board-mtb
https://julkiterhikki.lvv.fi/
https://aineistokatalogi.fi/catalog/studies/78ef5038-c8c9-4b53-9e54-e7486e74394c
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isatio
n 

Finnish 
only) 

(Terhik
ki) 

Natio
nal 
autho
rity 

Finnis
h 
Medic
ines 
Agen
cy 
Fime
a 

Adverse 
reaction 
register 

Haittav
aikutus
rekister
i 

Advers
e 
reaction 
register 

  
https://aineistok
atalogi.fi/catalog
/studies/00d7ed
08-1813-470a-
85b3-
0c3a642ba597 

                
X 

  

Privat
e 
comp
any/S
oftwa
re 
manu
factur
er 

Kaiku 
Healt
h Oy 

Kaiku 
Health 
platform 

 
Kaiku 
Health 
platfor
m 

  
https://www.ejcs
kn.com/article/S
2772-
6118(24)00242-
8/fulltext 

          
X 

        

Inpati
ent 
institu
tion/H
ospit
al 

West
ern 
Uusi
maa 
Wellb
eing 
Servi
ces 
Count
y 

Health 
care - 
Imaging 
(in 
Finnish 
only) 

Tervey
denhu
olto - 
kuvant
aminen 

Wester
n 
Uusima
a 
Wellbei
ng 
Service
s 
County 
Health 
care - 
Imaging 

  
https://urn.fi/UR
N:NBN:fi:thl:ak:
1990cb47-5a3b-
4db1-b374-
bc8ec460bb88 

  
X 

            
X 

   

Inpati
ent 
institu
tion/H
ospit
al 

Satak
unta 
Wellb
eing 
Servi
ces 
Count
y 

Health 
care - 
Medical 
record (in 
Finnish 
only) 

Tervey
denhu
olto - 
hoitoke
rtomus 
- Porin 
perust
urva 

Satakun
ta 
Wellbei
ng 
Service
s 
County 
Health 
care - 
Medical 
record 

  
https://urn.fi/UR
N:NBN:fi:thl:ak:
c06aa969-8555-
4146-85f7-
ace04590b6cf 

  
X 

                

Inpati
ent 
institu
tion/H
ospit
al 

Wellb
eing 
servic
es 
count
y of 

Laborator
y tests of 
the 
Wellbeing 
services 
county of 

Etelä-
Pohjan
maan 
hyvinv
ointialu
een 

Laborat
ory 
tests of 
the 
Wellbei
ng 

  
https://aineistok
atalogi.fi/catalog
/studies/1dbf75
b1-5df5-4108-
a82e-
7d2809b069a4 

  
X 

            
X 

   

https://aineistokatalogi.fi/catalog/studies/00d7ed08-1813-470a-85b3-0c3a642ba597
https://www.ejcskn.com/article/S2772-6118(24)00242-8/fulltext
https://urn.fi/URN:NBN:fi:thl:ak:1990cb47-5a3b-4db1-b374-bc8ec460bb88
https://urn.fi/URN:NBN:fi:thl:ak:c06aa969-8555-4146-85f7-ace04590b6cf
https://aineistokatalogi.fi/catalog/studies/1dbf75b1-5df5-4108-a82e-7d2809b069a4


 

 Towards a Nordic guide to health data access under the EHDS    135 

 

   

 

South 
Ostro
bothn
ia 

South 
Ostrobot
hnia (in 
Finnish 
only) 

laborat
oriotutk
imukse
t 

service
s 
county 
of 
South 
Ostrobo
thnia 

Unive
rsity 

Tamp
ere 
Unive
rsity 

Pulse 
Oximetry 
Performa
nce Test 
for PaMo 
- 
Controlle
d 
Desaturat
ion Test 

 
Pulse 
Oximetr
y 
Perform
ance 
Test for 
PaMo - 
Controll
ed 
Desatur
ation 
Test 

  
https://clinicaltri
als.gov/study/N
CT07676227?lo
cStr=Finland&c
ountry=FI&view
Type=Card&ag
gFilters=status:
com&rank=2 

         
X 

    
X 

  
X
? 

 

Privat
e 
comp
any 

Opto
med 

Not 
known 
yet 

 
Not 
known 
yet 

 
As a medical device manufacturer, Optomed is 
required to establish a post-market surveillance 
system based on a post-market surveillance plan. 
Although the specific data sources selected by 
Optomed are not known, the system must be 
designed to actively and systematically collect 
and analyse relevant information on the quality, 
performance and safety of its devices throughout 
their lifetime. Depending on the data sources and 
arrangements chosen, Optomed may therefore 
hold post-market data that falls within the scope 
of the EHDS. Potential data sources include 
customer complaints, vigilance reports, PMCF 
activities, clinical investigations and contractual 
data-sharing arrangements. Optomed might also 
hold other types of data, that they would want to 
collect for development of their device. Also, 
Optomed does not appear to qualify for the 
microenterprise exclusion under Article 50 EHDS. 
According to its 2025 annual report, the Optomed 
Group had an average of 114 employees and 
generated revenue of approximately 

https://www.opt
omed.com/ 

   
  

   
    

     
  

  
  

 

Privat
e 
comp
any / 
Phar
mace
utical 

Faron 
Phar
mace
utical
s 

Not 
known 
yet 

 
Not 
known 
yet 

 
A pharmaceutical company may fall within the 
EHDS framework only in relation to particular 
datasets. For example, clinical trial data held by 
Faron Pharmaceuticals in its capacity as a study 
sponsor may fall within Article 51(1)(m) EHDS 

https://faron.co
m/  

 
  

  
   

    
     

  
  

  
 

https://clinicaltrials.gov/study/NCT07676227?locStr=Finland&country=FI&viewType=Card&aggFilters=status:com&rank=2
https://www.optomed.com/
https://faron.com/
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comp
any 

Privat
e 
comp
any 

KPM
G Oy 
Ab 

Not 
known 
yet 

   
As an example, this or any other audit firm, 
despite acting as the statutory auditor of 
Optomed and holding financial data relating to a 
medical device company, would not be 
considered a health data holder in relation to 
such data. This is because financial records, 
accounting materials and audit documentation do 
not constitute electronic health data falling within 
the categories listed in Article 51 EHDS. The 
assessment therefore depends on the nature of 
the data held and the firm’s role in relation to that 
data, rather than merely on its professional 
relationship with a medical device manufacturer. 

https://kpmg.co
m/fi/en.html 

 
X 

 
  

   
    

     
  

  
  

 

Privat
e 
comp
any 

Pack
aging 
comp
any 
for 
medic
ines 
or 
medic
al 
devic
es 

Not 
known 
yet 

 
Not 
known 
yet 

 
Packaging companies would generally not qualify 
as health data holders where they process only 
technical, quality, batch or supply-chain data and 
do not hold or control electronic health data. They 
could potentially qualify in relation to specific 
complaint or incident datasets containing health 
information. The same may apply where the 
packaging forms part of a medical device or 
medicinal product, or constitutes a medical device 
in its own right, depending on the company’s role 
and its control over the relevant electronic health 
data. 

    
  

   
    

     
  

  
  

 

 

Iceland 
Minimum categories of electronic health data for secondary use (EHDS Art. 51): 

(a) electronic health data from EHRs; 

(b) data on factors impacting on health, including socioeconomic, environmental and behavioural determinants of health; 

(c) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healthcare expenditure and financing; 

(d) data on pathogens that impact human health; 

(e) healthcare-related administrative data, including on dispensations, reimbursement claims and reimbursements; 

(f) human genetic, epigenomic and genomic data; 

(g) other human molecular data such as proteomic, transcriptomic, metabolomic, lipidomic and other omic data; 

(h) personal electronic health data automatically generated through medical devices; 

(i) data from wellness applications; 

(j) data on professional status, and on the specialisation and institution of health professionals involved in the treatment of a natural person; 

(k) data from population-based health data registries such as public health registries; 

(l) data from medical registries and mortality registries; 

https://kpmg.com/fi/en.html


 

 Towards a Nordic guide to health data access under the EHDS    137 

 

   

 

(m) data from clinical trials, clinical studies, clinical investigations and performance studies subject to Regulation (EU) No 536/2014, Regulation (EU) 2024/1938 of the European 

Parliament and of the Council (35), Regulation (EU) 2017/745 and Regulation (EU) 2017/746; 

(n) other health data from medical devices; 

(o) data from registries for medicinal products and medical devices; 

(p) data from research cohorts, questionnaires and surveys related to health, after the first publication of the related results; 

(q) health data from biobanks and associated databases. 

Publi
sher 
type 
grou
p  

Data 
holde
r 

Original 
data 
source 
name 
(ENG) 

Original Data 
source name 
(national 
language) 

Dataset 
name 
(ENG): 
candida
te as 
entry in 
nHDC 

Possib
le sub-
datase
ts 

Comments Link to further 
information/metadata 

Ques
tions/
uncle
ar 

N
A 
 
Pr
ob
ab
ly 
no
t 
in
cl
ud
ed 
in 
E
H
D
S 

A B C D E F G H I J K L M N O P Q 

Gove
rnme
nt 
and 
publi
c 
secto
r 
organ
isatio
n 

Direct
orate 
of 
Health 

Hospital 
dischar
ge 
register 

Vistunarskrá 
heilbrigðisstofnan
a 

Hospital 
dischar
ge 
register 

TBD Data available for scientific 
research. 
Recent law changes will result 
in the merging of the hospital 
discharge register, the register 
of primary healthcare contacts 
as well as the register of 
contacts with medical 
specialists in private practice. 

https://island.is/en/gagnas
ofn-embaettis-landlaeknis 
 
Variable list: 
https://assets.ctfassets.net
/8k0h54kbe6bj/7wlyIjY8Sb
aYt8rD7YEFLW/1151f880
801de3de9c3bc439decf8f
de/Vistunargrunnur_breytu
listi_09.2020.xlsx  

  
X 

 
X 
(P
arti
al, 
the 
pro
visi
on 
of 
he
alt
hc
are 
inc
lud
ed) 

      
X X 

      

https://island.is/en/gagnasofn-embaettis-landlaeknis
https://assets.ctfassets.net/8k0h54kbe6bj/7wlyIjY8SbaYt8rD7YEFLW/1151f880801de3de9c3bc439decf8fde/Vistunargrunnur_breytulisti_09.2020.xlsx
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Gove
rnme
nt 
and 
publi
c 
secto
r 
organ
isatio
n 

Direct
orate 
of 
Health 

Prescrip
tion 
medicin
es 
register 

Lyfjagagnagrunn
ur 

Prescrip
tion 
medicin
es 
register 

TBD Data available for scientific 
research 

https://island.is/en/gagnas
ofn-embaettis-landlaeknis 
Variable list: 
https://assets.ctfassets.net
/8k0h54kbe6bj/77iLMCpZ
OaMoksn8Wba5C3/244fd
842ed0a583223c79a5fa2a
b1576/Lyfjagagnagrunnur
_Breytulisti.a.vef_LOKA_2
1.1.2019.xlsx  

    
X 
(P
arti
al, 
the 
pro
visi
on 
of 
he
alt
hc
are 
inc
lud
ed) 

 
X 

    
X 

 
X 
p
ar
tia
lly 

  
X  

  

Gove
rnme
nt 
and 
publi
c 
secto
r 
organ
isatio
n 

Direct
orate 
of 
Health 

Health 
and 
wellbein
g in 
Iceland 

Heilsa og líðan á 
Íslandi 

Health 
and 
wellbein
g in 
Iceland 

TBD Data available for scientific 
research 

https://island.is/en/gagnas
ofn-embaettis-landlaeknis 
 
Questionnaires: 
https://island.is/en/health-
and-
wellbeing/questionnaire  

   
X X 

            
X 

 

Gove
rnme
nt 
and 
publi
c 
secto
r 
organ
isatio
n 

Lands
pítali 
Univer
sity 
Hospit
al 

Biobank 
of 
Landspi
tali at 
the 
Depart
ment of 
Microbi
ology 
and 
Virology 

Lífsýnasafn 
Landspítala á 
sýkla- og 
veirufræðideild 

Biobank 
of 
Landspi
tali at 
the 
Depart
ment of 
Microbi
ology 
and 
Virology 

TBD Data available for scientific 
research 

https://island.is/en/o/lands
pitali/biobanks-of-
landspitali/landspitali-
biobank-microbiology-
virology-llsv 

  
X 

 
X 
(P
arti
al, 
the 
pro
visi
on 
of 
he
alt
hc
are 
inc
lud
ed) 

X 
  

Inf
or
ma
tio
n 
not 
av
aila
ble 
at 
this 
tim
e 

  
X 

      
X 

Medi
cal 
qualit
y 

Lands
pítali 
Univer
sity 

? 
                        

https://island.is/en/gagnasofn-embaettis-landlaeknisVariable%20list:
https://island.is/en/gagnasofn-embaettis-landlaeknis
https://island.is/en/health-and-wellbeing/questionnaire
https://island.is/en/o/landspitali/biobanks-of-landspitali/landspitali-biobank-microbiology-virology-llsv
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regist
ers 

Hospit
al 

Not-
for 
profit 
organ
isatio
n 

The 
Icelan
dic 
Heart 
Associ
ation 

The 
Reykjav
ík Study 

Reykjavíkurranns
óknin 

The 
Reykjav
ík Study 

TBD - 
Maybe 
REFIN
E, 
MONIC
A 
Iceland 

Prospective cohort 1967–
1996, n≈30,795. Six 
examination stages. Results 
published. 

Information about the 
research but not really on 
the metadata 
https://hjarta.is/en/researc
h/reykjavikurrannsokn/  

   
x 

             
x 

 

Not-
for 
profit 
organ
isatio
n 

The 
Icelan
dic 
Heart 
Associ
ation 

Ages 
phase 1. 
AGES 
Reykjav
ik 
Study: 
The 
Reykjav
ik Study 
of 
Healthy 
Aging 
for the 
New 
Millenni
um 

AGES - 
Reykjavíkurranns
óknin 

AGES - 
Reykjav
ík Study 

TBD Extension of Reykjavík Study 
cohort, 2002–2006, n=5,764 
survivors. Adds genetic, 
imaging and biobank data. 

https://hjarta.is/en/researc
h/ages-phase-1/ 

         
x 

       
x 

 

Admi
nistra
tive 
institu
tion 

Icelan
d 
Health 
(Sjúkr
atrygg
ingar 
Ísland
s) 

Healthc
are 
reimbur
sement 
and 
claims 
data 

Greiðsluþátttökug
ögn og kröfugögn 

Healthc
are 
reimbur
sement 
and 
claims 
data 

TBD Iceland Health is the universal 
health insurance agency for 
Iceland, whose main task is to 
contract and pay for all 
healthcare covered by the 
insurance — including 
hospitals, primary healthcare, 
nursing homes, medical 
specialists, dentists, and other 
healthcare professionals. 
Its drug reimbursement 
records also complement the 
Prescription Medicines 
Register already in the 
inventory. 

https://island.is/en/o/icelan
d-health  

      
X 

            

Admi
nistra
tive 
institu
tion 

Social 
Insura
nce 
Admin
istratio
n 
(Trygg
ingars

Social 
insuran
ce and 
disabilit
y data 

Gögn um 
almannatrygging
ar og örorku 

Social 
insuran
ce and 
disabilit
y data 

TBD Administers disability 
pensions, sickness cash 
benefits, and rehabilitation 
payments  

https://island.is/en/o/social
-insurance-administration  

      
X 

            

https://hjarta.is/en/research/reykjavikurrannsokn/
https://hjarta.is/en/research/ages-phase-1/
https://island.is/en/o/iceland-health
https://island.is/en/o/social-insurance-administration
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tofnun
) 

Natio
nal 
autho
rity 

Icelan
dic 
Medici
nes 
Agenc
y 
(Lyfjas
tofnun
) 

Medicin
es and 
medical 
devices 
register
s 

Lyfja- og 
lækningatækjaskr
ár 

Medicin
es and 
medical 
devices 
register
s 

TBD - 
Maybe 
1) 
nationa
l 
medici
nes 
authori
sation 
data, 
2) 
device 
distribu
tor 
registry
, 3) 
sales 
of 
medici
nes 
nation
wide 

Distributors of medical devices 
must register with the IMA 
nationally, while 
manufacturers, importers, and 
authorised representatives 
must register in European 
database on medical devices 
(EUDAMED).  
Much of the product-level data 
is shared with or mirrored in 
EU databases (EUDAMED, 
EMA), which might affect how 
this entry relates to any EU-
level catalogue. 

https://www.ima.is/ 

      
X 

         
x 

  

Inpati
ent 
institu
tion/H
ospit
al 

Lands
pítali 
Univer
sity 
Hospit
al 

Electron
ic 
Health 
Record 
system 
(Landsp
ítali 
Universi
ty 
Hospital
) 

Sjúkraskrákerfi 
Landspítala 

Electron
ic 
Health 
Record 
system 
(Landsp
ítali 
Universi
ty 
Hospital
) 

TBD - 
E.g. 1) 
Medica
l 
imagin
g, 2) 
use of 
prescri
ption 
medici
nes, 3) 
results 
from 
tests 
on 
biosam
ples 

Core clinical EHR data from 
Iceland's main acute, 
specialist and tertiary care 
hospital. Covers inpatient, 
outpatient specialist, and 
emergency care contacts. 
Data available for scientific 
research subject to approval. 

https://island.is/en/o/lands
pitali 

  
X 

  
x x x 

 
x 

        
x 

Gove
rnme
nt 
and 
publi
c 
secto

Direct
orate 
of 
Health 

The 
Icelandi
c 
Cancer 
Register 

Krabbameinsskrá The 
Icelandi
c 
Cancer 
Register 

 
Responsible party: Directorate 
of Health 
 
Processor: Icelandic Cancer 
Association 
 
Purpose: To gather 

https://island.is/en/gagnas
ofn-embaettis-landlaeknis 
https://www.krabb.is/ranns
oknir/rannsokna-og-
skraningarsetur/adgangur-
ad-upplysingum (only in 
Icelandic) 

            
X 

      

https://www.ima.is/
https://island.is/en/o/landspitali
https://island.is/en/gagnasofn-embaettis-landlaeknis
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r 
organ
isatio
n 

information on all cancers 
diagnosed in Iceland. The 
register is intended to provide 
cancer information necessary 
for quality control in healthcare 
institutions and scientific 
research with a focus on 
epidemiological studies. 
 
Content: Certain data on all 
cancers diagnosed in Iceland 
since 1955. 
 
Period: Electronic register as 
of 1955. 
 
Source of data: Data is 
collected from hospitals, self-
employed healthcare 
practitioners, laboratories, and 
the Directorate of Health. 
 
Items to be recorded: 
Registration in the Cancer 
Register is in accordance with 
the European Network of 
Cancer Registries (ENCR) and 
the International Association of 
Cancer Registries (IACR). 
Information on diagnosis, 
pathology, treatment, and 
outcome is recorded. 
 
Comparable or related 
datasets: Cancer registries in 
the Nordic countries. 
 
Processing and publication: 
Statistical data is published on 
the Icelandic Cancer Societies' 
website. Statistics from the 
Icelandic Cancer Register are 
sent to international 
databases. Data from the 
Cancer Register are also used 
for scientific research. 

Medi
cal 
qualit

Direct
orate 

Unknow
n at this 
time 

Krabbameinsskrá 
- gæðaskrá - 

Unknow
n at this 
time 

TBD - 
E.g. By 

Data is from EHR https://www.krabb.is/ranns
oknir/rannsokna-og-
skraningarsetur/adgangur-

                   

https://www.krabb.is/rannsoknir/rannsokna-og-skraningarsetur/adgangur-ad-upplysingum%20(only%20in%20Icelandic)
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y 
regist
ers 

of 
Health 

unknown name 
at this time 

cancer 
type 

ad-upplysingum (only in 
Icelandic) 

 

Norway  
Minimum categories of electronic health data for secondary use (EHDS Art. 51): 

(a) electronic health data from EHRs; 

(b) data on factors impacting on health, including socioeconomic, environmental and behavioural determinants of health; 

(c) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healthcare expenditure and financing; 

(d) data on pathogens that impact human health; 

(e) healthcare-related administrative data, including on dispensations, reimbursement claims and reimbursements; 

(f) human genetic, epigenomic and genomic data; 

(g) other human molecular data such as proteomic, transcriptomic, metabolomic, lipidomic and other omic data; 

(h) personal electronic health data automatically generated through medical devices; 

(i) data from wellness applications; 

(j) data on professional status, and on the specialisation and institution of health professionals involved in the treatment of a natural person; 

(k) data from population-based health data registries such as public health registries; 

(l) data from medical registries and mortality registries; 

(m) data from clinical trials, clinical studies, clinical investigations and performance studies subject to Regulation (EU) No 536/2014, Regulation (EU) 2024/1938 of the European 

Parliament and of the Council (35), Regulation (EU) 2017/745 and Regulation (EU) 2017/746; 

(n) other health data from medical devices; 

(o) data from registries for medicinal products and medical devices; 

(p) data from research cohorts, questionnaires and surveys related to health, after the first publication of the related results; 

(q) health data from biobanks and associated databases. 

Publi
sher 
type 
grou
p 

Dat
a 
hold
er 

Origi
nal 
data 
sour
ce 
nam
e 
(EN
G) 

Orig
inal 
Dat
a 
sou
rce 
nam
e 
(nat
iona
l 
lang
uag
e) 

Datas
et 
name 
(ENG
): 
candi
date 
as 
entry 
in 
nHD
C 

Possible 
sub-
datasets 

Comments Link to further 
information/metada
ta 

Questions/unclear NA 
 
Pro
bab
ly 
not 
incl
ude
d in 
EH
DS 

A B C D E F G H I J K L M N O P Q 

Gove
rnme
nt 

Nor
wegi
an 

Nor
wegi
an 

Nor
sk 
pasi

Abou
t the 

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa

Maybe the dataset name would 
need to include “Norwegian 
Patient Registry” for more clarity? 

