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REGULATION (EU) 2025/327 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL BRI SFMEHE S (FRE) 2025/327 5451

of 11 February 2025202542 A 11 H

on the European Health Data Space and amending Directive 2011/24/EU and
Regulation (EU) 2024/2847 3% T B 8 REIE 22 M) IHBIT 58 2011/24/EU S84
FIZ(EU)2024/2847 5445

(Text with EEA relevance) (5EREEF X AHIHISCA)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN
UNION, MRS 2 1 R B B i 4

Having regard to the Treaty on the Functioning of the European Union, and in
particular Articles 16 and 114 thereof, % T (MRINEXERIZAT 26200 , Heal 22 16
AN 114 4%,

Having regard to the proposal from the European Commission, % & 3| Kk #1125 51 > 1]
T/"E7l< ’

After transmission of the draft legislative act to the national parliaments, 7F ¥ 1% 57. 7%
REREEREEEWN L),
Having regard to the opinion of the European Economic and Social Committee (*),75

FE BRI 5 FAt 2R 2 H & (D),

Having regard to the opinion of the Committee of the Regions (-),%5 i€ 2| [X 7% 7 &
B’Ji)u@),

Acting in accordance with the ordinary legislative procedure (*),3% & 18 377588 F# 4T
H(3),

Whereas: % T

(1)The aim of this Regulation is to establish the European Health Data Space (EHDS) in order to
improve natural persons’ access to and control over their personal electronic health data in
the context of healthcare, as well as to better achieve other purposes involving the use of
electronic health data in the healthcare and care sectors that would benefit society, such as
research, innovation, policymaking, health threats preparedness and response, including
preventing and addressing future pandemics, patient safety, personalised medicine, official
statistics or regulatory activities. In addition, this Regulation’s goal is to improve the
functioning of the internal market by laying down a uniform legal and technical framework in
particular for the development, marketing and use of electronic health record systems (‘EHR
systems’) in conformity with Union values. The EHDS will be a key element in the creation of
a strong and resilient European Health Union. 2% 25 91 t) H 1) 52 % 37 WK o0 {5 £ 3 =5 1)
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(2)The COVID-19 pandemic highlighted the imperative of having timely access to quality
electronic health data for health threats preparedness and response, as well as for prevention,
diagnosis and treatment and for secondary use of such electronic health data. Such timely
access could potentially contribute, through efficient public health surveillance and
monitoring, to more effective management of future pandemics, to a reduction of costs and to
improving the response to health threats, and ultimately could help to save more lives. In
2020, the Commission urgently adapted its Clinical Patient Management System, established
by Commission Implementing Decision (EU) 2019/1269 (), to allow Member States to share
electronic health data of COVID-19 patients moving between healthcare providers and
Member States during the peak of that pandemic. However, that adaptation was only an
emergency solution, showing the need for a structural and consistent approach at Member
State and Union level, both in order to improve the availability of electronic health data for
healthcare and to facilitate access to electronic health data in order to steer effective policy
responses and contribute to high standards of human health. 3 & i % 32 155 ™ i 7 S Bsf 3 X
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(3)The COVID-19 crisis strongly cemented the work of the eHealth Network, a voluntary network
of authorities responsible for digital health, as the main pillar for the development of
contact-tracing and contact-warning applications for mobile devices and the technical aspects
of the EU Digital COVID Certificates. It also highlighted the need for sharing electronic health
data that are findable, accessible, interoperable and reusable (the ‘FAIR principles’), and
ensuring that electronic health data are as open as possible, while respecting the data
minimisation principle as set out in Regulation (EU) 2016/679 of the European Parliament and
of the Council (s). Synergies between the EHDS, the European Open Science Cloud and the
European Research Infrastructures should be ensured, and lessons should be learned from
data-sharing solutions developed under the European COVID-19 Data Platform.#T & & 15 fGHL
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(4)Given the sensitivity of personal electronic health data, this Regulation seeks to provide
sufficient safeguards at both Union and national level to ensure a high degree of data
protection, security, confidentiality and ethical use. Such safeguards are necessary to promote
trust in safe handling of electronic health data of natural persons for primary use and
secondary use as defined in this Regulation. % T4~ A\ H - fid B B0 ds i Bk VE , A 4645 8 7EAE
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(5)The processing of personal electronic health data is subject to the provisions of Regulation
(EU) 2016/679 and, for Union institutions, bodies, offices and agencies, of Regulation (EU)
2018/1725 of the European Parliament and of the Council (¢). References to the provisions of
Regulation (EU) 2016/679 should be understood also as references to the corresponding
provisions of Regulation (EU) 2018/1725 for Union institutions, bodies, offices and agencies,
where relevant. /> A L7~ FEE 0 1 Ab B 2008 7 (BRBE 2641 (EUD 2016/679) HIMLE, Xf
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(6)More and more individuals living in the Union cross national borders to work, study, visit
relatives, or for other reasons. To facilitate the exchange of health data, and in line with the
need to empower citizens, they should be able to access their health data in an electronic
format that can be recognised and accepted across the Union. Such personal electronic health
data could include personal data related to the physical or mental health of a natural person,
including related to the provision of healthcare services, and which reveal information about
that natural person’s health status, personal data relating to the inherited or acquired genetic
characteristics of a natural person which give unique information about the physiology or the
health of that natural person and which result, in particular, from an analysis of a biological
sample from the natural person in question, as well as data determinants of health, such as
behaviour, environmental and physical influences, medical care, and social or educational
factors. Electronic health data also include data that have been initially collected for research,
statistical, health threat assessment, policymaking or regulatory purposes and it should be
possible to make them available in accordance with the rules laid down in this Regulation.
Electronic health data consist of all categories of those data, irrespective of whether such data
are provided by the data subject or other natural or legal persons, such as health
professionals, or are processed in relation to a natural person’s health or well-being and
should also include inferred and derived data, such as diagnostics, tests and medical
examinations, as well as data observed and recorded by automated means. ZERX B3 E5 N, #ERK
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(7)In health systems, personal electronic health data are usually gathered in electronic health
records, which typically contain a natural person’s medical history, diagnoses and treatment,
medications, allergies and vaccinations, as well as radiology images, laboratory results and
other medical data, spread between different actors in the health system, such as general
practitioners, hospitals, pharmacies or care services. In order to allow electronic health data to
be accessed, shared and modified by natural persons or health professionals, some Member
States have taken the necessary legal and technical measures and set up centralised
infrastructures connecting EHR systems used by healthcare providers and natural persons. In
addition, some Member States provide support to public and private healthcare providers to
set up personal electronic health data spaces to enable interoperability between different
healthcare providers. Several Member States also support or provide electronic health data
access services for patients and health professionals, for instance through patient or health
professional portals. Those Member States have also taken measures to ensure that EHR
systems or wellness applications are able to transmit electronic health data to the central EHR
system, for instance by providing a system of certification. However, not all Member States
have put in place such systems, and those Member States that have implemented them have
done so in a fragmented manner. In order to facilitate the free movement of personal
electronic health data across the Union and avoid negative consequences for patients when
receiving healthcare in a cross-border context, Union action is needed to improve natural
persons’ access to their own personal electronic health data and to empower them to share
those data. In this respect, appropriate action at Union and national level should be taken as
a means of reducing fragmentation, heterogeneity and division, and to create a system that is
user-friendly and intuitive in all Member States. Any digital transformation in the healthcare
sector should aim to be inclusive and also benefit natural persons with limited ability to access
and use digital services, including people with disabilities. ZEE=J7 & 4tH, /NN B T1EFEEHE
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(8)Regulation (EU) 2016/679 sets out specific provisions concerning the rights of natural persons
in relation to the processing of their personal data. The EHDS builds upon those rights and
complements some of them as applied to personal electronic health data. Those rights apply
regardless of the Member State in which the personal electronic health data are processed,
type of healthcare provider, sources of those data or Member State of affiliation of the natural
person. The rights and rules related to the primary use of personal electronic health data
under this Regulation concern all categories of those data, irrespective of how they have been
collected or who has provided them, the legal ground for the processing under Regulation (EU)
2016/679 or the status of the controller as a public or private organisation. The additional
rights of access and portability of personal electronic health data provided for in this
Regulation should be without prejudice to the rights of access and portability as established
under Regulation (EU) 2016/679. Natural persons continue to have those rights under the
conditions set out in that Regulation. (BXEIZ%1) (EU) 2016/679 FE T HRKHMRNEH
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(9)While the rights conferred by Regulation (EU) 2016/679 should continue to apply, the right of
access to data by a natural person, established in Regulation (EU) 2016/679, should be further
complemented in the healthcare sector. Under that Regulation, controllers do not have to
provide access immediately. The right of access to health data is still commonly implemented
in many places through the provision of the requested health data in paper format or as
scanned documents, which is time-consuming for the controller, such as a hospital or other
healthcare provider that provides access. That situation slows down access to health data by
natural persons, and can have a negative impact on them if they need such access immediately
due to urgent circumstances pertaining to their health condition. It is therefore necessary to
provide for a more efficient way for natural persons to access their own personal electronic
health data. They should have the right to have free-of-charge and immediate access, while
respecting the need for technological practicability, to specific priority categories of personal
electronic health data, such as the patient summary, through an electronic health data access
service. That right should apply regardless of the Member State in which the personal
electronic health data are processed, the type of healthcare provider, the sources of those
data or the Member State of affiliation of the natural person. The scope of that



complementary right established under this Regulation and the conditions for exercising it
differ in certain ways from the right of access to personal data under Regulation (EU)
2016/679, which covers all personal data held by a controller and is exercised against an
individual controller, which has up to one month to reply to a request. The right to access
personal electronic health data under this Regulation should be limited to the categories of
data falling within its scope, be exercised via an electronic health data access service and entail
an immediate answer. The rights under Regulation (EU) 2016/679 should continue to apply,
allowing natural persons to benefit from their rights under both legal frameworks, in particular
the right to obtain a paper copy of the electronic health data. E 2R ( Kk % 46 4%1) (EU) 2016/679
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(10)I1t should be considered that immediate access of natural persons to certain categories of
their personal electronic health data could be harmful for the safety of those natural persons
or unethical. For example, it could be unethical to inform a patient through an electronic
channel about a diagnosis of an incurable disease that is likely to be terminal instead of first
providing that information in a consultation with the patient. Therefore, it should be possible
to delay the provision of the access to personal electronic health data in such situations for
a limited amount of time, for instance until the moment when the health professional can
explain the situation to the patient. Member States should be able to establish such an
exception where it constitutes a necessary and proportionate measure in a democratic
society, in line with restrictions as provided for in Article 23 of Regulation (EU) 2016/679. .
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(11)This Regulation does not affect Member States’ competences concerning the initial
registration of personal electronic health data, such as making the registration of genetic data



subject to the natural person’s consent or other safeguards. Member States may require that
data be made available in an electronic format prior to the application of this Regulation. This
should not affect the obligation to make personal electronic health data, registered after the
date of application of this Regulation, available in an electronic format. 4s 2% {51 AN 521 ¢ 53 [
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(12)In order to complement the information available to them, natural persons should be able to
add electronic health data to their EHRs or to store additional information in their separate
personal health record which could be accessed by health professionals. However,
information inserted by natural persons might not be as reliable as electronic health data
entered and verified by health professionals and does not have the same clinical or legal
value as information provided by health professionals. Therefore, data added by natural
persons in their EHR should be clearly distinguishable from data provided by health
professionals. That possibility for natural persons to add and complement personal electronic
health data should not entitle them to change personal electronic health data which have
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(13)Enabling natural persons to more easily and quickly access their personal electronic health
data will enable them to notice possible errors such as incorrect information or incorrectly
attributed patient records. In such cases, natural persons should be able to request online the
rectification of the incorrect personal electronic health data, immediately and free of charge,
through an electronic health data access service. Such rectification requests should then be
treated by the relevant controllers in line with Regulation (EU) 2016/679, if necessary
involving health professionals with a relevant specialisation and responsible for the natural
persons’ treatment.il: H SR N REWE B b PROs HI SR B AN N @ Be it R fhA TR
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(14)Under Regulation (EU) 2016/679, the right to data portability is limited to data processed
based on consent or contract and provided by the data subject to a controller. Additionally,
under that Regulation, natural persons have the right to have the personal data transmitted
directly from one controller to another only where technically feasible. Regulation (EU)
2016/679, however, does not impose an obligation to make that direct transmission
technically feasible. The right to data portability should be complemented under this
Regulation, thereby empowering natural persons to provide access to, at least, priority
categories of their personal electronic health data to the health professionals of their choice,



to exchange such health data with such health professionals and to download such health
data. In addition, natural persons should have the right to request a healthcare provider to
transmit a part of their electronic health data to a clearly identified recipient in the social
security or reimbursement services sector. Such a transfer should be one-way only. R # KX
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(15)The framework laid down by this Regulation should build on the right to data portability
established in Regulation (EU) 2016/679 by ensuring that natural persons as data subjects
can transmit their personal electronic health data, including inferred data, in the European
electronic health record exchange format, irrespective of the legal basis for processing the
electronic health data. Health professionals should refrain from hindering the application of
the rights of natural persons, for example by refusing to take into account personal electronic
health data originating from another Member State and which are provided through the
interoperable and reliable European electronic health record exchange format. s 2& 41| 5 32 ]
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(16)Access to electronic health records by healthcare providers or other individuals should be
transparent to the natural persons concerned. Electronic health data access services should
provide detailed information on access to data, such as when and which entity or natural
person accessed data and which data were accessed. Natural persons should also be able to
enable or disable automatic notifications regarding access to personal electronic health data
relating to them through the health professional access services. [ J7 Al 55 #2& {1t & ml HAth 4>
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(17)Natural persons might not want to allow access to some parts of their personal electronic
health data while enabling access to other parts. This could especially be relevant in cases of
sensitive health issues such as those related to mental or sexual health, sensitive procedures
such as abortions, or data on specific medication which could reveal other sensitive issues.
Such selective sharing of personal electronic health data should therefore be supported and
implemented through restrictions set by the natural person concerned in the same way
within the territory of a given Member State and for cross-border data sharing. Those
restrictions should allow for sufficient granularity to restrict parts of datasets, such as



elements of the patient summaries. Before setting the restrictions, natural persons should be
informed of the risks for patient safety associated with limiting access to health data. Given
that the unavailability of the restricted personal electronic health data may impact the
provision or quality of health services provided to the natural person, natural persons making
use of such access restrictions should assume responsibility for the fact that the healthcare
provider cannot take the data into account when providing health services. The restrictions
on access to personal electronic health data could have life-threatening consequences and,
therefore, access to those data should nevertheless be possible where necessary to protect
vital interests in emergency situations. More specific legal provisions on the mechanisms of
restrictions placed by natural persons on parts of their personal electronic health data could
be provided for by Member States in their national law, in particular as regards medical
liability in cases where restrictions have been placed by the natural person concerned. B %A A\
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(18)In addition, due to the different sensitivities in the Member States on the degree of patients’
control over their health data, Member States should be able to provide for an absolute right
to opt out from access to their personal electronic health data by anyone other than the
original controller, without any possibility to override that opt-out in emergency situations. In
such a case, Member States should establish the rules and specific safeguards regarding such
opt-out mechanisms. Those rules and specific safeguards could also relate to specific
categories of personal electronic health data, for example genetic data. The right to opt out
means that personal electronic health data relating to the natural person who exercises that
right would not be made available through the services set up under the EHDS other than to
the healthcare provider that provided the treatment. Member States should be able to
require the registration and storage of personal electronic health data in an EHR system used
by the healthcare provider who provided the health services and accessible only to that
healthcare provider. If a natural person has exercised the right to opt out, healthcare
providers will still document the treatment provided in accordance with applicable rules, and
will be able to access the data registered by them. Natural persons who exercise the right to
opt out should be able to reverse their decision. In such cases, personal electronic health
data generated during the period of the opt-out might not be available via the access services
and MyHealth@EU. UL A1, B T ok 570 L 0F 28 85 0 JHL Akt R 504 1) 42 11 R A2 E AN [ ) sk
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(19)Timely and full access by health professionals to the medical records of patients is
fundamental for ensuring continuity of care, avoiding duplications and errors, and reducing
costs. However, due to a lack of interoperability, in many cases health professionals cannot
access the complete medical records of their patients and cannot make optimal medical
decisions for their diagnosis and treatment, which adds considerable costs both for health
systems and for natural persons and can lead to worse health outcomes for natural persons.
Electronic health data made available in an interoperable format and which can be
transmitted between healthcare providers can also reduce the administrative burden on
health professionals of manually entering or copying health data between electronic systems.
Therefore, health professionals should be provided with appropriate electronic means, such
as electronic devices and health professional portals or other health professional access
services, to use personal electronic health data for the exercise of their duties. As it is difficult
to exhaustively determine in advance which data from the existing data in priority categories
are medically relevant in a specific episode of care, health professionals should have a wide
access to data. When accessing data relating to their patients, health professionals should
comply with the applicable law, codes of conduct, deontological guidelines or other
provisions governing ethical conduct with respect to sharing or accessing information,
particularly in life-threatening or extreme situations. In accordance with Regulation (EU)
2016/679, in order to limit their access to what is relevant in a specific episode of care,
healthcare providers should follow the data minimisation principle when accessing personal
electronic health data, limiting the data accessed to data that are strictly necessary and
justified for a given service. Providing health professional access services is a task assigned in
the public interest by this Regulation and the performance of such task requires the
processing of personal data as referred to in Article 6(1), point (e), of Regulation (EU)
2016/679. This Regulation provides for conditions and safeguards for the processing of
electronic health data by the health professional access service in accordance with
Article 9(2), point (h), of Regulation (EU) 2016/679, for instance detailed provisions regarding
logging of access to personal electronic health data and that aim to provide transparency
towards data subjects. However, this Regulation should be without prejudice to national law
concerning the processing of health data for the delivery of healthcare, including national law
establishing categories of health professionals that can process different categories of
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(20)In order to facilitate the exercise of the complementary access and portability rights
established under this Regulation, Member States should establish one or more electronic
health data access services. Those services could be provided at national, regional or local
level, or by healthcare providers, in the form of an online patient portal, an application for
mobile devices or by other means. They should be designed in an accessible way, in particular
for persons with disabilities. Providing such a service to enable natural persons to have easy
access to their personal electronic health data is a substantial public interest. The processing
of personal electronic health data through those services is necessary for the performance of
that task assigned by this Regulation in the sense of Article 6(1), point (e), and Article 9(2),
point (g), of Regulation (EU) 2016/679. This Regulation lays down the necessary conditions
and safeguards for the processing of electronic health data in electronic health data access
services, such as electronic identification of natural persons accessing such services. 5 {# T
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(21)Natural persons should be able to provide an authorisation to other natural persons of their
choice, such as their relatives or other close natural persons, enabling such persons of their
choice to access or control the access to the personal electronic health data of the natural
persons who provide the authorisation or to use digital health services on their behalf. Such
authorisations could also be convenient for other usage by natural persons provided with
such an authorisation. Proxy services for enabling and implementing such authorisations



should be established by Member States, and be linked to personal electronic health data
access services such as patient portals or patient-facing applications for mobile devices.
Those proxy services should also enable guardians to act on behalf of their dependents,
including minors; in such situations, authorisations could be automatic. In addition to those
proxy services, Member States should also establish easily accessible support services to be
provided by adequately trained staff dedicated to assisting natural persons when exercising
their rights. In order to take into account cases in which the display of some personal
electronic health data of dependent persons to their guardians could be contrary to the
interests or the will of their dependents, including minors, Member States should be able to
provide in national law for limitations and safeguards as well as for mechanisms for their
technical implementation. Personal electronic health data access services, such as patient
portals or patient-facing applications for mobile devices, should make use of such
authorisations and thus enable authorised natural persons to access personal electronic
health data falling within the scope of the authorisation. In order to provide a horizontal
solution with increased user-friendliness, digital proxy solutions should be aligned with
Regulation (EU) No 910/2014 of the European Parliament and of the Council (") and the
technical specifications of the European Digital Identity Wallet. That alignment would
contribute to reducing both the administrative and financial burden for Member States by
lowering the risk of developing parallel systems that are not interoperable across the Union.
H AR AN 2 BE 8 1) FLak B ol 5 2R N (BB 2% s B Al e R VIR AR 4%
B, A3 e e e 5 1) N B 098 17 1) s d28 ot 3o B (3 B B SR N B9 N R 1A R0l 1 U5
], AR AMATIAE B A IR 55« SR AT R AT SR A 15 AR N B At g 32 3t
Mo i O 1 B 3 57 T 8 P AT S e 2R BRI IR 55, R L AN N e - R s
ViR Ss Chn g 7)) Wl eI 1) S8 B0 shise s LR PP ) MBS . XA IR 5508
R NBE ORI Z N (CBFEREND 175 AERXMHLLT, SRETLLE H
. B XA RIS AN, R S N S 5 T AR SCRE IR S5, H 32 ad g o B I
TAENGLTT0 ) 5 R NAT AR . R A R N oR 2 i N CEFER AN

AL e AN N T B P Re it 1 2 A NP e e B, R N EAE AV R E
PR AR OR PR i, DA AR LEHE it I BOR SEREAL A . AN R e BB U5 17 IR 55 (Can i
17 P94 s B T 1) B85 (R0 RS B B 46 SRR ) SR LSRR AR, AT SRAS A H AR N
RERS U7 ] SATE A B N B - BB o Dy 1 3R A —AN B8 HL P ACHE 1k st 1o i ok 7
%, BT R TT RN BRI L 2RI S22 55 910/2014 555451 (EUD (7) LA RZ BRI %L
F R HEAR TG ORAFF— B X — B A B T A% s 51 [ A7 ORI B 7 48

