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The European Cancer Organisa�on congratulates MEP Tomislav Sokol and MEP Annalisa Tardino for 
bringing forward a balanced and improved dra� report of the European Parliament on the proposed 
Regula�on to create a European Health Data Space. Amendments to the proposal, if accepted, would, 
for example, ensure stronger stakeholder involvement in the governance of the European Health Data 
Space, support clear targets for implementa�on, and give aten�on to the funding support required to 
help Member States meet the new obliga�ons together. These are all highly welcomed and very much 
in line with key points of poten�al improvement expressed by the European Cancer Organisa�on. 

Subsequent to the publica�on of the dra� report, the European Cancer Organisa�on has become 
aware of an important debate concerning the right of ci�zens and pa�ents to be able to exercise an 
opt-out from the European Health Data Space in respect to the use of their health data for secondary 
uses, such as research. There is some sugges�on presently that this protec�on of ci�zen rights should 
even be further secured via the use of an opt-in mechanism instead. 

Understanding the cri�cality of this mater, and having consulted with its member socie�es, Pa�ent 
Advisory Commitee and Digital Health Network, the European Cancer Organisa�on makes the 
following commentary. 

• The opt-out op�on, as proposed in the Dra� ENVI-LIBE Report of 10 February 2023, is 
supported as a pragma�c approach that balances the need to respect ci�zens and pa�ents’ 
right to control access to their data, with the need to achieve a strong European Health Data 
Space that will bring about important improvements for pa�ents and health systems, including 
in respect to health research. 

• We recommend that the opt-out mechanism be applied in prac�ce in a consistent manner 
across Europe, and therefore subsequent EU guidance on this mater be developed and 
published before the Regula�on comes into full legal applica�on. 

• The opt-out mechanism is supported by pre-exis�ng safeguards in respect to data privacy and 
data ownership put in place by such frameworks as the General Data Protec�on Regula�on. 
However, confidence in the opera�on of the opt-out mechanism would be further secured by 
ensuring: 

https://www.europarl.europa.eu/doceo/document/CJ43-PR-742387_EN.pdf
https://health.ec.europa.eu/publications/proposal-regulation-european-health-data-space_en
https://health.ec.europa.eu/publications/proposal-regulation-european-health-data-space_en
https://www.europeancancer.org/resources/294:european-cancer-organisation-publishes-suggested-amendments-on-the-currently-proposed-legal-text-of-the-european-health-data-space-regulation.html
https://www.europeancancer.org/resources/294:european-cancer-organisation-publishes-suggested-amendments-on-the-currently-proposed-legal-text-of-the-european-health-data-space-regulation.html
https://www.europeancancer.org/members
https://www.europeancancer.org/resource/governance#committees
https://www.europeancancer.org/resource/governance#committees
https://www.europeancancer.org/topic-networks/4:digital-health.html
https://www.europarl.europa.eu/doceo/document/CJ43-PR-742387_EN.pdf
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1. Open and transparent governance for the European Health Data Space, including in 
respect of the composi�on of the EHDS Board. 

2. Enabling ci�zens and pa�ents to be updated and informed about the ways in which 
their data has been accessed and used. 

• Amendments proposed in the Dra� ENVI-LIBE Report of 10 February 2023 are reassuring in 
this respect. 