     
X 

     
X 

      

https://www.krabb.is/rannsoknir/rannsokna-og-skraningarsetur/adgangur-ad-upplysingum%20(only%20in%20Icelandic)
https://helsedata.no/en/variables/?datasamling=K_NPR.INNRAPPORTERING
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and 
publi
c 
secto
r 
orga
nisati
on 

Instit
ute 
for 
Publ
ic 
Heal
th 

Patie
nt 
Regi
stry 

entr
egis
ter 

repor
ting 

mling=K_NPR.INNR
APPORTERING  

Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Patie
nt 

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.PASI
ENT  

      
X 

      
X 

     

Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Activi
ty 
data - 
Refer
ral 
and 
referr
al 
perio
d 

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.HENV
ISNING  

 
     

X 
      

X 
     

Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Activi
ty 
data - 
Treat
ment 
unit 

 
We share subdatasets as 
distributions today  

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.BEHA
NDLINGSENHET  

      
X 

    
X 

 
X 

     

https://helsedata.no/en/variables/?datasamling=K_NPR.INNRAPPORTERING
https://helsedata.no/en/variables/?datasamling=K_NPR.PASIENT
https://helsedata.no/en/variables/?datasamling=K_NPR.HENVISNING
https://helsedata.no/en/variables/?datasamling=K_NPR.BEHANDLINGSENHET
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Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Activi
ty 
data - 
Patie
nt’s 
conta
ct 
with 
the 
healt
hcare 
servi
ce 

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.EPIS
ODE 

Description 
The register contains health 
information on everyone who has 
been referred for or has received 
treatment in the specialist 
healthcare services. NPR has 
personal, administrative, social, 
and medical information from the 
following service areas: 
 
Somatic hospitals and clinics 
Mental healthcare for adults 
Mental healthcare for children and 
adolescents 
Private contract specialists, 
somatic disciplines 
Private contract specialists, mental 
healthcare 
Interdisciplinary specialized 
treatment for substance abuse 
In addition, NPR has information 
about: 
 
Waiting list and patient rights 
Injury and accident data 
Emergency medical 
communication centers (AMK) 
Mapping of substance abuse 
situation at the start of treatment 
(within substance abuse 
treatment) 
Private rehabilitation clinics 
Nursing homes in Finnmark 
NPR has personally identifiable 
information from 2008. 

     
X 

    
X 

 
X 

     

Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Activi
ty 
data - 
Medi
cal 
data  

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.MEDI
SINSKEDATA  

      
X 

      
X 

     

https://helsedata.no/en/variables/?datasamling=K_NPR.EPISODE
https://helsedata.no/en/variables/?datasamling=K_NPR.MEDISINSKEDATA
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Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Waiti
ng 
list 
and 
patie
nt 
right
s 

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.VENT
ELISTE 

Description 
Note: Poor quality before 2011. 
NPR has personally identifiable 
information from 2010. 
 
Content and Scope 
Includes waiting times and patient 
rights based on referrals sent to 
the specialist healthcare service. 
Waiting time is the period from 
when an external referral is 
received until the waiting time 
ends. The waiting time ends either 
when the patient starts an 
examination/treatment or for other 
reasons. 
Information stored in the register 
includes, for example: 
 
the assessments made by the 
specialist healthcare service 
the healthcare the patient is to 
receive and when 
patient rights such as time for 
assessment and deadline setting 
for healthcare 
Inclusion criteria: 
All referral periods that are created 
(cf. receipt date of the referral) in 
the reporting period or are open 
(cf. end date of the referral period) 
at the start of the reporting period 
are included in the reporting. 
Reporting is done from the somatic 
hospitals and clinics, mental 
healthcare for children and 
adolescents and adults, and 
interdisciplinary specialized 
treatment for substance abuse 
(TSB). 
 
Exclusion criteria: 
Data from private contract 
specialists are not included in the 
waiting list statistics. 

     
X 

    
X 

 
X 

     

https://helsedata.no/en/variables/?datasamling=K_NPR.VENTELISTE
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Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Coer
cion 
in 
ment
al 
healt
h 
care 
11 
hits 

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.TVAN
GIPSYKISKHELSEV
ERN  

The register contains health 
information on everyone who has 
been referred for or has received 
treatment in the specialist 
healthcare services. NPR has 
personal, administrative, social, 
and medical information from the 
following service areas: 
 
Somatic hospitals and clinics 
Mental healthcare for adults 
Mental healthcare for children and 
adolescents 
Private contract specialists, 
somatic disciplines 
Private contract specialists, mental 
healthcare 
Interdisciplinary specialized 
treatment for substance abuse 
In addition, NPR has information 
about: 
 
Waiting list and patient rights 
Injury and accident data 
Emergency medical 
communication centers (AMK) 
Mapping of substance abuse 
situation at the start of treatment 
(within substance abuse 
treatment) 
Private rehabilitation clinics 
Nursing homes in Finnmark 
NPR has personally identifiable 
information from 2008. 

     
X 

      
X 

     

https://helsedata.no/en/variables/?datasamling=K_NPR.TVANGIPSYKISKHELSEVERN
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Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Surv
ey of 
subst
ance 
abus
e 
situat
ion, 
Asse
ssme
nt of 
subst
ance 
abus
e 
situat
ion  

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.SBS  

The register contains health 
information on everyone who has 
been referred for or has received 
treatment in the specialist 
healthcare services. NPR has 
personal, administrative, social, 
and medical information from the 
following service areas: 
 
Somatic hospitals and clinics 
Mental healthcare for adults 
Mental healthcare for children and 
adolescents 
Private contract specialists, 
somatic disciplines 
Private contract specialists, mental 
healthcare 
Interdisciplinary specialized 
treatment for substance abuse 
In addition, NPR has information 
about: 
 
Waiting list and patient rights 
Injury and accident data 
Emergency medical 
communication centers (AMK) 
Mapping of substance abuse 
situation at the start of treatment 
(within substance abuse 
treatment) 
Private rehabilitation clinics 
Nursing homes in Finnmark 
NPR has personally identifiable 
information from 2008. 

     
X 

      
X 

     

https://helsedata.no/en/variables/?datasamling=K_NPR.SBS
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Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Pers
onal 
injury 
and 
accid
ent 
data 

 
We share sub datasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.FMD
S 

The register contains health 
information on everyone who has 
been referred for or has received 
treatment in the specialist 
healthcare services. NPR has 
personal, administrative, social, 
and medical information from the 
following service areas: 
 
Somatic hospitals and clinics 
Mental healthcare for adults 
Mental healthcare for children and 
adolescents 
Private contract specialists, 
somatic disciplines 
Private contract specialists, mental 
healthcare 
Interdisciplinary specialized 
treatment for substance abuse 
In addition, NPR has information 
about: 
 
Waiting list and patient rights 
Injury and accident data 
Emergency medical 
communication centers (AMK) 
Mapping of substance abuse 
situation at the start of treatment 
(within substance abuse 
treatment) 
Private rehabilitation clinics 
Nursing homes in Finnmark 
NPR has personally identifiable 
information from 2008. 

  
X 

  
X 

      
X 

     

https://helsedata.no/en/variables/?datasamling=K_NPR.FMDS
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Gove
rnme
nt 
and 
publi
c 
secto
r 
orga
nisati
on 

Nor
wegi
an 
Instit
ute 
for 
Publ
ic 
Heal
th 

Nor
wegi
an 
Patie
nt 
Regi
stry 

Nor
sk 
pasi
entr
egis
ter 

Activi
ty-
base
d 
finan
cing 

 
We share subdatasets as 
distributions today 

https://helsedata.no/
en/variables/?datasa
mling=K_NPR.INNS
ATSSTYRTFINANSI
ERINGISF  

The register contains health 
information on everyone who has 
been referred for or has received 
treatment in the specialist 
healthcare services. NPR has 
personal, administrative, social, 
and medical information from the 
following service areas: 
 
Somatic hospitals and clinics 
Mental healthcare for adults 
Mental healthcare for children and 
adolescents 
Private contract specialists, 
somatic disciplines 
Private contract specialists, mental 
healthcare 
Interdisciplinary specialized 
treatment for substance abuse 
In addition, NPR has information 
about: 
 
Waiting list and patient rights 
Injury and accident data 
Emergency medical 
communication centers (AMK) 
Mapping of substance abuse 
situation at the start of treatment 
(within substance abuse 
treatment) 
Private rehabilitation clinics 
Nursing homes in Finnmark 
NPR has personally identifiable 
information from 2008. 
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https://helsedata.no/
en/variables/?datasa
mling=K_HFB.FRST
EGANGSREGISTRE
RING 
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https://helsedata.no/
en/variables/?datasa

      
X X 

   
X 

 
X 

     

https://helsedata.no/en/variables/?datasamling=K_NPR.INNSATSSTYRTFINANSIERINGISF
https://helsedata.no/en/variables/?datasamling=K_HFB.FRSTEGANGSREGISTRERING
https://helsedata.no/en/variables/?datasamling=K_HFB.OPPFLGINGSSKJEMA
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https://helsedata.no/
no/variabler/?datasa
mling=K_HFB.PASI
ENTSKJEMA  
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https://helsedata.no/
no/variabler/?datasa
mling=K_HFB.TILBA
KEFRINGSSKJEMA
&page=search 

      
X 
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Receives information from several 
different sources: clinical 
notifications, pathology reports, 
and clinical systems (radiotherapy, 
medicinal treatment), as well as 
from other registers (NPR, DÅR). 
Some data are coded and 
registered manually, while some 
are imported from the sources. 

https://helsedata.no/
en/variables/?datakil
de=K_KREG  

The Tilbakeføringsskjema in 
Hørselsregisteret for barn is 
primarily classified under EHDS 
Article 51(1)(l), as it forms part of a 
medical registry containing 
patient-level electronic health data 
covering diagnosis, testing, 
treatment, and care pathways; the 
fact that the form is used for 
“tilbakeføring” does not alter the 
underlying data type, only the 
workflow. Supporting 
classifications apply where 
relevant: Article 51(1)(e) for 
healthcare-related administrative 
elements such as form lifecycle 
metadata, return/completion 
processes, and registry 

 
X 

                

https://helsedata.no/en/variables/?datasamling=K_HFB.OPPFLGINGSSKJEMA
https://helsedata.no/no/variabler/?datasamling=K_HFB.PASIENTSKJEMA
https://helsedata.no/no/variabler/?datasamling=K_HFB.TILBAKEFRINGSSKJEMA&page=search
https://helsedata.no/en/variables/?datakilde=K_KREG
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management functions; and Article 
51(1)(j) for institutional context 
fields (e.g., RHF, HF, hospital and 
unit identifiers, and locations of 
diagnostics or treatment). These 
supporting categories provide 
contextual relevance but do not 
change the primary classification 
under Article 51(1)(l). 
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Cancer cases - diagnostics and 
primary treatment contains 
information about what is 
internationally considered the most 
important variables for describing 
the incidence of cancer. These 
core variables are common to all 
cancers sites and is the basis for 
most data deliveries from the 
Cancer Registry. All cases of 
cancer and certain premalignant 
and benign tumors are included in 
this dataset. The cancer cases that 
are included in the Cancer 
Registry's annual statistics "Cancer 
in Norway" (a smaller dataset 
based on international rules on 
incidence) are marked specifically 
in the data set (see metadata). 

https://helsedata.no/
en/variables/?datasa
mling=K_KREG.KJE
RNEVARIABLER-
INSIDENS  

The Tilbakeføringsskjema in 
Hørselsregisteret for barn is 
primarily classified under EHDS 
Article 51(1)(l), as it forms part of a 
medical registry containing 
patient-level electronic health data 
covering diagnosis, testing, 
treatment, and care pathways; the 
fact that the form is used for 
“tilbakeføring” does not alter the 
underlying data type, only the 
workflow. Supporting 
classifications apply where 
relevant: Article 51(1)(e) for 
healthcare-related administrative 
elements such as form lifecycle 
metadata, return/completion 
processes, and registry 
management functions; and Article 
51(1)(j) for institutional context 
fields (e.g., RHF, HF, hospital and 
unit identifiers, and locations of 
diagnostics or treatment). These 
supporting categories provide 
contextual relevance but do not 
change the primary classification 
under Article 51(1)(l). 

 
X 

                

https://helsedata.no/en/variables/?datasamling=K_KREG.KJERNEVARIABLER-INSIDENS
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National Colorectal Cancer 
Registry contains variables specific 
for diagnostics, treatment and 
follow-up of colorectal cancer. The 
information comes from multiple 
sources, see information about the 
Cancer Registry. 

Variables The Tilbakeføringsskjema in 
Hørselsregisteret for barn is 
primarily classified under EHDS 
Article 51(1)(l), as it forms part of a 
medical registry containing 
patient-level electronic health data 
covering diagnosis, testing, 
treatment, and care pathways; the 
fact that the form is used for 
“tilbakeføring” does not alter the 
underlying data type, only the 
workflow. Supporting 
classifications apply where 
relevant: Article 51(1)(e) for 
healthcare-related administrative 
elements such as form lifecycle 
metadata, return/completion 
processes, and registry 
management functions; and Article 
51(1)(j) for institutional context 
fields (e.g., RHF, HF, hospital and 
unit identifiers, and locations of 
diagnostics or treatment). These 
supporting categories provide 
contextual relevance but do not 
change the primary classification 
under Article 51(1)(l). 

 X 
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Norwegian Prostate Cancer 
Registry contains variables specific 
for diagnostics, treatment and 
follow-up of prostate cancer. Some 
of the variables have been 
collected since 2004, but most 
were established in 2009, when 
the registry got national status. The 
information comes from multiple 
sources, see information about the 
Cancer Registry. 

https://helsedata.no/
en/variables/?datasa
mling=K_KREG.PR
OSTATAKREFT 

  
X 

                

https://helsedata.no/en/variables/?datasamling=K_KREG.CRC&page=search
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Norwegian Registry of Lymphoid 
Malignancies contains variables 
specific for diagnostics, treatment 
and follow-up of lymphoid 
malignancies. The information 
comes from multiple sources, see 
information about the Cancer 
Registry. 

https://helsedata.no/
en/variables/?datasa
mling=K_KREG.LYM
FOIDE 
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Norwegian Registry of Lymphoid 
Malignancies contains variables 
specific for diagnostics, treatment 
and follow-up of lymphoid 
malignancies. The information 
comes from multiple sources, see 
information about the Cancer 
Registry. 
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Norwegian Breast Cancer Registry 
contains variables specific for 
diagnostics, treatment and follow-
up of breast cancer. The 
information comes from multiple 
sources, see information about the 
Cancer Registry. 

https://helsedata.no/
en/variables/?datasa
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Norwegian Gynecological Cancer 
Registry - Ovary contains variables 
specific for diagnostics, treatment 
and follow-up of ovarian cancer. 
The information comes from 
multiple sources, see information 
about the Cancer Registry. 

https://helsedata.no/
en/variables/?datasa
mling=K_KREG.OV
ARIEKREFT  

  
X 

                

https://helsedata.no/en/variables/?datasamling=K_KREG.LYMFOIDE
https://helsedata.no/en/variables/?datasamling=K_KREG.LYMFOIDE
https://helsedata.no/en/variables/?datasamling=K_KREG.BRYSTKREFT
https://helsedata.no/en/variables/?datasamling=K_KREG.OVARIEKREFT
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Norwegian Gynecological Cancer 
Registry - Cervix contains 
variables specific for diagnostics, 
treatment and follow-up of cervical 
cancer. The information comes 
from multiple sources, see 
information about the Cancer 
Registry. 

https://helsedata.no/
en/variables/?datasa
mling=K_KREG.LIV
MORHALSKREFT  
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Norwegian Melanoma Registry 
contains variables specific for 
diagnostics, treatment and follow-
up of melanoma. The information 
comes from multiple sources, see 
information about the Cancer 
Registry. 

https://helsedata.no/
en/variables/?datasa
mling=K_KREG.MEL
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Norwegian Sarcoma Cancer 
Registry contains variables specific 
for diagnostics, treatment and 
follow-up of sarcomas. The 
information comes from multiple 
sources, see information about the 
Cancer Registry. 

https://helsedata.no/
en/variables/?datasa
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Norwegian Childhood Cancer 
Registry contains variables specific 
for diagnostics, treatment and 
follow-up of childhood cancers. 
The information comes from 
multiple sources, see information 
about the Cancer Registry. 

https://helsedata.no/
en/variables/?datasa
mling=K_KREG.BAR
NEKREFT  
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https://helsedata.no/en/variables/?datasamling=K_KREG.LIVMORHALSKREFT
https://helsedata.no/en/variables/?datasamling=K_KREG.MELANOM
https://helsedata.no/en/variables/?datasamling=K_KREG.SARKOMER
https://helsedata.no/en/variables/?datasamling=K_KREG.BARNEKREFT
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Norwegian Pancreatic Cancer 
Registry contains variables specific 
for diagnostics, treatment and 
follow-up of pancreatic cancers. 
The information comes from 
multiple sources, see information 
about the Cancer Registry. 
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Norwegian Registry of Brain and 
Spinal Cord Tumors contains 
variables specific for diagnostics, 
treatment and follow-up of brain- 
and spinal cord tumors. The 
information comes from multiple 
sources, see information about the 
Cancer Registry. 
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X X 

https://helsedata.no/en/variables/?datasamling=K_KREG.PANKREAS
https://helsedata.no/en/variables/?datasamling=K_KREG.CNS
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.fhi.no%2Fglobalassets%2Fdokumenterfiler%2Fstudier%2Fden-norske-mor-far-og-barn--undersokelsenmoba%2Finfo-til-forskere%2Fmoba-bio-skjema.docx&wdOrigin=BROWSELINK
https://helsedata.no/no/variabler/?datasamling=K_TR.TR1&page=search


 

 Towards a Nordic guide to health data access under the EHDS    156 

 

   

 

Nor
way 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø2 - 
The 
Seco
nd 
Trom
sø 
Stud
y 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR2&p
age=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø2 - 
The 
Seco
nd 
Trom
sø 
Stud
y 
Samp
le 
Colle
ction 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR2SA
&page=search 

                  
X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø3 - 
The 
Third 
Trom
sø 
Stud
y 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR3&p
age=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø3 - 
The 
Third 
Trom
sø 
Stud
y 
Samp
le 
Colle
ction 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR2SA
&page=search 

                  
X 

https://helsedata.no/no/variabler/?datasamling=K_TR.TR2&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR2SA&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR3&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR2SA&page=search
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https://helsedata.no/no/variabler/?datasamling=K_TR.TR4_1&page=search
https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR42SA&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR4_2&page=search
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Trom
sø51 
- The 
Fifth 
Trom
sø 
Stud
y 
First 
Visit 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR5_1
&page=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø51 
- The 
Fifth 
Trom
sø 
Stud
y 
First 
Visit 
Samp
le 

  
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR.TR51SA&
page=search 

                  
X 

https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR42SA&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR5&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR5_1&page=search
https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR51SA&page=search
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colle
ction  

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø52 
- The 
Fifth 
Trom
sø 
Stud
y 
Seco
nd 
Visit 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR5_2
&page=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø52 
- The 
Fifth 
Trom
sø 
Stud
y 
Seco
nd 
Visit 
Samp
le 
colle
ction 

  
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR.TR52SA&
page=search 

                  
X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

   
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR6&p
age=search 

                 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø61 
- The 
Sixth 
Trom
sø 
Stud
y 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR6_1
&page=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

https://helsedata.no/no/variabler/?datasamling=K_TR.TR5_2&page=search
https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR52SA&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR6&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR6_1&page=search
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Nor
way 

First 
Visit 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø61 
- The 
Sixth 
Trom
sø 
Stud
y 
First 
Visit 
Samp
le 
colle
ction  

  
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR.TR61SA&
page=search 

                  
X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø62 
- The 
Sixth 
Trom
sø 
Stud
y 
Seco
nd 
Visit 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR6_2
&page=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø62 
- The 
Sixth 
Trom
sø 
Stud
y 
Seco
nd 
Visit 
Samp
le 
colle
ction 

  
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR.TR62SA&
page=search 

                  
X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

   
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR7&p
age=search 

                 
X X 

https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR61SA&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR6_2&page=search
https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR62SA&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR7&page=search
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ersit
y of 
Nor
way 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø71 
- The 
Seve
nth 
Trom
sø 
Stud
y 
First 
Visit 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR7_1
&page=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø71 
- The 
Seve
nth 
Trom
sø 
Stud
y 
First 
Visit 
Samp
le 
colle
ction  

  
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR.TR71SA&
page=search 

                  
X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø72 
- The 
Seve
nth 
Trom
sø 
Stud
y 
Seco
nd 
Visit 

  
https://helsedata.no/
no/variabler/?datasa
mling=K_TR.TR7_2
&page=search 

  
X X 

   
X X X 

  
X X X X 

 
X X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

Trom
sø72 
- The 
Seve
nth 
Trom

  
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR.TR72SA&
page=search 

                  
X 

https://helsedata.no/no/variabler/?datasamling=K_TR.TR7_1&page=search
https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR71SA&page=search
https://helsedata.no/no/variabler/?datasamling=K_TR.TR7_2&page=search
https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.TR72SA&page=search
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ersit
y of 
Nor
way 

sø 
Stud
y 
Seco
nd 
Visit 
Samp
le 
colle
ction 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

   
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR.BIODATA
&page=search 

                  
X 

Rese
arch 
orga
nisati
on 

UiT 
– 
The 
Arcti
c 
Univ
ersit
y of 
Nor
way 

The 
Tro
msø 
Stud
y 

Tro
msø
und
ersø
kels
en 

DNA
m-
Lung
Canc
er 

  
https://helsedata-
test02.qa.nhn.no/no/
variabler/?datasamli
ng=K_TR-BIODATA-
DNAM100210&page
=search 

       
X X 

          

 

Sweden 
Minimum categories of electronic health data for secondary use (EHDS Art. 51): 

(a) electronic health data from EHRs; 

(b) data on factors impacting on health, including socioeconomic, environmental and behavioural determinants of health; 

(c) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healthcare expenditure and financing; 

(d) data on pathogens that impact human health; 

(e) healthcare-related administrative data, including on dispensations, reimbursement claims and reimbursements; 

(f) human genetic, epigenomic and genomic data; 

(g) other human molecular data such as proteomic, transcriptomic, metabolomic, lipidomic and other omic data; 

(h) personal electronic health data automatically generated through medical devices; 

(i) data from wellness applications; 

(j) data on professional status, and on the specialisation and institution of health professionals involved in the treatment of a natural person; 

https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR.BIODATA&page=search
https://helsedata-test02.qa.nhn.no/no/variabler/?datasamling=K_TR-BIODATA-DNAM100210&page=search
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(k) data from population-based health data registries such as public health registries; 

(l) data from medical registries and mortality registries; 

(m) data from clinical trials, clinical studies, clinical investigations and performance studies subject to Regulation (EU) No 536/2014, Regulation (EU) 2024/1938 of the European 

Parliament and of the Council (35), Regulation (EU) 2017/745 and Regulation (EU) 2017/746; 

(n) other health data from medical devices; 

(o) data from registries for medicinal products and medical devices; 

(p) data from research cohorts, questionnaires and surveys related to health, after the first publication of the related results; 

(q) health data from biobanks and associated databases. 