BRIA & AR 1 T R AE R R Y T Y Te i LR A R AT R 8 1 RS

(22)In some Member States, healthcare is provided by primary care management teams, which
are groups of health professionals focused on primary care, such as general practitioners,
that carry out their primary care activities based on a healthcare plan that they draw up.
Other types of healthcare teams also exist in several Member States for other care purposes.
In the context of primary use in the EHDS, access should be provided to the health
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(23)The supervisory authorities established pursuant to Regulation (EU) 2016/679 are competent
for monitoring and enforcing the application of that Regulation, in particular for the
monitoring of the processing of personal electronic health data and for handling any
complaints lodged by the natural persons concerned. This Regulation establishes additional
rights for natural persons regarding primary use, which go beyond and complement access
and portability rights enshrined in Regulation (EU) 2016/679. Since those additional rights
should also be enforced by the supervisory authorities established pursuant to Regulation
(EU) 2016/679, Member States should ensure that those supervisory authorities are provided
with the financial and human resources, premises and infrastructure necessary for the
effective performance of those additional tasks. The supervisory authority or authorities
responsible for the monitoring and enforcement of the processing of personal electronic
health data for primary use in compliance with this Regulation should be competent to
impose administrative fines. The legal system of Denmark does not allow for administrative
fines as set out in this Regulation. The rules on administrative fines may be applied in such
a manner that in Denmark the fines are imposed by the competent national courts as
a criminal penalty, provided that such an application of the rules has an equivalent effect to
administrative fines imposed by supervisory authorities. In any event, the fines imposed
should be effective, proportionate and dissuasive fR#E (KX #5241 (EU) 2016/679) WALH]
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(24)Member States ought to strive to adhere to ethical principles, such as the European ethical
principles for digital health adopted by the eHealth Network on 26 January 2022 and the
principle of health professional-patient confidentiality, in the application of this Regulation.
Recognising the importance of ethical principles, the European ethical principles for digital
health provide guidance to practitioners, researchers, innovators, policy-makers and
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(25)The relevance of different categories of electronic health data for different healthcare
scenarios varies. Different categories have also achieved different levels of maturity as
regards standardisation, and therefore the implementation of mechanisms for their exchange
may be more or less complex depending on the category. Therefore, the improvement of
interoperability and data sharing should be gradual and prioritisation of certain categories of
electronic health data is needed. Categories of electronic health data such as patient



summaries, electronic prescriptions and dispensations, medical imaging studies and related
imaging reports, medical test results such as laboratory results and related reports, and
discharge reports have been selected by the eHealth Network as most relevant for the
majority of healthcare situations and should be considered as priority categories for Member
States to implement access to them and their transmission. Where such priority categories of
data represent groups of electronic health data, this Regulation should apply to both the
groups as a whole and to the individual data entries included in those groups. For example,
given that vaccination status is part of a patient summary, the rights and requirements linked
to the patient summary should also apply to such vaccination status even if it is processed
separately from the patient summary as a whole. When further needs for the exchange of
additional categories of electronic health data are identified for healthcare purposes, access
to and exchange of those additional categories should be possible under this Regulation. The
additional categories should be first implemented at Member State level and the exchange
on a voluntary basis of such categories of data in cross-border situations between the
cooperating Member States should be provided for in this Regulation. Particular attention
should be given to data exchange in border regions of neighbouring Member States where
the provision of cross-border health services is more frequent and needs even quicker
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(26)The level of availability of personal health and genetic data in an electronic format varies
between Member States. The EHDS should make it easier for natural persons to have those
data available in electronic format and to control better the access to and sharing of their
personal electronic health data. This would also contribute to the achievement of the target
of 100 % of Union citizens having access to their electronic health records by 2030, as
referred to in Decision (EU) 2022/2481 of the European Parliament and of the Council (2). In
order to make electronic health data accessible and transmissible, such data should be
accessed and transmitted in an interoperable common European electronic health record
exchange format, at least for certain categories of electronic health data such as patient
summaries, electronic prescriptions and dispensations, medical imaging studies and related
imaging reports, medical test results and discharge reports, subject to transition periods.
Where personal electronic health data are made available to a healthcare provider or
a pharmacy by a natural person, or are transmitted by another controller in the European
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electronic health record exchange format, that format should be accepted, and the recipient
should be able to read the data and use them for the provision of healthcare or for
dispensation of a medicinal product, thus supporting the provision of the healthcare services
or the dispensation of the electronic prescription. The European electronic health record
exchange format ought to be designed in a way that facilitates translation of electronic health
data communicated using that format into the official languages of the Union, to the extent
possible. Commission Recommendation (EU) 2019/243 (°) provides the foundations for such
a common European electronic health record exchange format. The interoperability of the
EHDS should contribute to having European health datasets of a high quality. The use of
a European electronic health record exchange format should become more widespread at
Union and national level. The European electronic health record exchange format could allow
for different profiles for its use at the level of EHR systems and at the level of the national
contact points for digital health in MyHealth@EU for cross-border data exchange. %% Ji% /2
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(27)While EHR systems are widespread, the level of digitalisation of health data varies in Member
States depending on data categories and on the coverage of healthcare providers that
register health data in electronic format. In order to support the application of data subjects’
rights of access to and exchange of electronic health data, Union action is needed to avoid
further fragmentation. In order to contribute to a high quality and continuity of healthcare,
certain categories of health data should be registered in electronic format systematically and
in accordance with specific data quality requirements. The European electronic health record
exchange format should form the basis for specifications related to the registration and
exchange of electronic health data. SR L @ id K KRG 252 2N, 155 R0 E
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(28)Telemedicine is becoming an increasingly important tool that can provide patients with
access to care and tackle inequities. It has the potential to reduce health inequalities and
reinforce the free movement of Union citizens across borders. Digital and other technological
tools can facilitate the provision of care in remote regions. When digital services accompany
the physical provision of a healthcare service, the digital service should be included in the
overall care provision. Under Article 168 of the Treaty on the Functioning of the European
Union (TFEU), Member States are responsible for their health policy, in particular for the
organisation and delivery of health services and medical care, including the regulation of
activities such as online pharmacies, telemedicine and other services that they provide and
provide reimbursement for, in line with their national legislation. Different healthcare policies
should not, however, constitute barriers to the free movement of electronic health data in
the context of cross-border healthcare, for example telemedicine and online pharmacy
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(29)Regulation (EU) No 910/2014 lays down the conditions under which Member States perform
identification of natural persons in cross-border situations using identification means issued
by another Member State, establishing rules for the mutual recognition of such electronic
identification means. The EHDS requires secure access to electronic health data, including in
cross-border situations. Electronic health data access services and telemedicine services
should enable natural persons to exercise their rights regardless of their Member State of
affiliation, and should therefore support the identification of natural persons using any
electronic identification means recognised pursuant to Regulation (EU) No 910/2014. Given
the possibility of challenges regarding identity matching in cross-border situations, it might
be necessary for Member States of treatment to provide complementary access mechanisms
such as tokens or codes to natural persons who arrive from other Member States and receive
healthcare. The Commission should be empowered to adopt implementing acts to determine
the requirements for the interoperable and cross-border identification and authentication of
natural persons and health professionals, including any complementary mechanisms that are
necessary to ensure that natural persons can exercise their rights related to personal
electronic health data in cross-border situations. {(Kk )55 910/2014 5 261) FiE T 1A
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(30)Member States should designate relevant digital health authorities for the planning and
implementation of standards for access to and transmission of electronic health data and the
enforcement of the rights of natural persons and health professionals, as separate
organisations or as part of already existing authorities. The digital health authority staff
should not have any financial or other interests in industries or economic activities which
could affect their impartiality. Digital health authorities already exist in most of the Member
States and they deal with EHRs, interoperability, security or standardisation. When carrying
out their tasks, digital health authorities should cooperate in particular with the supervisory
authorities established pursuant to Regulation (EU) 2016/679 and supervisory bodies
established pursuant to Regulation (EU) No 910/2014. Digital health authorities can also
cooperate with the European Artificial Intelligence Board established by Regulation (EU)
2024/1689 of the European Parliament and of the Council (©), the Medical Device
Coordination Group established by Regulation (EU) 2017/745 of the European Parliament
and of the Council (1), the European Data Innovation Board established pursuant to
Regulation (EU) 2022/868 of the European Parliament and of the Council () and the
competent authorities under Regulation (EU) 2023/2854 of the European Parliament and of
the Council (). Member States should facilitate the participation of national actors in the
cooperation at Union level, the conveying of expertise and the provision of advice on the
design of solutions necessary to achieve the goals of the EHDS. Ji¥ i1 [E N 45 7€ #H 5% £ 7 {8 B
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(31)Without prejudice to any other administrative or non-judicial remedy, any natural or legal
person should have the right to an effective judicial remedy against a legally binding decision
of a digital health authority concerning them or where a digital health authority does not
handle a complaint or does not inform the natural or legal person within three months about
the progress or outcome of the complaint. Proceedings against a digital health authority
should be brought before the courts of the Member States where the digital health authority
is established. 7E AN T AF ] HAMAT B ARE RIE RS S HERI AT 52 T, ARAT 3 SR N ERIE A B
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(32)Digital health authorities should have sufficient technical skills, possibly by bringing together
experts from different organisations. The activities of digital health authorities should be
well-planned and monitored in order to ensure their efficiency. Digital health authorities
should take the necessary measures to protect the rights of natural persons by setting up
national, regional, and local technical solutions such as national EHR intermediation solutions
and patient portals. When taking such necessary protective measures, digital health
authorities should apply common standards and specifications in such solutions, promote the
application of the standards and specifications in procurement procedures and use other
innovative means including reimbursement of solutions that are compliant with
interoperability and security requirements of the EHDS. Member States should ensure that
appropriate training initiatives are taken. In particular, health professionals should be
informed and trained with regard to their rights and obligations under this Regulation. To
carry out their tasks, the digital health authorities should cooperate at Union and national
level with other entities, including with insurance bodies, healthcare providers, health
professionals, manufacturers of EHR systems and of wellness applications, as well as other
stakeholders from the health or information technology sector, entities handling
reimbursement schemes, health technology assessment bodies, medicinal products
regulatory authorities and agencies, medical devices authorities, procurers and cybersecurity
or e-ID authorities. 207 B T R 1 TN B4 R 0 I HoR T RE,  BVF AT DLEIC AR H
LT HORSEI . B BRI TG sh N el s R A 12, DA IR LR . %
TR TR BRI EEHEOR YT B AR NIIRCH], ESL [ 5K, M DRI 5 2 TH R R
fil R T2, A [ 5 R T R AR S T A R DT AR T M o R SR SR ) R
FPAE T, Hr R T AR TN AR X LA R T S K G AR A RIYE,  HESNIX L hR i
MFEAE RIS, JER ARG FB AR AT & v Bl 4 1) T
VEPEM 22 4 BRI AR DT SRR AR o 08 B SR DR il A B I 28 i o R, B
) ATV N S B A TR N A SR 8 A A AT BRI AN 55 IEATER DT, BT g &=
ST N AE R AN [ 5K T S A SEAA T RS AR, AR RIGAL . BT RS R . T
B NG TR S R G M RS AR A R, DL AR R BRI
MRS ARG« ALBRHRAS LRI Se AR . DAEEORPHE LA . 29 i BN BT 2
EERTTS SR LA N 248 2 A B 1 S R T .

(33)Access to and transmission of electronic health data is relevant in cross-border healthcare
situations, as it can support continuity of healthcare when natural persons travel to other
Member States or change their place of residence. Continuity of care and rapid access to
personal electronic health data is even more important for residents in border regions who
cross the border frequently to get healthcare. In many border regions, some specialised
healthcare services might be available closer across the border than in the same Member
State. Infrastructure is needed for the transmission of personal electronic health data across
borders, in situations where a natural person is using services of a healthcare provider
established in another Member State. The gradual expansion of such infrastructure and its
funding should be considered. A voluntary infrastructure for that purpose, MyHealth@EU,
was established as part of the actions to achieve the objectives set up in Directive
2011/24/EU of the European Parliament and of the Council (). Through MyHealth@EU,
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Member States started to provide natural persons with the possibility of sharing their
personal electronic health data with healthcare providers when travelling abroad. Building on
that experience, the participation of Member States in MyHealth@EU as established by this
Regulation should be mandatory. Technical specifications for MyHealth@EU should enable
the exchange of priority categories of electronic health data as well as additional categories
supported by the European electronic health record exchange format. Those specifications
should be defined by means of implementing acts and should be based on the cross-border
specifications of the European electronic health record exchange format, complemented by
further specifications on cybersecurity, technical and semantic interoperability, operations
and service management. Member States should be required to join MyHealth@EU, comply
with its technical specifications and connect healthcare providers, including pharmacies, to it,
as this is necessary for enabling natural persons to exercise their rights under this Regulation
to access and make use of their personal electronic health data regardless of the Member
State where the natural persons are located fEES IR =750, 7@ BEEHE 1SR A&
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(34)MyHealth@EU provides a common infrastructure for the Member States to ensure
connectivity and interoperability in an efficient and secure way to support cross-border
healthcare, without affecting Member States’ responsibilities before and after the
transmission of personal electronic health data through it. Member States are responsible for
the organisation of their national contact points for digital health and for the processing of
personal data for the purposes of the delivery of healthcare, before and after the
transmission of those data through MyHealth@EU. The Commission should monitor through
compliance checks the compliance of national contact points for digital health with the
necessary requirements regarding the technical development of MyHealth@EU as well as
with detailed rules concerning the security, confidentiality and protection of personal
electronic health data. In the event of serious non-compliance by a national contact point for
digital health, the Commission should be able to suspend the services affected by the
non-compliance provided by that national contact point for digital health. The Commission
should act as a processor on behalf of the Member States within MyHealth@EU and should
provide central services for it. To ensure compliance with data protection rules and to
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provide a risk management framework for the transmission of personal electronic health
data, the specific responsibilities of the Member States, as joint controllers, and the
Commission’s obligations as processor on their behalf should be specified by means of
implementing acts. Each Member State is solely responsible for data and services in that
Member State. This Regulation provides the legal basis for the processing of personal
electronic health data in MyHealth@EU as a task carried out in the public interest assigned
by Union law referred to in Article 6(1), point (e), of Regulation (EU) 2016/679. That
processing is necessary for the provision of healthcare in cross-border situations, as
mentioned in Article 9(2), point (h), of that Regulation.MyHealth@EU 4 Ji% 51 [E 24t 7 —>
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(35)In addition to services in MyHealth@EU for the exchange of personal electronic health data
based on the European electronic health record exchange format, other services or
supplementary infrastructures could be needed, for example in cases of public health
emergencies or where the architecture of MyHealth@EU is not suitable for the
implementation of some use cases. Examples of such use cases include support for
vaccination card functionalities, including the exchange of information on vaccination plans,
or verification of vaccination certificates or other health-related certificates. Such additional
use cases would also be important for introducing additional functionality for handling public
health crises, such as support for contact tracing for the purposes of containing infectious
diseases. MyHealth@EU should support exchanges of personal electronic health data with
national contact points for digital health of relevant third countries and systems established
at international level by international organisations in order to contribute to the continuity of
healthcare. This is particularly relevant for individuals travelling to and from neighbouring
third countries, candidate countries, and the associated overseas countries and territories.
The connection of such national contact points for digital health of third countries to
MyHealth@EU and the interoperability with digital systems established at international level
by international organisations should be subject to a check ensuring the compliance of those
contact points and digital systems with the technical specifications, data protection rules and
other requirements of MyHealth@EU. In addition, given that the connection to
MyHealth@EU will entail transfers of personal electronic health data to third countries, such
as sharing a patient summary when the patient seeks care in that third country, relevant
transfer instruments under Chapter V of Regulation (EU) 2016/679 should be put in place.



The Commission should be empowered to adopt implementing acts to facilitate the
connection of such national contact points for digital health of third countries and systems
established at international level by international organisations to MyHealth@EU. When
preparing those implementing acts, the Commission should take into account Member
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(36)In order to enable the seamless exchange of electronic health data and ensure respect for the
rights of natural persons and health professionals, EHR systems marketed in the internal
market should be able to store and transmit, in a secure way, high quality electronic health
data. It is a key objective of the EHDS to ensure the secure and free movement of electronic
health data across the Union. To that end, a mandatory conformity self-assessment scheme
for EHR systems processing one or more priority categories of electronic health data should
be established to overcome market fragmentation while ensuring a proportionate approach.
Through the self-assessment, EHR systems will prove compliance with the requirements on
interoperability, security and logging for communication of personal electronic health data
established by the two mandatory EHR software components harmonised by this Regulation,
namely the European interoperability software component for EHR systems and the
European logging software component for EHR systems (the ‘harmonised software
components of EHR systems’). The harmonised software components of EHR systems mainly
concern data transformation, although they may imply the need for indirect requirements for
data registration and data presentation in EHR systems. Technical specifications for the
harmonised software components of EHR systems should be defined by means of
implementing acts and should be based on the use of the European electronic health record
exchange format. The harmonised software components of EHR systems should be designed
to be reusable and to integrate seamlessly with other components within a larger software
system. The security requirements of the harmonised software components of EHR systems
should cover elements specific to EHR systems, as more general security properties should be
supported by other mechanisms such as those under Regulation (EU) 2024/2847 of the
European Parliament and of the Council (). To support that process, European digital testing
environments should be set up to provide automated means to test whether the functioning
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of the harmonised software components of an EHR system is compliant with the
requirements laid down in this Regulation. To that end, implementing powers should be
conferred on the Commission to determine the common specifications for those
environments. The Commission should develop the necessary software for the testing
environments and make it available as open source. Member States should be responsible for
the operation of the digital testing environments, as they are closer to manufacturers and
better placed to support them. Manufacturers should use those digital testing environments
to test their products before placing them on the market while continuing to bear full
responsibility for the compliance of their products. The results of the test should become
part of the product’s technical documentation. Where the EHR system or any part of it
complies with European standards or common specifications, the list of the relevant
European standards and common specifications should also be indicated in the technical
documentation. To support the comparability of EHR systems, the Commission should
prepare a uniform template for the technical documentation accompanying such systems. A
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(37)EHR systems should be accompanied by an information sheet that includes information for its
professional users and by clear and complete instructions for use, including in accessible
formats for persons with disabilities. If an EHR system is not accompanied by such
information, the manufacturer of the EHR system concerned, its authorised representative
and all other relevant economic operators should be required to add to the EHR system that
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information sheet and those instructions for use. 7 i i 1c 5 RGN i — 05 Bk, H
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(38)While EHR systems specifically intended by the manufacturer to be used for processing one
or more specific categories of electronic health data should be subject to mandatory
self-certification, software for general purposes should not be considered to be an EHR
system, even when used in a healthcare setting, and should therefore not be required to
comply with this Regulation. That covers cases such as text-processing software used for
writing reports that would then become part of written electronic health records,
general-purpose middleware, or database management software that is used as part of data
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(39)This Regulation imposes a mandatory conformity self-assessment scheme for the harmonised
software components of EHR systems to ensure that EHR systems placed on the Union
market are able to exchange data in the European electronic health record exchange format
and that they have the required logging capabilities. That mandatory conformity
self-assessment, which would be in the form of an EU declaration of conformity by the
manufacturer, should ensure that those requirements are fulfilled in a proportionate way,
while avoiding an undue burden on Member States and manufacturers. s 2% {1 %} H, 1~ ¢
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(40)Manufacturers should affix in the accompanying documents of the EHR system, and where
applicable on its packaging, a CE marking of conformity indicating that the EHR system is in
conformity with this Regulation and, in respect of aspects not covered by this Regulation,
with other applicable Union law which also requires the affixing of such marking. Member
States should build upon existing mechanisms to ensure the correct application of the
provisions on the CE marking of conformity under relevant Union law and should take
appropriate action in the event of improper use of that marking. fill it & . 7E B T & B 1 3%
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(41)Member States should remain competent to define requirements relating to any other
software components of EHR systems and the terms and conditions for connection of
healthcare providers to their respective national infrastructures, which could be subject to
third-party assessment at national level. In order to facilitate the smooth functioning of the



internal market for EHR systems, digital health products and associated services, it is
necessary to ensure as much as possible transparency as regards national law establishing
requirements for EHR systems and provisions on their conformity assessment in relation to
aspects other than the harmonised software components of EHR systems. Therefore,
Member States should inform the Commission of those national requirements so it has the
necessary information to ensure that they do not adversely affect the harmonised software
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(42)Certain software components of EHR systems could be considered medical devices under
Regulation (EU) 2017/745 or in vitro diagnostic medical devices under Regulation (EU)
2017/746 of the European Parliament and of the Council (). Software or modules of
software which fall within the definition of a medical device, in vitro diagnostic medical
devices or an artificial intelligence (Al) system considered to be high-risk (the ‘high-risk Al
system’) should be certified in accordance with Regulations (EU) 2017/745, (EU) 2017/746
and (EU) 2024/1689, as applicable. While such products are required to fulfil the
requirements under the respective Regulation governing those products, Member States
should take appropriate measures to ensure that the respective conformity assessment is
carried out as a joint or coordinated procedure in order to limit the administrative burden on
manufacturers and other economic operators. The essential requirements on interoperability
of this Regulation should only apply to the extent that the manufacturer of a medical device,
an in vitro diagnostic medical device, or a high-risk Al system, which is providing electronic
health data to be processed as part of the EHR system, claims interoperability with such EHR
system. In such case, the provisions on common specifications for EHR systems should be
applicable to those medical devices, in vitro diagnostic medical devices and high-risk Al
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(43)To further support interoperability and security, Member States should be able to maintain or

