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! Regulation (EU) 2023/2854 of the European Parliament and of the Council on Harmonised Rules on
Fair Access to and Use of Data and Amending Regulation (EU) 2017/2394 and Directive (EU) 2020/1828
(Data Act), 2023 O.J. (L series) [hereinafter Data Act].
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strategy.ec.curopa.eu/en/news/european-data-act-enters-force-putting-place-new-rules-fair-and-
innovative-data-economy.

¢ Data Act, art. 37.

7 Johannes Gilch, The Impact of the Data Act on the Healthcare Industry, SRD RECHTSANWALTE (Oct.
17, 2025), https://www.srd-rechtsanwaelte.de/en/blog/data-act-healthcare-impact.

8 New EU Legislation Revolutionizes Healthcare Data Access, EUROPEAN HEMATOLOGY ASS’N (Sep. 22,
2025), https://ehaweb.org/about-eha/news-updates/new-eu-legislation-revolutionizes-healthcare-data-
access.

9 Regulation (EU) 2025/327 on the European Health Data Space and amending Directive 2011/24/EU
and Regulation (EU) 2024/2847, 2025 O.J. (L series) [hereinafter EHDS]
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Processing of Personal Data and on the Free Movement of Such Data, and Repealing Directive 95/46/EC
(General Data Protection Regulation), art. 20, 2016 O.J. (L 119) 1, 45; Article 29 Data Protection
Working Party, Guidelines on the Right to Data Portability, at 18, WP 242 rev.01 (adopted Apr. 5, 2017).
19 Regulation (EU) 2016/679 of the European Parliament and of the Council on the Protection of Natural
Persons with Regard to the Processing of Personal Data and on the Free Movement of Such Data, and
Repealing Directive 95/46/EC (General Data Protection Regulation), 2016 O.J. (L 119) 1.
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EHDS, art. 2(ab); European Commission, Frequenlly Asked Questions on the European Health Data
Space (last updated Mar. 5, 2025), https://health.ec.europa.eu/document/download/4dd47ec2-71dd-
49fc-b036-ad7c14f6ed68 en?filename=ehealth ehds ga en.pdf.

27 EHDS, art. 47.
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30 Id. arts. 53, 57.

311d. art. 60.
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