Pu
bli
sh
er 
ty
pe 
gr
ou
p 

Data 
holde
r 

Original 
data 
source 
name 
(ENG) 

Original Data 
source name 
(national 
language) 

Dataset 
name 
(ENG): 
candidat
e as 
entry in 
nHDC 

Possible sub-
datasets 

Comments Link to 
further 
information/
metadata 

Questio
ns/uncle
ar 

NA 
 
Pr
ob
abl
y 
not 
inc
lud
ed 
in 
EH
DS 

A B C D E F G H I J K L M N O P Q 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Nation
al 
Board 
of 
Health 
and 
Welfar
e 

National 
Patient 
Register 

Patientregistret National 
Patient 
register, 
In-
patient 
care  

Maybe split into 
historic (pre 1987) 
and current 
(nationwide 
coverage from 
1987) for more 
clear metadata 
description 

We are contemplating to share each 
subregister within a register as a 
dataset on its own and link them 
through keywords and/or 
concatenation of title of main and sub 
dataset, instead of using dataset 
series or catalogue or distributions 

National 
Patient 
Register - 
Socialstyrels
en  

  
(
X
) 

   
(
X
) 

    
(
X
) 

X 
      

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Nation
al 
Board 
of 
Health 
and 
Welfar
e 

National 
Patient 
Register 

Patientregistret National 
Patient 
register, 
Speciali
sed out-
patient 
care  

 
We are contemplating to share each 
subregister within a register as a 
dataset on its own and link them 
through keywords and/or 
concatenation of title of main and sub 
dataset, instead of using dataset 
series or catalogue or distributions 

National 
Patient 
Register - 
Socialstyrels
en  

  
(
X
) 

   
(
X
) 

    
(
X
) 

X 
      

Na
tio
na
l 
au

Swedi
sh 
Nation
al 
Board 

National 
Patient 
Register 

Patientregistret National 
Patient 
register, 
Primary 
care 

 
Data collection has not begun but will 
be available during EHDS period 

National 
Patient 
Register - 
Socialstyrels
en  

  
(
X
) 

   
(
X
) 

    
(
X
) 

X 
      

https://www.socialstyrelsen.se/en/statistics-and-data/registers/national-patient-register/
https://www.socialstyrelsen.se/en/statistics-and-data/registers/national-patient-register/
https://www.socialstyrelsen.se/en/statistics-and-data/registers/national-patient-register/
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th
ori
ty 

of 
Health 
and 
Welfar
e 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Nation
al 
Board 
of 
Health 
and 
Welfar
e 

National 
Patient 
Register 

Patientregistret National 
Patient 
register, 
Compul
sory 
care 

 
We are contemplating to share each 
subregister within a register as a 
dataset on its own and link them 
through keywords and/or 
concatenation of title of main and sub 
dataset, instead of using dataset 
series or catalogue or distributions 

National 
Patient 
Register - 
Socialstyrels
en  

  
(
X
) 

   
(
X
) 

    
(
X
) 

X 
      

Re
gi
on
al 
au
tor
ity 

Karoli
nska 
Univer
sity 
Hospit
al 

The 
Swedish 
pregnan
cy 
register  

Graviditetsregistret The 
Swedish 
pregnan
cy 
register 

Delivery, maternal 
care visits, 
ultrasound 
checkups, patient 
survey 
(PROM/PREM) 

Alternatively one could share each 
subdataset within a register as a 
dataset on its own and link them 
through keywords and/or 
concatenation of title of main and sub 
dataset 

Graviditetsre
gistret - 
Karolinska 
Universitetssj
ukhuset på 
uppdrag av 
Region 
Stockholm 

This 
register 
describe
s having 
four 
datasets 
with 
metadata
, but 
when 
data 
order is 
performe
d, 
variable 
lists are 
split into 
only two: 
clinical 
data and 
survey 
data 

 
(
X
) 

          
X 

     

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2004 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2004 - 
Sveriges 
dataportal 

                 
X 

 

https://www.socialstyrelsen.se/en/statistics-and-data/registers/national-patient-register/
https://rut.registerforskning.se/metadatakatalog/register/43fad068-72ac-40e0-8626-8c262cab6ec9/
https://www.dataportal.se/datasets/818_7ac6c08ddfcfbb4d2c83e4c967941f57
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Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2005 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2005 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2006 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2006 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2007 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2007 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2008 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2008 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2009 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2009 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na

Swedi
sh 
Public 

The 
Swedish 
National 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 

Nationella 
folkhälsoenk
äten, Hälsa 

                 
X 

 

https://www.dataportal.se/datasets/818_96a1148f0e6d4ce430e61d847e061b31
https://www.dataportal.se/datasets/818_a480ffdb4e09082c48256b11a0dbae83
https://www.dataportal.se/datasets/818_380d87ffee35d3657f528cfca34152d4
https://www.dataportal.se/datasets/818_0c5446313eef0c4a6e01c2e9da15ecc2
https://www.dataportal.se/datasets/818_196a373aed28a5aad5719b1a5e99ce07
https://www.dataportal.se/datasets/818_20c0e1860a3903070b5d534d11757981
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l 
au
th
ori
ty 

Health 
Autho
rity 

Public 
Health 
Survey, 
health 
on equal 
terms 

survey 
2010 

source (national public health survey, 
health on equal terms) 

på lika villkor 
- 2010 - 
Sveriges 
dataportal 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2011 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2011 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2012 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2012 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2013 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2013 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2014 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Nationella 
folkhälsoenk
äten, Hälsa 
på lika villkor 
- 2014 - 
Sveriges 
dataportal 

                 
X 

 

Na
tio
na
l 
au
th

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2015 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 

 

https://www.dataportal.se/datasets/818_20c0e1860a3903070b5d534d11757981
https://www.dataportal.se/datasets/818_c886898116b62166a8fa5f246392e68b
https://www.dataportal.se/datasets/818_8b46cfe60140b5d91734ee432a759934
https://www.dataportal.se/datasets/818_f910f23928bd31cc229e90bc00e90c9a
https://www.dataportal.se/datasets/818_f35e2330bd65edf2dbacc925fd8129bf
https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
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sh 
Public 
Health 
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The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2016 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2018 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey, 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2020 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey , 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2021 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey , 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 

 

Na
tio
na
l 
au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2022 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey , 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 

 

https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
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health 
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2024 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey , 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 

 

Na
tio
na
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au
th
ori
ty 

Swedi
sh 
Public 
Health 
Autho
rity 

The 
Swedish 
National 
Public 
Health 
Survey, 
health 
on equal 
terms 

Nationella 
folkhälsoenkäten, 
hälsa på lika villkor 

National 
public 
health 
survey 
2026 

 
For this dataset, they could be viewed 
as datasets belonging to one dataset 
series where dataset series is data 
source (national public health survey , 
health on equal terms) 

Public Health 
Reporting - 
The Public 
Health 
Agency of 
Sweden  

                 
X 
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n 
Uppsa
la 
(Upps
ala 
count
y 
counci
l) 

Uppsala/
Umeå 
Compreh
ensive 
Cancer 
Consorti
um 

Uppsala/Umeå 
Comprehensive 
Cancer 
Consortium 

U-CAN 
Gynecol
ogical 
cancer - 
Uppsala 
Biobank 

 
This biobank has chosen to display 
datasets according to cancer 
diagnosis. Each diagnosis has more 
types of information coupled to it 

Documents 
and links: 
Research 
application – 
Uppsala 
University 

                  
X 
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gi
on
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tor
ity 

Regio
n 
Uppsa
la 
(Upps
ala 
count
y 
counci
l) 

Uppsala/
Umeå 
Compreh
ensive 
Cancer 
Consorti
um 

Uppsala/Umeå 
Comprehensive 
Cancer 
Consortium 

U-CAN 
Breast 
cancer - 
Uppsala 
Biobank 

 
This biobank has chosen to display 
datasets according to cancer 
diagnosis. Each diagnosis has more 
types of information coupled to it 

Documents 
and links: 
Research 
application – 
Uppsala 
University 

                  
X 

Re
gi
on
al 
au
tor
ity 

Regio
n 
Uppsa
la 
(Upps
ala 
count
y 
counci
l) 

Uppsala/
Umeå 
Compreh
ensive 
Cancer 
Consorti
um 

Uppsala/Umeå 
Comprehensive 
Cancer 
Consortium 

U-CAN 
Haemato
logical 
maligna
ncies- 
Uppsala 
Biobank 

 
This biobank has chosen to display 
datasets according to cancer 
diagnosis. Each diagnosis has more 
types of information coupled to it 

Documents 
and links: 
Research 
application – 
Uppsala 
University 

                  
X 

https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/public-health-reporting/
https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
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types of information coupled to it 
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Research 
application – 
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Documents 
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Research 
application – 
Uppsala 
University 
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University 

                  
X 

Re
gi
on
al 
au
tor
ity 

Regio
n 
Uppsa
la 
(Upps
ala 
count
y 
counci
l) 

Uppsala/
Umeå 
Compreh
ensive 
Cancer 
Consorti
um 

Uppsala/Umeå 
Comprehensive 
Cancer 
Consortium 

U-CAN 
Neuroen
docrine 
tumors - 
Uppsala 
Biobank 

 
This biobank has chosen to display 
datasets according to cancer 
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Documents 
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Research 
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This biobank has chosen to display 
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Documents 
and links: 
Research 
application – 
Uppsala 
University 
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https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
https://www.uu.se/en/research/u-can/documents/documents-and-links-research-application
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Hospit
al 
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Swedish 
Childhoo
d Tumor 
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Barntumörbanken Childho
od 
Tumor 
Biobank 
DNA 
extracte
d from 
blood - 
Whole 
Genome 
Sequenc
ing data 
from 
solid 
tumor 
patients 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This is an example of displaying 
datasets with type of analysis data 
first, and diagnostic group/cohort as 
second 

Statistik över 
provsamlinge
n och 
genomisk 
data | 
Barmtumörb
anken 

       
X 

          
X 

Re
gi
on
al 
au
tor
ity 

Karoli
nska 
Univer
sity 
Hospit
al 

The 
Swedish 
Childhoo
d Tumor 
Biobank 

Barntumörbanken Childho
od 
Tumor 
Biobank 
DNA 
extracte
d from 
blood - 
Whole 
Exome 
Sequenc
ing data 
from 
solid 
tumor 
patients 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This biobank has chosen to display 
their datasets with type of analysis 
data first, and diagnostic group second 

Statistik över 
provsamlinge
n och 
genomisk 
data | 
Barmtumörb
anken 

       
X 

          
X 

Re
gi
on
al 
au
tor
ity 

Karoli
nska 
Univer
sity 
Hospit
al 

The 
Swedish 
Childhoo
d Tumor 
Biobank 

Barntumörbanken Childho
od 
Tumor 
Biobank 
DNA 
extracte
d from 
fresh 
frozen 
tumor- 
Whole 
Genome 
Sequenc
ing data 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This biobank has chosen to display 
their datasets with type of analysis 
data first, and diagnostic group second 

Statistik över 
provsamlinge
n och 
genomisk 
data | 
Barmtumörb
anken 

       
X 

          
X 

https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
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Sequenc
ing data 
from 
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tumor 
patients 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This biobank has chosen to display 
their datasets with type of analysis 
data first, and diagnostic group second 
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provsamlinge
n och 
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data | 
Barmtumörb
anken 
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X 

Re
gi
on
al 
au
tor
ity 

Karoli
nska 
Univer
sity 
Hospit
al 

The 
Swedish 
Childhoo
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od 
Tumor 
Biobank 
DNA 
extracte
d from 
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frozen 
tumor - 
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hion 
array 
data 
from 
solid 
tumor 
patients 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This biobank has chosen to display 
their datasets with type of analysis 
data first, and diagnostic group second 

Statistik över 
provsamlinge
n och 
genomisk 
data | 
Barmtumörb
anken 
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Re
gi
on
al 
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tor
ity 

Karoli
nska 
Univer
sity 
Hospit
al 

The 
Swedish 
Childhoo
d Tumor 
Biobank 

Barntumörbanken Childho
od 
Tumor 
Biobank 
RNA 
extracte
d from 
fresh 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This biobank has chosen to display 
their datasets with type of analysis 
data first, and diagnostic group second 

Statistik över 
provsamlinge
n och 
genomisk 
data | 
Barmtumörb
anken 

        
X 

         
X 

https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
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tissue - 
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ted - 
Scanned 
image of 
H&E-
stained 
tissue 
sections 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This biobank has chosen to display 
their datasets with type of analysis 
data first, and diagnostic group second 

Statistik över 
provsamlinge
n och 
genomisk 
data | 
Barmtumörb
anken 

  
(
X
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Hospit
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The 
Swedish 
Childhoo
d Tumor 
Biobank 

Barntumörbanken Childho
od 
Tumor 
Biobank 
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ce 
tissue 
from 
brain - 
Formalin
e fixated 
and 
paraffina
ted - 
Scanned 
image of 
H&E-
stained 
tissue 
sections 

Based on requests 
(cohort/diagnosis/a
nalysis/sample) 

This biobank has chosen to display 
their datasets with type of analysis 
data first, and diagnostic group second 

Statistik över 
provsamlinge
n och 
genomisk 
data | 
Barmtumörb
anken 

  
(
X
) 

               
X 

https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
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their datasets with type of analysis 
data first, and diagnostic group second 
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ICD Risk 
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Care burden, 
Procedures 

Alternatively one could share each 
subdataset within a register as a 
dataset on its own and link them 
through keywords and/or 
concatenation of title of main and sub 
dataset 

Svenska 
Intensivvårds
registret 
(SIR) - 
Region 
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We are contemplating to share each 
subregister within a register as a 
dataset on its own and link them 
through keywords and/or 
concatenation of title of main and sub 
dataset, instead of using dataset 
series or catalogue or distributions 

National 
Cancer 
Register - 
Socialstyrels
en  

  
(
X
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na
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th
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Nation
al 
Board 
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Health 
and 
Welfar
e 

National 
Cancer 
Register 
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ma 
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We are contemplating to share each 
subregister within a register as a 
dataset on its own and link them 
through keywords and/or 
concatenation of title of main and sub 
dataset, instead of using dataset 
series or catalogue or distributions 

National 
Cancer 
Register - 
Socialstyrels
en  

  
(
X
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Na
tio
na
l 
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sh 
Nation
al 

National 
Prescrib
ed Drug 
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Läkemedelsregistr
et 

National 
Prescrib
ed Drug 
Register 

  
Läkemedelsr
egistret 
(LMED) - 

           
(
X
) 

X 
      

https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
https://www.barntumorbanken.se/statistik-over-provsamlingen-och-genomisk-data/
https://rut.registerforskning.se/metadatakatalog/register/e3519c76-66af-4a0e-aef1-d1806c5f5bb8/
https://www.socialstyrelsen.se/en/statistics-and-data/registers/national-cancer-register/
https://www.socialstyrelsen.se/en/statistics-and-data/registers/national-cancer-register/
https://rut.registerforskning.se/metadatakatalog/register/c13840f9-2d0a-4baa-aa18-a03ac29d4113/
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https://rut.registerforskning.se/metadatakatalog/register/c13840f9-2d0a-4baa-aa18-a03ac29d4113/
https://rut.registerforskning.se/metadatakatalog/register/698318b7-fada-4543-9751-85c65f7d9b4b/
https://rut.registerforskning.se/metadatakatalog/register/698318b7-fada-4543-9751-85c65f7d9b4b/
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Executive summary 

The European Health Data Space (EHDS) establishes a common legal framework for the 

secondary use of electronic health data across the European Union. Although the 

Regulation harmonises many aspects of data access and sharing, several provisions 

require interpretation before they can be implemented consistently by the Member 

States. 

To support this work, the VALO2 legal group brought together legal experts from the 

Nordic countries to discuss selected EHDS provisions that have proven particularly 

important or difficult during national implementation. This report summarises the group's 

legal analyses, common interpretations and recommendations. It presents (a) legal 

interpretations for which the group reached a common view, (b) legal questions that 

remain uncertain and would benefit from further European guidance, and (c) 

implementation issues that would benefit from continued Nordic cooperation. 

First, the legal group developed common Nordic interpretations for several 

implementation questions. These include the definition of a health data holder, the 

possible organisation and responsibilities of Health Data Intermediation Entities, the 

interpretation of the EHDS fee provisions, the implementation of the provisions on 

significant findings, and the scope of assessments carried out by Health Data Access 

Bodies (HDAB) when deciding whether to grant access to health data. 

Second, the report identifies provisions where the legal group considered the EHDS to 

remain open to different interpretations. One of the key examples is the relationship 

between the EHDS provisions on consent and national ethical requirements, where the 

interaction between Recitals 52 and 62 and Article 54(e) remains uncertain. The report 

concludes that additional guidance from the European Commission, the European Data 

Protection Board or, ultimately, the Court of Justice of the European Union would be 

valuable to support consistent implementation across Member States. 

Third, the report discusses implementation issues that are primarily operational or policy-

related rather than legal. These include the design of national opt-out mechanisms and 

the protection of intellectual property rights and trade secrets. The legal group 

recommends that these topics continue to be developed through the Nordic HDAB 

collaboration. 

A common theme throughout the report is that unnecessary differences in national 

implementation could make multinational research more complex and reduce the 

attractiveness of Nordic health data. Continued Nordic cooperation therefore provides an 

opportunity to exchange experiences, develop common approaches where appropriate 

and identify issues requiring European clarification. 

The legal group concludes that maintaining this collaborative Nordic legal network 

beyond the VALO2 project would support a more consistent, trustworthy and effective 

implementation of the EHDS while strengthening the Nordic region's position in cross-

border health research and innovation. 
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1 About the legal group and the countries 

The VALO2 legal group included participants from all Nordic countries, although the level 

of participation varied, and received some contributions from Estonia and Lithuania, as 

observers in VALO2. Due to these differences in participation, the group’s conclusions 

reflect the views of the participating experts from Denmark, Finland, Iceland and Norway. 

Nevertheless, the participation of Sweden, Estonia and Lithuania have facilitated 

valuable knowledge exchange, allowing experiences and implementation approaches to 

be shared across the region. 

Unless expressly identified as an official national position or attributed to an official 

source, the interpretations and recommendations in this document reflect the views 

developed by the participating experts within the VALO2 legal group. They do not 

represent the official positions of the participating countries, national authorities or the 

experts’ organisations. 

The legal group was initially established as a discussion forum that met during the 

VALO2 Competence Forums. As the implementation of the EHDS progressed, the need 

for more structured legal cooperation became evident. The participants themselves also 

expressed a wish to move beyond general discussions and establish more concrete 

objectives, including documenting common interpretations and recommendations in 

writing. At the beginning of 2026, the group's working methods were therefore revised. 

Monthly online meetings were introduced between the Competence Forums, supported 

by recurring agendas that revisited unresolved legal questions until a common 

understanding could be reached. The development of this document became a standing 

agenda item, providing a structured basis for discussions and ensuring that the group's 

conclusions were documented for future use.33 In addition, each meeting allowed time for 

ad hoc legal questions arising from ongoing national implementation work. 

The collaboration extended beyond the scheduled meetings. Participants regularly 

exchanged views and draft interpretations by email whenever new legal questions 

emerged, creating an active Nordic network of legal experts. Many participants had only 

recently assumed responsibility for EHDS implementation within their respective 

organisations when joining the project. Thus, there were more questions than answers in 

the beginning. The legal group has therefore served not only as a forum for legal 

interpretation but also as a mechanism for building institutional expertise and 

strengthening Nordic legal capacity in preparation for the implementation of the EHDS. 

The Nordic countries currently find themselves at different stages of EHDS 

implementation. While some countries have already developed national legislative 

proposals and implementation models, others are still at an earlier stage of analysis. 

Similarly, the priorities and immediate implementation challenges differ between 

countries. This diversity has proven valuable, allowing experiences from countries that 

have already addressed particular legal questions to inform discussions in countries 

where the same issues will arise later. For example, legal interpretations developed in 

 
33 The articles and topics were selected because they were considered particularly relevant or challenging 
for Nordic implementation of the EHDS at the time of the analysis. 
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one country have enabled other countries to identify potential implementation challenges 

before reaching the same stage of their legislative process. This has been particularly 

valuable in areas where national implementation choices may directly affect Nordic 

cross-border research, such as the definition of health data holders, the granularity of 

opt-out mechanisms and the scope of assessments carried out by Health Data Access 

Bodies (HDAB). On this basis, the collaboration has contributed to developing a shared 

understanding of several legal questions among the participating experts. The 

participants consider that continued Nordic legal cooperation will remain essential 

throughout the national implementation of the EHDS and beyond, as many legal and 

policy questions remain unresolved both nationally and at the European level. 

Maintaining this network will allow the participating countries to continue exchanging 

experiences, discussing emerging interpretations and, where appropriate, promoting 

common Nordic approaches to issues that are left to national discretion. 

2 Purpose of this document  

The topics addressed by the legal group have arisen directly from the practical needs of 

its participants. The discussions have focused on questions requiring peer support, legal 

interpretation and the development of common solutions during the national 

implementation of the EHDS. While some issues required only brief discussion, others 

were revisited repeatedly due to their complexity or practical importance. 

This document records the legal group's discussions on those issues that were 

considered sufficiently significant to warrant more extensive analysis. It is not intended to 

provide an exhaustive interpretation of the EHDS or to establish binding legal positions. 

Rather, it documents the group's reasoning, interpretations and recommendations in 

order to support the ongoing implementation of the EHDS within the participating 

countries and to preserve the work carried out during the VALO2 project. 

Many of the questions discussed in this document remain unresolved at both the national 

and European levels. Consequently, the document should be understood as a record of 

the legal group's current interpretations and recommendations rather than as a statement 

of settled law. Where appropriate, the document also identifies legal uncertainties and 

areas where further guidance from the European Commission, the European Data 

Protection Board or the Court of Justice of the European Union would be beneficial. 

The legal group considers Nordic cooperation particularly important because the EHDS 

offers significant opportunities for the secondary use of health data but also presents 

implementation challenges that may reduce the attractiveness of Nordic data if national 

approaches diverge unnecessarily. The comparative mapping carried out in Work Stream 

1 demonstrated that, despite the high quality of Nordic health data, administrative 

complexity and differences in national implementation may discourage applicants from 

conducting multinational studies (1). Differences in national interpretations, for example 

regarding the granularity of opt-out mechanisms, the identification of health data holders 

or the scope of assessments carried out by HDABs, may affect the comparability of 

datasets and the practical feasibility of using Nordic data across borders. For example, if 

one Nordic country interprets a particular registry or public authority as a health data 

holder while another does not, or if datasets are made available with different levels of 
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detail, applicants may no longer be able to conduct comparable analyses across all 

Nordic countries. 

