
AT A GLANCE 
Requested by the Industry, Research and Energy (ITRE) 
Committee  
Study in Focus 

 
 
  
 

EN 

Policy Department for Economic, Scientific and Quality of Life Policies  
Directorate-General for Internal Policies 

Authors: J. Scott MARCUS, Bertin MARTENS, Christophe CARUGATI, 
Anne BUCHER, and Ilsa GODLOVITCH 

PE 740.055 – December 2022 

The European Health Data Space
The original full study1 assesses the legislative proposal for “The European Health Data Space”, 
including linkages with other EU measures and with Member State rules and laws. It also 
includes recommendations on further steps needed in order to achieve, facilitate and improve 
health data sharing, exchange and re-use across the EU. 

Background 

The European Commission published a legislative proposal on the “The European Health Data 
Space” (EHDS) on 3 May 2022. The EHDS proposal seeks to create positive momentum on a 
number of healthcare interoperability and patient empowerment concerns that have seen scant 
practical progress for years at European Union level. 

The EU has always had a role in public health, 
but has been constrained by the fact that 
health is primarily a Member State 
competence. EU approaches to health data 
have struggled, however, due to 
(1) uncertain demand for cross-border
delivery of eHealth services; (2) impediments
posed by the simultaneous need to maintain 
the privacy and confidentiality of sensitive
health data; (3) insufficient incentives for

Member States and institutions to participate in data-pooling arrangements; (4) lack of a strong mandate to proceed 
at EU level (subsidiarity); and (5) the risk of problematic interactions with other EU and national legal instruments. 

The emergence of the EHDS just now reflects the confluence of several developments: (1) an increased focus on 
promoting public health at EU level as a result of the COVID-19 pandemic, (2) a recognition that the ability of patients 
to exercise their rights under the General Data Protection Regulation (GDPR) has been limited in practice in the health 
sector, (3) efforts to open up as much data as possible (not just health data) for commercial and non-commercial 
research and use, and (4) a recognition that previous purely voluntary programmes have proven to be ineffective in 
enabling patients to access and share their health data, and in addressing fragmentation and low interoperability of 
digital health at national and cross-border level. 

The EHDS seeks to provide rules, common standards and practices, infrastructures and a governance framework for 
both primary use (using personal electronic health data to provide health services to an individual) and secondary use 
(using electronic health data for broader needs such as health research or public policy) of public health data. To that 
end, it (1) strengthens patient control over their data; (2) establishes rules for electronic health records (EHR) systems 
in order to promote reliability, security and interoperability; (3) establishes rules for secondary use of health data; and 
(4) establishes mandatory cross-border infrastructures, one for primary use and the other for secondary use. 
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The European Health Data Space 

Key findings 
At the legal level, current laws and practices in some Member States already reflect in part the goals of the EHDS, but 
Member State laws for primary and secondary use of electronic health data vary enormously. Member State practices 
are also shaped by professional rules and insurer practices. 

The EHDS can be expected to have complex interactions with the Data Act, GDPR, Data Governance Act (DGA), and 
other current or anticipated EU laws. The EHDS legislative proposal already addresses some overlaps, but the risk of 
unintended overlaps and incoherence is nonetheless substantial. 

For primary use, the economic justification of the proposed EHDS is largely based on (1) enabling natural persons to 
obtain better care by reducing information asymmetries between providers and users and health services, and thus 
facilitating informed choice, and (2) enabling health service providers to provide better care because the individual 
can grant them access to his or her electronic health data held by others. 

For secondary use, the economic benefits of aggregating data from multiple sources for research and public health 
planning are clear, notably including faster and more cost-effective development of new drugs and medical 
procedures, and achieving better public health decisions. Secondary use is also likely to reduce information 
asymmetries between medical service producers and health insurance providers, thus strengthening competition 
between health care providers, which might in turn strengthen incentives to provide more patient-centric health 
services. 

Our recommendations relate to (1) clarifying the degree to which decentralised control is permissible, (2) easing the 
apparent burden on national health data access bodies, (3) strengthening subsidiarity arguments in the legislation, (4) 
ensuring that Member States and health care professionals are motivated to fully and actively participate, (5) ensuring 
standardisation and widespread EU-wide adoption of a single proven electronic health data standard (for which the 
Fast Healthcare Interoperability Resources (FHIR) is a promising candidate), (6) reviewing and streamlining the 
permitted and prohibited purposes for secondary use of electronic health data; (7) clarifying the handling of trade 
secrets and other intellectual property; and (8) ensuring consistency with other EU legislation, including measures 
being enacted in parallel with EHDS. 

1 Marcus, J. S., Martens, B., Carugati, C., Bucher, A., and Godlovitch, I., 2021, The European Health Data Space, publication for the Committee on 
Industry, Research and Energy (ITRE), Policy Department for Economic, Scientific and Quality of Life Policies, European Parliament, Luxembourg. 
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