define specific rules for the procurement, reimbursement or financing of EHR systems at
national level in the context of the organisation, delivery or financing of health services. Such
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specific rules should not impede the free movement of EHR systems in the Union. Some
Member States have introduced mandatory certification of EHR systems or mandatory
interoperability testing for their connection to national digital health services. Such
requirements are commonly reflected in procurement procedures organised by healthcare
providers and national or regional authorities. The mandatory certification of EHR systems at
Union level should establish a baseline that can be used in procurement procedures at
national level it — 0 SCRE T ERAE IR AN 22 4, RSO0 [ N RESAE R YT IR 55 HOAH A it
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(44)In order to guarantee the effective exercise by patients of their rights under this Regulation,
healthcare providers developing and using an EHR system ‘in-house’ to carry out internal
activities without placing it on the market in return for payment or remuneration should also
comply with this Regulation. In that context, such healthcare providers should comply with all
requirements applicable to manufacturers as regards such EHR systems that are developed
‘in-house’ and that such healthcare providers put into service. However, given that the
healthcare providers may need additional time to prepare for compliance with this
Regulation, those requirements should only apply to such systems after an extended
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(45)It is necessary to provide for a clear and proportionate distribution of obligations
corresponding to the role of each economic operator in the supply and distribution process
of EHR systems. Economic operators should be responsible for compliance in relation to their
respective roles in such process and should ensure that they make available on the market
only EHR systems which comply with relevant requirements. & b EAR IR N Z T8 EH L
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(46)Compliance with essential requirements on interoperability and security should be
demonstrated by the manufacturers of EHR systems through the implementation of common
specifications. To that end, implementing powers should be conferred on the Commission to
determine such common specifications regarding datasets, coding systems, technical
specifications, standards, specifications and profiles for data exchange, as well as
requirements and principles related to patient safety and the security, confidentiality,
integrity and protection of personal data, and specifications and requirements related to
identification management and the use of electronic identification. Digital health authorities



should contribute to the development of such common specifications. Where applicable,
those common specifications should be based on existing harmonised standards for the
harmonised software components of EHR systems and be compatible with sectoral law.
Where common specifications have a particular importance in relation to personal data
protection requirements concerning EHR systems, they should be subject to consultation
with the European Data Protection Board (EDPB) and the European Data Protection
Supervisor (EDPS) before their adoption, pursuant to Article 42(2) of Regulation (EU)
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(47)In order to ensure there is appropriate and effective enforcement of the requirements and
obligations laid down in this Regulation, the system of market surveillance and compliance of
products established by Regulation (EU) 2019/1020 of the European Parliament and of the
Council (v) should apply. Depending on the organisation defined at national level, such
market surveillance activities could be carried out by the digital health authorities ensuring
the proper implementation of Chapter Il of this Regulation or by a separate market
surveillance authority responsible for EHR systems. While designating digital health
authorities as market surveillance authorities could have significant practical advantages for
the implementation of health and care, any conflicts of interest should be avoided, for
instance by separating different tasks. i /A 25 151 J 52 122 SR A L5579 2138 24 HA 00
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(48)The staff of market surveillance authorities should have no direct or indirect economic,
financial or personal conflicts of interest that might be considered prejudicial to their
independence and, in particular, they should not be in a situation that could, directly or
indirectly, affect the impartiality of their professional conduct. Member States should
determine and publish the selection procedure for market surveillance authorities. They
should ensure that the procedure is transparent and does not allow conflicts of interest. i 1%
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(49)Users of wellness applications, including applications for mobile devices, should be informed

about the capacity of such applications to be connected and to supply data to EHR systems or
to national electronic health solutions in cases where data produced by wellness applications
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are useful for healthcare purposes. The capability of those applications to export data in an
interoperable format is also relevant for data portability purposes. Where applicable, users
should also be informed about the compliance of such wellness applications with
interoperability and security requirements. However, given the large number of wellness
applications and the limited relevance for healthcare purposes of the data produced by many
of them, a certification scheme for these applications would not be proportionate.
A mandatory labelling scheme for wellness applications for which interoperability with EHR
systems is claimed should therefore be established as an appropriate mechanism for
providing transparency for the users of wellness applications regarding compliance with
requirements under this Regulation, thereby supporting users in their choice of appropriate
wellness applications with high standards of interoperability and security. The Commission
should set out by means of implementing acts the details regarding the format and content
of such label f# FER N HIREFr (BB S e BHAEFE ) RO R 1 AR, i Sep RS
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(50)Member States should remain free to regulate other aspects of the use of wellness
applications, provided that the corresponding rules are in compliance with Union law./i{ i
S ER B oS g e 2 FH R A5 FH ) FL At D7 TRT R AT 8 A0 L e, R R A R T 5 B B v
.

(51)The distribution of information on certified EHR systems and labelled wellness applications is
necessary to enable procurers and users of such products to find interoperable solutions for
their specific needs. A database of interoperable EHR systems and wellness applications,
which do not fall within the scope of Regulations (EU) 2017/745 and (EU) 2024/1689, should
therefore be established at Union level, similar to the European database on medical devices
(Eudamed) established by Regulation (EU) 2017/745. The objectives of the EU database for
registration of EHR systems and wellness applications should be to enhance overall
transparency, to avoid multiple reporting requirements and to streamline and facilitate the
flow of information. For medical devices and Al systems, the registration should be
maintained under the existing databases established, respectively, under Regulations (EU)
2017/745 and (EU) 2024/1689, but the compliance with interoperability requirements should
be indicated by manufacturers when they claim such compliance, in order to provide
information to procurers. X £ i3 VA IE ¥ B 7~ f B2 10 3% 22 40 A1 s A A 28 R8N A A2 7 1)
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(52)Without hindering or replacing contractual arrangements or other mechanisms in place, this
Regulation is aimed at establishing a common mechanism to access electronic health data for
secondary use across the Union. Under that mechanism, health data holders should make
the data they hold available on the basis of a data permit or a health data request. For the
purpose of processing electronic health data for secondary use, one of the legal bases
referred to in Article 6(1), points (a), (c), (e) or (f), of Regulation (EU) 2016/679 in conjunction
with Article 9(2) thereof is required. Accordingly, this Regulation provides for a legal basis for
the secondary use of personal electronic health data, including the safeguards required
under Article 9(2), points (g) to (j), of Regulation (EU) 2016/679 to allow the processing of
special categories of data, in terms of lawful purposes, trusted governance for providing
access to health data through the involvement of health data access bodies, and processing
in a secure processing environment, as well as arrangements for data processing, set out in
the data permit. Consequently, Member States should no longer be able to maintain or
introduce under Article 9(4) of Regulation (EU) 2016/679 further conditions, including
limitations and specific provisions requesting the consent of natural persons, with regard to
the processing for secondary use of personal electronic health data under this Regulation,
with the exception of the introduction of stricter measures and additional safeguards at
national level aimed at safeguarding the sensitivity and value of certain data as laid down in
this Regulation. Health data applicants should also demonstrate a legal basis referred to in
Article 6 of Regulation (EU) 2016/679 that allows them to request access to electronic health
data pursuant to this Regulation and should fulfil the conditions set out in Chapter IV thereof.
In addition, the health data access body should assess the information provided by the health
data applicant, based on which it should be able to issue a data permit for the processing of
personal electronic health data pursuant to this Regulation that should fulfil the
requirements and conditions set out in Chapter IV of this Regulation. For processing of
electronic health data held by the health data holders, this Regulation creates the legal
obligation within the meaning of Article 6(1), point (c), of Regulation (EU) 2016/679, in
accordance with Article 9(2), points (i) and (j), of that Regulation, for the health data holder
to make available the personal electronic health data to health data access bodies, while the
legal basis for the purpose of the initial processing, for example the delivery of healthcare, is
unaffected. This Regulation also assigns tasks in the public interest within the meaning of
Article 6(1), point (e), of Regulation (EU) 2016/679 to the health data access bodies, and
meets the requirements of Article 9(2), points (g) to (j), as applicable, of that Regulation. If
the health data user relies upon a legal basis set out in Article 6(1), point (e) or (f), of
Regulation (EU) 2016/679, this Regulation should provide for the safeguards required under
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(53)Electronic health data used for secondary use can bring great societal benefits. The uptake of
real-world data and real-world evidence, including patient-reported outcomes, for
evidence-based regulatory and policy purposes as well as for research, health technology
assessment and clinical objectives should be encouraged. Real-world data and real-world
evidence have the potential to complement health data currently made available. To achieve
that goal, it is important that datasets made available for secondary use pursuant to this
Regulation be as complete as possible. This Regulation provides the necessary safeguards to
mitigate certain risks involved in the achievement of those benefits. The secondary use of
electronic health data is based on pseudonymised or anonymised data, in order to preclude
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(54)To balance the need of health data users to have exhaustive and representative datasets with
the need for autonomy of natural persons over personal electronic health data of theirs that
are considered particularly sensitive, natural persons should be able to make the decision as
to whether their personal electronic health data can be processed for secondary use under
this Regulation, in the form of a right to opt out from having those data being made available
for secondary use. An easily understandable and accessible user-friendly mechanism to



exercise that right to opt out should be provided for. Moreover, it is imperative to provide
natural persons with sufficient and complete information regarding their right to opt out,
including on the benefits and drawbacks entailed by exercising that right. Natural persons
should not be required to give any reasons for opting out and should have the possibility of
reconsidering their choice at any time. However, for certain purposes with a strong link to the
public interest, such as activities for protection against serious cross-border threats to health
or scientific research for important reasons of public interest, it is appropriate to provide for
a possibility for Member States to establish, taking into account their national context,
mechanisms to provide access to personal electronic health data of natural persons who have
exercised their right to opt out, to ensure that complete datasets can be made available in
those situations. Such mechanisms should comply with the requirements established for
secondary use under this Regulation. Scientific research for important reasons of public
interest could for example include research addressing unmet medical needs, including for
rare diseases, or emerging health threats. The rules on such overrides should respect the
essence of the fundamental rights and freedoms and be a necessary and proportionate
measure in a democratic society to fulfil the public interest in relation to legitimate scientific
and societal objectives. Such overrides should only be available to health data users that are
public sector bodies, or relevant Union institutions, bodies, offices or agencies, entrusted
with the performance of tasks in the area of public health, or to another entity entrusted
with the performance of public tasks in the area of public health or acting on behalf of or
commissioned by a public authority, and only where the data cannot be obtained by
alternative means in a timely and effective manner. Those health data users should justify
that the use of the override is necessary for an individual health data access application or
health data request. When such an override is applied, the safeguards under Chapter IV
should continue to be applied by health data users, in particular the prohibition of
re-identification or attempting to re-identify the natural persons concerned. >}y | “F- 77 {i& k£
P fs 0 S H AR SRR TR, 5 B IR NR A R il U N 1
R E BRI MBI R,  H RN A AR E HAS N 8 B 2 15 AT Ak 9
KRBT B, BRI ROV A BGRFEAR A T =& . Bt —Fh 5
TEE . AT IRECH A P A RO, DT X MR AL B4, e Zita H AR AR AR
THIB AU 785> B B ME S, BREAT AR Py K i s A A B . BARATE RN
PR AR, I B R Re B R S k. AR, XTI 5 AL
HZR VAR H B, B an oyl v ™ 5 00 8 S 48 e o im e s 2, B T E A
A SRR HEAT R AR T, 0 N A BUR S A [ [ 1%, @S ARSCHLE],  fevFdsie &
TR AL B AR NI N BT R, DA DR AE X LE 45 00 T RE WS 3R 11t 58 B 1 B dls
8o BLZEHLHI BT & A S8 b ok T A I ROREE o T BB JER 28 SR R PR R 27
PR, AN AR L BB YT R oK CRLREEE WBm ) BGRT HE B A e Bl i O Jee 1)
WHoT. A RIS HME IR E B 24 W B ABCRIA 5 A, JF R R EHadh
NI BRI A AL 2 H AR 5 B 2 S8R 73 BT R B 6 22 BARBR I it . kR4 o
TE O BLTE T FEEB T IHLAL « 032 B4 AT A 3k DA QU AT 55 AR S R BE B+ 14144
IPFAL BN, B2 BAEPAT A 3L ARSI A AT S . BREA LY /AT FHEZ A
2 R AT ol S, HAXAE To ki ad FoAth 77 28 A R SR ICE R I & o X e fid
FREHEAS 2 B 2SR B, FERE g ) (e R U 1) RO B R A s SR, s A9 M
DA A E  aE F SR A LI, A RS 15 P 5 N 24 2K S0 T 25 DU 25 R E 1 O i



FEtE, RE 2 AR R IR B RO AR 5 B IR NI REE -

(55)In the context of the EHDS, electronic health data already exist and are being collected by,
among others, healthcare providers, professional associations, public institutions, regulators,
researchers and insurers in the course of their activities. Those data should also be made
available for secondary use, that is to say for processing of data for purposes other than
those for which they were collected or produced, however, many of such data are not made
available for processing for such purposes. This limits the ability of researchers, innovators,
policy-makers, regulators and doctors to use those data for different purposes, including
research, innovation, policymaking, regulatory purposes, patient safety or personalised
medicine. In order to fully exploit the benefits of secondary use, all health data holders
should contribute to this effort in making different categories of electronic health data they
are holding available for secondary use, provided that such effort is always made through
effective and secured processes, with due respect for professional duties, such as
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(56)The categories of electronic health data that can be processed for secondary use should be
broad and flexible enough to accommodate the evolving needs of health data users, while
remaining limited to data related to health or known to influence health. They can also
include relevant data from the health system, for example electronic health records, claims
data, dispensation data, data from disease registries or genomic data, as well as data with an
impact on health, for example data on consumption of different substances, socioeconomic
status or behaviour, and data on environmental factors such as pollution, radiation or the use
of certain chemical substances. The categories of electronic health data for secondary use
include some categories of data that were initially collected for other purposes such as
research, statistics, patient safety, regulatory activities or policymaking, for example,
policymaking registries or registries concerning the side effects of medicinal products or
medical devices. European databases that facilitate use or reuse of data are available in some
areas, such as cancer (the European Cancer Information System) or rare diseases (for
example, the European Platform on Rare Disease Registration and European reference
networks (ERN) registries). The categories of electronic health data that can be processed for
secondary use should also include automatically generated data from medical devices and
person-generated data, such as data from wellness applications. Data on clinical trials and
clinical investigations should also be included in the categories of electronic health data for
secondary use when the clinical trial or clinical investigation has ended, without affecting any
voluntary data sharing by the sponsors of ongoing trials and investigations. Electronic health
data for secondary use should be made available preferably in a structured electronic format



that facilitates their processing by computer systems. Examples of structured electronic
formats include records in a relational database, XML documents or CSV files and free text,
audios, videos and images provided as computer-readable files. 7] F F — % {# FH ) BB T {22 B
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(57)Health data users who benefit from access to datasets provided for under this Regulation
could enrich the data in those datasets with various corrections, annotations and other
improvements, for instance by supplementing missing or incomplete data, thus improving
the accuracy, completeness or quality of the data in the datasets. Health data users should be
encouraged to report critical errors in datasets to health data access bodies. To support the
improvement of the initial database and further use of the enriched dataset, Member States
should be able to establish rules for the processing and the use of electronic health data
containing improvements related to the processing of those data. The improved dataset
should be made available free of charge to the original health data holder together with
a description of the improvements. The health data holder should make the new dataset
available, unless it provides a justified notification to the health data access body for not
doing so, for instance in cases in which the enrichment by the health data user is of low
quality. It should be ensured that non-personal electronic health data are available for
secondary use. In particular, pathogen genomic data hold significant value for human health,
as shown during the COVID-19 pandemic during which timely access to and sharing of such
data proved to be essential for the rapid development of detection tools, medical
countermeasures and responses to public health threats. The greatest benefit from pathogen
genomics efforts will be achieved when public health and research processes share datasets
and cooperate to inform and improve each other. M\ A< 2% 15 #1 5 3K B #5 F 4 1) 1 B B0 £
M, FTLGHEE SRR IE . R A O ok R R e A T s, kb Fe sk ok
BN TERE R, AT B i B S i B n e M . SRR R . RSl A R A
P 1o RS U5 e AL i o Bt B B ™ B AR . D SCHR I AR HE 12 i ek A K
JE B — AT, G N R 1) T AT O A FRATAE B 15 5 X e AR Ak BEAH SC 1Y
SO A 2 ) R R RN o SOt T ) R N [ et i B — S e 9 3R 2 S 4R
g R 5 o (g BRI 5 3 N AR SR OB B, BRARJL ) 4 B U7 R MR $2 it
H RN BE R @ RN, G £ R REBCE T B R E N R R BRSO T o BRI R



AR N Bl o] A A o A, S A DA 2 B ek A\ e f B AL A
rE, IS et s 58 928 45 BT P s O R, R S SREURIE 52 s SR I T - bR
SETF RN TR BES7 0T 5 DL RIS A 36 AR i R L, 8 3L DR R Fiad A A
FHARHITT G A EAR S ASGERT, 9 S A3 R 22 AR HOR B K a At

(58)In order to increase the effectiveness of the secondary use of personal electronic health data,
and to fully benefit from the possibilities offered by this Regulation, the availability in the
EHDS of electronic health data described in Chapter IV should be such that the data are as
accessible, high-quality, ready and suitable for the purpose of creating scientific, innovative
and societal value and quality as possible. Work on the implementation of the EHDS and
further dataset improvements should be conducted in a manner that prioritises the datasets
that are the most suitable for creating such value and quality. J$& &4~ A BT &P K
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(59)Public or private entities often receive public funding from national or Union funds to collect
and process electronic health data for research, official or unofficial statistics, or other similar
purposes, including in areas where the collection of such data is fragmented or difficult, such
as in relation to rare diseases or cancer. Such data, collected and processed by health data
holders with the support of Union or national public funding, should be made available to
health data access bodies, in order to maximise the impact of the public investment and
support research, innovation, patient safety or policymaking, benefiting society. In some
Member States, private entities, including private healthcare providers and professional
associations, play a pivotal role in the health sector. The health data held by such providers
should also be made available for secondary use. The health data holders in the context of
secondary use should therefore be entities that are healthcare providers or care providers or
carry out research with regard to the healthcare or care sectors, or develop products or
services intended for the healthcare or care sectors. Such entities can be public, not for profit
or private. In line with this definition, nursing homes, day-care centres, entities providing
services for people with disabilities, entities carrying out business and technological activities
related to care such as orthopaedics and companies providing care services should be
considered health data holders. Legal persons developing wellness applications should also
be considered health data holders. Union institutions, bodies, offices or agencies that process
those categories of health and healthcare data as well as mortality registries should also be
considered health data holders.In order to avoid a disproportionate burden for natural
persons and microenterprises, they should be, as a general rule, exempted from the
obligations on health data holders. Member States should, however, be able to extend the
obligations of health data holders to natural persons and microenterprises in their national
law. To reduce the administrative burden, and in light of the effectiveness and efficiency
principles, Member States should be able to require in their national law that health data
intermediation entities carry out the duties of certain categories of health data holders. Such
health data intermediation entities should be legal persons able to process, make available,



register, provide, restrict access to, and exchange electronic health data for secondary use
provided by health data holders. Such health data intermediation entities perform tasks that
differ from those of data intermediation services under Regulation (EU) 2022/868. /2 31 5 A
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(60)Electronic health data protected by intellectual property rights or trade secrets, including
data on clinical trials, investigations and studies, can be very useful for secondary use and can
foster innovation within the Union for the benefit of Union patients. In order to incentivise
continuous Union leadership in this domain, it is important to encourage the sharing of
clinical trials and clinical investigations data through the EHDS for secondary use. Clinical
trials and clinical investigations data should be made available to the extent possible, while
taking all necessary measures to protect intellectual property rights and trade secrets. This
Regulation should not be used to reduce or circumvent such protection and should be
consistent with the relevant transparency provisions laid down in Union law, including for
clinical trials and clinical investigations data. Health data access bodies should assess how to
preserve such protection while enabling access to such data for health data users to the
extent possible. If a health data access body is unable to provide access to such data, it
should inform the health data user and explain why it is not possible to provide such access.
Legal, organisational and technical measures to protect intellectual property rights or trade
secrets could include common electronic health data access contractual arrangements,
specific obligations within the data permit in relation to such rights, pre-processing the data
to generate derived data that protect a trade secret but nonetheless have a utility for the
health data user or configuration of the secure processing environment so that such data are
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(61)The secondary use of health data under the EHDS should enable public, private and
not-for-profit entities, as well as individual researchers, to have access to health data for
research, innovation, policymaking, educational activities, patient safety, regulatory activities
or personalised medicine, in line with the purposes as set out in this Regulation. Access to
data for secondary use should contribute to the general interest of society. In particular, the
secondary use of health data for research and development purposes should contribute to
benefiting society in the form of new medicines, medical devices, and healthcare products
and services at affordable and fair prices for Union citizens, as well as to enhancing access to
and the availability of such products and services in all Member States. Activities for which
access in the context of this Regulation is lawful could include using the electronic health
data for tasks carried out by public sector bodies, such as the exercise of public duty,
including public health surveillance, planning and reporting duties, health policymaking, and
ensuring patient safety, quality of care and the sustainability of healthcare systems. Public
sector bodies and Union institutions, bodies, offices and agencies might need to have regular
access to electronic health data for an extended period of time, including in order to fulfil
their mandate, as is provided for in this Regulation. Public sector bodies could carry out such
research activities by using third parties, including sub-contractors, as long as the public
sector body remains at all times the supervisor of those activities. The provision of the data
should also support activities related to scientific research. The notion of scientific research
purposes should be interpreted in a broad manner, including technological development and
demonstration, fundamental research, applied research and privately funded research.
Activities related to scientific research include innovation activities such as training of Al
algorithms that could be used in healthcare or the care of natural persons, as well as the
evaluation and further development of existing algorithms and products for such purposes. It
is necessary that the EHDS also contribute to fundamental research, and, although its
benefits to end-users and patients might be less direct, such fundamental research is crucial
for societal benefits in the longer term. In some cases, the information of some natural
persons, such as genomic information of natural persons with a certain disease, could
contribute to the diagnosis or treatment of other natural persons. There is a need for public
sector bodies to go beyond the scope of ‘exceptional need’ of Chapter V of Regulation (EU)
2023/2854. However, health data access bodies should be allowed to provide support to
public sector bodies when processing or linking data. This Regulation provides for a channel
for public sector bodies to obtain access to information that they require for fulfilling the
tasks assigned to them by law, but does not extend the mandate of such public sector bodies.
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(62)Any attempt to use electronic health data for measures detrimental to natural persons, such
as to increase insurance premiums, to engage in activities potentially detrimental to natural
persons related to employment, pensions or banking, including mortgaging of properties, to
advertise products or treatments, to automate individual decision-making, to re-identify
natural persons or to develop harmful products should be prohibited. That prohibition should
also apply to activities contrary to ethical provisions under national law, with the exception of
ethical provisions relating to consent to the processing of personal data and ethical
provisions relating to the right to opt out, since this Regulation takes precedence over
national law in accordance with the general principle of the primacy of Union law. It should
also be prohibited to provide access to, or otherwise make available, electronic health data to
third parties not mentioned in the data permit. The identity of authorised persons, in
particular the identity of the principal investigator, who will have the right pursuant to this
Regulation to access electronic health data in the secure processing environment should be
indicated in the data permit. The principal investigators are the main persons responsible for
requesting access to the electronic health data and for processing the requested data within
the secure processing environment on behalf of the health data user.fF1f] F B B - i FE 41
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(63)This Regulation does not create an empowerment for the secondary use of health data for
the purpose of law enforcement. The prevention, investigation, detection or prosecution of
criminal offences or the execution of criminal penalties by the competent authorities should
not be among the secondary use purposes covered under this Regulation. Therefore, courts
and other entities of the justice system should not be considered health data users for the
secondary use of health data under this Regulation. In addition, courts and other entities of
the justice system should not be covered under the definition of health data holders and
should not therefore be addressees of obligations on health data holders under this
Regulation. Moreover, the powers of the competent authorities for the prevention,
investigation, detection and prosecution of criminal offences established by law to obtain
electronic health data are unaffected by this Regulation. Likewise, electronic health data held
by courts for the purpose of judicial proceedings are outside the scope of this Regulation. A<
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(64)The establishment of one or more health data access bodies, supporting access to electronic
health data in Member States, is essential to promoting the secondary use of health-related
data. Member States should therefore establish one or more health data access bodies to
reflect, inter alia, their constitutional, organisational and administrative structure. However,
one of those health data access bodies should be designated as a coordinator in the event
there is more than one health data access body. Where a Member State establishes several
health data access bodies, it should lay down rules at national level to ensure the
coordinated participation of those bodies in the European Health Data Space Board (the
‘EHDS Board’). That Member State should, in particular, designate one health data access
body to function as a single contact point for the effective participation of those bodies, and
ensure swift and smooth cooperation with other health data access bodies, the EHDS Board
and the Commission. Health data access bodies could vary in terms of organisation and size,
spanning from a dedicated fully fledged organisation to a unit or department in an existing
organisation. Health data access bodies should not be influenced in their decisions on access
to electronic data for secondary use and should avoid any conflicts of interest. Therefore,
members of the governance and decision-making bodies of each health data access body and
its staff should refrain from any action that is incompatible with their duties and should not
engage in any incompatible occupation. However, the independence of the health data
access bodies should not mean that they cannot be subject to control or monitoring
mechanisms regarding their financial expenditure or to judicial review. Each health data
access body should be provided with the financial, technical and human resources, premises
and infrastructure necessary for the effective performance of its tasks, including those