The purpose of this document is therefore not to promote complete harmonisation of 

national implementation. Rather, it seeks to identify areas where a common Nordic 

understanding may reduce unnecessary fragmentation, improve legal certainty for 

applicants and authorities, and support the effective implementation of the EHDS while 

respecting the national discretion left by the Regulation. By promoting well-reasoned and, 

where appropriate, aligned Nordic interpretations, the legal group aims to help ensure 

that the Nordic countries continue to be among the leading regions in Europe for the 

trustworthy and effective secondary use of health data. 

3 Need for harmonisation in the Nordics 

3.1 The relationship between Recitals 52 and 62 and Art. 54(e) EHDS 

The legal group discussed the relationship between Recitals 52 and 62 of the EHDS, Art. 

54(e), and the role of consent in the secondary use framework. The group noted that the 

interaction between these provisions remains difficult to interpret and that further 

clarification at the Union level is needed. 

Recital 52 clearly addresses consent as a legal basis for the processing of personal data 

under the GDPR. It states that the secondary use framework established by the EHDS 

provides its own legal basis for processing and that Member States may no longer 

maintain or introduce, pursuant to Art. 9(4) GDPR, further conditions for the secondary 

use of personal electronic health data, including requirements to obtain the consent of 

the natural person. At the same time, however, Recital 52 expressly preserves the 

possibility for Member States to introduce "stricter measures and additional safeguards 

at national level aimed at safeguarding the sensitivity and value of certain data as laid 

down in this Regulation." This exception is further reflected in Art. 51(4), which allows 

Member States to introduce stricter measures and additional safeguards for the 

categories of data referred to in Art. 51(1), points (f), (g), (i) and (q), subject to notification 

to the Commission. 

The interpretation of Recital 62 is, however, less straightforward. It provides that the 

prohibition on secondary use for activities contrary to ethical provisions under national 

law does not apply to "ethical provisions relating to consent to the processing of personal 

data and ethical provisions relating to the right to opt out", as the EHDS takes 

precedence over national law in accordance with the principle of the primacy of Union 

law. The precise meaning of this exception remains unclear. 

The legal group further noted that the concept of consent is not uniform. Depending on 

the legal and regulatory context, consent may serve different purposes. Under the 

GDPR, consent may constitute a legal basis for the processing of personal data. In the 

context of research, however, informed consent may also function as an ethical 

safeguard, reflecting the autonomy of research participants and the ethical commitments 

made by researchers and research institutions. Such informed consent may be required 
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under national research legislation or research ethics frameworks even where it does not 

constitute the legal basis for processing under the GDPR. 

Recent academic literature has also highlighted the ethical challenges that may arise 

where data originally collected on the basis of informed consent become subject to the 

mandatory data-sharing obligations introduced by the EHDS, particularly where this may 

alter the expectations created by the original consent process and potentially affect 

public trust in research (2). 

Against this background, the legal group identified several questions of interpretation. 

First, it is unclear whether the reference in Recital 62 to "ethical provisions relating to 

consent to the processing of personal data" concerns the same type of national consent 

requirements addressed in Recital 52, namely consent requirements maintained or 

introduced under Art. 9(4) GDPR, or whether it instead refers to ethical requirements 

governing research, such as informed consent required under national research ethics 

frameworks. The wording of Recital 62 does not clearly indicate whether it is intended to 

address the same issue as Recital 52 or a different category of national provisions. 

Secondly, it remains unclear how the exception in Recital 52 permitting stricter national 

measures and additional safeguards, as reflected in Art. 51(4), should be interpreted 

together with the statement in Recital 62 that "ethical provisions relating to consent to the 

processing of personal data" cannot prevent secondary use under the EHDS. If such 

ethical provisions are understood as constituting stricter national measures or additional 

safeguards within the meaning of Recital 52 and Art. 51(4), the relationship between the 

provisions is not immediately apparent. Conversely, if Recitals 52 and 62 address 

different concepts of consent or different categories of national provisions, the EHDS 

does not expressly explain where the boundary between them lies. 

The legal group was therefore unable to reach a definitive conclusion regarding the 

intended relationship between Recitals 52 and 62 and Art. 54(e). In particular, it remains 

uncertain whether Recital 62 merely reinforces the rules in Recital 52 concerning consent 

as a legal basis under the GDPR, or whether it also extends to ethical requirements 

relating to informed consent in research or other national ethical frameworks governing 

the processing of personal data. This distinction is of practical importance, as the latter 

interpretation could affect existing consent-based governance models used by research 

infrastructures and other data holders. Moreover, overruling ethical commitments will 

diminish the trust of the Nordic people. Further clarification from the European 

Commission or, ultimately, the Court of Justice of the European Union would therefore be 

valuable. 

As a next step, the legal group could continue its analysis with the aim of developing a 

shared expert interpretation of the relationship between Recitals 52 and 62, Art. 51(4) 

and Art. 54(e), including through comparison of the relevant national consent and 

research ethics requirements. Any interpretation developed by the group should be kept 

under review in light of subsequent guidance from the European Commission or the 

European Data Protection Board and relevant case law of the Court of Justice of the 

European Union. 
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3.2 Policy and operational overlap with HDAB group 

The legal group discussed both the implementation of the EHDS opt-out mechanism and 

the protection of intellectual property rights and trade secrets (IPR&TS) under the EHDS 

framework. While certain legal considerations were identified, the group concluded that 

both topics are primarily operational and policy-related in nature and therefore could fall 

within the remit of the VALO2’s HDAB group. The following chapters summarise the 

discussions held within the legal group, the considerations identified, and the information 

shared with the HDAB group at the second-to-last Competence Forum in Gothenburg in 

May 2026. 

3.2.1 Opt-out 

The legal group’s discussions on the implementation of the EHDS opt-out concluded that 

there were no major legal issues requiring further analysis at this stage. The group 

highlights however that the design of an opt-out mechanism should ensure that citizens 

are provided with sufficient information to understand their rights to opt-out and 

distinguish between the EHDS primary and secondary use opt-out, and GDPR rights.  

The group discussed a model under which individuals would either opt out entirely or not 

opt out at all, as introducing more granular choices based on specific purposes, data 

categories, or data holders would increase implementation costs and administrative 

burden.  

However, the group concluded that it is important to consider the implications of offering 

only a full opt-out or no opt-out at all. Such an approach may result in individuals opting 

out more extensively than they would do if there were a wider range of more specific 

options. For example, a citizen may wish to opt out only from the use of their data for 

training and evaluating AI systems and algorithms but would instead be required to opt 

out of all purposes and data categories, including those to which they have no objection. 

At the same time, a detailed granularity may challenge how user friendly the opt-out 

mechanism might be, taking into consideration that it must be crystal clear for the users 

what they actually opt-out against.  

The group further noted that if the Nordic countries adopt different levels of granularity in 

their respective opt-out models, there is a risk that the resulting datasets will differ 

between countries. For example, where one country allows only a full opt-out while 

another permits more granular choices, citizens with similar preferences may opt out to 

different extents depending on the national implementation model. This could reduce the 

representativeness and comparability of Nordic datasets. 

The group further observed that differing national approaches would reinforce an existing 

challenge already identified by researchers. Researchers have reported that differences 

in data minimisation principles and regulatory complexity already require them to “settle 

for less precise analysis because we need consistency across all participating countries, 

so we default to the lowest common denominator.”(1) As a result, data made available by 

some countries may ultimately be excluded from a project because equivalent data 

cannot be accessed from another country. Further divergence in opt-out models could 

therefore make the lowest common denominator even more restrictive, further reducing 
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the comparability and usability of Nordic data and diminishing the attractiveness of 

applying for access to cross-border datasets. 

As the issue was considered primarily operational and policy-related rather than legal in 

nature, the legal group recommended that the matter be discussed further within the 

HDAB group, if possible. 

The issue of opt-out granularity also extends to the opt-out exception. Art. 71(4) provides 

that: “By way of exception from the right to opt out provided for in paragraph 1, a Member 

State may provide in its national law for a mechanism to make data for which a right to 

opt out has been exercised available, provided that all the following conditions are 

fulfilled...” This provision leaves considerable discretion to Member States regarding 

whether and how data, subject to an opt-out option, may still be made available for 

secondary use. As a result, national approaches may differ significantly. Such divergence 

could create challenges for the development of a common Nordic approach to the EHDS 

and may hinder cross-border data sharing and the establishment of harmonised health 

data infrastructures across the Nordic countries. 

As a next step, the HDAB group could compare the planned national approaches to opt-

out granularity and the exception under Art. 71(4) and assess their potential effects on 

the comparability and availability of Nordic datasets. The legal group could support this 

work where further legal interpretation is required. 

3.2.2 Intellectual property rights and trade secrets 

The EHDS places responsibility on HDABs for assessing and protecting the intellectual 

property rights and trade secrets (IPR&TS) of data holders when processing data access 

applications. This has raised concerns among private-sector stakeholders, who have 

expressed doubts as to whether HDABs, which may not possess detailed knowledge of 

the underlying datasets, will be able to adequately identify and protect commercially 

sensitive information.34 While the topic has been addressed within the TEHDAS2 Joint 

Action (TEHDAS2), including through a dedicated workshop and guidance35, no 

established solutions have yet emerged at the European level.  

A project called FORTIFY was launched in May 2026 with the aim of developing practical 

legal, governance and technical solutions to support the secondary use of health data 

under the EHDS while safeguarding IPR&TS, commercially confidential information and 

regulatory protection. The legal and ethical analyses carried out in VALO2’s Work 

Stream 2, together with the piloting activities in Work Stream 3, established a connection 

between the VALO2 project and PHASE IV AI, enabling the exchange of knowledge and 

experiences with experts working on complementary solutions. As a result, the chair of 

the VALO2 legal group presented the ethical challenges and potential solutions identified 

through the VALO2 project at the PHASE IV AI final conference. The conference also 

provided an opportunity to learn about emerging technical solutions for protecting 

IPR&TS within the EHDS framework. 

 
34 This can also of course be a question of resources. 
35 TEHDAS2 JA Guideline on a framework for collaboration. 
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FORTIFY and PHASE IV AI are aware of each other's work and remain connected 

through these activities. This cooperation helps ensure that the legal, ethical, and 

technical challenges identified during VALO2 will continue to be addressed in follow-up 

initiatives specifically designed to develop practical solutions for the implementation of 

the EHDS. 

The legal group discussed the matter and acknowledged the importance of supporting 

data holders in identifying and protecting IPR&TS. At the same time, the group 

recognised that meaningful work in this area would require the involvement of specialised 

IPR&TS experts. Given the lack of dedicated funding and the limited time remaining 

within the VALO2 project, such an initiative was not considered feasible at this stage. 

The group also explored whether Nordic-level guidance could be developed to support 

HDABs in their interactions with data holders. Such guidance could outline when 

discussions with data holders should take place and identify the minimum issues that 

should be addressed when assessing potential IPR&TS concerns. Discussing the matter 

at the Competence Forum in Gothenburg on 4 May 2026, the legal group concluded that 

the matter should be further considered by the HDAB group. In particular, the HDAB 

group may wish to assess whether a common Nordic declaration or commitment should 

be developed to signal to private-sector stakeholders that the Nordic countries are 

committed to protecting intellectual property rights and trade secrets in a proportionate 

and justified manner, ensuring both adequate protection and the avoidance of 

unnecessary restrictions on data use. The legal group informed the HDAB group that it is 

available to support the development of a more detailed Nordic guidance on the 

protection of IPR&TS, including possible legal means of protection. Moreover, the group 

noted that such an initiative could position the Nordic countries as forerunners in the 

implementation of the EHDS. 

4 Interpretation and implementation of specific EHDS 
Articles 

4.1 Art. 2(2)(t), definition of a data holder, statistical bodies 

The definition of a health data holder under Art. 2(2)(t) EHDS has been the subject of 

discussion within the legal and metadata groups and among national authorities. In 

particular, Statistics Sweden has taken the position that it should not be regarded as a 

health data holder under the EHDS (3). This position was discussed at the Competence 

Forum in Gothenburg on 4 May 2026 and 22 September 2026. The legal group 

considered that statistical bodies should not, solely by virtue of being statistical bodies, 

be regarded as health data holders under the EHDS. Equally, they should not be 

excluded solely because they operate outside the healthcare or care sectors. Their 

status must instead be assessed on the basis of their specific activities, their role in 

relation to the electronic health data concerned and the conditions laid down in Art. 

2(2)(t). The assessment should take account of the definition as a whole, including both 

the activity-based categories of entities covered by the provision and the way in which 

statistical bodies and their roles are organised at the national level. 
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The legal group interprets Art. 2(2)(t) as containing three alternative categories of entities 

that may qualify as health data holders: 

Firstly, "any natural or legal person, public authority, agency or other body in the 

healthcare or the care sectors, including reimbursement services where necessary"; 

Secondly, "any natural or legal person developing products or services intended for the 

health, healthcare or care sectors, developing or manufacturing wellness applications, 

performing research in relation to the healthcare or care sectors, or acting as a mortality 

registry"; 

Thirdly, "any Union institution, body, office or agency" that fulfils the conditions set out in 

Art. 2(2)(t). 

The legal group noted that the first category identifies entities by their position within the 

healthcare or care sectors, whereas the second category identifies entities by the 

activities they perform. Unlike the first category, the second does not expressly require 

that the entity itself belongs to the healthcare or care sectors. Instead, it focuses on 

whether the entity develops products or services intended for those sectors, develops or 

manufactures wellness applications, performs research relating to the healthcare or care 

sectors, or acts as a mortality registry. 

Under this interpretation, an entity does not need to belong to the healthcare or care 

sector to qualify as a health data holder. For example, a statistical authority producing 

health statistics may fall within the second category where those statistics constitute 

products or services intended for the health, healthcare or care sectors, despite the 

authority itself not belonging to those sectors. The assessment should take account of 

the intended purpose and users of the statistical products or services, as well as whether 

the authority fulfils Art. 2(2)(t)(i) or (ii). Accordingly, an entity may qualify as a health data 

holder either because of its institutional role or because of the nature and intended 

purpose of the activities it carries out. Any resulting obligations would concern the 

authority’s relevant electronic health data and activities, rather than its unrelated 

statistical activities. 

Several textual, systematic, and practical considerations support statistical bodies to be 

data holders under the EHDS. 

First, the objectives of the EHDS support a broader understanding of the concept of a 

health data holder. Recital 1 expressly recognises official statistics as one of the societal 

purposes that the Regulation is intended to support, stating that the EHDS aims to 

improve the use of electronic health data for purposes including "research, innovation, 

policymaking, health threats preparedness and response, ... official statistics or 

regulatory activities". This demonstrates that official statistics are not peripheral to the 

EHDS framework but form part of its core objectives. 

Second, this interpretation is reinforced by Recital 6, which explicitly states that electronic 

health data include data that were initially collected for "research, statistical, health threat 

assessment, policymaking or regulatory purposes" and that such data should be made 

available in accordance with the rules laid down in the Regulation. The recital therefore 
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recognises that electronic health data may originate and continue to exist outside 

traditional healthcare delivery settings. 

Third, the systematic structure of the Regulation points in the same direction. Art. 51 

covers numerous categories of electronic health data that are frequently held by 

statistical authorities, including data relating to determinants of health, socioeconomic 

factors, population-level information, and linked datasets used for research and 

policymaking. An interpretation under which a statistical body is not considered a health 

data holder should therefore be assessed carefully, as it may create a gap between the 

categories of data covered by Article 51 and the entities responsible for making those 

data available. 

This interpretation is also reflected in TEHDAS2 Joint Action Guideline 6.1(4), which 

states that a health data holder is any natural or legal person, or entity, that processes 

electronic health data for primary or secondary use. Although the TEHDAS2 guidance is 

not legally binding, it constitutes relevant interpretative material in the context of EHDS 

implementation. It supports a functional understanding of the concept of a health data 

holder by focusing on the processing and holding of electronic health data rather than on 

the formal institutional sector of the organisation. Nevertheless, the guidance must be 

read together with all the elements of the definition in Art. 2(2)(t). 

A restrictive interpretation, on the other hand, could lead to inconsistent outcomes 

between Member States based solely on institutional organisation. In practice, 

comparable datasets may be held by different public authorities depending on national 

administrative arrangements. Whether a dataset falls within the operational scope of the 

EHDS should not depend solely on whether the responsible authority reports to a 

Ministry of Health, a Ministry of Finance, or another governmental body. This concern is 

further reinforced by the fact that Member States may define the concept of the 

"healthcare sector" differently. Consequently, the practical scope of the EHDS could vary 

considerably between Member States for reasons unrelated to the nature of the data 

themselves. 

From a functional perspective, national statistical authorities may fulfil the characteristics 

associated with health data holders under the EHDS framework. They collect, maintain, 

process, link, and provide access to electronic health data and health-related datasets for 

research, policymaking, and statistical purposes. An interpretation under which such an 

authority is not considered a health data holder should therefore be assessed carefully, 

as it may affect the availability of relevant data through the EHDS secondary-use 

framework. 

This interpretation is also consistent with existing national practice. For example, 

Statistics Finland already participates in the Finnish secondary-use framework 

established under the Act on the Secondary Use of Health and Social Welfare Data. A 

similar approach exists in Norway under the Personal Health Data Filing System Act. 

These examples demonstrate that statistical authorities can operate as data-holding 

organisations within a regulated health data access ecosystem. 

Taken together, the textual, systematic and functional considerations discussed above 

provide strong grounds for considering statistical bodies that hold and process electronic 
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health data for health-related official statistics to be health data holders under the EHDS. 

This is particularly relevant where their statistical products or services are intended for 

the health, healthcare or care sectors and they fulfil Art. 2(2)(t)(i) or (ii). Nevertheless, 

their status is not automatic and must be assessed individually in light of all the relevant 

circumstances and considerations set out above. 

For these reasons, the legal group considers that whether an entity qualifies as a health 

data holder under the EHDS should not be assessed solely on the basis of its 

institutional placement or sectoral affiliation. However, for the sake of clarity, it would be 

beneficial to have a clear definition on what constitutes as “developing products or 

services intended for the health, healthcare or care sectors”, in context of the second 

category of entities that may qualify as health data holders. Nevertheless, the 

assessment should focus on the activities carried out by the entity, the electronic health 

data it holds or processes, and whether the entity fulfils the conditions laid down in Art. 

2(2)(t)(i) or (ii). 

Sweden is currently developing a decision tree and assessment criteria to support 

organisations to determine whether they qualify as health data holders under the EHDS. 

During the discussions, it was noted that this initiative could benefit from a Nordic 

approach. A shared tool or interface used across the Nordic countries could enable 

benchmarking between data holders and provide greater consistency in the assessment 

process. Such an approach could also support organisations in understanding their role 

and obligations under the EHDS. 

So far, the other Nordics and Baltics have not made any official decisions regarding the 

matter. A favoured next step for the legal group would be to examine how “healthcare or 

care sectors” should be interpreted for the purposes of Art. 2(2)(t), including whether 

sectoral affiliation should be assessed primarily on an institutional or functional basis. 

Developing a shared interpretation could support more consistent assessments of 

statistical bodies and other entities operating outside traditional healthcare and care 

structures. A more practical approach would be to work together with the metadata group 

and assess individual organisations whether they are to be considered as data holders or 

not under the EHDS. 

4.2 Art. 50(3), possibilities of Health Data Intermediation Entities (HDIE) 

4.2.1 Meaning of “certain categories of data holders” 

The legal group discussed the wording of Art. 50(3), which provides that “Member States 

may provide in their national law that the duties of certain categories of health data 

holders are to be fulfilled by health data intermediation entities.” In particular, the group 

considered the meaning of the phrase “certain categories of data holders” and how 

narrowly such categories may be defined in practice. 

The discussion focused on the level of granularity that may be applied when defining 

categories of data holders, including whether categories could be defined by combining 

characteristics such as the type of data holder and the type of data held. The group 

concluded that categories of data holders may be defined based on different attributes. 

Consequently, a HDIE would not necessarily need to assume the duties of all data 



 

 Towards a Nordic guide to health data access under the EHDS    189 

 

   

 

holders within a broad category, such as all small and medium-sized enterprises or all 

registries but could instead assume the duties of only certain data holders belonging to 

the same category. 

4.2.2 Organisation and role of HDIE 

The legal group also agreed that an HDIE may be either a public or a private legal entity. 

The conditions defining an HDIE should stem from the EHDS itself, thereby ensuring a 

common regulatory framework that promotes fair competition, legal certainty, and 

organisational flexibility across the Member States. 

The EHDS provides only limited requirements regarding the organisational form of an 

HDIE. Recital 59 states that an HDIE should be a legal person, while Recital 76 states 

that HDIEs should not be designated as Trusted Health Data Holders (THDHs). 

However, the operative provisions of the EHDS do not expressly prohibit the same legal 

entity from performing both functions. The legal group therefore considered that Recital 

76 should primarily be understood as requiring a functional separation of the HDIE and 

THDH roles with respect to the same datasets, rather than necessarily requiring that they 

always be separate legal entities. Consequently, the same organisation could, in 

principle, perform both functions in relation to different datasets or organisational 

responsibilities, provided that the respective roles, responsibilities, and datasets remain 

clearly separated. 

The legal group further discussed whether Member States should be able to designate 

an HDIE in relation to specific datasets or groups of datasets, rather than only for 

predefined categories of health data holders. Such an interpretation would be consistent 

with the objective underlying the introduction of HDIEs, namely, to reduce the 

administrative burden on health data holders that may lack the capacity to fulfil all EHDS 

obligations themselves, such as smaller healthcare providers. Allowing HDIEs to be 

designated in relation to specific datasets would provide Member States with greater 

flexibility to organise their governance structures while preserving the functional 

separation envisaged by the EHDS. 

The Finnish Government Proposal supplementing the implementation of the EHDS 

Regulation (Hallituksen esitys eduskunnalle eurooppalaista terveystietoaluetta koskevan 

Euroopan parlamentin ja neuvoston asetuksen sähköisten terveystietojen toissijaista 

käyttöä ja asetuksen seuraamuksia täydentäväksi sääntelyksi) proposes allowing the use 

of HDIEs (5). In Norway, the possibility of using HDIEs has been considered, e.g., in 

relation to municipalities that hold health data. However, discussions have not yet 

addressed whether an intermediation entity would assume the responsibilities of all 

municipalities or only certain municipalities or datasets. The topic has not yet been raised 

in discussions in Denmark. Moreover, in Sweden the matter will be examined further by 

the Swedish government inquiry at a later stage. 

