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REGULATION (EU) 2025/327 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 11 February
2025 on the European Health Data Space and amending Directive 2011/24/EU and Regulation (EU)
2024/2847

Article 53

Purposes for which electronic health data can be processed for secondary use

1. Health data access bodies shall only grant access to electronic health data referred to in Article 51 for secondary use to
a health data user where the processing of the data by that health data user is necessary for one of the following purposes:

(a) the public interest in the areas of public or occupational health, such as activities to protect against serious cross-border
threats to health, public health surveillance or activities ensuring high levels of quality and safety of healthcare,
including patient safety, and of medicinal products or medical devices;

(b) policymaking and regulatory activiti t publi  bodies or Union institutions, bodies, offices or agencies, - o L - -
Facluing regolatory authories, n e heakh or Gae sector to carry out thei taks defined m their mandates (e) JBH, EREMR, ERTRIESELEDIY Fa1—-¥F—-0
MEZBEME LT, AREEF-BERKMNFM@EICERL, 7
O s e, it el 9 o 209205, o s, bt HER, EXES, EFEBOEOKEOREA L RSMLRRT S
REER X -INEIFICRET 2RFIARE, NICIEZLUTH
(d) education or teaching activities in health or care sectors at vocational or higher education level; ﬁ* i ﬂ 5 :
(¢) scientific research related to health or care sectors that contributes to public health or health technology assessments, or (!? %FII:II:I i T: ‘i -H- N ? A a) Bﬁ %3 J: U: If / ~ __.:/ 3 y_zE;EJO
ensures high levels. of quality emd safety of lleﬂ.ltlltéll.‘f, of medicinal pl‘OdlIFIS or of mled‘icall de\\-‘ices, with the aim of (| |) E%%%&‘ %ﬂ%@%m E;ﬁ%%&\ AI :/ A T A\ T :/ 9 )| 2a 9 17
benefiting end-users, such as patients, health professionals and health administrators, including: Z 7 70 U 0_ _ :/ 5 y %%t _7"/ :“ U Z\‘A O)E}f{lg Eit%ﬁ E:Fﬁ
Z~ R*WWUASN R o

(i) development and innovation activities for products or services; \ /

(ii) training, testing and evaluation of algorithms, including in medical devices, in vitro diagnostic medical devices, Al
systems and digital health applications;

(f) improvement of the delivery of care, of the optimisation of treatment and of the provision of healthcare, based on the

electronic health data of other natural persons. https://eur_|ex_europa_eu/e||/reg/2025/327/01/eng 9
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