related to cooperation with other health data access bodies throughout the Union. The
members of the governance and decision-making bodies of health data access bodies and
their staff should have the necessary qualifications, experience and skills. Each health data
access body should have a separate public annual budget, which could be part of the overall
state or national budget. In order to enable better access to health data and complementing
Article 7(2) of Regulation (EU) 2022/868, Member States should entrust health data access
bodies with powers to take decisions on access to and secondary use of health data. This
could consist in allocating new tasks to the competent bodies designated by Member States
under Article 7(1) of Regulation (EU) 2022/868 or in designating existing or new sectoral
bodies responsible for such tasks in relation to access to health data. % 37—~ BE £ M@ &L
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(65)Health data access bodies should monitor the application of Chapter IV of this Regulation and
contribute to its consistent application throughout the Union. For that purpose, health data
access bodies should cooperate with each other and with the Commission. Health data
access bodies should also cooperate with stakeholders, including patient organisations.
Health data access bodies should support health data holders that are small enterprises in
accordance with Commission Recommendation 2003/361/EC (=), in particular medical
practitioners and pharmacies. Since the secondary use of health data involves the processing
of personal data concerning health, the relevant provisions of Regulations (EU) 2016/679 and
(EU) 2018/1725 apply and the supervisory authorities under those Regulations should remain
the only authorities competent for enforcing those provisions. Health data access bodies
should inform the data protection authorities of any penalties imposed and any potential
issues related to data processing for secondary use and exchange any relevant information at
their disposal to ensure enforcement of the relevant rules. In addition to the tasks necessary
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to ensure effective secondary use of health data, the health data access body should strive to
expand the availability of additional health datasets, and promote the development of
common standards. They should apply tested state-of-the-art techniques that ensure
electronic health data are processed in a manner that preserves the privacy of the
information contained in the data for which secondary use is allowed, including techniques
for pseudonymisation, anonymisation, generalisation, suppression and randomisation of
personal data. Health data access bodies can prepare datasets for the health data user as
required under the issued data permit. In that regard, health data access bodies should
cooperate across borders to develop and exchange best practices and techniques. This
includes rules for pseudonymisation and anonymisation of micro datasets. When relevant,
the Commission should set out the procedures and requirements, and provide technical
tools, for a unified procedure for pseudonymising and anonymising electronic health data.{&
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(66)Health data access bodies should ensure that secondary use is transparent by providing
public information about the data permits granted and their justifications, the measures
taken to protect the rights of natural persons, the means for natural persons to exercise their
rights in relation to secondary use, and the outcomes of secondary use including through
links to scientific publications. Where appropriate, that information on the outcomes of
secondary use should also include a lay summary to be provided by the health data user.
Those transparency obligations complement the obligations laid down in Article 14 of
Regulation (EU) 2016/679. The exceptions provided for in Article 14(5) of that Regulation
could apply. Where such exceptions do apply, the transparency obligations established in this
Regulation should contribute to ensuring fair and transparent processing as referred to in
Article 14(2) of Regulation (EU) 2016/679, for example through providing information on the
purpose of the processing and the data categories processed, thereby enabling natural
persons to understand whether their data are being made available for secondary use
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(67)Natural persons should be informed by the health data holders about significant findings
related to their health made by health data users. Natural persons should have the right to
request not to be informed of such findings. Member States could lay down conditions on the
arrangements for the provision by the health data holders of such information to the natural
persons concerned and on the exercise of the right not to be informed. Member States
should be able, in accordance with Article 23(1), point (i), of Regulation (EU) 2016/679, to
restrict the scope of the obligation to inform natural persons whenever necessary for their
protection based on patient safety and ethics, by delaying the communication of their
information until a health professional can communicate and explain to the natural persons
concerned information that potentially can have an impact on their health. & B &4 75 &
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(68)In order to promote transparency, health data access bodies should also publish activity
reports, every two years, providing an overview of their activities. Where a Member State
has designated more than one health data access body, the coordinating body should
prepare and publish a common report every two years. Activity reports should follow
a structure agreed by the EHDS Board and provide an overview of activities, including
information regarding decisions on applications, audits and engagement with relevant
stakeholders. Such stakeholders can include representatives of natural persons, patient
organisations, health professionals, researchers and ethical committees. 42 =% B, {d
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(69)In order to support secondary use, health data holders should refrain from withholding the
data, requesting unjustified fees that are not transparent or proportionate to the costs of
making the data available or, where relevant, to marginal costs of data collection, requesting
the health data users to co-publish the research or other practices that could dissuade the
health data users from requesting the data. Where a health data holder is a public sector
body, the part of the fees linked to its costs should not cover the costs of the initial collection
of the data. Where ethical approval is necessary for providing a data permit, the evaluation
related to ethical approval should be based on its own merits. N> FEE R IR AEH, @R
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(70)Health data access bodies should be allowed to charge fees, taking into account the
horizontal rules provided by Regulation (EU) 2022/868, in relation to their tasks. Such fees
could take into account the situation and interest of small and medium-sized enterprises
(SMEs), individual researchers or public sector bodies. In particular, Member States should be
able to establish measures for health data access bodies in their jurisdiction which make it
possible to charge certain categories of health data users reduced fees. Health data access
bodies should be able to cover the costs of their operations with fees set up in
a proportionate, justified and transparent manner. This could result in higher fees for some
health data users, if handling their health data access applications and health data requests
requires more work. Health data holders should be allowed to also ask for fees for making
data available which reflect their costs. Health data access bodies should decide on the
amount of such fees, which could also include the fees requested by health data holders. The
health data user ought to be charged such fees by the health data access body in a single
invoice. The health data access body should then transfer the relevant part of the paid fees to
the health data holder. In order to ensure a harmonised approach concerning fee policies and
structure, implementing powers should be conferred on the Commission. Article 10 of
Regulation (EU) 2023/2854 should apply to fees charged under this Regulation. fi& 5 £ ¥z 17
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(71)In order to strengthen the enforcement of the rules on secondary use, appropriate measures
that can lead to administrative fines or enforcement measures by health data access bodies
or temporary or definitive exclusions from the EHDS framework of health data users or health
data holders that do not comply with their obligations should be envisaged. Health data
access bodies should be empowered to verify compliance of health data users and health
data holders and give them the opportunity to reply to any findings and to remedy any
infringement. When deciding on the amount of the administrative fine or on an enforcement
measure for each individual case, health data access bodies should take into account the cost

margins and the criteria set out in this Regulation, ensuring that those fines or measures are
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(72)Given the sensitivity of electronic health data, it is necessary to reduce risks for the privacy of
natural persons by applying the data minimisation principle. Therefore, non-personal
electronic health data should be made available in all cases where the provision of such data
is sufficient. If the health data user needs to use personal electronic health data, it should
clearly indicate in its request the justification for the use of that type of data and the health
data access body should assess whether that justification is valid. The personal electronic
health data should only be made available in pseudonymised format. Taking into account the
specific purposes of the processing, personal electronic health data should be
pseudonymised or anonymised as early as possible in the process of making data available
for secondary use. It should be possible for pseudonymisation and anonymisation to be
carried out by health data access bodies or by health data holders. As controllers, health data
access bodies and health data holders should be allowed to delegate those tasks to
processors. When providing access to a pseudonymised or anonymised dataset, a health data
access body should use state-of-the-art pseudonymisation or anonymisation technology and
standards, ensuring to the maximum extent possible that natural persons cannot be
re-identified by health data users. Such technology and standards for data pseudonymisation
or anonymisation should be further developed. Health data users should not attempt to
re-identify natural persons from the dataset provided under this Regulation, and where they
do so they should be subject to administrative fines and enforcement measures laid down in
this Regulation or possible criminal penalties, where national law so provides. Moreover,
a health data applicant should be able to request a response to a health data request in an
anonymised statistical format. In such cases, the health data user will only process
non-personal data, and the health data access body will remain sole controller for any
personal data necessary to provide the response to the health data request. % T B 7 i FE £k
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(73)In order to ensure that all health data access bodies issue data permits in a similar way, it is
necessary to establish a standard common process for the issuance of data permits, with
similar requests in different Member States. The health data applicant should provide health
data access bodies with several elements of information that would help the body evaluate
the health data access application and decide if the health data applicant can receive a data
permit, and coherence should be ensured between different health data access bodies. The
information provided as part of the health data access application should comply with the
requirements established under this Regulation in order to enable it to be thoroughly
assessed, as a data permit should only be issued if all the necessary conditions set out in this
Regulation are met. In addition, where relevant, that information should include
a declaration by the health data applicant that the intended use of the health data requested
does not pose a risk of stigmatisation, or of causing harm to the dignity, of natural persons or
groups to which the dataset requested relates. An ethical assessment could be requested
based on national law. In that case, it should be possible for existing ethics bodies to carry
out such assessments for the health data access body. Existing ethics bodies of Member
States should make their expertise available to the health data access body for that purpose.
Alternatively, Member States should be able to provide for ethics bodies to be part of the
health data access body. The health data access body, and where relevant health data
holders, should assist health data users in the selection of the suitable datasets or data
sources for the intended purpose of secondary use. Where the health data applicant needs
data in an anonymised statistical format, it should submit a health data request, requiring the
health data access body to provide the result directly. A refusal of a data permit by the health
data access body should not preclude the health data applicant from submitting a new health
data access application. In order to ensure a harmonised approach between health data
access bodies and to limit the administrative burden for the health data applicants, the
Commission should support the harmonisation of health data access applications, as well as
health data requests, including by establishing the relevant templates. In justified cases, such
as in the case of a complex and burdensome request, the health data access body should be
allowed to extend the time period for health data holders to make the requested electronic
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(74)As their resources are limited, health data access bodies should be allowed to apply
prioritisation rules, for instance prioritising public institutions over private entities, but they
should not discriminate between the national organisations and organisations from other
Member States within the same category of priorities. A health data user should be able to
extend the duration of the data permit in order, for example, to allow access to the datasets
to reviewers of scientific publications or to enable additional analysis of the dataset based on
the initial findings. This should require an amendment of the data permit and could be
subject to an additional fee. However, in all cases, the data permit should reflect such
additional uses of the dataset. Preferably, the health data user should mention them in their
initial health data access application. In order to ensure a harmonised approach between
health data access bodies, the Commission should support the harmonisation of data
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(75)As the COVID-19 crisis has shown, the Union institutions, bodies, offices and agencies with
a legal mandate in the field of public health, especially the Commission, need access to
health data for a longer period and on a recurring basis. This may be the case not only for
specific circumstances provided for in Union or national law in times of crisis but also to
provide scientific evidence and technical support for Union policies on a regular basis. Access
to such data could be required in specific Member States or throughout the whole territory
of the Union. Such Union institutions, bodies, offices and agencies should be able to benefit
from an accelerated procedure for having data made available, ordinarily in less than two
months, with a possibility of prolonging the timeline by one month in more complex cases. IF
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(76)Member States should be able to designate trusted health data holders for which the data
permit issuing procedure can be performed in a simplified manner, in order to alleviate the
administrative burden for health data access bodies of managing requests for the data
processed by them. Trusted health data holders should be allowed to assess the health data
access applications submitted under this simplified procedure, based on their expertise in



dealing with the type of health data they are processing, and issue a recommendation
regarding a data permit. The health data access body should remain responsible for issuing
the final data permit and should not be bound by the recommendation provided by the
trusted health data holder. Health data intermediation entities should not be designated as
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(77)Given the sensitivity of electronic health data, health data users should not have unrestricted
access to such data. All secondary use access to the requested electronic health data should
be done through a secure processing environment. In order to ensure there are strong
technical and security safeguards in place for the electronic health data, the health data
access body or, where relevant, the trusted health data holder should provide access to such
data in a secure processing environment, complying with the high technical and security
standards set out pursuant to this Regulation. The processing of personal data in such
a secure processing environment should comply with Regulation (EU) 2016/679, including,
where the secure processing environment is managed by a third party, the requirements of
Article 28 of that Regulation and, where applicable, Chapter V thereof. Such secure
processing environment should reduce the privacy risks related to such processing activities
and prevent the electronic health data from being transmitted directly to the health data
users. The health data access body or the health data holder providing that service should
remain at all times in control of the access to the electronic health data, and the access
granted to the health data users should be determined by the conditions of the issued data
permit. Only non-personal electronic health data which do not contain any personal
electronic health data should be downloaded by the health data users from such secure
processing environment. Thus, such a secure processing environment is an essential
safeguard to preserve the rights and freedoms of natural persons in relation to the
processing of their electronic health data for secondary use. The Commission should assist
the Member States in developing common security standards in order to promote the
security and interoperability of the various secure processing environments. % - B, T~ {8 4}
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(78)Regulation (EU) 2022/868 sets out the general rules for the management of data altruism.
Given that the health sector manages sensitive data, additional criteria should be established
through the rulebook referred to in that Regulation. Where such rules provide for the use of
a secure processing environment for that sector, such secure processing environment should
comply with the criteria established in this Regulation. The health data access bodies should
cooperate with the competent authorities designated under Regulation (EU) 2022/868 to
supervise the activity of data altruism organisations in the health or care sector. { Kk ¥ 2%
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(79)For the processing of electronic health data in the scope of a data permit or a health data
request, health data holders, including trusted health data holders, health data access bodies
and health data users should be deemed each of them, in turn, controllers for a specific part
of the process and according to their respective roles therein. Health data holders should be
deemed controllers for the disclosure of the requested personal electronic health data to the
health data access bodies, while the health data access bodies should in turn be deemed
controllers for the processing of the personal electronic health data when preparing the data
and making them available to the health data users. Health data users should be deemed
controllers for the processing of personal electronic health data in pseudonymised form in
the secure processing environment pursuant to their data permits. Health data access bodies
should be deemed processors on behalf of the health data user for the processing carried out
by the health data user pursuant to a data permit in the secure processing environment as
well as for the processing to generate a response to a health data request. Similarly, trusted
health data holders should be deemed controllers for their processing of personal electronic
health data related to the provision of electronic health data to the health data user pursuant
to a data permit or a health data request. The trusted health data holders should be deemed
processors for the health data user when providing data through a secure processing
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(80)In order to achieve an inclusive and sustainable framework for multi-country secondary use,



a cross-border infrastructure should be established (‘HealthData@EU’). HealthData@EU
should accelerate secondary use while increasing legal certainty, respecting the privacy of
natural persons and being interoperable. Due to the sensitivity of health data, principles such
as ‘privacy by design’ and ‘privacy by default’ and the concept of bringing questions to data
instead of moving those data should be respected whenever possible. Member States should
designate national contact points for secondary use, as organisational and technical gateways
for health data access bodies, and connect those contact points to HealthData@EU. The
Union health data access service should also be connected to HealthData@EU. In addition,
authorised participants in HealthData@EU could be research infrastructures established as
a European Research Infrastructure Consortium (ERIC) under Council Regulation (EC)
No 723/2009 (*), as a European digital infrastructure consortium (EDIC) under Decision (EU)
2022/2481 or similar infrastructures established under other Union legal acts, as well as
other types of entities, including infrastructures under the European Strategy Forum on
Research Infrastructures (ESFRI) or infrastructures federated under the European Open
Science Cloud (EOSC). Third countries and international organisations could also become
authorised participants in HealthData@EU, provided that they are compliant with the
requirements in this Regulation. The Commission communication of 19 February 2020
entitled ‘A European strategy for data’ promoted the linking of the various common European
data spaces. HealthData@EU should therefore enable the secondary use of different
categories of electronic health data, including linking of the health data with data from other
data spaces such as those relating to the environment, agriculture and social sector. Such
interoperability between the health sector and other sectors such as the environmental,
agricultural or social sectors could be relevant for obtaining additional insights on health
determinants. The Commission could provide a number of services within HealthData@EU,
including supporting the exchange of information amongst health data access bodies and
authorised participants in HealthData@EU for the handling of cross-border access requests,
maintaining catalogues of electronic health data available through the infrastructure,
network discoverability and metadata queries, connectivity and compliance services. The
Commission could also set up a secure processing environment, allowing data from different
national infrastructures to be transmitted and analysed, at the request of the controllers. For
the sake of IT efficiency, rationalisation and interoperability of data exchanges, existing
systems for data sharing should be reused as much as possible, such as those being built for
the exchange of evidence under the ‘once-only’ technical system of Regulation (EU)
2018/1724 of the European Parliament and of the Council (»).J8 T #J & — M EAG @& A
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(81)In addition, given that the connection to HealthData@EU could entail transfers of personal
data related to the applicant or the health data user to third countries, relevant transfer
instruments under Chapter V of Regulation (EU) 2016/679 need to be in place for such
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(82)In the case of cross-border registries or databases, such as the registries of European
Reference Networks for Rare Diseases, which receive data from different healthcare
providers in several Member States, the health data access body of the Member State where
the coordinator of the registry is located should be responsible for providing access to data.
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(83)The authorisation process to gain access to personal electronic health data in different
Member States can be repetitive and cumbersome for health data users. Whenever possible,
synergies should be established to reduce the burden and barriers for health data users. One
way to achieve that aim is to adhere to the ‘single application’ principle whereby, with one
application, the health data user can obtain authorisation from multiple health data access
bodies in different Member States or authorised participants in HealthData@EU.7E A~ [E] il 52
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(84)The health data access bodies should provide information about the available datasets and
their characteristics so that health data users can be informed of elementary facts about the
dataset and assess the possible relevance of those facts to those users. For this reason, each
dataset should include, at least, information concerning the source and nature of the data
and the conditions for making the data available. The health data holder should, at least
every year, check that its dataset description in the national dataset catalogue is accurate and
up to date. Therefore, an EU dataset catalogue should be established to: facilitate the
discoverability of datasets available in the EHDS; help health data holders to publish their



datasets; provide all stakeholders, including the general public, taking into account the
specific needs of people with disabilities, with information about datasets placed on the
EHDS, such as quality and utility labels and dataset information sheets; and provide health
data users with up-to-date data quality and utility information about datasets.{& 545 17 7]
BRI R A7 ¢ T FH 308 88 S HURAIE S S, DA Be is FH  ele 1 iais BR I R A
B, PSS B S TR E R . i, AR R DN SH R
ERUE  HAE T LSRR A S A A5 B . (B A o 2D B A A AR [ K
BE A H s i B R R A 2 I HONMSBORTROA o« BRI, N S — AR B A 4R H %
PASEELLL T H 1 $2mBRM e R EE =5 18] (EHDS) wh il IR SE i mT R B s 35 B g BR
Bl 1A B AT B MPrA RGOS CBFEAAR, [R5 8 25 N R IR
KO FRMEA SRR FE R 4% 18] (EHDS) AR IME ., ot A0 R F52% LA K B i
S5 B3 TR m e FRECE H - 3R A S AR i B B PR RS R

(85)Information on the quality and utility of datasets increases the value of outcomes from
data-intensive research and innovation significantly while, at the same time, promoting
evidence-based regulatory and policy decision-making. Improving the quality and utility of
datasets through informed customer choice and harmonising related requirements at Union
level, taking into account existing Union and international standards, guidelines and
recommendations for data collection and data exchange, such as FAIR principles, also
benefits health data holders, health professionals, natural persons and the Union economy
overall. A data quality and utility label for datasets would inform health data users about the
quality and utility characteristics of a dataset and enable them to choose the datasets that
best fit their needs. The data quality and utility label should not prevent datasets from being
made available through the EHDS, but provide a transparency mechanism between health
data holders and health data users. For example, a dataset that does not fulfil any
requirement of data quality and utility should be labelled with the class representing the
poorest quality and utility, but should still be made available. Expectations set by frameworks
created pursuant to Article 10 of Regulation (EU) 2024/1689 and the relevant technical
documentation specified in Annex IV to that Regulation should be taken into account when
developing the data quality and utility framework. Member States should raise awareness
about the data quality and utility label through communication activities. The Commission
could support those activities. The use of datasets could be prioritised by their users
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(86)The EU dataset catalogue should minimise the administrative burden for the health data
holders and other database users, be user-friendly, accessible and cost-effective, connect
national dataset catalogues and avoid redundant registration of datasets. Without prejudice
to the requirements set out in Regulation (EU) 2022/868, the EU dataset catalogue could be
aligned with the data.europa.eu initiative. Interoperability should be ensured between the
EU dataset catalogue, the national dataset catalogues and the dataset catalogues from
European research infrastructures and other relevant data sharing infrastructures. ¥k ¥ £ 9%
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(87)Cooperation and work are ongoing between different professional organisations, the
Commission and other institutions to set up minimum data fields and other characteristics of
different datasets, for instance registries. That work is more advanced in areas such as cancer,
rare diseases, cardiovascular and metabolic diseases, risk factor assessment and statistics,
and should be taken into account when defining new standards and disease-specific
harmonised templates for structured data elements. However, many datasets are not
harmonised, raising comparability issues and making cross-border research difficult.
Therefore, more detailed rules should be set out in implementing acts to ensure
a harmonised coding and registration of electronic health data to enable the supply of such
data for secondary use in a consistent way. Such datasets could include data from registries
of rare diseases, orphan drugs databases, cancer registries and registries of highly relevant
infectious diseases. Member States should work towards ensuring that European electronic
health systems and services and interoperable applications deliver sustainable economic and
social benefits, with a view to achieving a high level of trust and security, enhancing
continuity of healthcare and ensuring access to safe and high-quality healthcare. Existing
health data infrastructures and registries can provide models that are useful for defining and
implementing data standards and interoperability and should be leveraged to enable
continuity and to build on existing expertise. /> [A] &MV ZH 21 . 2% 51 & Je LA AL 2 [8] 1E 76 T
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(88)The Commission should support Member States in building capacity and enhancing
effectiveness in the area of digital health systems for primary use and secondary use.



