


Abstract





Acknowledgments







List of abbreviations



Figures Index

Table Index



1 Introduction

(Rodríguez-Mejías et al., 

2024)



2 Background

2.1 The European Health Data Space: Background and Objectives

he EU promises savings of €11 billion over the next 10 years and a 20

2.2 Primary Use of Health Data



2.3 The European Electronic Health Record Exchange Format (EEHRxF)



2.4 Secondary Use of Health Data



2.5 Governance: EHDS Board and Health Data Access Bodies (HDABs)



2.6 Interoperability in the EHDS

2.7 Interoperability as a Driver of Innovation and Business Models



2.8 Business Models and Digital Health





(Regulation (EU) 2025/327, 2025)

2.9 AI- and Data-Driven Business Models in the EHDS (secondary use)

2.9.1 HDABs Fee Model

2.9.2 Data Analytics Model 



2.9.3 Data-Driven Business Model



2.10 Archetypes of Digital Health Technologies (primary use)

A2 (“Insurer Consumer Digital Therapeutics and Care”) stands for digital applications that 

(“Professional monitoring platforms“) 



of A4’s is structured interaction

2.11 Organizational Preparedness

(Lewerenz et al., 2024; Regulation (EU) 2025/327, 2025)

(Kruszyńska-Fischbach et al., 2022; Weiner, 

2009)



(Sá et al., 2024)

(Sá et al., 2024)

3 Methodology

3.1 Research Design

https://xpandh-project.iscte-iul.pt/


3.2 Sampling

https://xshare-project.eu/


3.3 Data Collection Interview



3.4 Data Collection Focus Group





4 Results

4.1 Governance

” (FG_P2).

“

” (FG_P2).

” (FG_P5). At the same time, there 

is a noticeable reluctance to act as long as specifications are perceived as “ ” and 

situation as “ ” 



4.2 Risks

[…] our understanding so far is that currently it gives us a good freedom and flexibility 
how to handle this, but this is on the same time very challenging. […] How to deal with 



4.3 Dedicated Teams

We run[…] specific projects related to EHDS, unde[r



4.4 Interoperability Teams

„

“(



4.5 Pricing

“

” (FG_P5). 

Other participants fundamentally see EHDS as an opportunity and explicitly state “

an opportunity”



that “

” (FG_P4), indicating that the differences between public and private 

4.6 Business Model

„[…] I don’t really know if we have some kind of EHDS oriented business model. My 

“ (FG_P8).

[…] I think everything related to prescriptions, dispensation and lab results will be 



” 

5 Discussion 

5.1 Main Findings

configurations of value proposition, value capture, value network, and value delivery in Ojala’s 







5.2 EHDS Maturity Matrix for Companies









5.3 Theoretical and practical implications

(Centre for Information Policy Leadership; 

AvePoint, 2016, 2018; Da Silva Carvalho et al., 2025; Lewerenz et al., 2024; Regulation (EU) 

2025/327, 2025)



(Cervera De La Cruz et al., 2025; Regulation (EU) 2025/327, 2025)



5.4 Limitations



respondents’

5.5 Recommendations

5.5.1 Companies in digital health & EHDS sector

(Sá et al., 2024)

5.5.2 Industry associations



(Sá 

et al., 2024)

5.5.3 National policy makers

5.5.4 European Commission



6 Conclusion
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Appendices

Appendix 1: Interview Guide

with your organization’s overall 



organization’s digital strategy?



but haven’t yet been discussed?

for my research that we haven’t 

Appendix 2: Focus Group Guide

Have there been any changes in your company’s 



Appendix 3: Transcript I_P1

government, you always say, “They have to do that; it is in the specifications, it is in the 
standard, so why do they not do it?” And then you realize why.  

closely connected to the French healthcare system. It is not really European‑oriented. So 

far away for us, and we are still kind of a start‑up, even if we are fairly large. So we have 

to confront our understanding of the standards with our partners’ understanding. 



CI‑SIS, and this shapes our implementation. This is very useful, because whe

say, “OK, it is written there.” Even if it is not mandatory, it is still a common reference 

seen as a long‑term priority?

with the lab results and the doctor says, “No, you have to go home; you ca
chemotherapy today because of your lab values.” If we could have these results 

in advance: “We received your lab results; you have a chemotherapy session i
you will not be able to receive it, so do not come.” In that case, the hospital would have a 

‑specific, so if 

exchanged, and so on. It does not really say, “You must exchange it in this specific 
mat.” It hints at some directions, but mostly it says that you should choose a format 



standard and added some extensions for French‑specific use cases. I am quite familiar 

document‑based exchange will also be used. You have to understand that in France 
are currently very document‑oriented, not API‑oriented, and we do not usually provide 

concrete use cases. Apart from cross‑border exchange, which will be handled at the 

For policymakers, I think a use‑case‑oriented approach is very important; this has 
already started with the EHDS. We saw 20 years ago that simply saying “Use this 
standard and you will be fine, everyone will be able to exchange data” is not enough. 

reference. People cannot really argue with a well‑defined reference. They can say, “It is 
t ready yet; it will be updated in three months,” but they cannot deny it. Another 

Appendix 4: Transkript I_P2

role. In that case, we often receive questions such as “Is it MDR‑compliant?” “Is it 
ISO‑compliant?” and so on. Then the answer is either yes, no, or “we need to check”. 

systems are fully FHIR‑based. You then have to connect via the existing interfaces 

biggest obstacle for practical use: data flows are not “out of the box” in the way you 

rd‑party systems into which you want to feed the data. If you wanted to 



–

systems are. It is almost a yes‑or‑no question: either they open up and participate, 



Appendix 5: Transcript Focus Group







are recent. I'm one of the members of that and … is also one of the 
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