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Background to the EHDS 
 

 
On 3 May 2022, the European Commission published a proposal for a Regulation on European Health Data 

Space (EHDS). The announcement was made by European Commissioner for Health and Food Safety, Stella 

Kyriakides, and Vice-President/Commissioner for Promoting our European Way of Life, Margaritis Schinas. 

 

The EHDS is a key initiative within the European Health Union strategy, as well as within the European data 

strategy adopted in February 2020. The EHDS was part of Commissioner Kyriakides mandate since the 

beginning of the current legislature. 

 

As preparatory work, the Commission published an impact assessment on 23 December 2020, held a feedback 

period until 4 February 2021 (receiving a total of 151 contributions) and opened a public consultation between 

3 May and 26 July 2021. On 17 November 2020, the European Data Protection Supervisor (EDPS) released its 

Preliminary Opinion 8/2020 on the European Health Data Space, where the EDPS called for the establishment 

of a thought-through legal basis for the processing operations under the EHDS in line with Article 6(1) GDPR and 

pushed for “a strong data governance mechanism”.  

 

In July 2021, DigitalHealthEurope also issued recommendations on the EHDS. 

 

In brief, the EHDS will give patients full control of their own health data and will allow researchers to get access 

to crucial data to better understand diseases and develop innovative treatments. On top of these two main 

objectives, the proposal will support digital health services and clarify the safety and liability of artificial 

intelligence in health. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 

https://digital-strategy.ec.europa.eu/en/library/data-act-proposal-regulation-harmonised-rules-fair-access-and-use-data
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12663-Digital-health-data-and-services-the-European-health-data-space_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12663-Digital-health-data-and-services-the-European-health-data-space/feedback_en?p_id=17649908
https://edps.europa.eu/sites/default/files/publication/20-11-17_preliminary_opinion_european_health_data_space_en.pdf
https://digitalhealtheurope.eu/wp-content/uploads/DHE_recommendations_on_EHDS_July_2021.pdf
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Overview of proposal  
 

 

The Commission has published an ambitious proposal that will deeply impact the health sector by influencing 

it to develop new digital health services and treat health data of patients in a legal, sound manner. The EHDS 

will shape the way patients access and control their health data, and will allow researchers to improve their work, 

therefore paving the way for more innovative treatments. 

 

Patients will have the right to access – free of charge – their primary health data, including vaccination statuses, 

laboratory results, and electronic prescriptions, among other materials. Individuals will also be empowered to 

share their health data cross-borders. Citizens will be in full control of their data and will be able to add 

information, rectify wrong data, restrict access to others and obtain information on how their data are used and 

for which purpose for example of cross-border health coordination and reimbursement.  

 

The EHDS aims to provide health providers and industry with additional means to perform their activities, by 

better managing their electronic platforms, such as medical software or health apps. For instance, a company 

focusing on the use of AI for health purposes will be able to access thousands of laboratory images in order to 

train algorithms. 

 

The EHDS sets the framework for the huge amounts of data that the health industry will possess in the coming 

years, due to increased digitalised services offered.  According to the budgetary forecasts, the EHDS will allow 

the EU to save an overall €11 billion over the next 10 years. More precisely €5.5 billion will in theory be saved 

from better access and exchange of health data in healthcare while €5.4 billion will be saved from better use of 

health data for research, innovation and policy making. 

 

In practice, the EHDS aims to lead to better diagnoses and treatments, improved patient safety, continuity of 

care and improved healthcare efficiency.  

 

It is noteworthy that during the drafting process, the European Commission considered stakeholder feedback 

and data privacy concerns from citizens and civil society, while providing incentives for the health industry and 

academia for further research, development and innovation and create a framework that optimise data 

protection, exchange, transfer and overall management. Therefore, this new regulation is significant and has the 

potential to unleash the health data economy as never before. 
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Key takeaways 
 

 

EHDS overview 

• Safe exchange of patients’ data (including when they travel abroad) and citizens’ control over  

• More support to research on treatments, medicines, medical devices and outcomes. 

• Encouraging access to and use of health data for research, policy making and regulation, with a trusted 

governance framework and upholding data protection rules. 

• Supporting digital health services and clarifying the safety and liability of artificial intelligence in health. 

• Building on the objectives of the Data Governance Act and the Data Act, setting regulations for the data-

sharing within the health industry. It will also respect the GDPR. 

• Two distinct uses of health data: primary use and secondary use. 

o The primary use of data supports the use of data for “better healthcare” at nat ional and cross-

border level and will integrate three main product markets: electronic health records; other 

health and medical software products and wellness apps. 

o The secondary use of data serves to inform and assess public health policies or to conduct 

research.  