Member States should be supported to strengthen their capacity. Activities at Union level,
such as benchmarking and exchange of best practices, are relevant measures in that respect.
Those activities should take into account the specific circumstances of different categories of
stakeholders, such as representatives of civil society, researchers, medical societies and SMEs.
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(89)Improving digital health literacy for both natural persons and health professionals is essential
to trust and safety and appropriate use of health data and thus is essential to achieving
a successful implementation of this Regulation. Health professionals are faced with profound
changes in the context of digitalisation and will be offered further digital tools as part of the
implementation of the EHDS. Consequently, health professionals need to develop their digital
health literacy and digital skills and Member States should provide access for health
professionals to digital literacy courses so that they can prepare to work with EHR systems.
Such courses should allow health professionals and IT operators to receive sufficient training
in working with new digital infrastructures to ensure cybersecurity and ethical management
of health data. The training courses should be developed and reviewed, and kept up to date,
on a regular basis in consultation and cooperation with relevant experts. Improving digital
health literacy is fundamental in order to empower natural persons to have true control over
their health data, actively manage their health and care, and understand the implications of
the management of such data for both primary use and secondary use. Different
demographic groups have varying degrees of digital literacy, which can affect natural persons’
ability to exercise their rights to control their electronic health data. Member States,
including regional and local authorities, should therefore support digital health literacy and
public awareness, while ensuring that the implementation of this Regulation contributes to
reducing inequalities and does not discriminate against people lacking digital skills. Particular
attention should be given to persons with disabilities and vulnerable groups including
migrants and the elderly. Member States should create targeted national digital literacy
programmes, including programmes to maximise social inclusion and to ensure all natural
persons can effectively exercise their rights under this Regulation. Member States should also
provide patient-centric guidance to natural persons in relation to the use of electronic health
records and primary use of their personal electronic health data. Guidance should be tailored
to the patient’s level of digital health literacy, with specific attention to be given to the needs
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(90)The use of funds should also contribute to attaining the objectives of the EHDS. Public
procurers, national competent authorities in the Member States, including digital health
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authorities and health data access bodies, and the Commission should make references to
applicable technical specifications, standards and profiles on interoperability, security and
data quality, as well as other requirements developed under this Regulation, when defining
the conditions for public procurement, calls for proposals and allocation of Union funds,
including structural and cohesion funds. Union funds need to be distributed transparently
among the Member States, taking into account the different levels of health system
digitalisation. Making data available for secondary use requires additional resources for
healthcare systems, in particular public healthcare systems. That additional burden should be
addressed and minimised during the implementation phase of the EHDS. % 4 [ fif F it WA
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(91)The implementation of the EHDS requires appropriate investment in capacity-building and
training and a well-funded commitment to public consultation and engagement both at
Union and national level. The economic costs of implementing this Regulation will need to be
borne at both Union and national level, and a fair sharing of that burden between Union and
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(92)Certain categories of electronic health data can remain particularly sensitive even when they
are in anonymised format and thus non-personal, as already specifically provided for in
Regulation (EU) 2022/868. Even where state-of-the-art anonymisation techniques are used,
there remains a residual risk that the capacity to re-identify could be or become available,
beyond the means reasonably likely to be used. Such residual risk is present in relation to
rare diseases, that is to say a life-threatening or chronically debilitating condition affecting
not more than 5 in 10 000 persons in the Union, where the limited numbers of cases reduce
the possibility of fully aggregating the published data in order to preserve the privacy of
natural persons while also maintaining an appropriate level of granularity in order to remain



meaningful. Such residual risk can affect different categories of health data and can lead to
the re-identification of the data subjects using means that are beyond those reasonably likely
to be used. Such risk depends on the level of granularity, on the description of the
characteristics of data subjects, on the number of people affected, for instance in cases of
data included in electronic health records, disease registries, biobanks and person-generated
data, where the range of identification characteristics is broader, and on the possible
combination with other information, for example in very small geographical areas, or through
the technological evolution of methods which had not been available at the moment of
anonymisation. Such re-identification of natural persons would present a major concern and
would be likely to put the acceptance of the rules on secondary use provided for in this
Regulation at risk. Furthermore, aggregation techniques are less tested for non-personal data
containing for example trade secrets, as is the case in the reporting on clinical trials and
clinical investigations, and enforcement of breaches of trade secrets outside the Union is
more difficult in the absence of a sufficient international protection standard. Therefore, for
those categories of health data, there remains a risk of re-identification after the
anonymisation or aggregation, which cannot be reasonably mitigated initially. This falls within
the criteria indicated in Article 5(13) of Regulation (EU) 2022/868. Those types of health data
would thus fall within the empowerment set out in Article 5(13) of that Regulation for
transfer to third countries. The special conditions provided for under the empowerment set
out in Article 5(13) of Regulation (EU) 2022/868 will be detailed in the context of the
delegated act adopted under that empowerment, and need to be proportional to the risk of
re-identification and to take into account the specificities of different data categories or of
different anonymisation or aggregation techniques. - £6 2 5| (1) B, 1~ { B B dis R s 22 0 [ 4
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(93)The processing of large amounts of personal electronic health data for the purposes of the
EHDS, as part of data processing activities in the context of handling health data access
applications, data permits and health data requests entails higher risks of unauthorised
access to such personal data, as well as the possibility of cybersecurity incidents. Personal
electronic health data are particularly sensitive as they often contain information covered by
medical secrecy, the disclosure of which to unauthorised third parties can cause significant
distress. Taking fully into consideration the principles outlined in the case law of the Court of
Justice of the European Union, this Regulation ensures full respect for fundamental rights, for
the right to privacy and for the principle of proportionality. In order to ensure the full
integrity and confidentiality of personal electronic health data under this Regulation, to
guarantee a particularly high level of protection and security, and to reduce the risk of
unlawful access to those personal electronic health data, this Regulation allows Member
States to require that personal electronic health data be stored and processed solely within
the Union for the purpose of carrying out the tasks provided for in this Regulation, unless an
adequacy decision adopted pursuant to Article 45 of Regulation (EU) 2016/679 applies. N 5&
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(94)Access to electronic health data for health data users established in third countries or for
international organisations should take place only on the basis of the reciprocity principle.
Making electronic health data available to a third country should be allowed to take place
only where the Commission has established, by means of an implementing act, that the third
country concerned allows access to electronic health data originating from that third country
by Union entities under the same conditions and with the same safeguards as would be the
case if they were accessing electronic health data within the Union. The Commission should
monitor and carry out a periodic review of the situation in those third countries and for
international organisations and list those implementing acts. Where the Commission finds
that a third country no longer ensures access on the same terms, it should revoke the
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(95)In order to promote the consistent application of this Regulation, including as regards
cross-border interoperability of electronic health data, a European Health Data Space Board



should be set up. The Commission should participate in its activities and co-chair it. The EHDS
Board should be able to issue written contributions related to the consistent application of
this Regulation throughout the Union, including by helping Member States to coordinate the
use of electronic health data for healthcare and certification, but also concerning secondary
use, and the funding for those activities. This could also include sharing information on risks
and incidents in the secure processing environments. The sharing of that kind of information
does not affect obligations under other legal acts, such as data breach notifications under
Regulation (EU) 2016/679. More generally, the activities of the EHDS Board are without
prejudice to the powers of the supervisory authorities pursuant to Regulation (EU) 2016/679.
Given that, at national level, digital health authorities dealing with primary use may be
different from the health data access bodies dealing with secondary use, the functions are
different and there is a need for distinct cooperation in each of those areas, the EHDS Board
should be able to set up subgroups dealing with those two functions, as well as other
subgroups, as needed. In order for there to be an efficient working method, the digital health
authorities and health data access bodies should create networks and links at national level
with other bodies and authorities, but also at Union level. Such bodies could comprise data
protection authorities, cybersecurity, elD and standardisation bodies, as well as bodies and
expert groups under Regulations (EU) 2022/868, (EU) 2023/2854 and (EU) 2024/1689 and
Regulation (EU) 2019/881 of the European Parliament and of the Council (). The EHDS Board
should operate independently, in the public interest and in line with its code of conduct. 51
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(96)Where issues that are considered by the EHDS Board to be of specific relevance are
discussed, it should be able to invite observers, for instance the EDPS, representatives of
Union institutions, including of the European Parliament, and other stakeholders. 24 i+ > #%
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(97)A stakeholder forum should be set up to advise the EHDS Board in the fulfiiment of its tasks
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by providing stakeholder input on matters pertaining to this Regulation. The stakeholder
forum should be composed, inter alia, of representatives of patient and consumer
organisations, health professionals, industry, scientific researchers and academia. It should
have a balanced composition and represent the views of different relevant stakeholders. Both
commercial and non-commercial interests should be represented. . 1 3. — 4N Fl) 2 AH I F18
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(98)In order to ensure proper day-to-day management of the cross-border infrastructures for
primary use and secondary use, it is necessary to create steering groups consisting of
Member State representatives. These steering groups should take operational decisions on
the technical day-to-day management of the cross-border infrastructures and their technical
development, including on technical changes to the infrastructures, improving functionalities
or services, or ensuring interoperability with other infrastructures, digital systems or data
spaces. Their activities should not include contributing to the development of implementing
acts affecting those infrastructures. The steering groups should also be able to invite
representatives of other authorised participants in HealthData@EU as observers to their
meetings and should consult relevant experts when carrying out their tasks. A iffi {25 15 JE il
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(99)Without prejudice to any other administrative, judicial or non-judicial remedy, any natural or
legal person should have the right to lodge a complaint with a digital health authority or with
a health data access body, if the natural or legal person considers that his or her rights or
interests under this Regulation have been affected. The investigation following a complaint
should be carried out, subject to judicial review, to the extent appropriate in the specific case.
The digital health authority or health data access body should inform the natural or legal
person of the progress and the outcome of the complaint within a reasonable period. If the
case requires further investigation or coordination with another digital health authority or
health data access body, information on the progress made in dealing with the complaint
should be given to the natural or legal person. In order to facilitate the submission of
complaints, each digital health authority and health data access body should take measures
such as providing a complaint submission form which can also be completed electronically,
without excluding the possibility of using other means of communication. Where the
complaint concerns the rights of natural persons related to the protection of their personal
data, the digital health authority or health data access body should transmit the complaint to
the supervisory authorities under Regulation (EU) 2016/679. Digital health authorities or
health data access bodies should cooperate to handle and resolve complaints, including by

exchanging all relevant information by electronic means, without undue delay.7£ A~ 45 2 AT A
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(100)Where a natural person considers that his or her rights under this Regulation have been
infringed, he or she should have the right to mandate a not-for-profit body, organisation or
association constituted in accordance with national law, having statutory public interest
objectives and active in the field of the protection of personal data, to lodge a complaint on
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(101)The digital health authority, health data access body, health data holder or health data user
should compensate any damage which a natural or legal person suffers as a result of an
infringement of this Regulation. The concept of damage should be broadly interpreted in
the light of the case law of the Court of Justice of the European Union, in a manner which
fully reflects the objectives of this Regulation. This is without prejudice to any claims for
damage deriving from the violation of other provisions in Union or national law. Natural
persons should receive full and effective compensation for the damage they have suffered.
B RN REEE T LAY g BRI A U e R A O B R E
IRNEIE N PR i S A 2549 1738 52 AT AT 402 B BEAT IR 022 o 40 3 O R 2 12 2 R I i Bk B 2
W FR VAT ) SR, 307 N T AR A 2591 1 H bR o X AN 75 46 BT f IR S B
] GRVE A 1) FL At R0 17 77 A AR AT A T G 0 SR . B AR N 2 BN G 2 R 4 R 1
Ir A R A

(102)In order to strengthen the enforcement of the rules of this Regulation, penalties, including
administrative fines, should be imposed for any infringement of this Regulation, in addition
to, or instead of, appropriate measures imposed by health data access bodies pursuant to
this Regulation. The imposition of penalties, including administrative fines, should be
subject to appropriate procedural safeguards in accordance with the general principles of
Union law and the Charter of Fundamental Rights of the European Union, including effective
judicial protection and due process. A1 5E A 25 451 25 TR 2 I4AAT JJ 5, Bk b {8 R 2540 U
[ HLAS A4 A= 2% R BOE i i oh, B AR B S5 it 5 00 T, NS i [ A
25 HIAT 9 Ak DAL HEAT BT AAE A AR T o B0 HEAT BT AR Y B AR T BN, R A
DR BVER ) — MRS DA B (BR B R AR SE =) iflE, H&dE Ly Orbs, Horp
B R FVE DR A 1L IR

(103)It is appropriate to lay down provisions enabling health data access bodies to apply
administrative fines for certain infringements of this Regulation which should be considered



under this Regulation to be serious infringements, such as the re-identification of natural
persons, downloading personal electronic health data outside of the secure processing
environment or processing of data for prohibited uses or uses not covered by a data permit.
This Regulation should specify those infringements and the upper limit and criteria for
setting the related administrative fines, which should be determined by the competent
health data access body in each individual case, taking into account all the relevant
circumstances of the specific situation, having due regard in particular to the nature, gravity
and duration of the infringement and its consequences and the measures taken to ensure
compliance with the obligations under this Regulation and to prevent or mitigate the
consequences of the infringement. For the purposes of the imposition of administrative
fines under this Regulation, the concept of undertaking should be understood in accordance
with Articles 101 and 102 TFEU. It should be for the Member States to determine whether
and to what extent public authorities should be subject to administrative fines. Imposing an
administrative fine or giving a warning should not affect the enforcement of other powers of
the health data access bodies or of other penalties under this Regulation.fill 5 #H R B 52, 8
g FREEHE U7 R) LA B 88 0 AR 25451 1 B0 g 7 B AR AR P 6 s AT Ak DMAT BT 3, /2
a2, X EARRAT N AR B RN ERT R 7R 22 IR 2 A T A A
TR BRI, B Ak b F i R VR R R IR A P R A RO o AR SR R I X
RAAT R, DB A SRAT BT R 1) SR AR e o 38 R U 1) AL AR 48 LA
B0, EHBERERERTEHRE R, BN S0 TR, JCH N E
BEBAZBAT ARIMERT . TRERREE . RREE ) R R R, LA ORI ST A A5 L E
(19 355« B 1k Bk AR AU 1 R 45 e o gl AR 29 5 14T BT Sk BT 55 5“4
X — R BRI CBRERIZ AT 26200 25 101 46 A5 102 S AT AR . . pl A I 52
AR R T UL RAEFI R EE B2 BT BUT R4 R A AT BT R EUR & S A
JSE S M) 32 SR S 40 15 TR LA JEABA S AT AL, AN L5 Wi A S 491 R R ) LAt Ak 11 ) AT

(104)In order to ensure that the EHDS fulfils its objectives, the power to adopt acts in accordance
with Article 290 TFEU should be delegated to the Commission in respect of the
modification, addition or removal in Annex | of the main characteristics of the priority
categories of personal electronic health data, the list of required data to be entered by the
manufacturers of EHR systems and wellness applications into the EU database for
registration of EHR systems and wellness applications as well as the modification, addition
or removal of elements to be covered by the data quality and utility label. It is of particular
importance that the Commission carry out appropriate consultations during its preparatory
work, including at expert level, and that those consultations be conducted in accordance
with the principles laid down in the Inter-institutional Agreement of 13 April 2016 on Better
Law-Making (%). In particular, to ensure equal participation in the preparation of delegated
acts, the European Parliament and the Council receive all documents at the same time as
Member States’ experts, and their experts systematically have access to meetings of
Commission expert groups dealing with the preparation of delegated acts. A7 {4 H. 7 {8 5
Bt 78] (EHDS) SEMUILH AR, RARAURKEEZ A tlds (BRI 1T640) 5 290 4K
BUMSRATS),  BARBE RO B A — v A N 74 BRI e 38 i E AR AR BEAT 12 05
HEAM I BR X R R R AT SR 2R G L R )3 7 5 s N BER R T BRIE SR R
G S Ak RN IR P W 0 P v B 3 B b AT B e, AN BB, DR S0 il ot = A
RO B3R 25 N o B B R BEAT B 0. S AN R . OV EE R, MEZRA SRS T
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VR N & 2t i, s & 2 M e r, HIXUerER #5805 2016 45 4 J1 13 H (58
TGS A AU RN S0 (22) FRUE I . REAlE, IR IRAESABUE R 15 %
MET RIS 514, RSB g2 5 R A L SRR i g oy, HE%
FKNA RGNS 5K 2 R 2L 5 NR TIRPGE SR 5 & TAFN 23

(105)In order to ensure uniform conditions for the implementation of this Regulation,

implementing powers should be conferred on the Commission as regards: A i {& 4 2% 5] f)

gr— S, ST 2R 2 BN D7 AT AL

— -technical specifications for the interoperability of the proxy services of the Member

States, & 57 I ACHL R 95 HL AR VR BRIV

— -data quality requirements for the registration of personal electronic health data in an

EHR system, HL 1~ i BEIC 3 28 48 AN A HL 1 RREEICHE T £ 20 o B 20K

— -cross-border specifications for priority categories of personal electronic health data, > A\

HL - f RE RS AE D0 Sa S O 5 S VS

— -technical specifications for the categories of personal electronic health data, setting out
the European electronic health record exchange format, /|~ A\ i - FE &8s 28 A1) i R
G, e RUE 1R T D A e 1,

— -updates of the European electronic health record exchange format to integrate relevant
revisions of the healthcare coding systems and nomenclatures, KX 1~ {8 B 10 3¢ 32 #e
AR, LS BEIT S R GRS KA RAET

— -technical specifications to extend the European electronic health record exchange
format to additional categories of personal electronic health data, 5 KK B T~ {d B id 5%
AL HbE Y e B EE 22 3 AN N H TR R I B R,

— -requirements for the interoperable, cross-border identification and authentication
mechanism for natural persons and health professionals, in accordance with Regulation
(EU) No 910/2014, fR 45 Kk B2 55 910/2014 5 %41, KT HRAN K BPAELI N A
PEPE S 5L VR ) 5 AL ) 2K

— -requirements for the technical implementation of the rights of natural persons in
relation to the primary use of their personal electronic health data, H %A A\l H A~ N H
-0 RS ) A P AR AR St SR

— -necessary measures for the technical development of MyHealth@EU, detailed rules
concerning the security, confidentiality and protection of personal electronic health data
and the conditions for compliance checks necessary to join and remain connected to
MyHealth@EU,MyHealth@EU £ AR FF R L ERE il AR N F@ BB % 4.
REFIORI I TEGHRE I, LA AR EF 5 MyHealth@EU 3% T 7 )& FLR 25 2%
7,

— -rules regarding the requirements of cybersecurity, technical interoperability, semantic
interoperability, operations and service management in relation to the processing by the
Commission and its responsibilities towards the controllers, 5 T~ Kk ¥ 25 53 2 4b P i 72
i gz 4 PORBARENE . W5 SCE AR 188 MRS BE R A, B
F S P 5T


https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707

— -technical aspects of supplementary services provided through MyHealth@EU, i i
MyHealth@EU $& 1 i#b 78 I 55 IR T 1

— -technical aspects of exchanges of personal electronic health data between
MyHealth@EU and other services or infrastructures,MyHealth@EU 5 . fih Al 55 5l & itk
Wt 2 TA) A N R~ R A2 # R H5 R T T

— -connection and disconnection of other infrastructures, of national contact points for
digital health of third countries or of systems established at international level by
international organisations to or from the central interoperability platform of
MyHealth@EU, HoAth Fe il e 55 = 15 K07 i e [ S IBC 4% i ] B 2L 237 [ o S22 T
LRSS MyHealth@EU H R HARAEPEF 6 IR W T 5