4.2.3 HDIEs and fees 

The legal group considers that an HDIE may charge applicants the same fees that would 

otherwise be charged by the health data holder in accordance with the EHDS. The 

involvement of an HDIE should not result in higher statutory fees for applicants seeking 
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access to health data. On the contrary, it should rather result in lower statutory fees, as 

the HDIE already have the necessary tools and resources to make data available, while 

some health data holders have not and will need to build an EHDS-compliant framework 

themselves, which will be both time- and money consuming 

The legal group further considers that the EHDS does not regulate the commercial 

arrangements between the health data holder and the HDIE beyond the provisions 

governing the fees payable by applicants. Accordingly, the financial arrangements 

between the health data holder and the HDIE, including the remuneration of the HDIE for 

the services it provides, should be determined by the parties. 

The legal group considers that these arrangements should remain a matter for the 

parties to negotiate rather than being prescribed in legislation. This would allow flexibility 

for different organisational models and encourage competition between HDIEs based on 

factors such as cost, efficiency and quality of service, while remaining consistent with the 

objective of Art. 50(3) EHDS to reduce the administrative burden of health data holders 

and provide organisational flexibility. 

Any remuneration payable to the HDIE, including compensation for operational and 

administrative costs and any commercial return agreed between the parties, should 

therefore be covered through the financial arrangements between the health data holder 

and the HDIE rather than through increased fees charged to applicants. 

4.2.4 HDIE’s legal responsibility and controllership 

TEHDAS2 Guideline 6.1 states that, while HDIEs may carry out operational tasks, the 

legal responsibility for compliance with the EHDS remains with the health data holder 

unless national law explicitly provides otherwise. This statement raised concern among 

some members of the legal group. In their view, an HDIE acts as a data processor on 

behalf of the health data holder, as also reflected in the example provided on page 82 of 

the same guideline. As a processor does not bear the legal responsibility of the controller 

for compliance with the GDPR or the EHDS, they questioned whether such responsibility 

could be transferred to an HDIE by national law. 

Other members of the legal group took a different view. They considered that the 

allocation of responsibilities under the EHDS should be distinguished from the 

determination of controllership under the GDPR. Regardless of how responsibilities are 

allocated nationally, the EHDS provides that the data are nevertheless considered to be 

made available by the health data holders. From this perspective, whether an HDIE acts 

as a controller, joint controller or processor is determined separately under the GDPR 

and any applicable national legislation and does not, in itself, determine the allocation of 

duties or responsibilities under the EHDS. 

The legal group did not have enough time to reach a common interpretation on this 

question. Thus, as a next step, the legal group should revisit the relationship between the 

allocation of duties under the EHDS and controllership under the GDPR as national 

implementation models develop. Further guidance from the European Commission or the 

European Data Protection Board would also be valuable. 
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4.2.5 Designation of HDIEs and allocation of duties 

The legal group agrees with the interpretation adopted in Finnish Government Proposal 

(5). The group considers that Art. 50(3) EHDS should be interpreted in a manner that 

fulfils the objective of the Regulation, namely, to reduce the administrative burden of 

health data holders while allowing Member States flexibility in organising the fulfilment of 

the duties of HDIEs. 

Where a Member State has exercised the national discretion provided by Art. 50(3) 

EHDS and has established in national law the possibility for health data holders to use 

HDIEs, each health data holder should remain responsible for deciding whether to make 

use of an HDIE and for selecting the HDIE with which it wishes to cooperate. The 

relationship between the health data holder and the HDIE should be based on a 

contractual arrangement that clearly specifies which of the health data holder's EHDS 

duties are carried out by the HDIE on its behalf. The allocation of duties should therefore 

occur through the contractual relationship between the health data holder and the HDIE, 

rather than through legislation identifying individual HDIEs. Thus, it would be possible for 

the HDIE to only take some of the duties of the health data holder instead of all of the 

duties. Moreover, allowing the health data holder to use several HDIEs if considered 

necessary. This contractual allocation of EHDS duties is conceptually similar to the 

possibility under the GDPR for a controller to entrust certain processing activities to a 

processor. 

The legal group considers that this interpretation is consistent with both the objective of 

Art. 50(3) and the intentions expressed during the EHDS negotiations. During the 

negotiations, the purpose of the provision was understood to be to provide Member 

States with organisational flexibility and to reduce the administrative burden of health 

data holders, rather than to require national legislation to designate individual HDIEs or 

exhaustively define every possible organisational arrangement. Requiring legislative 

designation of each HDIE would unnecessarily reduce flexibility, require frequent 

legislative amendments, and limit the development of innovative service providers and 

market-based solutions. 

To ensure legal certainty, transparency and effective supervision, the health data holder 

should notify the HDAB of the identity of the HDIE and specify which EHDS duties have 

been entrusted to that HDIE. This enables the HDAB to identify the entity performing the 

relevant operational tasks while maintaining transparency regarding the allocation of 

responsibilities. 

The legal group considers that this approach provides an appropriate balance between 

legal certainty, operational flexibility and the objective of reducing the administrative 

burden of health data holders while remaining consistent with the wording and objectives 

of Art. 50(3) EHDS. 

4.3 Art. 58(3) and 61(5) significant findings 

Art. 58(3) Obligations of health data access bodies towards natural persons 
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Where a health data access body is informed by a health data user of a significant 

finding related to the health of a natural person, as referred to in Art. 61(5), the HDAB 

shall inform the health data holder about that finding. The health data holder shall, under 

the conditions laid down by national law, inform the natural person or health professional 

treating the natural person concerned. Natural persons shall have the right to request not 

to be informed of such findings. 

Art. 61(5) Duties of health data users 

Without prejudice to paragraph 2, health data users shall inform the HDAB of any 

significant finding related to the health of the natural person whose data are included in 

the dataset. 

The provisions of EHDS pose new and remarkable legal requirements. Art. 61(5) 

imposes the health data users to inform the HDAB of ”any significant finding related to 

health”. This is a huge issue from many points of view. No mention of actionable (ie. 

treatable or preventative) which is against the clinical, ethical and legal consensus of not 

reporting non-actionable findings. Where and how to draw an objective line when 

assessing what is significant?  

EHDS will provide access to and merging large amounts of data, such as genomic data, 

biomarkers, lab values, image data, data from wearables, thus leading to unprecedented 

possibilities of “any” significant findings in the era of AI. Data sources are manifold 

varying from clinical data to biobank and research data resulting from biological sample 

analyses. Use of data in clinical context usually requires validation of the finding with a 

new sample due to some possible errors in the research context. Some scenarios: a 

significant finding related to health is a gene variant known to predispose to a disease 

that is treatable or preventable. What if there is no cure, i.e., the finding is not (yet) 

actionable at the time of data user’s finding? On the other hand, interpretation of image 

data with new tools may reveal previously undiagnosed cancer and the information would 

be critical for the person.  

Art. 58(3) sets the information obligation to the data holders, who are diverse, many of 

them lacking clinical context, such as universities, statistics or research institutes. The 

information may be provided either to the natural person or to the healthcare professional 

treating the natural person. Thus, the Member States must enact new legislations for this 

matter, as Art. 58(3) refers to the process “under the conditions laid down by national 

law”.  

In Finland, however, the Act on the secondary use of social and welfare data Section 55 

sets the procedure for handling clinically significant and actionable findings in register-

based research. In brief, the researcher in that case contacts the Data Permit Authority 

(Findata) which can reidentify the person, if needed.  

The finding must be assessed by a special group in the Finnish Institute of Health and 

Welfare in terms of its significance, relevance etc. The individuals concerned are never 

contacted directly but via his or her local health care system. The ethical principle right-

not-to-know applies, so the persons can opt-out for receiving this information in advance 

by registering to Findata’s register or when being contacted for potential health related 
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information later. To our knowledge, not many significant findings have so far been 

reported through this process. However, this does not preclude the possibility that 

significant findings have been reported through alternative channels, such as biobank-

specific procedures in Finland.  

Norway has national acts relating to health personnel (§10) and patients’ rights (§3-2) 

that give individuals, including patients and research participants, the right to be informed 

of significant findings concerning their health and, where appropriate, to receive 

healthcare (7, 8). However, in its public consultation on the implementation of the EHDS 

(9), the Ministry of Health acknowledged that more detailed national guidance will be 

needed to implement the requirements of Art. 58(3). 

In Denmark, the criteria for when a data subject can be informed vary based on the type 

of project (10, 11, 12, 13).36 For instance, for notifiable health science research projects, 

the data subject must either suffer from or be certain or highly likely to be at risk of 

developing, a life-threatening or clearly serious illness, which can be treated, prevented 

or alleviated. By contrast, for health-related statistical and scientific studies carried out 

pursuant to § 10 of the Danish Data Protection Act, the data subject must suffer from a 

life-threatening or clearly serious illness, which is also infectious, and which can be 

treated. 

In Iceland, the Act on Scientific Research in the Health Sector no. 44/2014 (14) grants 

the Minister of Health the authority to issue Regulations concerning inter alia the 

circumstances in which, and in the manner in which, a participant in a scientific research 

study shall be informed of important findings that emerge during the conduct of the 

research and that concern the participants’ health, c.f. Art. 34. At the time of the writing of 

this report, there is no such Regulation in effect.  

One must remember also the provisions of the Council of Europe Biomedicine 

Convention that apply for genetic information. People are entitled for pre- and post-test 

counselling. Thus, if the significant finding relates to previous unknown condition, the 

person must be offered access to clinical counselling first.  

Overall, this kind of information is complicated to handle. It has potential to both increase 

the costs of the health care system in an uncontrollable manner but also help people’s 

lives and save the costs. The legal group recommends establishing a European 

multidisciplinary special task force to guide the legislation. It is essential to have a clear 

procedure and roles to reap the benefits but avoid the chaos.  

Sweden does not currently have legislation nor system that would enable reporting 

significant findings as described in Arts. 58(3) and 61(5). 

 
36 The Danish regulation on the reporting of significant health findings (BEK nr 736 af 24/05/2022) applies 
only in relation to notifiable health science and health data science research projects. The Danish 
Committee Act (LBK nr 1268 af 28/11/2024), notifiable clinical trials of medical devices and performance 
studies of in vitro diagnostic medical devices. The Danish Clinical Trials Act (LOV nr 1853 af 09/12/2020), 
as well as health-related statistical and scientific studies carried out pursuant to § 10 of the Danish Data 
Protection Act (LBK nr 289 af 08/03/2024), which include only personal data from national and regional 
health registers.  
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4.4 Art. 62, fees 

The legal group agrees that Art. 62 applies from the point at which a data applicant 

submits an application as described in Arts. 67–69. Any costs incurred before that stage, 

such as guidance provided by data holders regarding available datasets or support 

provided by the HDAB on how to complete an application, may be charged in 

accordance with national rules and practices.  

Based on this, the legal group also discussed whether reduced fees for application 

guidance, provided by HDABs, could be aligned across the Nordic countries to 

encourage more applicants to conduct research and other projects using Nordic data. As 

the matter did not raise any legal concerns, the group suggested that it could be 

discussed further by the HDAB group if considered relevant and feasible given the limited 

time within VALO2. 

The group also concluded that the EHDS does not provide sufficient financial incentives 

for data holders to invest in improving their systems and infrastructure to make data 

extraction and other data provision processes more efficient. Such investments cannot 

generally be recovered through the fees charged to applicants under the EHDS 

framework. 

The group considered that one possible way to address this issue could be the use of a 

third-party software solution, platform, or similar service that would perform data 

extraction and other technical tasks required to fulfil the obligations of data holders under 

the EHDS. The costs of such a solution could be covered through user-based fees or 

another transparent financing model. A similar lack of incentives was identified in relation 

to the development of dynamic ready-made datasets. 

The group noted, however, that this is ultimately a structural issue within the EHDS 

framework itself. As such, it should be raised in future discussions between Member 

States and at the European Union level, with the aim of promoting transparent and 

equitable fee policies and ensuring that data holders have appropriate incentives to 

develop efficient data access infrastructures. Within the current framework, there is a risk 

that datasets from higher-cost countries may be less attractive to applicants due to high 

costs, potentially leading to situations where research and other activities rely primarily 

on data from lower-cost countries. 

The national implementation proposals currently under consideration further illustrate this 

concern. In Norway, the public consultation on the implementation of the EHDS (9) 

proposes that the fees permitted under Art. 62(1) third sub-section should cover the full, 

and not just part of the actual costs of making the data available, as practice is today. As 

for the possibility to offer reduced fees in accordance with Art. 62(1) fourth sub-section, 

the current Norwegian legislation does not allow such a differentiation, but Norway is now 

considering it under the EHDS for certain categories of health data users such as 

universities, college sector or public authorities, as well as when data is to be used for 

legally mandated tasks such as research, quality improvement, and patient safety, or 

when requesting data that the user has reported themselves to a health register. No final 

decisions have yet been made. 
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The Finnish Government Proposal (5) proposes making use of the flexibility provided in 

Art. 62(1) fourth sub-section by enabling reduced fees for certain categories of health 

data users, including public health authorities, university and university researchers, and 

microenterprises, as well as the possibility of waiving fees in exceptional circumstances. 

The Government is to adopt more detailed provisions by decree regarding the conditions 

under which reduced fees or fee waivers may be granted. However, no final decisions 

have yet been made.  

These examples demonstrate that Member States are already considering different 

approaches to the implementation of Art. 62, highlighting the importance of continued 

dialogue at both the Nordic and European levels regarding the practical implications of 

divergent national fee policies. 

As a next step, the legal group could prepare a joint expert opinion when the draft 

implementing act on fees is opened for public consultation. The opinion could address 

the limited incentives for health data holders to invest in efficient data-access 

infrastructure and the potential effects of different fee levels on cross-border access to 

Nordic data. 

4.5 Consideration of ethical aspects under Art. 68(1)(b) 

Art. 54(e) prohibits the use of electronic health data where the intended activity conflicts 

with ethical provisions laid down in national law. However, it does not necessarily mean 

that, in the absence of such provisions, ethical considerations are entirely excluded from 

the HDAB's assessment. 

Under Art. 68(1), the HDAB is required to assess whether all conditions for granting a 

data permit are fulfilled. In particular, Art. 68(1)(b) requires the HDAB to verify that "the 

requested data are necessary, adequate and proportionate for the purposes described in 

the health data access application, taking into account the data minimisation and 

purpose limitation requirements provided for in Art. 66." 

The legal group supports an interpretation that this assessment cannot always be carried 

out solely as a technical or administrative exercise. Evaluating whether the data 

requested in the data permit application is genuinely necessary, adequate and 

proportionate for the proposed purpose may, in certain cases, require the HDAB to 

assess whether the proposed project is scientifically appropriate. This does not amount 

to a separate ethics review but rather forms part of the HDAB's obligation under Art. 

68(1)(b) to assess whether the requested data are justified in relation to the stated 

purpose. Where appropriate, this assessment may also require the HDAB to consider 

whether the proposed use raises fundamental ethical concerns that are relevant to 

determining whether the requested data is necessary, adequate and proportionate for the 

stated purpose. 

For scientific research projects, this may require the HDAB to consider whether the 

research plan demonstrates that the requested data is necessary to answer the 

proposed research question. Depending on the study design, this may include 

internationally recognised elements of scientific quality, such as an appropriate study 

design, a justification for the requested dataset, and, where applicable, a statistical power 
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calculation or other equivalent methodological justification. At the same time, the legal 

group recognises that the assessment must remain proportionate to the nature of the 

project. For example, exploratory or hypothesis-generating studies may legitimately 

require broader datasets, making traditional data minimisation assessments less 

straightforward. In such cases, the appropriateness of the requested data should be 

assessed in light of the chosen study design and methodology rather than by applying 

rigid criteria. 

The legal group further notes that an applicant should be able to provide concise 

scientific justification for why the requested data is necessary for the proposed purpose. 

An inability to explain the methodological basis of the project may indicate that the 

requirements of Art. 68(1)(b) are not fulfilled. It may also be relevant to the assessment 

under Art. 68(1)(d), which requires the HDAB to verify that the health data user 

possesses the expertise necessary to carry out the proposed secondary use in 

accordance with recognised scientific and professional standards. The legal group 

therefore considers that Art. 68 does not require the HDAB to grant access to any 

applicant requesting health data. Rather, it permits the HDAB to assess whether both the 

proposed secondary use and the applicant demonstrate the scientific and professional 

competence necessary to justify access to the requested data. 

This interpretation is particularly important for applications involving the development or 

training of artificial intelligence and other algorithmic systems. If Art. 68 were interpreted 

as preventing any consideration of ethical concerns in the absence of national ethical 

provisions, an HDAB in such a Member State could be obliged to grant a data permit 

despite serious ethical concerns, provided that all other formal legal requirements were 

met. This would leave no mechanism within the EHDS permit procedure to prevent 

ethically problematic uses of health data, including AI training activities that may raise 

significant societal or fundamental rights concerns. 

The legal group therefore considers that Art. 68(1)(b) should be interpreted as permitting 

the HDAB to take basic ethical considerations into account, where relevant, as part of its 

assessment of whether the requested data are necessary, adequate and proportionate 

for the stated purpose. Such an interpretation does not create a separate ethics review 

within the EHDS permit procedure but ensures that the HDAB's assessment is 

sufficiently substantive to support the objectives of the EHDS and to promote the 

trustworthy and responsible secondary use of health data across Member States. 

As a next step, the legal and HDAB groups could consider whether the interpretation 

developed in this chapter should form the basis of a common Nordic approach to 

assessments under Art. 68(1)(b). If supported by the participating countries, this 

approach could then be presented in discussions with the European Commission and 

other Member States with the aim of promoting a shared interpretation at Union level. 
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Executive summary 

The European Health Data Space will create a common European framework for the 

secondary use of electronic health data for research, innovation, policymaking and other 

permitted purposes. However, while the EHDS harmonises access to health data at the 

European level, decisions on whether a project requires ethical review remain governed 

by national legislation. This report compares the ethical review frameworks of the Nordic 

countries, identifies practical differences that may affect cross-border projects and 

highlights areas where continued Nordic cooperation could support the successful 

implementation of the EHDS.  

The comparison shows that all Nordic countries have well-established systems for 

research ethics, but they apply different legal triggers for ethical review of secondary use 

activities. Sweden, Norway and Iceland generally require ethical review for scientific 

research using health data, while Denmark applies ethical review only to specific 

categories of research involving sensitive bioinformatic data. Finland differs because 

secondary use of health data generally does not require statutory ethical review under 

national legislation. At the same time, Finland has a mature research ethics governance 

system based on legislation governing other types of research, institutional ethics 

committees and the principles of good scientific practice promoted by the Finnish 

National Board on Research Integrity. The comparison shows that the national 

approaches have overlapping practical features, although their legal triggers, definitions 

and procedures differ. 

One of the report’s main findings is that the distinction between quality assurance and 

scientific research remains one of the most important practical sources of uncertainty for 

applicants. In all Nordic countries except Finland, classifying an activity as quality 

assurance or research forms the starting point for determining whether ethical review 

may be required. Although the national approaches have overlapping practical features, 

the countries do not apply a uniform legal definition or a single common test. Differences 

in the applicable legal frameworks, classification criteria and their interpretation may 

therefore result in similar projects being classified differently across countries, reducing 

predictability and increasing the administrative burden for multinational research projects. 

The experiences from VALO and VALO2 pilots illustrate how these differences can affect 

cross-border projects in practice. During the VALO2 pilot, the classification of the project 

as scientific research in Norway resulted in a different regulatory pathway and additional 

procedural requirements, than in the previous VALO pilot, demonstrating how national 

ethical review requirements and related procedures can influence project planning and 

timelines. At the same time, the pilot confirmed that ethical review and related national 

requirements are one important component of the broader operational framework needed 

for successful cross-border secondary use of health data under the EHDS.  

The report concludes that continued Nordic collaboration and shared interpretation will 

be essential to support successful EHDS implementation and improve predictability for 

cross-border projects. It also emphasises that ethics committees and ethical expertise 

should be actively involved in EHDS implementation now, rather than only once the first 

secondary-use applications are submitted. Early involvement will help identify practical 
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challenges, promote consistent interpretation of national requirements and strengthen 

cooperation between ethics committees, Health Data Access Bodies and other 

stakeholders before the EHDS becomes fully operational. 

1 Introduction 

The European Health Data Space (EHDS) establishes a common legal framework for the 

secondary use of electronic health data across the European Union. While much of the 

discussion surrounding the EHDS has focused on Health Data Access Bodies (HDABs), 

secure processing environments (SPE), interoperability and data quality, one provision of 

the Regulation became the spark for the ethical work carried out within the VALO2 

project. 

Art. 54(e) of the EHDS provides that access to and processing of electronic health data 

shall not take place where such processing would conflict with ethical provisions laid 

down in national law. Although the EHDS creates a harmonised European framework for 

secondary use of health data, ethical requirements remain governed by national 

legislation. 

At first glance, this may appear straightforward. However, the provision immediately 

raises several practical questions. What does this mean for an applicant seeking access 

to health data from several countries? Could the same project require ethical review in 

one country but not in another? Could different national ethical requirements delay or 

even prevent cross-border access to health data under the EHDS? If so, where are the 

biggest differences and can any of these bottlenecks be addressed before the EHDS 

becomes fully operational? 

During the stakeholder interviews conducted within Work Stream 1 of VALO, it also 

became evident that although Nordic health data are internationally recognised as a 

valuable resource for research and innovation, accessing these data remains 

burdensome (1). Considerable attention has been devoted to legal, technical and 

organisational barriers, while the potential impact of national ethical requirements has 

received much less discussion. At the same time, ethics committees have so far been 

only marginally involved in broader EHDS implementation activities, despite the fact that 

they will continue to play an important role wherever national legislation requires ethical 

review and may also support HDABs under the EHDS framework. Consequently, an 

ethical expert group was established within VALO2 to map the current national ethical 

review landscapes across the Nordic countries, identify similarities and differences, 

assess what future applicants under the EHDS may need to navigate, and contribute 

ethical expertise to the broader implementation of the EHDS. 