• To avoid data privacy issues, the Commission’s proposal emphasises that, where researchers, 

companies or public institutions need access to personal electronic health data, they can only access 

it in pseudonymised form. 

• Supporting the creation of electronic cross-border health services, which will be ensured by the future 

eHealth Digital Service Infrastructure (eHDSI). This infrastructure will be recognised under the brand 

“MyHealth @ EU” and will be started during 2022. 

 

Member state expectations  

• Member states will now need to comply with a common European format to show patient summaries, 

ePrescriptions, images, laboratory results, among others. 

• All member states are expected to implement the MyHealth@EU by 2025. 

 

Commission commitments  

• Budgetary forecast: Investment in digital health has been already granted by the member states under 

their respective Recovery and Resilience Plans. The Commission will provide over €810 million to 

support the EHDS implementation across member states. Of that amount, €280 million will be available 

under the EU4Health Programme and €50 million under the Digital Europe Programme.  

• The remainder will be financed by the Connecting Europe Facility (for physical connectivity) and Horizon 

Europe (for research and innovation projects). The European Regional Development Fund and InvestEU 

may also be used. 

 

Commissioner Kyriakides stated that patient organisations will be represented in the EHDS Board, chaired by 

the Commission, that will be created. The board will be composed of the representatives of digital health 

authorities and health data access bodies from all the member states, and observers. It will serve to reinforce 

the existing governance at national and EU level. 
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Next steps, reaction, links 
 

The next steps will involve the European Parliament and the Council going through the proposal, setting their 

mandates and negotiate a compromise proposal with the Commission. This process may take some months. 

In Parliament, it is expected that MEPs will raise concerns over data privacy for citizens. The Council may focus 

on the logistical challenges of implementing digital capabilities interoperable across member states. Progress 

with the digitalisation of health systems among member states varies. 

The EHDS aims to be fully operational by 2025. 

 

Reaction 
• European Commissioner for Health and Food Safety, Stella Kyriakides, said: “The European Health Data 

Space will be the backbone of the strong European Health Union we are building”. 

• Vice-President for Promoting our European Way of Life, Margaritis Schinas, said: “Equal access, equal 

use, equal rights, fully in line with the EU fundamental values”. 

• European Commissioner for Internal Market, Thierry Breton, tweeted: “With today's proposal for a 

European Health Data Space, we unleash data for better healthcare, research & innovation”. 

• S&D Group stated: “The proposed legislation aims to help patients by granting them easier access to 

and more control over their health data, but also facilitates the secondary use of data, such as for 

research. However, it is vital to protect data privacy […]. The group will now thoroughly examine whether 

the Commission’s proposal meets all data protection requirements”. 

• EUCOPE stated: “A multi-level governance approach is vital to make the EHDS a success”. 

• EFPIA stated: “The EHDS should enable the exchange of data between different providers at the 

regional, national and pan-European level to support research, development and clinical care. This can 

be achieved by adopting interoperable quality and content standards, and by linking electronic health 

record systems and other sources of health data”. 

• DIGITALEUROPE said: “Proposing the EHDS is one thing, but implementing it consistently across 

member states is a whole other story. We have already seen this with the GDPR. If the proposal lacks 

clarity on implementation, leaving it to a myriad of Delegated and Implementing Acts, it will be a definite 

red flag”. 

 

Links 
• Proposal for a regulation 

• Annex 

• Commission Communication 

• Factsheet 

• Questions & Answers 

• Fact file on the European Health Data Space 

 

https://twitter.com/SKyriakidesEU/status/1521489024636043264
https://twitter.com/MargSchinas/status/1521483423227039744
https://twitter.com/ThierryBreton/status/1521492535180468226
https://www.socialistsanddemocrats.eu/newsroom/sds-healthcare-goes-digital-its-vital-protect-patient-data-privacy
https://www.eucope.org/on-the-upcoming-regulation-proposal-on-the-european-health-data-space-ehds/
https://www.efpia.eu/media/636888/efpia-recommendations-on-a-connected-data-system-in-europe_final.pdf
https://www.linkedin.com/pulse/five-key-things-watch-out-european-health-data-space-bonefeld-dahl/
https://ec.europa.eu/health/publications/proposal-regulation-european-health-data-space_en
https://ec.europa.eu/health/document/download/8f059252-008a-4207-a339-3994137676f2_en?filename=com_2022-197_annex_en.pdf
https://ec.europa.eu/health/publications/communication-commission-european-health-data-space-harnessing-power-health-data-people-patients-and_en
https://ec.europa.eu/commission/presscorner/detail/en/fs_22_2713
https://ec.europa.eu/commission/presscorner/detail/en/qanda_22_2712
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_2711