— -common specifications in respect of the essential requirements laid down in Annex II, 5%

BRI E R R A SR 3 S

— -common specifications for the European digital testing environment, KX £ 7 M 134 55
)38 FH FIYE

— -justifications of national measures taken by market surveillance authorities in the case
of non-compliance by EHR systems, {7 37 I & WA 7E B3 T REIL Sk RANEARE I T
JIT R R 8 145 e 1 L 2 B e

— -format and content of the label of wellness applications, {& f v F F& > Fr 25 A& AT A

— -principles for the fee policies and fee structures regarding the fees that health data
access bodies and trusted health data holders can charge for making electronic health
data available for secondary use, < - f FE £ 4 U5 i) HLAA RS2 (5 4E A FR B PE #  &
AR AL B e RS A A TSI B FH R Wi B SRS B A T

— -the architecture of an IT tool aimed at supporting and making transparent to health data
access bodies enforcement measures, — 1 & 1E 37 58 FE ZHE 17 [0 LA FEAE o H L+
W3 BRI TR 2R A,

— -the logo for acknowledging the contribution of the EHDS, - T-1IA 7] EHDS Tt ik 1) A A

— -templates for the health data access application, the data permit and the health data

request, fi FEECHE U7 IA] FHE B0 VI RTRT R B 1 SR B AR

— -technical, organisational, information security, confidentiality, data protection and
interoperability requirements for the secure processing environments, % 4= 4b B 5 15 1]

BoR. AR ER% 4. RENE. Bafry M IERIENEER,

— -templates for agreements between controllers and processors, 4 #ill # 5 &b ¥ & 2 [8] 1]
PR,

— -decisions on the compliance of a national contact point for secondary use of a third
country or a system established at international level by international organisations with
the requirements of HealthData@EU for the purposes of secondary use of health data,
on the compliance with Chapter IV and on whether that national contact point for
secondary use or that system provides equivalent access for health data users located in



the Union to the electronic health data it has access to, <1 55 = [& — Yk f FH [E B 4%
R E Fr 2 S 7E B bR 25 T AL R Gt /2 15 75 7 HealthData@EU 9%?&5@@% VgL
MRZER . REMFEEMNENE, AR Ol E KBRS s R G025 VAL T BR
SRR A R FH P BRI T U ] ) PR T R 1 H%wﬁlﬂﬂﬁ’w&%,

— -HealthData@EU’s requirements, technical specifications and IT architecture; conditions
and compliance checks to join and remain connected to HealthData@EU; minimum
criteria to be met by national contact points for secondary use and the authorised
participants in HealthData@EU; responsibilities of the controllers and processors which
participate in HealthData@EU; responsibilities of the controllers and processors for the
secure processing environment managed by the Commission; and common
specifications for the architecture of HealthData@EU and for its interoperability with
other common European data spaces,HealthData@EU [ B3R « B AR I AD 1T 2844
ANIFFERFF S HealthData@EU FE 8 I S A4 MG RUVEARS 5 [ K IR R A FH IR 2% A0 DA K%
HealthData@EU A2 5% 1 2 I R AKAR#E: 25 HealthData@EU (1197 ] & A4k
PRE I T4 TR0 AR AR RR B 2 D3 PRI 22 4 AR FRIA S U7 T 1 5TAE s BAJL
HealthData@EU {444 Je 5 HoA W e [5) 240 = 18] 0 B 48R P 1 3 FH R

— -decisions to connect individual authorised participants to HealthData@EU, ¥ /™ 71l 52 AL
2 5 # N\ HealthData@EU P 5E,

— -minimum elements for datasets and the characteristics of those elements to be

provided by health data holders, fi FEH4fE £7 A # 7 32 L B 5 1 e/ oo 3R R Ho by
fiE,

— -visual characteristics and technical specifications of the data quality and utility label, %

B o A AR R AL R PR AT AR A

— -minimum specifications for datasets of high impact for secondary use, fit — ¥ % F 1) 5

SR Bl 5 (1 B AR

— -decisions on whether a third country allows Union health data applicants to access
electronic health data in that third country under conditions that are not more
restrictive than those provided for in this Regulation, 7< T 28 = [& /& 75 0 14 WK 28 {8 B 4L
I WA AR E V7 ) B AR RS, HLL AR AN OO AR % A8 T R 1) A1 B L PRl
PERRE

— -necessary measures for the establishment and operation of the EHDS Board.’&J EHDS %
A2 BT ANSAE P B A6 B 5 it

Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the
European Parliament and of the Council (»).3X $E A 7 BIAT A B 457 A R 2 FTEE = &
182/2011 5241 ( ) (23).

(106)Member States should take all measures necessary to ensure that the provisions of this
Regulation are implemented, including by laying down effective, proportionate and
dissuasive penalties for their infringement. When deciding on the amount of the penalty for
each individual case, Member States should take into account the limits and criteria set out

in this Regulation. Re-identification of natural persons should be considered a serious

breach of this Regulation. % [t [ W SR B — 1) 00 EE R TR DR A 2551 (1) B e 15 21 s, L4
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X SOAE AT N DE A R 3 HRA B T RO AR T o AR 8 E B R AR S i Ak i
SRS, R R A S A R E R R RIRRAE o % AR N P E T AR 1) A Ry 7
BRAKBIIAT N

(107)Implementing the EHDS will require significant development work across Member States
and central services. To track the progress made in that regard, the Commission should,
until the full application of this Regulation, report annually on that progress, taking into
account information provided by the Member States. Those reports could include
recommendations for remedial measures, as well as an assessment of the progress made. 5k
it B, A BRI A [R) CEHDS) 75 2245 B ot [ A eh e B 110 KT R A . NERERTE
XAt R, FEA GO G 20T, 2 RS R R A Gk RS Sy, [
IS 2% 18 3 &l A R AL A5 S, o X LU T W] B A D R T L DA BRE P HAS 32 e 1)
fitic

(108)In order to assess whether this Regulation reaches its objectives effectively and efficiently, is
coherent and still relevant and provides added value at Union level, the Commission should
carry out an evaluation of this Regulation. The Commission should carry out a targeted
evaluation of this Regulation within eight years of its entry into force, and an overall
evaluation within 10 years of its entry into force. The Commission should submit reports on
its main findings following each evaluation to the European Parliament and to the Council,
the European Economic and Social Committee and the Committee of the Regions. A1 4«
e S ae A A H m RS S B AR R W BT HATEAR S, DAL AR R R TH
HAMIAE, W ZE 01 22 SO A SR BEAT PPAl o R B 23 DR REAE A 26491 A2 305 8 4
PO FEEAT A BT VAL, FRAEAE RS 10 SE N AT ATV o WIS 51 2 NAERRIR
VAL G, MBI e B S . BONA Tt 22 Mo DR X & 5 24 e o0 T
TP S5 R AR

(109)For a successful cross-border implementation of the EHDS, the European Interoperability
Framework, the scope of which was updated and extended by the Commission
communication of 23 March 2017 entitled ‘European Interoperability Framework —
Implementation Strategy’ to take on board new or revised interoperability requirements,
should be considered as a common reference to ensure legal, organisational, semantic and
technical interoperability. 9 8 D) SE I FE 1@ Fe i 45 25 (8] (EHDS) MBS HEsiti, R (KR
PHEAERVEPERESE) PO ORI, A2 8 UMBER B EE LR 2% . IBZE R
2{E 2017 5 3 H 23 H#UN (BRI B35 1 HEZE — — STt bR m ) 1R ae R RHZAE B (1) 7
AT SRS e, DA AHT I EREAB T 1 HL R A It 2K

(110)Since the objectives of this Regulation, namely to empower natural persons by providing
them with increased control over their personal electronic health data and supporting their
freedom of movement by ensuring that their health data follow them, to foster a genuine
internal market for digital health services and products and to ensure a consistent and
efficient framework for the reuse of natural persons’ health data for research, innovation,
policymaking and regulatory activities, cannot be sufficiently achieved by the Member
States through coordination measures alone, as shown by the evaluation of the digital
aspects of Directive 2011/24/EU, but can rather, by reason of harmonising measures for
rights of natural persons in relation to their electronic health data, interoperability of
electronic health data and a common framework and safeguards for the primary use and



secondary use, be better achieved at Union level, the Union may adopt measures, in
accordance with the principle of subsidiarity as set out in Article 5 of the Treaty on
European Union. In accordance with the principle of proportionality as set out in that
Article, this Regulation does not go beyond what is necessary in order to achieve those
objectives. s 545 ) H Ay e it i 4 5 15 S8 A AN N0 BEECH A AL, i ORI
FREHE PTRE LR B DA SCRFFOTAE H . 55 F HAER B @ R IR 5 A= s W BTl 3, B
Ly E AR NAR BRI T BB BOR 1 A 3l i FE A S gt — 2 H e &L
FOHESE . IEINXS €2011/24/EU 5454 ) v J7 EAPRAG P, Bt B GE R B R 15 it
PRI S8 == E TN PGB RN RSTS PAYNGERNR (695 316 oy E PIE R E =y TN S 11 2
TR R I B, A SL 00 T R A L P 3 A B R CR B A Tt
EBR 27 2 T RE 6% O 4 th S EX 48 H g, DRI, BRERATARSE CRRPHEREE 2629) 28 5 26
SE PR B A T DO SR BBORE St it o AR 22 2 L TR BB SR D, AR S 91 ) P 2 A i S S B
IR B AR 6 7 VG

(111)The evaluation of the digital aspects of Directive 2011/24/EU shows that the effectiveness
of the eHealth Network is limited, but also that there is strong potential for work at Union
level in the area of digital health, as demonstrated by the work carried out during the
COVID-19 pandemic. Directive 2011/24/EU should therefore be amended accordingly. X}

(2011/24/EU 5484 ) BT A T7 T R VPAL 2o, F R D 2 PR OO B, (FLIE T
gt 2 17 93 1) O Fee F) A P R B DR AR, RS 2 T e A RR T ) TAE B BOR
1. Bk, RAHREL] (2011/24/EU SH84) o

(112)This Regulation complements the essential cybersecurity requirements laid down in
Regulation (EU) 2024/2847. EHR systems which are products with digital elements within
the meaning of Regulation (EU) 2024/2847 should therefore also comply with the essential
cybersecurity requirements set out in that Regulation. The manufacturers of those EHR
systems should demonstrate conformity as required by this Regulation. To facilitate that
conformity, manufacturers should be allowed to draw up a single set of technical
documents containing the elements required by both legal acts. It should be possible to
demonstrate conformity of EHR systems with essential cybersecurity requirements laid
down in Regulation (EU) 2024/2847 through the assessment framework under this
Regulation. However, the parts of the conformity assessment procedure under this
Regulation which relate to the use of testing environments should not be applied, since
those testing environments do not allow for an assessment of conformity with the essential
cybersecurity requirements. As Regulation (EU) 2024/2847 does not cover Software as
a Service (SaaS) directly as such, EHR systems offered through the SaaS licensing and
delivery model do not fall within the scope of that Regulation. Similarly, EHR systems that
are developed and used in-house do not fall within the scope of that Regulation, as they are
not placed on the market. A5 %78 T ((RK7)2024/2847 5 2641) AN 5 A JE AR X 28 2
R, B, BT ((WKH)2024/2847 SA5B1) Frda A BUF 0 R 7 Al HL {2
FRICTK RGE, BRI G sF 0 IE A N 2 22 4 Bk . X e L i e Sk R 4 1 |
T 7 N A% BEAS SR B Y ORI L A B . N TS, R VRG] — B X
PR IUE SO BT R AR BRSO o S RE 8 T8 I A S50 0 VA AE S, IR T
fERIC R RGFT & ((BRHE)2024/2847 526 01) HplsE HOFEA M 48 22 4 BOK . RTT, A
AR E 1R 5 % PEE R P Hh 5 DA S5 A8 P AR DG B8 0 AN R, PR i e il A 455



TAER AT G HE A 288 22 A BORAT VAL o BT ((BRH)2024/2847 55610 A & 3F
KRB BRI PRI ARSS (SaaS) , @ik A R AR 25 V1 mT RO A2 A A AU AR AL 1 P i R ¢
RGAAEZFGNPE VG EN . RIFE, T RS ) T el Sk RSt A FE 1%
ZprE RN, FAENIRBS .

(113)The EDPS and the EDPB were consulted in accordance with Article 42(1) and (2) of
Regulation (EU) 2018/1725 and delivered their joint opinion on 12 July 2022. & iR 4 (KK B
ZB1) (EU) 2018/1725 55 42 4655 (1) F (2D FE W T BRINEFE R 5B 72 (EDPS)
AR PR 2= 012 (EDPB) , BAITT 2022 /£ 7 FJ 12 HAER TG E L.

(114)This Regulation should not affect the application of the rules of competition, and in
particular Articles 101 and 102 TFEU. The measures provided for in this Regulation should
not be used to restrict competition in a manner contrary to the TFEU.Zs 2% 1| A4S W 5 1) 5. 4
FUME R, a2 (BREFIZIT440) 28 101 20128 102 25 3E FH o A2 BIRI2 FAO 45
T T U e (BRELEAT 2629 1907 R H1 5 4+

(115)Given the need for technical preparation, this Regulation should apply from 26 March 2027.
In order to support the successful implementation of the EHDS and the creation of effective
conditions for European health data cooperation, the implementation should take place in
stages, % THIARUER P TV, ARKHIN H 2027 45 3 H 26 Hilg A AR T
5258 (EHDS) IR SLit, Wi FE s & VR GG A ek i, FLsii BB
BO#AT

HAVE ADOPTED THIS REGULATION: 2% 3@ it 4~ 4451 -

CHAPTER | —&
GENERAL PROVISIONS &

Article 1 ZH—%%
Subject matter and scope % &5

1. This Regulation establishes the European Health Data Space (EHDS) by
providing for common rules, standards and infrastructures and a governance
framework, with a view to facilitating access to electronic health data for the purposes
of primary use of electronic health data and secondary use of those data.1. A% & {43
Ao ) 5 3 IR L A FEA O AT VG BRAE SR, N7 1 BRI (i e 43 ) CEHDS),
5 E R R Y A AR — A T AR E R v T e B 7 )

2. This Regulation: 2. AZ&%1:

(a) (a) specifies and complements the rights laid down in Regulation (EU) 2016/679 of natural
persons in relation to the primary use and secondary use of their personal electronic

health data; #15E JEANFE T (BREA 44 (EU) 2016/679) T #LE I EH AR ANAEHA A
TR R B 1 = A RN e FE S T RRUR 5

(b) (b) & T HL T EEIC R4t (“EHR Klays down common rules for electronic health
47) KT s ES — 4 2H A4 738 H record systems (‘EHR systems’) in relation to two
B, BRI AIESS 2 4655 (2) # (n) Timandatory harmonised software components,



1 (o) T 52 I EHR RS RN B #/FEnamely the European interoperability software
AR EHR RGO H B 844144 component for EHR systems and the European
FIRT e T EHEES EHR RGEIX P Mlogging software component for EHR systems, as
Gr— B LA 5 T S I HL A A )48 e S F defined  in Article 2(2), points (n) and (o),
T 5 76 W - fid B B4 1) 35 245 FH 5 T i) i@ respectively, and for wellness applications which are
FHFR I claimed to be interoperable with EHR systems in
relation to those two harmonised software
components, as regards primary use of electronic
health data; 1% Hi 7 FR A 1 = A, A%
BIHE T TR ICK RS (“EHR R4 KTW
A5 M G — B R R AR, X A 2L
AR 2 458 (2) 2 (n) TR (o) TifTE X
BRI EHR FR G0 BARAE L AT 2 A FIBR I EHR 2R
G0 HESAR A FIR, ARFGIHEME 7 AR
5 EHR RGAE BRI G — B A )7 TH SEBL B
FRAE IR R L FH R P ) e FH N

(c)lays down common rules and mechanisms for primary use of electronic health data and
secondary use of electronic health data; il 52 T T8 BEE0HE 7Y 3= B4 B A vk B4 F At A
KLU B

(d) (d) establishes a cross-border infrastructure enabling the primary use of personal
electronic health data across the Union; % 37—/ 5 53 LAl 15 it 181> N\ -1 R AL
RE 72 KK S Ve [ 9 45 21 2 28

(e)establishes a cross-border infrastructure for secondary use of electronic health data; & 37 B, F

i RE A — K 1 FH 1) i85 35 5 it B

(f)establishes governance and coordination mechanisms at Union and national level for both

primary use of electronic health data and secondary use of electronic health data.7E Rk ¥ #ll

IR JR TS T A1 RREACHE F) 2 A R O A 96 25 D TR LA

3. This Regulation shall be without prejudice to other Union legal acts regarding
access to, and sharing of or secondary use of, electronic health data, or Union
requirements related to the processing of data in relation to electronic health data, in
particular Regulations (EC) No 223/2009 (»), (EU) No 536/2014 (»), (EU) 2016/679,
(EU) 2018/1725, (EU) 2022/868 and (EU) 2023/2854 of the European Parliament and
of the Council and Directives 2002/58/EC () and (EU) 2016/943 (») of the European
Parliament and of the Council.3. A< &A1 AN 52 i Wk B3 HoAth 9 T+ {8 e 25040 (1) S A
S B A BV SO, AN RO R B 50 T H - BRI AL R A SS K
FE R RO S B EE 25 ) (EC) 45 223/2009 5 26451(24).  (EU) %5 536/2014

F1(25). (EU) 2016/679 554, (EU) 2018/1725 ‘55l (EU) 2022/868

F2BI. (EU) 2023/2854 52601, PAKIRIAMEH ) 2002/58/EC 5 15
A(26)F1 (EU) 2016/943 S53154(27).

4. References in this Regulation to the provisions of Regulation (EU) 2016/679 shall
be understood also as references to the corresponding provisions of Regulation (EU)
2018/1725, where relevant, as regards Union institutions, bodies, offices and
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agencies.4. ANZWHIHFHE K ((KREE)2016/679 52661 Sk Ak, 5RR B LI
Bk pdab S ARENLAT S, FEAESIEAL T, SRR R S (BREH)2018/1725
SR BIAER KK

5. This Regulation shall be without prejudice to Regulations (EU) 2017/745, (EU)

2017/746 and (EU) 2024/1689, as regards the security of medical devices, in

vitro diagnostic medical devices and artificial intelligence (AI) systems that interact

with EHR systems.5. -5 B 7@ B0k R B BRIT 2800 AR IMS W7 480

MANLERE (AD RGN zethins, AEGIAREm (KD 2017/745 554061,
(R 2017/746 5 251 F1 (B 2024/1689 5 %M.

6. This Regulation shall be without prejudice to Union or national law regarding
electronic health data processing for the purposes of reporting, complying with access
to information requests or demonstrating or verifying compliance with legal
obligations, or to Union or national law regarding the granting of access to and
disclosure of official documents.6. 7 2551 A~ 5 e Wk B8 Bl 03 [ 5C T A dk i i) B
15 BIRHUE K IR EZ S € A5 15T % O T 3R AT e f R A 3 g2,
AN R R R B L Ok T T SR SR 40 e A

7.  This Regulation shall be without prejudice to specific provisions in Union or
national law providing for access to electronic health data for further processing by
Member States’ public sector bodies, by Union institutions, bodies, offices and
agencies, or by private entities entrusted under Union or national law with a task of

AN

public interest, for the purpose of carrying out such task.7. A< 2& 1] A 52 ne) ] B3 8% [F
FALEP I HARRE , XLEHE VPR H AL I . RN B Tp
AL, SR BR R B3 FE R 2 BB AT A R 28 AF 55 I FA N SEAAR R
HOL R A FE A DA AT 3 — 2D AR B, AN IT S8 O SRAT 55

8. This Regulation shall not affect access to electronic health data for secondary use
agreed in the framework of contractual or administrative arrangements between public
or private entities.8. A Z& AN G A ILELAA N SLAk 2 [AIE & [R] B0AT U2 HFHE ZE N
o A R R RS T R T AU 1)

9. This Regulation does not apply to the processing of personal data in the following

cases:9. AZKFIAEH T PA RO AN NE 4 A2

(a) (a) where the processing is carried out in the course of an activity which falls outside the

scope of Union law; 7E J& T Wk B A1 [l 2 A0 17 shid B2 db AT AR BRI 15 400 5

(b) (b) #E T B FEICFK RS (“EHR Rwhere the processing is carried out by competent
a4 %?Wﬁ?ﬁ%ﬂﬁéﬁ#ﬁﬁéﬂ#mi\_ﬁﬁauthorities for the purposes of the prevention,
B, BRayAAESE 2 4558 (2) 3K (n) Tifllinvestigation, detection or prosecution of criminal
(o) T g X EHR ,%é}ﬁ[/x/)llﬁf%f/ﬂi?’offences or the execution of criminal penalties,
AR EHR RSB H B A2H 445 [Flifincluding  the safeguarding against and the
WL E T A FREE S EHR RS AEIX H N4t —prevention of threats to public security. 1 3 & Hl
A A A T S 3 EL AR AR I R S AR e O TR . TR L T BGE R R A0 5R ST R
TE HL R Ei s 110 32 A0 7 0 B0 38 B AL T CROHE DR B RN FESIT 0 2 e 22 4 () gl ) T
g HEAT AL ER )1 O



Article 2 2 £
Definitions & X

1. For the purposes of this Regulation, the following definitions apply:1. Kl 4s 2%

Mma, EHTIEXL:

(a) (a) the definitions of ‘personal data’, ‘processing’, ‘pseudonymisation’, ‘controller’,
‘processor’, ‘third party’, ‘consent’, ‘genetic data’, ‘data concerning health’ and
‘international organisation’ laid down in Article 4, points (1), (2), (5), (7), (8), (10), (11),
(13), (15) and (26), respectively, of Regulation (EU) 2016/679; Rk B3 2x%1) (EU)
2016/679 5 4 265K (1)« ()« (5) + (1), (8 . (10 . (11 . (13),

(15) 1 (26) sy AIRLE A NEHE” . b3, “Bsate” g, e,
“OE=T77. AT “REDREET L i R A PR 2 IR E

(b) (b) ME T H-FEFICRK RS (“EHR Zthe definitions of ‘healthcare’, ‘Member State of
4t TP 9 4t — B 20 A4 1) 38 FH affiliation’, ‘Member State of treatment’, ‘health
B, BOARAIESE 2 2626 (2) 3K (n) Jiprofessional, ‘healthcare provider’, ‘medicinal
(o) T E X EHR RGRRIN B /EMEproduct’ and ‘prescription’ laid down in Article 3,
BAFALEA EHR RGRCI H EBAFAE: points (a), (c), (d), (f), (g), (i) and (k), respectively, of
IR e T 7 FRBES EHR R 471X P Directive 2011/24/EU; (2011/24/EU 5454 ) 45 3
Gt — S 2L U T S I EL AR B A BE R 25 (@) (c)~ (d)s ()~ ()~ (i) (k) si73 A 5 Y “ =
T 7 AE {8 R A s (1) 32 A0 FH 7 10 a7 DR . “SORECD B L “YRIT RO “RIT
FH A WG “BRIT ARSI AEE" . Ay b TT "
7E X

(c)the definitions of ‘data’, ‘access’, ‘data altruism’, ‘public sector body’ and ‘secure processing
environment’ laid down in Article 2, points (1), (13), (16), (17) and (20), respectively, of
Regulation (EU) 2022/868; (FXHH44%1) (EU) 2022/868 &5 2 4% (1) . (13) . (16) .