The objective of the work was not to evaluate national ethical systems. Instead, the aim 

was to understand how national ethical requirements may influence cross-border 

secondary use of health data, identify potential implementation bottlenecks, and explore 

where greater transparency, cooperation and harmonisation among the Nordic countries 

could facilitate the implementation of the EHDS and further strengthen the attractiveness 

of Nordic health data. 
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The VALO2 ethical expert group consisted of experts from different ethical committees, 

with varying capacity, from all Nordic countries. The work focused on mapping the 

national legislation governing ethical review requirements relevant to the secondary use 

of health data. The ethical expert group was established in March 2026.37 As the experts 

had not previously participated in the VALO2 project, part of the work involved 

familiarising the group with VALO, the EHDS, its objectives and the specific questions 

relevant to secondary use of health data. Due to the limited timeframe available, it was 

unfortunately not possible to involve ethical experts from the observer countries, Estonia 

and Lithuania, in the mapping exercise. Their perspectives would be a valuable addition 

to any future continuation of this work. 

The mapping demonstrated that notable differences exist between the Nordic countries. 

In particular, Finland and Denmark differ from the other Nordic countries in that register-

based research generally does not require ethical review under national legislation or it is 

required only in specific cases, whereas Sweden, Norway, and Iceland currently do 

require ethical review, although the legal triggers differ between countries. 

The findings demonstrate that an applicant seeking access to health data from several 

Nordic countries may encounter different ethical requirements depending on the country, 

the type of data requested, the purpose of the project and, in some cases, 38￼ Some of 

these differences, such as application language requirements or administrative 

procedures, may be relatively straightforward to address through administrative changes. 

Others, including the distinction between quality assurance (QA) and scientific research, 

national ethical review triggers and broader legislative differences, are more deeply 

rooted in national legal systems and will require continued dialogue and, potentially, 

legislative reform. 

For this reason, the expert group devoted particular attention to the distinction between 

QA and scientific research. This issue emerged as one of the most significant practical 

challenges identified during the mapping and represents an area where continued Nordic 

collaboration could contribute to greater transparency, predictability and mutual 

understanding in the implementation of the EHDS. 

This report summarises the findings of this Nordic mapping exercise, discusses the 

principal ethical bottlenecks identified by the expert group and outlines considerations for 

future Nordic cooperation on ethical review in support of the successful implementation 

of the EHDS. In particular, it highlights the importance of involving ethics committees and 

ethical expertise in EHDS implementation at an early stage so that national ethical review 

systems, HDABs and other actors can develop coherent practices before the EHDS 

becomes fully operational. 

 
37 The national mapping exercise within the VALO2 project was conducted between March and May 2026 
by bioethics and ethics committees or their representatives in the Nordic countries. See Annex 1. 
38 That is, whether the project's activities are sufficiently connected to a particular country for that country's 
ethical review legislation to apply. 
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2 National triggers for ethical review in the Nordic countries 

The following chapters provide country-specific summaries based on the national 

mapping exercises carried out within the VALO2 project. Information on the institutions 

and experts responsible for each national mapping is provided in Annex 6a. The country 

summaries are followed by a comparative analysis of the key findings. 

2.1 Finland 

Finland differs from the other Nordic countries because there is no binding national 

legislation that requires an ethical review solely on the basis that health data are used for 

secondary purposes. Register-based research and other studies relying on secondary 

use of health data do not require a separate ethical review under Finnish law. 

This does not mean that ethical review does not exist in Finland. Rather, ethical review is 

linked to other types of research. Medical research involving interventions on human 

participants is regulated by the Medical Research Act (488/1999) (2), while non-medical 

research involving human participants is assessed under the ethical guidelines of the 

Finnish National Board on Research Integrity (TENK) (3). These frameworks are outside 

the scope of EHDS secondary use and therefore do not generally apply to register-based 

research using existing health data. 

Finland nevertheless has a well-established system of research ethics governance. In 

addition to the statutory ethics review system established under the Medical Research 

Act, universities, research organisations and many healthcare organisations maintain 

ethics committees for research falling outside the scope of that Act, and the principles of 

good scientific practice promoted by TENK are widely followed (4). In practice, some 

data holders or organisations responsible for handling data access requests may, in 

individual cases, request applicants to obtain an ethics committee opinion where a 

project raises particularly sensitive ethical issues. Such practices reflect institutional 

governance and established research ethics practices rather than a general statutory 

requirement applicable to the secondary use of health data. According to TENK’s 

guidelines, an ethics committee opinion may also be requested where this is required by 

a research funder, collaborative partner, the subject of the research or a scientific 

publisher, even where Finnish legislation does not otherwise require an ethical review of 

the project. Ethical review may therefore be requested for several non-statutory reasons, 

including funding or publication requirements and institutional policies. The existence of 

these established ethics review structures demonstrates that Finland already possesses 

a mature research ethics governance framework. Should future legislative developments 

related to the EHDS make statutory ethical review more widely applicable to the 

secondary use of health data, implementation could build upon these existing 

mechanisms rather than requiring the creation of an entirely new system.  

Consequently, no specific purpose, data category, research method or territorial factor 

triggers a statutory ethical review under Finnish law for the secondary use of health data. 

Register-based research, research using pseudonymised data, research using 

anonymised data and other secondary use of health data do not require ethical approval 

solely because health data are processed. 
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Unlike the other Nordic countries, Finland therefore does not distinguish between QA and 

scientific research for the purpose of determining whether a statutory ethical review is 

required in the secondary use of health data. This topic is discussed further in Chapter 5 

Thus, Finland is a clear outlier among the Nordic countries. While the other countries 

have statutory ethical review requirements for at least some categories of secondary use 

of health data, Finland generally relies on the data permit process and other legal 

safeguards rather than a mandatory ethical review. 

2.2 Sweden 

The legal basis for ethical review in Sweden is the Ethical Review Act (2003:460) 

concerning the Ethical Review of Research Involving Humans (5). For EHDS secondary 

use, this is the primary legislation determining whether ethical review is required, 

although other national legislation and EU legislation may also apply. 

Sweden applies a mixed trigger, meaning that the purpose of the project, the type of data 

and where the research is conducted determine whether ethical review is required. The 

following two requirements are cumulative, meaning that an ethical review is required if 

both conditions are present. 

Firstly, the scientific research involves special categories of personal data, according to 

Art. 9.1. GDPR or human biological material. This includes scientific research, 

development and innovation, training, testing and evaluation of algorithms, and education 

activities that constitute scientific research. As register-based research using Swedish 

health data will almost always involve special categories of personal data, this condition 

is generally applicable. 

Secondly, according to the guidance published by the Swedish Ethical Review Authority 

(FAQ), ethical review is required in Sweden whenever any part of the so-called 

implementation phase of a research project is to be carried out in Sweden. The activities 

comprising the implementation phase include the recruitment of research participants, 

the collection of research data or other research material, the conduct of research 

procedures or interventions, and the analysis and processing of research data. 

Where a foreign researcher intends to collect data in Sweden—for example, by collecting 
or obtaining data—for the purpose of conducting further research in another country, 
Swedish ethical approval is required for the data collection activities (6). The storage of 
research data constitutes part of the research. Consequently, even where a Swedish 
researcher collects data abroad, the research is considered to be conducted in Sweden 
once the data collection results in the storage of research data in Sweden. 

If only one or none of these two cumulative conditions are met, ethical approval is not 

required in Sweden. 

Furthermore, Sweden distinguishes between QA and scientific research. Projects 

classified as QA or quality development generally do not require ethical review, whereas 

projects classified as scientific research generally require ethical review where the 

research involves special categories of personal data or biological material. The 
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distinction between these two categories is not always straightforward and is discussed 

in more detail in Chapter 5 

Ethical review is generally not required for: 

• Art. 53(a) EHDS – public interest activities; 

• Art. 53(b) EHDS – policymaking activities; 

• Art. 53(c) EHDS – official statistics, including statistics within the meaning of Art. 3(1) 

of Regulation (EC) No 223/2009; 

• certain activities under Art. 53(d) EHDS, where education or teaching is carried out 

solely for educational purposes and does not constitute scientific research; and 

• projects where no personal data according to GDPR or special categories of personal 

data, according to art. 9.1. GDPR are processed. 

Applications for ethical review must be submitted in Swedish, although the research plan 
and the principal investigator's CV may be submitted in English (7). Different language 
requirements apply to clinical trials, which fall outside the scope of this report. 

Ethical approval must exist before data is requested or accessed. Ethical review is 
carried out by the Swedish Ethical Review Authority (Etikprövningsmyndigheten), with 
appeals handled by the Ethical Review Appeals Board (Överklagandenämnden för 
etikprövning). 

2.3 Norway 

The legal basis for ethical review in Norway is primarily the Health Research Act (Act of 

20 June 2008 No. 44) (Helseforskningsloven) (8). Other relevant legislation includes the 

Health Personnel Act (Helsepersonelloven) and the Health Register Act 

(Helseregisterloven). For EHDS secondary use, the Health Research Act is the primary 

legislation determining when ethical review is required. 

Ethical review is required where a project constitutes medical and health research, 

meaning research conducted using scientific methods to generate new knowledge about 

health and disease. The requirement applies to directly and indirectly identifiable 

personal health data. For the purposes of this report, the relevant EHDS data categories 

are Art. 51(a), (b), (d), (e), (f), (g), (h), (i), (k), (l), (m), (n), (o), (p) and (q). 

The Health Research Act applies to all medical and health research conducted on 

Norwegian territory, or to research performed under the direction of a person or body 

established in Norway. 39￼ If those substantive conditions are met and the project falls 

 
39 For example, where a Swedish research institution is responsible for a project and the Norwegian health 
data are stored and processed in Sweden, the project may fall outside the territorial scope of the 
Norwegian REC, provided that no research is conducted in Norway and no research-responsible person 
or body established in Norway directs the project. Limited cooperation with Norwegian researchers does 
not, by itself, alter this conclusion. In that case the granting authorities, will require the project to present 
an ethical review from Sweden. 
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within the territorial scope of the Act, ethical review is required. Ethical approval must be 

obtained before access to the data is granted. 

Norway distinguishes between QA and scientific research. Projects classified as QA 

generally do not require ethical review, whereas projects classified as medical and health 

research do. The distinction between these categories is not always straightforward and 

is discussed in more detail in Chapter 5 

Ethical review is generally not required for: 

• QA and educational purposes; 

• research that is not medical and health research; 

• projects using genuinely anonymous data; and 

• projects using only data from Norwegian health registries once the adopted 

amendments to the Health Research Act enter into force (Art. 51(k), (l) and (o)). 

Amendments to the Health Research Act have been adopted and are expected to enter 

into force during 2026. Once the amendments are in force, research using only data from 

Norwegian health registries will be exempt from ethical review. If registry data are 

combined with other types of data, such as medical records or questionnaire data, ethical 

review will still be required where the project otherwise falls within the scope of the 

Health Research Act.  

40￼, an exemption from the duty of confidentiality may still be required under the Health 

Personnel Act or the Health Register Act. Depending on the type of data and the purpose 

of the project, the exemption may be granted by a Regional Committee for Medical and 

Health Research Ethics (REC), the Norwegian Health Data Service (HDS), the 

Norwegian Directorate of Health or the relevant institution. 

Applications for ethical review are generally submitted in Norwegian, although another 

language may be accepted where properly justified. Ethical review is carried out by one 

of the Regional Committees for Medical and Health Research Ethics (9). The National 

Committee for Medical and Health Research Ethics acts as the appeal body. 

2.4 Denmark 

In Denmark, register research solely based on health data (e.g. from administrative or 

patients register) does not require ethical approval, unless it concerns certain sensitive 

data, which at present only includes genome- and image data and there is Danish 

research activity. Thus, making these two criteria cumulative. The legal basis for ethical 

review is the Committee Act (Lov om videnskabsetisk behandling af 

sundhedsvidenskabelige forskningsprojekter og sundhedsdatavidenskabelige 

forskningsprojekter) (10).  

 
40 This applies for using data from medical records without consent or health registries that are not based 
on consent. 
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Ethical review is required for scientific research based on the secondary use of sensitive 

bioinformatic data originating from clinical care or from a previous research project, 

where the project involves extensive genomic mapping or diagnostic imaging, cf. § 21 b 

of the Committee Act. The relevant EHDS data categories include genomic data and 

imaging data corresponding to Art. 51(f) and, depending on the source of the data, Arts. 

51(m), 51(n) and 51(q). Register-based research requires ethical review only where it 

involves these categories of sensitive bioinformatic data. However, if health data is also 

used as a part of a clinical medicine trial, a medical device trial, or a general health 

research intervention trial, the ethical rules governing those trials in Denmark will apply 

according to article 18 of the Committee Act (10, 11, 8). 

Danish research activity means research activities carried out in Denmark by a 

researcher/investigator whose place of work is located in Denmark. Consequently, where 

a multinational consortium includes a Danish partner, Danish ethical review is required 

only if that partner performs a certain amount of research activities in Denmark. The 

mere inclusion of a Danish organisation in a consortium does not, in itself, trigger Danish 

ethical review. In practice, the research ethics committees may need to assess whether a 

project includes Danish research activity. 

Denmark distinguishes between QA and scientific research. Projects classified as quality 

control or quality improvement generally do not require ethical review, whereas qualifying 

health data research projects may require ethical review where the conditions of the 

Committee Act are fulfilled. It may, however, be difficult in practice to determine whether 

a project constitutes research or quality control. This distinction is discussed further in 

Chapter 5 

Ethical review is generally not required for: 

• quality control and quality improvement; 

• research using only data, such as register-based research based on administrative or 

clinical registers; 

• health research involving only questionnaires or interviews; and 

• health research using data from patient records only, although such projects require 

approval under the Health Act rather than ethical review under the Committee Act. 

Applications concerning research on sensitive health data solely (genome- and imaging 

data) are submitted to the National Research Ethics Committee (NREC). Ethical approval 

must be obtained before access to the data. The assessment is substantive and 

considers, among other things, whether the project contributes valuable new knowledge, 

whether there are sufficient grounds for conducting the project, whether the conclusions 

are justified, whether participants' privacy and integrity are adequately protected, and 

whether appropriate procedures are in place for handling incidental findings. 
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2.5 Iceland 

The legal basis for ethical review in Iceland is the Act on Scientific Research in the 

Health Sector No. 44/2014 (13). It governs the secondary use of existing health 

information, health registers and biobank data for scientific research. 

Iceland applies a mixed trigger, meaning that ethical review depends on the purpose of 

the project, the type of data, and the project's territorial connection to Iceland. Ethical 

review is required where scientific methods are applied to health data in order to 

generate new knowledge about health or disease. The requirement applies to identifiable 

and pseudonymised health data across all EHDS data categories under Art. 51, including 

register-based research and research using biobank data. 

Iceland distinguishes between QA and scientific research. QA, quality improvement, and 

administrative or statistical activities that do not aim to generate new scientific knowledge 

generally do not require ethical review. In practice, the distinction is based primarily on 

the purpose of the activity and whether the objective is to produce new, generalisable 

scientific knowledge or to improve local services or healthcare delivery. This distinction is 

discussed in more detail in Chapter 5 

Ethical review is generally not required for: 

• QA and quality improvement activities; 

• administrative or statistical uses of health data that do not aim to generate new 

scientific knowledge. 

The ethical review requirement is not linked to the nationality of the applicant. Instead, it 

is primarily connected to Icelandic data and participants. The Act applies where Icelandic 

health data are used, or the participants are located in Iceland. Applications are generally 

submitted in Icelandic, although English may be accepted in exceptional cases. The 

principal investigator may also need to demonstrate proficiency in Icelandic on a case-

by-case basis. 

Ethical approval must be obtained before data are accessed. Ethical review is primarily 

carried out by the Icelandic National Bioethics Committee, although studies conducted 

entirely within Landspítali University Hospital or Akureyri Hospital may instead be 

reviewed by the institutional review board of the respective hospital. The assessment is 

substantive and considers, among other things, whether the acquisition, use and 

disclosure of health data are proportionate to the research objectives, whether the 

requested data are adequate and relevant, and whether participants' dignity, rights and 

privacy are adequately protected. 

2.6 Comparison of the Nordic approaches 

Although all Nordic countries have established governance mechanisms for the 

secondary use of health data, their approaches to ethical review differ considerably. 

Consequently, an applicant seeking access to health data from several Nordic countries 

may encounter different legal requirements depending on the country from which the 

data are requested. 
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The most significant difference concerns the circumstances in which ethical review is 

required. Sweden and Iceland generally require ethical review for scientific research 

involving secondary use of health data. Norway currently follows a similar approach for 

medical and health research but is moving towards exempting certain register-based 

research. Denmark applies a more targeted approach, where ethical review is required 

only for specific categories of secondary-use research involving sensitive bioinformatic 

data and where the Danish legislation applies to the research activities concerned. 

Finland differs from the other Nordic countries in that secondary use of health data, 

including register-based research, does not generally require a statutory ethical review. 

The comparison also demonstrated that the legal basis for ethical review varies 

considerably across the Nordic countries. Iceland primarily links ethical review to the 

purpose of the project and the project’s connection to Icelandic data or participants. 

Norway and Denmark both apply a sequential assessment. In Norway, the project must 

first qualify as medical and health research within the scope of the Health Research Act 

and, secondly, fall within the territorial scope of that Act. In Denmark, the project must 

first fall within the substantive scope of the Committee Act and, secondly, involve 

research activities to which the Danish legislation applies. In Sweden, the scientific 

research must involve special categories of personal data or human biological material 

and, secondly, the research is conducted in Sweden. Consequently, projects with similar 

objectives may be subject to different ethical requirements depending on the applicable 

national legislation. 

The comparison further showed that, although all Nordic countries recognise that 

secondary use of health data may be carried out for different purposes, the legal 

significance of these purposes varies. In Sweden, Norway, Denmark and Iceland, the 

distinction between scientific research and QA may determine whether ethical review is 

required. In Finland, by contrast, this distinction does not determine whether a statutory 

ethical review is required for the secondary use of health data. 

At the same time, the comparison demonstrated that differences in statutory legislation 

do not necessarily reflect the broader research ethics landscape. All Nordic countries 

have established research ethics governance structures, although these are organised 

differently. In Finland, for example, universities, research organisations and other 

institutions maintain ethics review mechanisms and principles of good scientific practice 

are widely applied, despite the absence of a general statutory ethical review requirement 

for EHDS-type secondary use of health data. This suggests that the practical differences 

between the Nordic countries may be less pronounced than the legislative comparison 

alone would indicate and provides a strong foundation for continued Nordic cooperation 

in the implementation of the EHDS. 

Based on this comparison, the ethical expert group identified several practical issues that 

may affect future EHDS applicants irrespective of the underlying legal model. These 

include: 

• application language requirements; 

• the territorial applicability of national ethical review legislation in cross-border 

projects; and 
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• the distinction between QA and scientific research. 

These topics are discussed in the following chapters. 

3 Application language 

One practical difference identified during the comparison concerns the language in which 

ethical review applications may be submitted. While Finland does not have a statutory 

ethical review process for EHDS-type secondary use of health data, the other Nordic 

countries generally require ethical review applications to be submitted in their national 

language. 

In Sweden, applications must be submitted in Swedish, although the research plan and 

the principal investigator's curriculum vitae may be submitted in English. In Norway and 

Iceland, applications are generally submitted in the respective national language, 

although another language may be accepted where justified. Denmark accepts 

applications with protocols in English as well as Danish (however material targeted trial 

subjects or laypersons must be in Danish). Guidance materials are likewise primarily 

available in the respective national languages. 

The ethical expert group acknowledges that national language requirements may 

facilitate communication between applicants and ethical committees and may encourage 

collaboration with local partners who are familiar with the national legal and healthcare 

context. In some cases, requiring the national language may therefore be justified. 

However, language requirements may also create an unnecessary administrative barrier 

for international applicants. Where local partners are involved primarily to prepare or 

submit ethical review applications rather than because of their scientific expertise, 

collaborations risk becoming driven by administrative necessity instead of scientific 

value. This may be particularly challenging for multinational projects seeking access to 

health data from several Nordic countries, where applications may need to be prepared 

in multiple languages. 

The ethical expert group therefore considered that allowing ethical review applications 

and guidance materials to be submitted and accessed in English should be explored, 

while recognising that national authorities may still require parts of the process to be 

conducted in the national language where this is considered necessary. Lowering 

language barriers would enable researchers to engage more directly with the application 

process, facilitate cross-border collaboration and improve the accessibility of Nordic 

health data resources. At the same time, collaborations could increasingly be built 

around complementary scientific expertise rather than administrative requirements, 

thereby supporting the objectives of the European Health Data Space and strengthening 

the Nordic region's attractiveness as an international research environment. 
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4 Territorial applicability of national ethical review 
legislation 

In addition to differences in the substantive legal triggers for ethical review, the 

comparison identified differences in the territorial applicability of national ethical review 

legislation. While the substantive trigger determines whether a project falls within the 

scope of a country's ethical review system, territorial rules determine whether that 

country's legislation applies to a particular project. 

Among the Nordic countries, Denmark, Norway and Sweden apply explicit territorial 

conditions. In Sweden, ethical review is required where the research falls within the 

substantive scope of the Ethical Review Act and any part of the research project’s 

implementation phase is carried out in Sweden. This phase includes recruiting research 

participants, collecting research data or other research material, conducting research 

procedures or interventions, and analysing, processing or storing research data. 

Accordingly, Swedish ethical approval is required where a foreign researcher collects or 

obtains data in Sweden for further research abroad. Research is also considered to be 

conducted in Sweden where data collected abroad are stored in Sweden. In Norway, the 

Health Research Act applies to all medical and health research conducted on Norwegian 

territory or to research performed under the direction of a person or body established in 

Norway. Similarly, in Denmark, the Committee Act applies to research activities carried 

out in Denmark, by a researcher/investigator, whose place of work is located in Denmark. 

In multinational research consortia, Danish ethical review is therefore required only 

where a Danish partner performs a certain amount of research activities in Denmark and 

the project otherwise falls within the substantive scope of the Committee Act. The mere 

inclusion of a Danish organisation in a consortium does not, by itself, make the Danish 

ethical review legislation applicable. Similar considerations concerning the applicability of 

national ethical review requirements in multinational research consortia also apply in 

Norway. 

In Iceland, the applicability of the legislation is linked primarily to the use of Icelandic 

health data and participants rather than to the nationality or establishment of the 

applicant. Finland likewise does not apply comparable territorial conditions for statutory 

ethical review of EHDS-type secondary use of health data. 

The expert group acknowledges that territorial rules are a natural feature of national 

legislation, ensuring that ethical committees exercise jurisdiction only over projects with a 

sufficient connection to the country concerned. However, from the perspective of 

international applicants, these rules are not always easy to identify or interpret, 

particularly in multinational research consortia where research tasks are shared between 

several organisations. 