(17) A1 (20) 0 BB E B “Hdls” . “Tra” s BRI S A SRR TR A 4
AL PRI 1) E X

(d) (d) the definitions of ‘making available on the market’, ‘placing on the market’, ‘market
surveillance’, ‘market surveillance authority’, ‘non-compliance’, ‘manufacturer’,
‘importer’, ‘distributor’, ‘economic operator’, ‘corrective action’, ‘recall’ and ‘withdrawal’
laid down in Article 3, points (1), (2), (3), (4), (7), (8), (9), (10), (13), (16), (22) and (23),
respectively, of Regulation (EU) 2019/1020; KX B37E 8 (EU) 2019/1020 5 3 4558 (1) .

2. . @W. . . (@, (1. 13> . e . Q2
(230 JarARUE iy By i iR ENET . AE
P NI I b= RN - W AN ST RN 258 S 2= N 7 WTot 1= 3 RN S (51 R S R T I
fRIE s

(e)the definitions of ‘medical device’, ‘intended purpose’, ‘instructions for use’, ‘performance’,
‘health institution’ and ‘common specifications’ laid down in Article 2, points (1), (12), (14),
(22), (36) and (71), respectively, of Regulation (EU) 2017/745; (FXK¥34&4|) (EU) 2017/745
245 (D . (1) . (14) . (22) .« (36) F (71D FUHrHIMUE (1 “ BT 38” “Ti
WIF & VI “PERE” S “BRIT HLAY Al B RIE R E Xs

(f)the definitions of ‘electronic identification’ and ‘electronic identification means’ laid down in



Article 3, points (1) and (2), respectively, of Regulation (EU) No 910/2014; (KK 4%%1) (EU)
%5 910/2014 S5 3 %5 (1) mUMZE (20 U5 ml e i B 7 F0 B 1 S 4 F- B 1)
7E X

(g) (g) the definition of ‘contracting authorities’ laid down in Article 2(1), point (1), of Directive
2014/24/EU of the European Parliament and of the Council (x); KX ¥ 15 2= F1 ¥ 23 £ 26
2014/24/EU SH4 55 2 %5 (1 3KE (1 TUHE M 424778 L (28)

(h)the definition of ‘public health’ laid down in Article 3, point (c), of Regulation (EC)
No 1338/2008 of the European Parliament and of the Council (=). KX il % <= F1 # 2 £ &5
1338/2008 52k (EC) 25 3 4% (o) siATHLE M “ A3k PA & X (29).

2. In addition, for the purposes of this Regulation the following definitions apply:2.
AN, WiAKBI S, & TAE -
(@) (a) ‘personal electronic health data’ means data concerning health and genetic data,

processed in an electronic form; /> A\ H T {8 FEEHE " 18 DL 772 20AL FE 1) G o< i BE
R 35 AT PR B8R 5

(b) (b) #iE T T FICK RSt (“EHR F‘non-personal electronic  health data” means
g7y KT AR VE G — B A A 1¥) i8 Helectronic  health data other than personal
B, BRoyRIZESE 2 4655 (2) 2K (n) Tifllelectronic health data, including both data that
(o) Tirh5E XL EHR RGLRGIMN B HefEPE % have been anonymised so that they no longer
HZH AR EHR RS H S8 4144;  [Frelate to an identified or identifiable natural person
B E 7 A FREE S EHR RALEIX P Si(the ‘data subject’) and data that have never
— R A 2HL A 7 T S B B B A () 48 B I8 F #Erelated to a data subject; “dE/N A HE T S HE
J A B0 S J50HR ) S A 7 D )38 FH R A N R R e DA I R A e, B
FH s AFECEAAEE ., AR5 S IRERTEA E
RN Bl AR MG, A FE K
555 3 AR IR R E s

(c)‘electronic health data’ means personal or non-personal electronic health data;“ H, ¥ fid f %1

b X is AN EISUNE IR R (9 3 E/ep

(d) (d) ‘primary use’ means the processing of electronic health data for the provision of
healthcare, in order to assess, maintain or restore the state of health of the natural
person to whom those data relate, including the prescription, dispensation and
provision of medicinal products and medical devices, as well as for relevant social,
administrative or reimbursement services;” = % & & fa R A B 97 IR 25 1 AL B
TAEFEEUE, DLVPAL . 4ERF B R I LS H U T ) B AR N BB R L, B4 24
MBEST AR DT Bo2gAnaRat, DARARHIH 2. AT Bk 4 55

(e)'secondary use’ means the processing of electronic health data for the purposes set out in
Chapter IV of this Regulation, other than the initial purposes for which they were collected or
produced;” — IR A% 7 72 48 Ay 52 AR 2% 451 55 DY 2 K05 190 B A 17 xoF B 1 £ R s AT I A
B, ABASELFE Ay S SR A X S K 1 H IR AT R AL 2

(f)interoperability’ means the ability of organisations, as well as of software applications or

devices from the same manufacturer or different manufacturers, to interact through the
processes they support, involving the exchange of information and knowledge, without
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changing the content of the data, between those organisations, software applications or
devices;“ 1AV 45 1 7% 2H 23 LA L [R]— il 32 e meAS [) 1) 3k s (00 81 2 R P B3 45 i
I AT SRR AT A B, AR AEIX SO 21 | B B R B 4% 2 TA) 28 A 2T
R, HA SRR N AR RE

(g) (g) ‘registration of electronic health data’ means the recording of health data in an
electronic format, through the manual entry of such data, through the collection of such
data by a device, or through the conversion of non-electronic health data into an
electronic format, to be processed in an EHR system or a wellness application;“ Hi, - fi
FRECHR I R T3 . B USSR B T e e o e s X
3 Kl BRI LR iR aie sk, DAEAE LT BED s R Ge sl fi R N FH AR e gt 4T
JOBEED

(h)‘electronic health data access service’” means an online service, such as a portal or an
application for mobile devices, that enables natural persons not acting in a professional
capacity to access their own electronic health data or the electronic health data of those
natural persons whose electronic health data they are legally authorised to access;“ H, T {i& ff
Bl 7 0 Ik 557 e i — R AE LR S5, BIan 1 Wb st sh s B AR R, BAEA BRI L 5
TR ERNBEE U 10 B O R R, T 1) AR A AT 1] ) Al AR
R, R

(i) (—) ‘health professional access service’ means a service, supported by an EHR system, that
enables health professionals to access data of natural persons under their
treatment;“B= 7 MV N G107 1] IR 557 fe 4t B R TR IC SR RGUSCHF . BEIT Lk A
SARERS T 17 BT I AR N B8 (iR 555

() (j) ‘electronic health record’ or ‘EHR’ means a collection of electronic health data related to
a natural person and collected in the health system, processed for the purpose of the
provision of healthcare;”H T {# Fiic &7 B “EHR" TR 7E AE R IEER . 5 HR A
KIHT@REIR LS, HALEH 2R T IRSS -

(k) (k) “HELF{EEEIC 3 R 47 B “EHR ZR 4" ‘electronic health record system’ or ‘EHR system’
B XN RS, EBME, 1% &% means any system whereby the software, or
IR SHAE A, Res X A2 fifa combination of the hardware and the software of
WL 8 TAR S 2K B A N T FE $that system, allows personal electronic health data
PEHATAAE . P, S SN #¥t.that belong to the priority categories of personal
A A,  H LG & K B2 T Bielectronic  health  data  established under this
SRALEERMLEZ PR ME R, @i{tRegulation to be stored, intermediated, exported,
AR ) B T R B M imported, converted, edited or viewed, and intended
by the manufacturer to be used by healthcare
providers when providing patient care or by patients
when accessing their electronic health data;“ Hi -
ALK R BEHR RG 1R I RATTIX AL R 4t
BliZ R4 8, s 53 E, REe xR
o A 25 A ST A N H i R S A S 2 i A
N T IR IT A P, Sl AL &
e, GARELEE, HILWNER B AT kSRt



FEFAL B E P E AR, s B E AU R L T
i R A I

(1) “Fe N\ AF " R F8 A 25 151 T ‘putting into service’ means the first use, for its intended purpose,
TR 55 ) H T @ B 1K 3% & Siin the Union of an EHR system covered by this Regulation;“#% A\ {#
T BR 2R P B IR 4 3 T FH 7 R HE AR 2545 BT IR G 1) FE - RR T SR R S/ BRI IR e L T e
HAEH . i AEH 5

(m)‘software component’” means a discrete part of software which provides a specific
functionality or performs specific functions or procedures and which can operate
independently or in conjunction with other components;“ 3 {4 40 14F” $5 B A b B A 4F e T

v PATREE SRR B AL ER 7y, B R DABATIEAT, AT DS AR AL P [F] s AT

(n) (n) “BRKIYNELF{8 B0 % R St B3 ‘European interoperability software component for EHR
VEPE SR 244" 2 8 B TR R 10 5% &2 Sisystems’ means a software component of the EHR
M — AN, 1Z2H A PAAS 251 3 52 system which provides and receives personal electronic
FIRRHN i FR e e A2 4% 30, $2{it Fhealth data under a priority category for primary use
P2 USCHR 4 A 2% 151 4 37 1) 32 5 & ) St established  under this Regulation in the European
AR N T EEEE, H 57 Telectronic health record exchange format provided for
N B B iC s B2 gt H BB 2H4%; in this Regulation and which is independent of the
European logging software component for EHR
systems; FL -1 i 10 3 28 40 10 RN B 458 AR 1t e 2
78 B2 F T REIL K R A — AN AR AR, A
o LA 24510 00 7 1R BRI B, fi R 1 7 A8 i X4t it
RIS A 2% A5 B 37 1) 2 B IS AR e 2K R AN A
(g R, HLMOZ T F R TSR R S8 R G H
HRAH

(o) “HE T8 B id 5% R SR H.#:4F ' ‘European logging software component for EHR systems’
BAF A F8 1 7E BT R 10 3% & Stmeans a software component of the EHR system which
B —Fh #2048, & LLAS 69130 5% fprovides logging information related to access by health
W BT BRI S A kg 2, M A professionals or other individuals to priority categories of
SRR B B @RS, $Efitpersonal electronic health data established under this
FELUAS N H T s, H 7 T Regulation, in the format defined in point 3.2. of Annex II
B T8 10 % & 4 WO H & 414 dthereto, and which is independent of the European
(s interoperability software component for EHR systems;“ E,
FAEFEIC SR R G RN B A A 8 1 A R
TSR RGN — N, 2 DA 28 3.2 A
SE A% 2, RIS BT Ll S H At A A 17 18] A 2441
Frif LIS N FL T R DL Se Rl AR H G B
HMST T F T R D S 5 48 1 R 48 A A S 2H A

(p) (p) ‘CE marking of conformity’ means a marking by which the manufacturer indicates that
the EHR system is in conformity with the applicable requirements set out in this
Regulation and other applicable Union law providing for its affixing pursuant to
Regulation (EC) No 765/2008 of the European Parliament and of the Council (*);“ & %
PE CE 5 357 2 Fi5 i) 3 7ot 1 124 75 3R B L {8 BRI SR R GEAT A A 249 S AR 5 BRI
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WA H 2255 765/2008 52661 (EC) Mg Rl Ik 2 b 2 i Hoth 3 B R By o
FIE 136 FHEE R (30)5

(q) “JR R 52 78 16 3 &K A FFrisk’ means the combination of the probability of an occurrence of
Ko B | 2245 B 4 4zt a hazard causing harm to health, safety or information security and
A0 1 T] BEME 5 1% 451 FEthe degree of severity of such harm;“ XU &7 /& 8 f& FEXTHEFE . %4
(1) 7 H R R A BE B2 Al AR F R AE MR 524 F N R R A A

(r) “T= B FHA 2T T 3 1 ‘serious incident” means any malfunction or deterioration in the
{1 3% R Gt H B AT fT characteristics or performance of an EHR system made available
W E R . PERE %, B 4%on the market that directly or indirectly leads, might have led or
A S8 AT RE O S B T might lead to any of the following:“ ™ B S 42 8 117 5 L T fi
Be FECLL AR —FhIEOL: B REICSR R S0 I AT s B B P . R REIR AL, IX B Bl
IRANFET B H SR N R 32 BB A B al ] 3 S 8. 7T RE O S Bn] e S B T AR —Fh
AR, THL:

(i) (—) the death of a natural person or serious harm to
a natural person’s health; Fl 8 AFE T 8% H SR A {8 5
18 R B

(ii)serious prejudice to a natural person’s rights; X} H A AR ]
P AR

(iii)serious disruption of the management and operation of
critical infrastructure in the health sector; % A= # |7] e g 3
itk 8¢ it (1) 5 B RNE 5 1 O™ BT 5

(s)‘care’ means a professional service the purpose of which is to address the specific needs of
a natural person who, on account of impairment or other physical or mental conditions,
requires assistance, including preventive and supportive measures, to carry out essential
activities of daily living in order to support his or her personal autonomy;“f& 3”5 1 & —Fh &
AR, L H 120 2 B RN IIRE T 2K o 1% H SR BT 778 i s LAt B i RS wiotR I,
i E ARG ELAE TS AN SCRREFE I AE A AP B, DU JE B AR TR IR AR 31, AT S A
NHEEME.

(t) (t) ‘health data holder’ means any natural or legal person, public authority, agency or other
body in the healthcare or the care sectors, including reimbursement services where
necessary, as well as any natural or legal person developing products or services
intended for the health, healthcare or care sectors, developing or manufacturing
wellness applications, performing research in relation to the healthcare or care sectors
or acting as a mortality registry, as well as any Union institution, body, office or agency,
that has either:“fi FEEE 547 248 002 BT 7 5P BLATUS AT AT AR VRN A3
Bk B B AR AL O ZE R AR IR S  BLRATAT T A ) T e
=7 BRAP PR P i B SS  JT R B G A BB R AR BT B B AU AR
KWPTT AFPETECH I BARNBGEN, AR . Fk. pas
AR, HAZ%E R WE LU — 561

(i) (—) the right or obligation, in accordance with applicable Union or national law
and in its capacity as a controller or joint controller, to process personal


https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707

electronic health data for the provision of healthcare or care or for the
purposes of public health, reimbursement, research, innovation, policymaking,
official statistics or patient safety or for regulatory purposes; or & 4} i& FH it KX
WA EGE SR, I DA BB S 1S 1 S, IR SRR IR B
BONAFE AL R, WS, Q1% BURRDE. B4t B esin
B H AR RS - RS AR B LS5 B

(ii)the ability to make available non-personal electronic health data through the control
of the technical design of a product and related services, including by registering,
providing, restricting access to or exchanging such data; il it %f 7= i A AH 9¢ AR 55 10
ARV BEATIER] CRFEEMN . $R4E IRHID7 A s #2885, IR AT
g R a7 F e

(u) Cu) ‘health data user’ means a natural or legal person, including Union institutions, bodies,
offices or agencies, which has been granted lawful access to electronic health data for
secondary use pursuant to a data permit, a health data request approval or an access
approval by an authorised participant in HealthData@EU;“{g & £ 45 1 FH &~ & 5 iR ¥
BHEVEAT . fa FEAE 15 SR L EBL HealthData@EU RS 5#& V5 I fiLHE, K15
27 ) A R DLEAT T HAR N EBGE N, S EEREE BOLAL . B 75
AT IR A

(v) (v) ‘data permit’ means an administrative decision issued to a health data user by a health
data access body to process certain electronic health data specified in the data permit
for specific secondary use purposes, based on conditions laid down in Chapter IV of this
Regulation;“ 4 VF AI 2 fi g FEECHE U R WL 1 e Ko ah 8 FH 38 4R H AT Bk
FOVFH AR A 25451 58 DU 2/ (0 251, J9Rs e 1) A F ) Ak B 58t v ] e 4R e

1) S B (g AT 5
(w) “Brdz L7 2 75 45 #4401 B ‘dataset’” means a structured collection of electronic health
TR RIS data;“BUIR AL R TR 4 AL I H T R A I S 5

(x) “XF — ¥ AE B B G B B2 ‘dataset of high impact for secondary use’ means a dataset the

1 B s 527 & F8 IR H 5 i Fére-use of which is associated with significant benefits due to its

BP9 R AH G 14 17 72 7581 F Bf relevance for health research; B A iy 51 7 1) — R A% FH #4427

Reafr R K AL 4 s T 12 R H SRR FE A oG 1, P9 OR) FH ey o 2 25 2 A 1Y)
HmeE; 7

(y)'dataset catalogue’ means a collection of dataset descriptions, arranged in a systematic
manner and including a user-oriented public part, in which information concerning individual
dataset parameters is accessible by electronic means through an online portal;“£{#% £& H 5"
TR R B RIS, XERIA LRGN T2, ST E P AL,
HA G S BAR R S B0 5 B @ AE 2R ] DAL 777 2U3R R

(2) () “¥AEFE"45 M Tfd‘data quality’ means the degree to which the elements of

B EHE 1 %% 00 2 K 3& H T Helectronic health data are suitable for their intended primary use

oA ) =5 22 i A VR B A i&sand secondary use;“ZUHE 5 27 18 B /& B T A 10 S B R

AIFE R ; 55 FCTIU I 32 R 18R L FH I A E T R

(aa) (aa) “##fEmi = ANSZH 14 data quality and utility label’ means a graphic diagram,



FRZ7HE— M ERIEZ, including a scale, describing the data quality and conditions of
FH T 48 18 B8 52 1) B8 o & Flluse of a dataset; “Z4# i 5 A1 S FH 14 bn 227 18 12 — b B I
{5 FH %A x®, AHE—AER, HTHIREE M HE i 2 A H %1

(ab) “fg 5 N FH #4277 /2 F8 ] i& 75 ‘wellness  application” means any software, or any
= EpE RN AE AR ¥4, combination of hardware and software, intended by the
AR A 58204, B T manufacturer to be used by a natural person, for the
AR EE T R EHE, & ] H T #2processing of electronic health data, specifically for providing
LA R HAR N (S B, 3 Hinformation on the health of natural persons, or the delivery
T EIT RS DA H 3 fitof care for purposes other than the provision of
EiaEL IS healthcare.”{g 5 . FH #5 F7” 41 ) 3 i A= L4k B 28 A\ Ad 1)
AT A, BRI ERERAA, HTAbEE R
LITHTIREEACEANERRGEE, B HERREST IR {E
PLAN H B4 BEAR 55

CHAPTER II 38— &
PRIMARY USE FEHi&

SECTION 1 E—7

Rights of natural persons in relation to the primary use of their personal electronic

health data, and related provisions AN ZEE NN B -FEFEH T T 7 H
HIPFY RAAHRHE

Article 3 5 3 5%
Right of natural persons to access their personal electronic health data B3 A 15

I F AN B R U

1. Natural persons shall have the right to access at least personal electronic health
data relating to them that belong to the priority categories referred to in Article 14 and
are processed for the provision of healthcare through the electronic health data access
services referred to in Article 4. Access shall be provided immediately after the
personal electronic health data have been registered in an EHR system, while
respecting the need for technological practicability, and shall be provided free of
charge and in an easily readable, consolidated and accessible format.1. H %8 A\ H
LA 4 2R TR AT R VT M IR 5%, SRIEAD SRS JRT2 14 20T
RPSFR A P A BT AR S5 1y AL ER A4S N i R » 7225 RE SR T AT 1k
IATSE N, DA RESIEA R ALK RGP gl a, NMILRIR AT,

Hurw pigest, JFELS TR B4 Bl SR Ut

2. Natural persons, or their representatives referred to in Article 4(2), shall have the
right to download free of charge an electronic copy of at least the personal electronic
health data in the priority categories referred to in Article 14 related to those natural
persons, through the electronic health data access services referred to in Article 4, in
the European electronic health record exchange format referred to in Article 15.2. H



SRNEILER 4 5658 2 SR AR, NAPOEILER 4 26 B (1 fL1-fi RREAE U5 7]
W55, VLS 15 2Tk iR o 7 BRAC SRS i 3, 2 PR HiZBRA
FAIRIIER 14 ZFTIRO05E S0 o - A F - f B Ecdis B A

3. In accordance with Article 23 of Regulation (EU) 2016/679, Member States may
restrict the scope of rights provided for in paragraphs 1 and 2 of this Article, in
particular whenever those restrictions are necessary to protect natural persons, on the
basis of patient safety and ethical considerations by delaying access to their personal
electronic health data for a limited period of time until a health professional is able to
properly communicate and explain to the natural persons concerned information that
can have a significant impact on their health.3. ¥ (B 2%%1) (EU) 2016/679
5523 2%, RO E AT BREIASEE 1N 2 T E BRG], Rl e fE LR
O T BFE MBS, R ERAN, FIER IR P SEIR HAREL
WNCERR 9 3 ¢ SR = WG e Y NAY: AR PN S RPN S e i B i T =¥
FoAg B A E KR (S S