The expert group also notes that differences in the territorial applicability of national 

ethical review legislation may unintentionally influence the composition of multinational 

research consortia. Where the involvement of a partner from a particular country may 

result in additional ethical review or procedural requirements, there may be an incentive 

to allocate research activities to partners in other jurisdictions or to limit the involvement 

of organisations from countries where additional requirements apply. Such 
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considerations could reduce opportunities to involve the most appropriate scientific or 

clinical expertise and may undermine the objective of the EHDS to facilitate effective 

cross-border collaboration in the secondary use of health data. Greater transparency 

regarding the territorial applicability of national legislation, together with greater 

harmonisation where appropriate, could help ensure that consortium composition is 

driven primarily by scientific expertise and project needs rather than differences in 

national regulatory requirements. 

The expert group therefore recommends that the territorial applicability of national ethical 

review legislation be described more clearly in national guidance materials. In addition, 

common Nordic guidance for multinational research projects could improve legal 

certainty by explaining when a country's ethical review legislation applies and how 

responsibilities should be allocated between consortium partners. Greater transparency 

would reduce unnecessary administrative uncertainty while supporting the objectives of 

the EHDS to facilitate cross-border secondary use of health data. 

5 Quality assurance versus scientific research 

One of the main findings of the ethical expert group concerns the distinction between QA 

and scientific research. In all Nordic countries, except Finland, this distinction is important 

because it influences whether ethical review needs to be considered. Projects classified 

as QA generally do not require ethical review. Whereas, if a project is classified as 

scientific research, ethical review may be required depending on the applicable national 

legislation and whether the relevant legal conditions are fulfilled. 

As a result, the same multinational project, applying for the same or similar health data, 

may be classified as QA in one Nordic country and as scientific research in another. This 

reduces predictability for applicants, increases administrative burden and may 

discourage researchers from seeking access to health data from several Nordic 

countries. 

Based on the work carried out by the ethical expert group, it became evident that drawing 

the line between QA and scientific research is challenging across the Nordic countries. 

Although similar principles exist, each country has developed its own interpretation and 

framework. The experts also noted that variation occurs not only between countries but, 

in some cases, also between individual ethical committees or other competent authorities 

within the same country. 

The practical implications of these differences were also demonstrated during the Work 

Stream 3 pilot of the VALO2 project (remote access to secure processing environments), 

where the classification of a project as scientific research rather than QA affected the 

applicable legal requirements and the time needed to obtain access to health data. The 

pilot experiences are discussed further in Chapter 6 

The following chapters describe how QA and scientific research are currently understood 

in the Nordic countries, how they differ and align. The scientific research definition is then 

reflected against the European Data Protection Board Guidelines 01/2026 on the 

processing of personal data for scientific research purposes (14) and the TEHDAS2 Joint 
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Action Guideline 5.2 for Health Data Access Bodies on minimum categories and 

limitations on the reuse of electronic health data (15). 

5.1 Finland 

Finland does not have written guidance distinguishing QA from scientific research when 

assessing applications for access to health data for secondary use. 

5.2 Sweden 

There are no legal definitions within the healthcare sector of the exact term “QA”. But 

there are references to QA requirements established in various laws, regulations, and 

related provisions. The purpose of QA is, inter alia, to ensure that patients receive safe 

and high-quality care. QA within healthcare is linked to the responsibility of the individual 

healthcare provider to ensure that the activities conducted comply with applicable legal 

requirements and maintain adequate standards of quality and patient safety. 

In the Swedish context, QA in healthcare versus medical research are also conducted 

within separate areas of operation and serve fundamentally different purposes and 

objectives. 

Scientific research, by contrast, is defined broadly as experimental, theoretical or 

observational work conducted to acquire new knowledge, including scientifically based 

development work. Activities carried out solely within Bachelor or Master education are 

excluded from the definition of research and are therefore exempt from ethical review. 

5.3 Norway 

QA is defined as projects, investigations and evaluations with the purpose of controlling 

that diagnostics and treatment actually give the intended results. The distinction between 

QA and medical and health-related scientific research is linked to the fact that national 

legislation obliges the health and care sector to work systematically on quality assurance 

and on patient and user safety. 

To determine the difference between scientific research and QA, Regional Ethics 

Committees (REC) often uses the Council of Europe’s Guide for Research Ethics 

Committee Members: Research is about obtaining new knowledge; about finding out 

what is or will become best practice – e.g. ‘What is the most effective way of treating 

pressure sores?’. Quality assurance is about quality; about finding out if best practices 

are being followed – e.g. ‘How are we treating pressure sores and how does this 

compare with accepted best practice?’.  

A proposed approach is to concentrate on three key issues:  

1) Is the purpose of the proposed project to try to improve the quality of patient care in a 

local setting?  

2) Will the project involve evaluating practice against standards?  

3) Will the patients undergo something that is not otherwise part of the normal routine 

treatment?   
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If the answer to the first two questions is ‘yes’ and the answer to the third is ‘no’, the 

project is probably QA, otherwise it is probably research. 

QA is exempt from ethical review under Norwegian legislation. Nevertheless, despite the 

available guidance, differing interpretations still occur between regions. If the project 

manager is unsure whether or not the project is considered to be research or QA, they 

can submit the question to the ethical review committee (REC) in Norway for an 

assessment, before proceeding with a formal application. A similar approach is used in 

Iceland. 

Medical and health research is defined as activity conducted using scientific methods to 

generate new knowledge about health and disease. 

5.4 Denmark 

Quality control and quality development do not have to be reported to a research ethics 

committee.  

The Danish research ethics committees assess whether the project falls under the 

definition of health research defined in the Committee Act. The term ‘health research’ in 

the Committee Act encompasses treatment, diagnosis, prevention and rehabilitation. 

‘Research’ is defined as a planned activity aimed at systematically acquiring knowledge 

about the etiology of diseases, or about the prevention, diagnosis, treatment and 

rehabilitation of people, as well as about human biological, physiological or psychological 

processes and genetic predispositions. 

There is no single general definition of scientific research. Instead, the assessment 

focuses on whether an activity constitutes a health research project rather than, for 

example, QA or patient care. In practice and by law, research is understood as projects 

that aim to generate or evaluate new knowledge within the field of health research, see 

above. Whether the results are published may be taken into account in the assessment, 

but this is not in itself decisive. 

5.5 Iceland 

Only health research studies are subject to approval by the National Bioethics 

Committee. Under Art. 3(1) of Act No. 44/2014, health research is defined as research 

involving human participants, biological samples, or health data, in which scientific 

methods are applied to increase knowledge about health and disease (13). If it is unclear 

whether a project constitutes health research falling within the Committee’s remit, or 

another type of research, such as a quality assessment project that does not fall within 

the Committee’s remit, an application must be submitted to the Committee for 

assessment. A similar approach is used in Norway. 

In its assessment, the Committee seeks to evaluate the project, based on the information 

provided in the application. Factors considered may include, among other things, the 

background of the researchers, the study population (healthy individuals or patients), and 

the purpose and objectives of the project. The mere fact that questions are asked about 

physical or mental health do not make project health research. Quality improvement 
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projects have generally not been considered subject to approval by the Committee. 

Quality improvement projects are understood to be projects carried out entirely within an 

institution by its own staff, with the genuine purpose of improving practice, for example by 

enhancing procedures or workflows. Such projects have therefore not generally been 

regarded as falling within the Committee’s approval requirements. Example: A project 

examining whether a change in the registration process for patients attending an out-of-

hours primary care service resulted in shorter waiting times would typically be considered 

a quality improvement project rather than research requiring ethical approval. 

5.6 Comparison of quality assurance and scientific research in the Nordic 
countries 

Across the Nordic countries, QA and scientific research share certain common 

characteristics, but the terminology, legal definitions and criteria used to distinguish them 

differ. The purpose of the activity is an important consideration in all countries, but it is 

not the only or necessarily decisive criterion. 

QA is understood as an activity that: 

• aims to monitor, evaluate or improve the quality of healthcare or healthcare services; 

• focuses on local practice or organisational development; 

• supports patient safety, quality management and the continuous improvement of 

healthcare; and 

• does not primarily seek to generate new, generalisable knowledge. 

Scientific research, in turn, is generally understood as an activity that: 

• uses scientific methods; 

• aims to generate or evaluate new knowledge; 

• is systematic and research-oriented rather than operational; and 

• seeks results that extend beyond the immediate organisation or healthcare setting. 

Despite these common principles, the comparison identified several important 

differences between the Nordic countries. 

• Basis of the distinction 

o Norway and Iceland primarily distinguish QA from scientific research based on the 

purpose of the activity, focusing on whether the objective is to improve local 

healthcare or to generate new knowledge. 

o Sweden applies a broad statutory definition of research while recognising QA as a 

separate operational activity. There is no exact legal definition of QA within the 

healthcare sector. Instead, QA requirements are established in various laws, 

regulations and related provisions and are linked to the responsibility of 

healthcare providers to ensure the quality and safety of their activities.  
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o Denmark assesses whether an activity falls within the definition of a health 

research project under the Committee Act rather than constituting QA or patient 

care. The term “health research” encompasses treatment, diagnosis, prevention 

and rehabilitation. Research is understood as a planned activity aimed at 

systematically acquiring knowledge within these fields. Whether the results are 

intended for publication may be taken into account, but this is not in itself decisive. 

o Finland does not have specific guidance distinguishing QA from scientific 

research when assessing applications for secondary use of health data. 

• Interpretation in practice 

o Sweden, Norway, Denmark and Iceland all reported that distinguishing QA from 

scientific research may be challenging, particularly where existing health data are 

analysed using scientific methods. 

o The experts also noted that interpretations differ not only between countries but, 

in some cases, also between organisations and individual ethical committees or 

other competent authorities. 

o In Norway and Iceland, a project may be submitted to the competent ethics 

committee for an assessment if it is unclear whether the activity constitutes 

research or QA. 

• Practical consequences 

o In all Nordic countries, except Finland, the classification of a project as QA or 

scientific research forms the starting point for assessing whether ethical review is 

required. Where a project is classified as scientific research, the applicable 

national legislation must then be assessed to determine whether the remaining 

legal conditions for ethical review are fulfilled. Classification as research does not 

therefore mean that ethical review is automatically required. 

Overall, the comparison demonstrates that the Nordic countries have overlapping 

practical understandings of QA and scientific research, but they do not apply a uniform 

legal definition or a single common test for distinguishing them. The principal differences 

concern the legal frameworks, classification criteria and their application in practice. 

These differences may lead to similar projects being classified differently across 

countries, reducing predictability for applicants seeking access to health data from 

multiple Nordic countries. 

5.7 Scientific research in the EHDS and GDPR framework 

The previous sections demonstrated that, in the Nordic countries, except Finland, the 

distinction between QA and scientific research forms the starting point for assessing 

whether a project may be subject to ethical review. Although similarities exist between 

the national approaches, differences exist in how the boundary between QA and 

scientific research is interpreted and applied in practice. 
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These national approaches should also be considered in the broader European legal 

context. This chapter therefore reflects the Nordic approaches against the European 

Data Protection Board (EDPB) Guidelines 01/2026 on the processing of personal data for 

scientific research purposes (14) and the TEHDAS2 Joint Action Guideline 5.2 for Health 

Data Access Bodies on minimum categories and limitations on the reuse of health data 

(TEHDAS2 Guideline) (15). Particular attention is given to the EHDS secondary use 

purposes relating to scientific research, including development and innovation activities, 

and the training, testing and evaluation of algorithms, artificial intelligence (AI) systems, 

medical devices and digital health applications, which are expressly recognised under 

Art. 53(1)(e) EHDS. 

When an applicant requests access to health data under the EHDS for the purpose of 

scientific research, both the HDAB and, where applicable, national ethics committees 

may assess the proposed activity. Although these bodies perform different legal 

functions, they may assess the same project from different perspectives. The HDAB 

determines whether the proposed use falls within one of the permitted secondary use 

purposes under Art. 53 EHDS, while the ethics committee assesses whether national 

ethical review requirements are fulfilled. 

The EHDS preserves the application of national ethical requirements through Art. 54(e). 

However, while Member States remain competent to determine when ethical review is 

required under their national legislation, the concept of scientific research should be 

interpreted consistently with the broader European legal framework. Consequently, when 

assessing whether a project constitutes scientific research or QA, national approaches 

should be considered in light of the EHDS, the GDPR and the relevant European 

guidance. The following sections examine these European instruments and their 

relevance for interpreting the distinction between QA and scientific research. 

5.7.1 Scientific research under Art. 53(1)(e) EHDS and TEHDAS2 JA Guideline 5.2 

Art. 53(1)(e) EHDS identifies scientific research as an allowed purpose for the secondary 

use of electronic health data. The provision explicitly includes: 

• development and innovation activities for products or services; and 

• training, testing and evaluation of algorithms, including in medical devices, in vitro 
diagnostic medical devices, AI systems and digital health applications. 
 

The TEHDAS2 Guideline (15) interprets scientific research broadly and explicitly links its 

interpretation to GDPR Recital 159 and EHDS Recital 61. According to the guideline, 

scientific research should be interpreted broadly enough to encompass activities such as: 

• technological development and demonstration; 

• fundamental research; 

• applied research; 

• privately funded research; and 

• studies conducted in the public interest in the area of public health. 
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The guideline further states that scientific research: 

• must have a clear scientific aim and methods; 

• encompasses many research fields, including social sciences, humanities, 
biomedical sciences and others, when conducted according to recognised scientific 
methodology; 

• should have a systematic approach, empirical grounding, transparency and ethical 
conduct; 

• often begins with a clear research question or problem; 

• aims to contribute to the existing body of knowledge; and 

• has the goal of acquiring new knowledge. 
 

Moreover, the Guideline examines why Art. 53(1)(e) explicitly refers to AI development 

and the training, testing and evaluation of algorithms. According to the Guideline, these 

examples are included to prevent an unduly narrow interpretation that might exclude 

applied or technology-driven research and to ensure alignment with the broad 

interpretation of "scientific research" established under GDPR Recital 159 and reflected 

in EHDS Recital 61. However, the Guideline also emphasises that the inclusion of AI-

related activities does not create a separate purpose for processing under the EHDS. 

Rather, it clarifies that such activities may qualify as scientific research only when they 

are conducted according to recognised scientific methodology and pursue genuine 

scientific objectives. 

The TEHDAS2 Guideline therefore supports a broad interpretation of scientific research, 

while making clear that the concept remains linked to recognised scientific methodology 

and scientific objectives. Consequently, the mere fact that a project involves the 

development, training, testing or evaluation of AI systems or algorithms does not 

automatically qualify it as scientific research under Art. 53(1)(e). Instead, the decisive 

question remains whether the activity is genuinely conducted as scientific research rather 

than for purely operational, commercial, quality assurance or service-development 

purposes. 

For ethics committees, this interpretation is particularly relevant because many projects 

involving AI development or algorithm training may appear to resemble scientific 

research while serving different primary purposes. The assessment should therefore 

focus not on the technology being used, but on whether the project itself fulfils the 

characteristics of scientific research, including recognised scientific methodology, the 

pursuit of new knowledge and a genuine scientific objective. 

5.7.2 Scientific research under the GDPR and EDPB Guidelines 1/2026 

The EDPB Guidelines 1/2026 on the processing of personal data for scientific research 

purposes (14)41 take a similar approach. The Guidelines acknowledge that there is no 

single exhaustive or universally applicable definition of scientific research under EU law. 

 
41 The Guidelines were subject to public consultation between 16 April and 25 June 2026. 
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Instead, the EDPB identifies six indicative factors that should be considered when 

assessing whether an activity can be regarded as scientific research: 

1. a methodical and systematic approach; 
2. adherence to recognised ethical standards; 
3. verifiability and transparency; 
4. autonomy and independence; 
5. scientific objectives; and 
6. the potential to contribute to existing scientific knowledge or to apply existing 

knowledge in novel ways. 
 

Importantly, the EDPB emphasises that these factors must be assessed in light of the 

relevant scientific field. The way in which these indicators manifest themselves may differ 

between disciplines such as biomedical research, epidemiology, social sciences, 

humanities or technological research. 

The EDPB does not present these factors as strict cumulative legal requirements. 

Rather, they are intended to assist controllers and supervisory authorities in assessing 

the nature of the activity. According to the Guidelines, where all indicators are present 

there will generally be a strong presumption that the activity constitutes scientific 

research. Where fewer indicators are present, additional justification may be necessary 

to demonstrate why the activity should nevertheless be regarded as scientific research. 

5.7.3 Implications for the Nordic interpretation 

The Nordic approaches identified in the mapping show several points of convergence 

with both the TEHDAS2 Guideline’s interpretation of Art. 53(1)(e) EHDS and the EDPB 

Guidelines. In particular, the emphasis placed in several Nordic countries on scientific 

methods, systematic activity and the generation or acquisition of new knowledge is also 

reflected in the European sources. However, the Nordic countries do not apply a uniform 

legal definition or a single common test for identifying scientific research, and the degree 

of alignment therefore varies according to the applicable national framework. 

At the same time, the European framework provides additional elements that may assist 

ethics committees when assessing difficult borderline cases. In particular, the EDPB 

places greater emphasis on transparency, scientific independence, ethical standards and 

the broader context in which the activity is conducted. The assessment is therefore not 

limited to asking whether a project seeks to generate new knowledge. 

Thus, the EHDS and GDPR frameworks are broadly compatible with the national 

approaches identified in the Nordic mapping. They reflect similar core characteristics of 

scientific research while providing a broader and more structured set of indicators for 

assessing whether a project should be regarded as scientific research or as another type 

of activity, such as QA, quality improvement, service development or operational 

monitoring. 

The most significant development concerns projects involving innovation activities, 

algorithm development, machine learning and AI. Art. 53(1)(e) EHDS expressly 
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recognises that such activities may fall within scientific research. However, neither the 

TEHDAS2 Guideline nor the EDPB Guidelines suggest that they automatically do so. 

Instead, they must be assessed against the broader characteristics of scientific research. 

In conclusion, the EDPB’s approach may even operate as a limiting factor. While Art. 

53(1)(e) EHDS broadens the range of activities that may potentially qualify as scientific 

research, the EDPB's six indicative factors require a structured assessment of whether 

the activity genuinely possesses a scientific character. Consequently, the relevant 

question for ethics committees is not whether a project uses AI, develops an algorithm or 

creates an innovative product, but whether the project, viewed as a whole and within its 

relevant scientific field, displays the characteristics of scientific research recognised 

under both national law and the broader European framework. 

6 Practical lessons learned from the Work Stream 3 pilots 

The experiences gained during the Work Stream 3 pilots of the VALO and VALO2 

projects illustrate how the distinction between QA and scientific research may influence 

both the regulatory pathway and the overall project timeline in cross-border research. In 

Norway, the regulatory planning and timetable for VALO2 were based on the experience 

gained during the first VALO pilot, which had been classified as QA. However, VALO2 

pilot was instead assessed as scientific research and entered a different regulatory 

pathway, introducing additional procedural requirements that had not been foreseen 

during project planning and resulting in a longer overall timeline. 

The first pilot (VALO) was classified as QA. Consequently, no ethical review was 

required in Norway. However, because the project involved the use of personal health 

data without obtaining consent from the participants, an exemption from the duty of 

confidentiality was still required under Norwegian law. The exemption was granted and 

the pilot proceeded as planned. The analyses were carried out locally in Finland, 

Denmark and Norway, and only aggregated results were shared with the researchers in 

Norway. 

The second pilot (VALO2) was based on the same cohorts and pursued the same overall 

objective. The principal difference was methodological rather than scientific. Whereas the 

VALO pilot relied on a federated analysis model in which each participating organisation 

executed the analyses locally and only aggregated results were shared, the VALO2 pilot 

was designed to evaluate a model more closely reflecting the future EHDS framework. 

Researchers were granted remote access to secure processing environments, allowing 

them to work directly with pseudonymised individual-level data within the secure 

environments, refine the analysis script where necessary and execute the analyses 

without transferring the underlying data across national borders. This represented a 

substantially different operational model from the federated approach used earlier in 

VALO, despite the scientific objectives of the two pilots remaining largely unchanged. 

The project was initially submitted to the same local hospital ethics committee in Norway, 

that had previously assessed the first VALO pilot as QA. During the assessment, 

however, the committee concluded that the VALO2 project should instead be regarded 

as scientific research. As a result, the project could no longer be handled through the 
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local institutional process but instead entered an entirely different regulatory pathway. 

Responsibility for the ethical assessment transferred to the Regional Committee for 

Medical and Health Research Ethics (REC), making the project subject to the REC's 

application procedures and submission timetable. Because the decision was 

communicated only after the submission deadline for the next REC meeting had passed, 

the project had to wait until the following application round before the ethical review 

process could begin. 

Following the REC's assessment, ethical approval was granted. As in the VALO pilot, the 

project also required an exemption from the duty of confidentiality because personal 

health data were used without obtaining consent from the participants. Unlike in the first 

pilot, however, the exemption was granted subject to additional conditions. Before 

access to the data could be provided, all living participants in the cohort had to be 

informed about the project and given an opportunity to opt out, whereas the REC 

approved the use of data relating to deceased participants. This required additional 

administrative work to identify and contact the participants, organise the notification 

process and wait until the four-week opt-out period expired before access to the data 

could be granted. 

The practical delay, in Norway, was therefore not caused solely by the requirement for 

ethical review. Rather, it resulted from the project being classified as scientific research 

which led to the application of a regulatory pathway that had not been anticipated when 

the project was designed. 

This classification transferred responsibility for the assessment to the REC, introduced 

dependence on the REC's submission timetable and, following ethical approval, resulted 

in a conditional exemption from the duty of confidentiality that required participant 

notification and completion of the opt-out period before access to the data could be 

granted. The combined effect of these sequential procedural requirements resulted in a 

delay of approximately five months compared with the original project timetable. The 

timetable for VALO2 had been prepared based on the experience gained during the 

VALO pilot, where the applicable legal pathway had been considerably less procedurally 

demanding and complex. Although the overall objective, study population and scientific 

aims of the project remained essentially unchanged, a different assessment of the 

project's nature resulted in a substantially different regulatory pathway and several 

additional procedural requirements that could not reasonably have been anticipated at 

the outset of the project. 

The purpose of presenting this example is not to question the individual decisions taken 

by the competent authorities. Rather, it illustrates how relatively small methodological 

changes in a cross-border project may lead to a different legal assessment and, 

consequently, substantially different procedural requirements. From the perspective of 

applicants, such outcomes may be difficult to predict in advance and may significantly 

affect project planning, resource allocation and implementation timelines. 

The experiences from the VALO and VALO2 pilots demonstrate that the distinction 

between QA and scientific research is not merely a theoretical legal question. It may 

determine the entire regulatory pathway applicable to a project, including the competent 

authority, the procedural steps required before access to data can be granted and, 
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ultimately, the overall project timeline. In the VALO2 pilot, the conditions attached to the 

exemption from the duty of confidentiality, not the ethical review itself, became the most 

time-consuming element of the approval process. 

The pilots also highlighted three broader implementation issues that extend beyond the 

individual project. First, differences in the practical interpretation of QA and scientific 

research may reduce predictability for applicants seeking access to health data from 

several Nordic countries. Secondly, the Norwegian requirement for an exemption from 

the duty of confidentiality demonstrates how national procedural requirements may 

continue to influence access to health data under the EHDS despite the introduction of a 

harmonised European framework. Thirdly, discussions within the consortium suggested 

that the transition from federated analyses to remote researcher access within secure 

processing environments may affect how projects are interpreted in practice. Although 

the VALO2 experience does not permit conclusions about the reasons for the Norwegian 

assessment, the pilots illustrate the importance of monitoring how this operational model, 

which is central to the EHDS, is interpreted during implementation. These observations 

suggest that, in addition to legislative implementation, there is a need for continued 

practical cooperation and dialogue on ethical review requirements and related 

procedures within the Nordic countries. The VALO2 pilot also demonstrated that ethical 

review and related national requirements form only one part of the broader operational 

ecosystem required for successful cross-border secondary use of health data, alongside 

secure processing environments, researcher onboarding, data provisioning, operational 

support and output release processes.42 The experiences gained through VALO2 provide 

a valuable foundation for such future work, which is discussed further in the following 

chapter. 

7 Continued Nordic collaboration on ethical review and 
broader ethical aspects 

The work carried out within VALO2 demonstrates that ethical review and related national 

requirements remain important components of the future EHDS ecosystem. While the 

EHDS establishes a common European framework for the secondary use of electronic 

health data, national ethical requirements continue to play a significant role whenever 

national legislation requires ethical review. The comparison of the Nordic countries and 

the experiences gained during the Work Stream 3 pilots showed that, although many 

similarities exist, practical differences remain that may affect the predictability and 

efficiency of cross-border access to health data.  

The ethical expert group established within VALO2 has provided a valuable forum for 

discussing these issues across the Nordic countries. As the project comes to an end, the 

work should not conclude with the publication of this report. Rather, it should continue 

through a more structured and long-term Nordic collaboration on ethical review and 

broader ethical aspects of secondary use. 

 
42 This matter is thoroughly discussed in the VALO2 Data Governance Workstream lessons learned 
report. 
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The Nordic Model developed within Work Stream 1 provides a natural starting point for 

such cooperation. At present, the Nordic countries do not have a formal established 

community of practice43 for ethical committees comparable to those that already exist in 

several other areas of health data governance44. Building upon the network created 

through VALO2 would therefore provide an opportunity to establish a regular forum 

where ethical experts can exchange experiences, discuss emerging issues and learn 

from one another in preparation for the EHDS. The future composition of such a forum 

should be further assessed. While the VALO2 ethical expert group provided an excellent 

starting point, broader representation from each Nordic country would strengthen the 

continuity of the work and ensure that relevant expertise from different ethical 

committees and organisations is represented. 

As an initial priority, continued collaboration could focus on the practical distinction 

between QA and scientific research. Although the Nordic countries have overlapping 

practical understandings of QA and scientific research, the work carried out during 

VALO2 demonstrated that differences remain in how borderline cases are interpreted in 

practice. Continuing the dialogue through the discussion of practical examples and 

difficult cases could gradually improve consistency and predictability without requiring 

changes to national legislation or limiting the independence of ethical committees.   

The work could also build directly upon the findings of this report by identifying additional 

areas where greater Nordic alignment may be beneficial. One example is the Norwegian 

requirement for an exemption from the duty of confidentiality, which represents a 

procedural requirement not found in the other Nordic countries. Continued dialogue could 

help identify whether similar national procedural issues exist elsewhere and whether 

practical approaches could be developed to improve predictability for applicants while 

maintaining the safeguards established under national legislation. It may also be valuable 

to examine whether such a requirement can continue to be maintained under the EHDS 

and, if so, how it can be implemented in a sustainable manner, particularly if it results in 

large numbers of information notices being sent to Norwegian citizens. 

The work undertaken during VALO2 also demonstrated that the topics examined in this 

report represent only a first step. During the comparison, several additional ethical 

questions emerged that could not be analysed in greater detail within the timeframe of 

the project. One example concerns the use of national quality registers, which illustrates 

particularly well how difficult the practical distinction between QA and scientific research 

can become. 

Finland and Norway maintain extensive national quality-register infrastructures whose 

primary purpose is to support quality improvement within healthcare. At the same time, 

these registers are frequently used for scientific research. In Finland, research based on 

quality registers often aims to improve the quality of the registers themselves by 

identifying best practices and improving patient care. Such projects may simultaneously 

 
43 At present, the Nordic countries do not have a formally established and continuous community of 
practice for ethics committees, although informal meetings between the secretariats of Nordic research 
ethics committees have taken place. 
44 e.g. Nordic eHealth group, Nordic Standardisation group, Nordic Baltic Mortality Group, Nordic Data 
Protection Authorities (Nordic DPA). 
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generate new scientific knowledge while directly supporting quality improvement, making 

it difficult to classify them exclusively as either QA or scientific research. Norway faces 

similar challenges. Although the primary purpose of the national quality registers is 

quality improvement, the same registers are regularly used for medical and health 

research, and the applicable approval pathway depends on how the activity is classified 

and whether additional data sources are involved. Sweden likewise emphasises that its 

quality registries primarily exist to improve healthcare while simultaneously serving as an 

important resource for research. 

These examples demonstrate that the distinction between QA and scientific research 

extends well beyond the examples discussed in this report. They also illustrate that many 

practical questions remain unresolved and would benefit from continued Nordic dialogue 

and the exchange of experiences between ethical experts. 

Another issue concerns the governance of AI and algorithm development under the 

EHDS. None of the national mappings identified AI development or the training, testing 

and evaluation of algorithms as an independent statutory trigger for ethical review. At the 

same time, Art. 53(1)(e) EHDS expressly recognises these activities as examples of 

scientific research when carried out for scientific purposes. The ethical exercises 

conducted within VALO2 also gave rise to a broader legal discussion on the 

interpretation of Art. 68(1)(b) EHDS, which is examined in the report prepared by the 

VALO2 legal expert group.45 If national legislation does not provide for ethical review of 

AI-related secondary use and Art. 68(1)(b) EHDS is interpreted as not permitting HDABs 

to take even basic ethical considerations into account, Member States may consider 

introducing additional national legislative provisions to address this perceived gap. 

Divergent national legislative responses could create new barriers to cross-border 

research, reduce predictability and lead to unnecessary differences between the Nordic 

countries. Continued Nordic dialogue would enable the identification of such issues 

before national implementation decisions are finalised, exchange experiences and jointly 

explore possible solutions. This would help ensure that national decisions are made on 

the basis of shared knowledge and a common understanding of the legal issues, thereby 

reducing the risk of unnecessary divergence while fully respecting each country's 

legislative autonomy. 

Although this report has focused primarily on national ethical-review requirements, future 

Nordic collaboration could also consider the broader ethical aspects of secondary use 

under the EHDS. These may include patient rights, transparency and information 

provided to individuals, and the design and operation of opt-out mechanisms. Such 

questions should be kept conceptually distinct from formal ethical review, but they form 

part of the wider ethical context in which EHDS secondary use will be implemented. 

Finally, the ethical expert group should be regarded as an important stakeholder in the 

broader implementation of the EHDS. To date, much of the implementation work has 

focused on legislation, HDABs and technical infrastructure. However, wherever national 

legislation requires ethical review, ethics committees will continue to play an essential 

role in enabling access to health data. Their practical experience will also be valuable to 

 
45 See Annex 5 of the VALO2 Work Stream 2 consolidated final report 2026; Nordic Interpretation of 
specific EHDS Articles. 
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the other collaborative groups established under the Nordic Model (see final report from 

WS1 of VALO2), in the same way that legal and technical expertise is already shared 

across work streams. It is therefore important that ethical experts become actively 

involved in national and Nordic EHDS implementation already during the implementation 

phase, rather than only once the first EHDS secondary-use applications are expected in 

2029. This would provide an opportunity to identify practical bottlenecks, develop 

common understanding and improve preparedness before the EHDS becomes fully 

operational. 

Continued Nordic cooperation should not seek to replace national decision-making or 

undermine the independence of national ethical committees. Rather, its purpose should 

be to provide a permanent Nordic community of practice where ethical experts can 

exchange experiences, discuss difficult cases and contribute to the practical 

implementation of the EHDS. The Nordic Model developed through VALO2 provides a 

natural foundation for such cooperation. Building on the existing network would allow the 

work to continue beyond the lifetime of the project, although the future composition of the 

group should be further assessed to ensure broad representation from all Nordic 

countries. 

The forum could initially focus on the themes identified in this report, including the 

practical distinction between QA and scientific research, the interaction between ethical 

review and national procedural requirements such as the Norwegian exemption from the 

duty of confidentiality, and the broader ethical aspects identified above. Beyond serving 

as a platform for exchanging experiences, the forum could also identify areas where 

greater Nordic harmonisation would be beneficial, assess whether differences arise from 

legislation or practice, and develop proposals for how these could be addressed. This 

would allow the Nordic countries to distinguish between areas where legislative 

harmonisation is desirable, areas where greater practical alignment is sufficient, and 

areas where national differences should remain. In this way, the collaboration could 

support both practical implementation and, where considered appropriate by the Nordic 

countries themselves, future legislative or policy development while fully respecting 

national competence and the independence of ethical review bodies. 

By building upon the collaboration established during VALO2, the Nordic countries have 

an opportunity to strengthen both the predictability and the attractiveness of their health 

data ecosystems. A permanent Nordic forum for cooperation on ethical review and 

broader ethical aspects would support mutual learning, facilitate EHDS implementation, 

provide evidence-based recommendations for future development and help ensure that 

the Nordic countries continue to be recognised as international leaders in the responsible 

secondary use of health data. 
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Annex 6a. Responsible ethical committees and 
institutions for the national mappings 

 

Country Committee/Institute Name 

Finland The Finnish Institute for 

Health and Welfare 

Pieta Näsänen-Gilmore 

Jenina Soimala 

Sirpa Soini 

Sampo Viiri 

Sweden National Board of Health and 

Welfare 

Johanna Holm 

Michal Korek 

Norway The National Committee for 

Medical and Health Research  

Ethics (NREC) and Regional 

Committees for Medical and 

Health Research Ethics 

(REC) 

Camilla Bø Iversen   

Ingvild Haaland 

Margit Ramberg 

Denmark National Research Ethic 

Committee (NREC) 

Susanne Pihl Jakobsen 

Iceland The National Bioethics 

Committee / Directorate of 

Health 

Aslaug Einarsdottir  

Védís Helga Eiríksdóttir 

 

These are the people and organisations that have given their written contribution to the 

sections concerning their respective country’s current national landscape on the matter. 
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Annex 6b. Action suggestions 

Need to incorporate the ethical committees into the EHDS implementation 

work sooner rather than later 

Ethics committees should be actively involved in EHDS implementation at an early 

stage.  

Applicants seeking access to health data under the EHDS will continue to be subject to 

national requirements concerning ethical review where such requirements apply. In 

addition, the EHDS foresees a role for ethics expertise within the secondary-use 

governance framework, including the possibility for ethics committees to support HDABs 

or to participate directly in their activities. Ethics committees are therefore important 

stakeholders in the implementation of the EHDS.  

Based on discussions conducted within the VALO2 project, awareness of the EHDS and 

its implications for ethical review processes currently appears limited among some ethics 

committees. Delaying their involvement in national implementation efforts may create 

challenges related to legal certainty, consistency of interpretation, operational readiness, 

and alignment between existing national frameworks and the requirements of the EHDS.  

Early engagement would allow ethics committees to assess how their current practices, 

procedures, and mandates interact with the EHDS framework and to identify any areas 

where legislative, procedural, or organisational adjustments may be needed. It would 

also support more consistent decision-making and facilitate smoother cooperation 

between ethics committees, HDABs, and other actors involved in 

secondary use governance.  

For these reasons, ethics committees should be included in EHDS implementation 

activities as early as possible to ensure that they are adequately prepared for their 

future role, and that national implementation is both effective and legally coherent. 

Enhance and prioritise continued collaboration between ethical committees 

by focusing first on the distinction between quality assurance and scientific 

research 

The work carried out within VALO2 demonstrates the value of bringing together ethical 

experts from across the Nordic countries. At present, however, there is no formal Nordic 

community of practice through which ethics committees can exchange experiences, 

discuss emerging questions related to the EHDS or develop a common understanding of 

its practical implementation. 

One of the first priorities for such collaboration should be the practical distinction between 

quality assurance and scientific research. Although the national legal frameworks are 

broadly similar, the mapping and discussions demonstrated that this distinction remains 

challenging in several countries and that interpretations may differ not only between 

countries but, in some cases, also between ethics committees or other competent 

authorities within the same country. Continued dialogue on practical examples and 
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borderline cases would improve transparency, predictability and mutual understanding 

while fully respecting the independence of national ethical review bodies. 

As the network becomes established, its work could gradually expand to other practical 

questions identified in this report. These include the interpretation of new EHDS scientific 

research purposes, such as the development, training, testing and evaluation of AI 

systems and algorithms; the interaction between ethics committees and HDABs; national 

procedural requirements that affect access to health data; and the exchange of 

experiences on emerging borderline cases during EHDS implementation. A structured 

community of practice would provide an effective forum for developing a shared 

understanding of these issues while respecting differences in national legislation. 

The ethical expert network established through VALO2 and the Nordic Model provides a 

natural foundation for this cooperation. A permanent forum would enable ethics 

committees to maintain direct links with the legal, technical and policy experts involved in 

EHDS implementation, allowing experiences and practical challenges to be shared 

across disciplines instead of being addressed in isolation. 

Future collaboration should also be expanded to include the Baltic countries. As Estonia 

and Lithuania were not able to participate in the mapping exercise within the timeframe of 

VALO2, their perspectives are currently missing. Including them in future work would 

strengthen regional cooperation and support more consistent implementation of the 

EHDS across the Nordic-Baltic region. 

The future composition of such a forum should be carefully considered. While the VALO2 

ethical expert group provided an excellent starting point, broader representation from 

each Nordic country would strengthen the continuity of the work and ensure that relevant 

expertise from different ethical committees and organisations is represented. Experience 

from VALO2 demonstrates that successful Nordic collaboration depends not only on the 

participation of all countries, but also on ensuring that each country is able to dedicate 

sufficient expertise and resources throughout the work. The preparation of this report 

also highlighted the importance of allocating sufficient resources for participation in 

Nordic collaboration. Differences in the availability of experts and the time they could 

dedicate to the work inevitably influenced the depth of discussions and the extent to 

which national perspectives could be reflected in the report. Future collaboration would 

therefore benefit from ensuring that all participating countries are represented by experts 

with both the mandate and the resources to contribute actively throughout the process. 

This would help ensure that future work benefits from balanced representation, a broader 

exchange of national experiences and a stronger common understanding of emerging 

ethical questions under the EHDS. 

Application language barriers should be considered and removed when 

possible 

The ethical expert group acknowledges that requiring ethical review applications to 

be submitted only in the national language may encourage the involvement of local 

partners. However, such involvement may often be driven by administrative necessity 
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rather than scientific need. Language requirements can therefore create an unnecessary 

barrier for international applicants and reduce the attractiveness of Nordic health data 

resources for cross-border research.  

Allowing ethical review applications and guidance materials to be submitted and 

accessed in English would lower these barriers and enable researchers to engage 

directly with the application process. This would likely increase international interest in 

Nordic health data and create more opportunities for meaningful scientific collaboration. 

Rather than promoting partnerships primarily for administrative purposes, an English-

language process would encourage collaborations based on scientific expertise and 

added value, supporting the objectives of the EHDS and strengthening the Nordic 

region's competitiveness as a research environment.  

Territorial ethical review requirements may influence consortium 

composition 

The comparison identified that the territorial applicability of national ethical review 

legislation differs between the Nordic countries. Denmark, Norway and Sweden apply 

explicit territorial conditions, although the relevant national connection is defined 

differently in each country. Applicability may depend not only on the characteristics of the 

project itself but also on where research activities are conducted, where data are 

collected, analysed, processed or stored, and whether a person or institution established 

in the country has scientific responsibility for the project. In multinational consortia, the 

mere inclusion of a Danish or Norwegian organisation does not, by itself, make the 

respective national legislation applicable. Nevertheless, the allocation of research 

activities and scientific responsibilities may determine which national ethical review 

frameworks apply. These differences may create uncertainty for international research 

collaborations and multinational consortia. 

International consortia may therefore need to assess carefully which national ethical 

review systems apply to different parts of a project. Without clear guidance, this may 

increase administrative complexity, create uncertainty regarding regulatory obligations 

and influence how research activities and responsibilities are allocated within a 

consortium. In practice, there is a risk that research tasks are assigned in a way that 

avoids additional ethical review requirements rather than making the best use of the 

scientific expertise available within the consortium. This may reduce opportunities for 

experts from some Nordic countries to participate fully in international collaborations. 

To support equitable cross-border collaboration and strengthen the Nordic region’s 

competitiveness in health research and innovation, the expert group considers that the 

territorial applicability of national ethical review legislation should be communicated as 

clearly as possible. Common guidance for multinational research projects should explain 

which research activities and institutional connections establish territorial applicability, 

including how the collection, analysis, processing and storage of data are treated. It 

should also distinguish the territorial jurisdiction of an ethics committee from any 

separate documentation that a data-granting authority may require when a project is 

conducted and ethically reviewed in another country. Greater transparency would 
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improve legal certainty for applicants while supporting the objectives of the European 

Health Data Space.
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Annex 7a. Data from the Nordics: Draft for a joint Nordic 
overview for data users 

This annex presents a visualisation of what a Data from the Nordics web guide could 

look like, for secondary use of health data. Please notice that the information given 

below is preliminary, and provided here only as example of the information structure.  

Picture 1. Condense overall view for the basic information.  
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Picture 2. Further information visible in expandable sections. 
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Picture 3. Structured content / headings for country-specific information, links for 

detailed information. 
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Annex 7b. Matrix of VALO outputs as a validation layer for EHDS implementation 

Purpose. This annex provides portfolio-level traceability between the main VALO and VALO2 outputs, the consolidated findings of this VALO2 WS2 Fiwhy isnal Report and the EHDS 

secondary-use framework. It shows how the earlier thematic and pilot outputs contribute evidence, practical experience and implementation lessons to the final WS2 consolidated report (this 

Nordic guide...), and identifies where these results are relevant to forthcoming EU implementing acts and common specifications. It complements Annex 2, which translates the extended User 

Journey into an operational matrix of actors, bottlenecks, support needs and recommended preventive measures. 

Reading note. The last column to the right identifies the principal implementing-act or common-specification topics linked to the cited articles. It should not be read as stating that every instrument has already 
been adopted or that the wording shown is its final official title. 

VALO / VALO2 output Principal EHDS Articles Distinct evidence contribution and role in the consolidated report Main implementation instruments and linked articles 

VALO Metadata catalogues – final 
report (2025) 

Arts. 57(1)(j), 60(3)–(4), 77–
80 

Metadata publication, national and EU dataset catalogues, dataset 
descriptions, data quality and utility labelling, and discoverability. 
Provides the foundation for the pre-discovery and discovery parts of the 
User Journey and for recommendations on HealthDCAT-AP 
implementation, validation and sustainable metadata governance. 

Dataset description and national/EU catalogue specifications 
under Arts. 77 and 79; data quality and utility label specifications 
under Art. 78; identification and labelling of high-impact datasets 
under Art. 80. 

Nordic model for collaboration on 
the secondary use of health data 
(2025) 

Arts. 55–57, 62, 67–70, 72, 
75 

Nordic governance and cooperation, HDAB functions, access pathways, 
applications, permits, health data requests, fees, trusted health data 
holders and cross-border coordination. Provides the governance baseline 
for the report’s analysis of common services, applicant support and 
Nordic alignment. 

Common templates for applications, data permits and health data 
requests under Art. 70; HealthData@EU infrastructure, services 
and cross-border exchange under Art. 75; fee-policy principles 
under Art. 62. 

Lessons learned from multi-site 
federated analysis in the VALO 
NSCLC pilot study (2025) 

Arts. 51, 57(1)(b), 60–61, 
66–68, 73, 75 

Practical multi-country evidence on dataset discovery and fitness, 
permissions, data preparation and harmonisation, secure processing, 
federated analysis, output control and reproducibility. Grounds the 
report’s identification of cumulative legal, organisational and technical 
bottlenecks. 

SPE technical, information-security and interoperability 
requirements under Art. 73; HealthData@EU architecture and 
cross-border services under Art. 75; application and permit 
templates under Art. 70; metadata and DQUL instruments under 
Arts. 77–78 where relevant to discovery and fitness assessment. 

VALO2 WS2 Consolidated Final 
Report 2026 
"Towards a Nordic guide...") 

Arts. 2(2)(t), 51–62, 66–80 

End-to-end synthesis of Nordic readiness for EHDS secondary use: 
identification of health data holders and datasets; metadata and 
discovery; feasibility; legal and ethical prerequisites; applicant-side and 
grant-side services; data preparation; SPE use; cross-border and 
federated analysis; output release; publication, findings, reproducibility 
and project closure. Converts the combined evidence into the extended 
User Journey, bottlenecks and implementation recommendations. 

Cross-cutting relevance to the secondary-use implementation 
package, particularly: fee principles (Art. 62); common access 
templates (Art. 70); SPE requirements (Art. 73); HealthData@EU 
(Art. 75); dataset catalogue and description specifications (Arts. 
77 and 79); DQUL (Art. 78); and high-impact datasets (Art. 80). 

Interpretive value for the report. The matrix should remain concise and traceability-oriented. Its principal value is to demonstrate the progression from earlier thematic and pilot outputs to the 

consolidated findings and recommendations, and to make their relevance to the EHDS implementation framework explicit. 

Source and status note. Article references are based on Regulation (EU) 2025/327. The precise scope, titles and timing of implementing acts and common specifications should be updated when final instruments 

are adopted. 
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