Article 4 3 4 £

Electronic health data access services for natural persons and their

representatives H /8 A\ K& HARE ) B8 712 RREBIE U5 19 iRk 55

1. Member States shall ensure that one or more electronic health data access services
at national, regional or local level are established, thereby enabling natural persons to
access their personal electronic health data and exercise their rights provided for in
Articles 3 and 5 to 10. Such electronic health data access services shall be free of
charge for the natural persons and their representatives referred to in paragraph 2 of
this Article.1. Ji 571 FE SR R AE FE 2 3 X Bt J7 25 i 57— B2 A LT RS
Pav7 5%, ANIAE 5 2R NBERS U5 1) oA N 7 R s, JFATIE%8 3 26 B8 5
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2. Member States shall ensure that one or more proxy services are established as
a functionality of electronic health data access services which enables:2. ¥ 7 [E W #f
RES.— A MUER S, 1F Dy s T B U7 W I 55 B — T Th g, XD RER
RE:

(a) (a) natural persons to authorise other natural persons of their choice to access their
personal electronic health data, or part thereof, on their behalf for a limited or
unlimited period and, if needed, for a specific purpose only, and to manage those
authorisations; and H 8 N BB 3 oAl B AR AR B 207 17 AN AR 7
Bt S R - B, SRABUHIR AT TR, B O R E H I, R X e
PRBCHATE L PA K

(b) (b) #E T B FHEICHK RS (“EHR &4:”) legal representatives of natural persons to
F TP RGNS — B A 1@ AN, Bl4raccess personal electronic health data of
FTEEE 2 2655 (2) # (n) Tifll (o) Tirp g X Hthose natural persons whose affairs they
EHR 2 St RM H# A 1 A 20 AT EHR R 4L KR Iadminister, in accordance with national law.
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Member States shall establish rules regarding the authorisations referred to in point (a)
of the first subparagraph and actions of guardians and other legal representatives. i¥%, i
[ B ) 72 S T3 — k3 (a) TR IR LA A 97 N S Atk e AR AN AT K
I8

3. The proxy services referred to in paragraph 2 shall provide authorisations in
a transparent and easily understandable way, free of charge, and electronically or on
paper. Natural persons and their representatives shall be informed about their
authorisation rights, including about how to exercise those rights, and about the
authorisation process.3. 5 2 KT H8 AR ER Ik 55 B LLIZE B H. 2 T 2R 1) 07 U 4t
BB, HAWCR A, BBt B RN B AT S 5 A0 AR AL
A, ALFE AT AT A X LB LA S AR BLAAR o

The proxy services shall provide an easy complaint mechanism for natural persons.{<{
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4. The proxy services referred to in paragraph 2 of this Article shall be interoperable
among Member States. The Commission shall, by means of implementing acts, lay
down the technical specifications for the interoperability of the proxy services of the
Member States. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 98(2).4. 42556 2 F AT id AL HE AR 55 N
REALE K 01 ] 2 [H) SE I EL AT o R B 2 oy o L I SR 5, 1) ol 0 (R AR AR 55
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5. The electronic health data access services and the proxy services shall be easily
accessible for persons with disabilities, vulnerable groups and persons with low
digital literacy.5. HL¥{g BREHE s In) R 55 AARHE AR 55 B4 {8 Ak Ny 99 AR A
PAR 7 2 IR BRI NG

Article 5 55 £

Right of natural persons to insert information in their own EHR EZA AZEHEH D
H TR R E S B HITAUH]

Natural persons, or their representatives referred to in Article 4(2), shall have the right
to insert information in the EHR of those natural persons through electronic health
data access services or applications linked to those services as referred to in that
Article. That information shall be clearly distinguishable as having been inserted by
the natural person or by his or her representative. Natural persons, or their
representatives referred to in Article 4(2), shall not be able to directly alter the
electronic health data and related information inserted by health professionals. H %A A\
B 4 2558 () FRRIAER, A BUE s T B U5 R Ik 55 B A% ik
X R FARRERI N IR, 1% H RN TR R P EAE L. ZER
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Article 6 75 6 5
Right of natural persons to rectification 52X A K IEA

Electronic health data access services referred to in Article 4 shall enable natural
persons to easily request online the rectification of their personal electronic health
data in accordance with Article 16 of Regulation (EU) 2016/679. Where appropriate,
the controller shall verify with a relevant health professional the accuracy of the
information provided in the request.zf 4 2% FTH8 i) B {1 BB 17 1) IR 25 B A E AR
NBERARYE (RCERZBIY  (BUD 2016/679 25 16 4%, BHIATELIERF IEHA A
TR . AEE S HOLT, IR NS OGBS Mk N SRR S R iR
STHERAE o

Member States may also enable natural persons to exercise online other rights
pursuant to Chapter III of Regulation (EU) 2016/679 through electronic health data
access services. i 54 [EIE AT fo Vi H AR T8I o7 R V7 R iR 55, K9 (BRER
M (2016/679) ) = FATAEHABAE LA .

Article 7 5 7
Right to data portability for natural persons E %R A ) $ 35 AT 4577 AL

1. Natural persons shall have the right to give access to, or to request a healthcare
provider to transmit, all or part of their personal electronic health data to another
healthcare provider of their choice immediately, free of charge and without hindrance
from the healthcare provider or from the manufacturers of the systems used by that
healthcare provider.1. HA NABIRVE AN HL7{8 Bl 1 4= S0 sl iB 70 4 g 17
BREOR BT RS 1R A S AN 9% HAS 2 1 B2 7 i 9% 1 i LA FH 1 &R i i
e BELASH -, R LA N R RS 1Y) 2 B m o0 e 4 FL A 36 1) o — B B 7 IR S5
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2. Natural persons shall have the right, where the healthcare providers are located in
different Member States, to request the transmission of their personal electronic health
data in the European electronic health record exchange format referred to in Article 15
through the cross-border infrastructure referred to in Article 23. The receiving
healthcare provider shall accept such data and shall be able to read them.2. 4[&J7 fil
FARMEENL T A F A EI, 8RN RCESKIEIT 56 23 2% irid 195 558 ZL il it
PAEE 15 26 Firid (W HL 1 (i R 10 3 S et s A T R B dl . S5y
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3. Natural persons shall have the right to request a healthcare provider to transmit
a part of their personal electronic health data to a clearly identified recipient in the
social security or reimbursement services sector. Such transmission shall be carried
out immediately, free of charge and without hindrance from the healthcare provider or
from the manufacturers of the systems used by that healthcare provider, and shall be



one-way only.3. H R NABERELT7 Ik 55 4& 4R/ FLES 70 N\ 71 e dicdl 1%
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4.  Where natural persons have downloaded an electronic copy of their priority
categories of personal electronic health data in accordance with Article 3(2), they
shall be able to transmit those data to healthcare providers of their choice in the
European electronic health record exchange format referred to in Article 15. The
receiving healthcare provider shall accept such data and be able to read them, as
applicable.4. H /R NI 3 2658 2 AN 87 HAS N7 R T A 6 28 i
HLFEIA S, B2 R85 1% e DLER 15 25 BT i M B 7 i Ji T 7 32 s =2
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Article 8 7 8 %
Right to restrict access B 17 5] £

Natural persons shall have the right to restrict the access of health professionals and
healthcare providers to all or parts of their personal electronic health data as referred
to in Article 3. H 8 NA BRI TLAE Lk N AN BRI ik 95 3R 35 U 1) L 56 3 2k i
P 4 T BT 20 N L1 R

When exercising the right referred to in the first paragraph, natural persons shall be
made aware that restricting access might impact the provision of healthcare to them.
FEATAE 28— B BCRII, N ik B AR NN, BRI U5 1) W] Be 2 52 m Dy AR L Y
B=I7 IR 55

The fact that a natural person has restricted access under the first paragraph shall not
be visible to healthcare providers. H #A NARYE 55— 31052 215 ] R 11X — 15 0, AN
LT MR 55 SO e o

Member States shall establish the rules and specific safeguards regarding such

restriction mechanisms. i 51 [ N fil] 78 5 T 156 2 PR il AL it (147 A0 D00 002 A o o i e o

Article 9 7 9
Right to obtain information on accessing data JREXE#E 17 Al1E B I

1. Natural persons shall have the right to obtain information, including through
automatic notifications, on any access to their personal electronic health data through
the health professional access service obtained in the context of healthcare, including
access provided in accordance with Article 11(5).1. H2A NABGREUHIAE B, BLFE
I EBER R T IC T RS AR B R A TR A B BT N 5 A IR S5 R
FA N B 7 B BT AT DT B O, ALFEARE SR 11 2556 5 R MIERIDT ).

2. The information referred to in paragraph 1 shall be provided, free of charge and

without delay, through electronic health data access services and shall be available for
at least three years from each date of access to the data. That information shall include



at least the following:2. 2 1 FKFTE 15 B SLd ik {8 fe Zods U5 il i 55 %0 2% H
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(a) (a) information on the healthcare provider or other individuals who accessed the personal

electronic health data; 5¢ T 17 ] /™ A {8 5 2080 1) 125 97 IR 55 e ik 3 s A S A1)

==
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(b) (b) BLSE T HFBICR AL (“EHR RE7) KT M si il 58— ffthe date and time
AR RN, B3 AESE 2 2558 (2) 3K (n) TIH (o) T 5E X ¥of access; 7 i) 1
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(c)which personal electronic health data were accessed.jj 1] T MB &4~ A\ HE - f HE 040 .

3. Member States may provide for restrictions to the right referred to in paragraph 1
in exceptional circumstances, where there are factual indications that disclosure
would endanger the vital interests or rights of the health professional or the care of the
natural person.3. FEFFIRIGOLT, A FSLRPH R = fm & DAL FIREK
M s BBA,  BE A B AR N AT B, R [ RTX 5 1 K BT BRI A H PR A A

Article 10 5 10 %
Right of natural persons to opt out in primary use 528 A\ 7E = EA# F o 1B A

1. Member States’ laws may provide that natural persons have the right to opt out
from the access to their personal electronic health data registered in an EHR system
through the electronic health data access services referred to in Articles 4 and 12. In
such cases, Member States shall ensure that the exercise of that right is reversible.1.
G AR AT AL E . HAR N A BUA AL 5 4 25A1 58 12 25 ik B WL 1-{a R 2
07 1) R 55 SR B AE o7 BT S R Ge b B I N H @ BRI o A2 IR 10
N O N PRAZ AR AT A PR Y

2. If a Member State provides for a right referred to in paragraph 1 of this Article, it
shall establish the rules and specific safeguards regarding the opt-out mechanism. In
particular, Member States may provide for a healthcare provider or health
professional to be able to get access to the personal electronic health data in cases
where processing is necessary in order to protect the vital interests of the data subject
or of another natural person as referred to in Article 9(2), point (c), of Regulation (EU)
2016/679, even if the patient has exercised the right to opt out in primary use.2. Ul
RERE VA | AR RIBCH , T 1 % 5% 38 HEATLAR) B4 08 T A A4 PR
Bl FElag, AETTRE, AR EdE RS (BRI (2016/679) )
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Article 11 5 11 ¢



Access by health professionals to personal electronic health data BE57 &Mk A\ &%}
AN BT REIE K U7 15

1.  Where health professionals process data in an electronic format, they shall have
access to the relevant and necessary personal electronic health data of natural persons
under their treatment through the health professional access services referred to in
Article 12, irrespective of the Member State of affiliation and the Member State of
treatment. 1. 47 LA G DLEL A% AL BEE R I, ARATT N Read it 28 12 26 ik
HIEETT B N G207 1 Rk 5%, SRECHG YT B H AR A B 5¢ H b B AN N 11 AR
P, o FLHTJE A G AR T BT AR A O3 1 D9 AT

2. Where the Member State of affiliation of the natural person under treatment and
the Member State of treatment of such natural person differ, cross-border access to the
personal electronic health data of the natural person under treatment shall be provided
through the cross-border infrastructure referred to in Article 23.2. #2525 97 ¥ H
SRNHIZ R A B 52z H AR N7 R E AN A I, RS R 5 23 26 BITid 5 52
FEAHH B B SR 42 520697 1 AR AN N1 A O 5 52 7 1)

3. The access referred to in paragraphs 1 and 2 of this Article shall include at least
the priority categories of personal electronic health data referred to in Article 14.3. A&
SR 1 FONER 2 R da U7 AN, 22/ ELFE 5 14 S5 BT Hia S N L1 0a REE A Y
P .

In line with the principles provided for in Article 5 of Regulation (EU) 2016/679,
Member States shall establish rules providing for the categories of personal electronic
health data accessible by different categories of health professionals or for different
healthcare tasks. Such rules shall take into account the possibility of restrictions
imposed under Article 8 of this Regulation. #2845 Kk B %% (EU) 2016/679) % 5
SEHE B JEIN, a8 58 B A)  AE SRIIN , BH AN IR 2R3 B N B3 mT 0 1) g A
N T REEE S, B A B B2y A8 55 AT 7 1] iR N H A e =0« itk
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4. In the case of treatment in a Member State other than the Member State of
affiliation, the rules referred to in paragraph 3 shall be those of the Member State of
treatment.4. 7 £ 2 (R B 51 B DLAM FLA A% 03 9252877, 56 3 kAT dia R0 &
T VAT BT AL A O I AR

5. Where access to personal electronic health data has been restricted by a natural
person pursuant to Article 8, the healthcare provider or health professional shall not be
informed of the restricted content of those data.5. 77 H #R ANk 28 8 25 PRI T Xt H
AN N H T B B U ) ARR, D B Al 55 4 8 B AR b N B A A 7 R
BRI b 32 IR A A

By way of derogation from the first paragraph of Article 8, where necessary in order
to protect the vital interests of the data subject, the healthcare provider or health
professional may be granted access to the restricted electronic health data. Such cases
shall be logged in a clear and understandable format and shall be easily accessible for

the data subject. fF X 28 8 2558 — BT B, 720 PRI A 3 4 1 52 KM 2 A7 0



BT OLT, W SCVFERST AR S5 SR AL BRI Lk N 37 ) 52 BIR ) HL 7 i BRI
BESRTE BUNL LLIA I 2 e A% il %, IR RAE Bl AR &

Member States may provide for additional safeguards. 1% i [ 7 B 52 A 4 F) LR [ 1
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Article 12 7 12
Health professional access services BEJ7 &M A 715 4] iR %

For the provision of healthcare, Member States shall ensure that health professionals
are able to access free of charge the priority categories of personal electronic health
data referred to in Article 14, including for cross-border care, through health
professional access services. 7EFE LT MRS A, il o [ B A PR =97 B Ml N DR RE
gl PRy N VTR ARSS, e Bk BUER 14 25 Pk A0 56 280 A N B -
e, WA TR

The services referred to in the first paragraph of this Article shall be accessible only to
health professionals who are in possession of electronic identification means which
are recognised pursuant to Article 6 of Regulation (EU) No 910/2014 or other
electronic identification means compliant with common specifications referred to in
Atticle 36 of this Regulation. 4% 5% 55 — 3K BT i Ik 55 A ) FF A AR P R BR 2 1 26
910/2014 5) % 6 AR U H T IRBI TR, BURFEAZBIS 36 2Pk e
A A LR B AR N SO

Personal electronic health data shall be presented in a user-friendly manner in the
electronic health records to allow for easy use by health professionals.”|> A H 7 fi& ff
Kt N AE T R s LA P A )T BB, DMEER 7 Bl N AR .

Article 13 513 %
Registration of personal electronic health data > A\ (& FEEE H 1 At

1. Member States shall ensure that, where electronic health data are processed for the
provision of healthcare, healthcare providers register the relevant personal electronic
health data falling fully or partially under at least the priority categories of personal
electronic health data referred to in Article 14 in an electronic format in an EHR
system. 1. B 53 B SRR, £E4REEEE 7 IR S5 1M AL B i - FEEE IR L T, B2
TR PR AL 1 2 /0 52 A i o0 JB T 58 14 TR AN N 7 B £ S 2001
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2. When processing data in an electronic format, healthcare providers shall ensure
that the personal electronic health data of the natural persons under their treatment are
updated with information related to the healthcare.2. 7£ACFR A% S EHE T, B
I7 R 55 S B A DR G T 1 E AR BN AR i BRI A I B8 55 B 97 A ok
M5 R

3. Where personal electronic health data are registered in a Member State of

treatment that differs from the Member State of affiliation of the natural person
concerned, the Member State of treatment shall ensure that the registration is



performed under the identification data of the natural person in the Member State of
affiliation.3. 25/ N HL 7 FREE AE 5 A< E AR AT I B 5 A [R] A9 97 R A
BEAT GG, 1697 R B N A DR 0 AR AR I 1% 1 AR NAE P i s 7 [ F B 3 TRU) 2
PEHEATHY o

4. By 26 March 2027, the Commission shall, by means of implementing acts,
determine data quality requirements, including in relation to semantics, uniformity,
consistency, accuracy and completeness, for the registration of personal electronic
health data in an EHR system as relevant. Those implementing acts shall be adopted
in accordance with the examination procedure referred to in Article 98(2).4. %I 2027
3 H26H, ZoiaMBEEHER, FESE T EBEILRRGT NN BT
FREGHE W AR OC B E 4 T B ok, QAR L Gi—1k . — Bk MR IR e
I EER o IR ELS L R AR S 98 2628 (2) FXPTiR B H &% i

When personal electronic health data are registered or updated, the electronic health
records shall identify the health professional and healthcare provider that carried out
such registration or update, and the time at which such registration or update was
carried out. Member States may require other aspects of data registration to be
recorded. 241> N LT FEECE A G IC BCE BTN, oL D SR B A I HEAT 128D
B SE TR A R N AR IR S5 IR 4, DAL AT 126 e B B I [
s 7% 1] AT SR 10 S 0 i He A 7 S R

Article 14 55 14 £

Priority categories of personal electronic health data for primary use EEFi&H)
AN BT RBIE R

1. For the purposes of this Chapter, where data are processed in electronic format the
priority categories of personal electronic health data shall be the following:1. A %

M5, A8 DL g PRy, AR T B e e 2R a0 F -
(@) (a) patient summaries; & & £ ;

(b) (b) BSE T HFAERICRK REG (“EHR RG”) KT A5 S — K electronic

PR RE RN, B3 AIFESE 2 2658 (20 3K (n) TR (o) T g Y prescriptions; H f°
[ EHR RGN FLERAE M A2 F0 EHR R ST H R A2 R Ad 7y
BHE T FFRAES EHR RGUERX A GE— BT AL 7 T SEEL 3R AR 1) £
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(c) electronic dispensations; H,T-Ft %

(d) (d) medical imaging studies and related imaging reports; = 5L WF 7 S AR R 5 s

(e)medical test results, including laboratory and other diagnostic results and related reports; and
BT R EE R, ARSI A R HAR S W g SR S At BA

(f)  discharge reports. H 45 o

The main characteristics of the priority categories of personal electronic health data

for primary use shall be as set out in Annex 1. 3= ZL8 B i AN N\ H - FE £ 4 A e 2R
79 (R 25 SRR N AN B AF— iR



Member States may provide in their national law for additional categories of personal
electronic health data to be accessed and exchanged for primary use pursuant to this
Chapter. i, 7% [E A LAEFCE Nkl E , RIEATE, FIEoMNEIN L3 A 7
FREEHE FH U5 W A0Ag e, DA 2 & .

The Commission may, by means of implementing acts, lay down cross-border
specifications for the categories of personal electronic health data referred to in the
third subparagraph of this paragraph pursuant to Article 15(3) and Article 23(8).
Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 98(2).Z% i &= Pl IHIS SE S, MKHEER 15 2638 3 3K
S 23 2655 8 3K, ASERER =TT A0S N 70a BRI 200 i 7 15 B R
bR S S N AZ B 5 98 258 2 KBTIk i o A AR .

2. The Commission is empowered to adopt delegated acts in accordance with
Article 97 to amend this Regulation by amending Annex I through the addition,
modification or removal of the main characteristics of the priority categories of
personal electronic health data as referred to in paragraph 1, provided that the
amendments are aimed at adapting the priority categories of personal electronic health
data to technical developments and international standards. Moreover, additions and
modifications of those characteristics shall satisfy both of the following criteria:2. Z&
REAPURYEZE 97 KB HRAUES, BRI, BOEiERsE 1 /e A
T BRSSO 1 ER IR IT A S0, (H AT IR R X BT B A A H
AR FREHE 0 S SR S AR R A E BRbrt o b Ah, IX SEARRAE 3 A ok
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(a) (a) the characteristic is relevant for healthcare provided to natural persons;1Z4FiE 5[5 H

SRNFERE I B T7 IR 55 AH OG5

(b) (b) K5E T HLT{EBEICR RS0 (“EHR R45”) 5T Withe characteristic is used in the
SR I G — A LA P AU, B3 AESE 2 2628 (2) majority  of  Member  States
o (n) TR (o) TidsE LI EHR RGN B #/EE ¥ fFaccording to the most recent
YHAEFT EHR RSB H EBARA A FINEEUE 1 A FRBinformation. AR 4 B 5 B, X —
5 EHR RGTEX A G0 — HAF LA 7 T SE IR B3R (48 B A1 76 K 2 B0k Dt 1) o 75 31 87
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Article 15 15 £

European electronic health record exchange format K| B T8 FE1c =3 #e kg =

1. By 26 March 2027, the Commission shall, by means of implementing acts, lay
down the technical specifications for the priority categories of personal electronic
health data referred to in Article 14(1), setting out the European electronic health
record exchange format. Such format shall be commonly used, machine-readable and
allow transmission of personal electronic health data between different software
applications, devices and healthcare providers. Such format shall support transmission
of structured and unstructured health data and shall include the following elements:1.
#2027 4 3 [ 26 H, ZRSPOETSEHELSRE, NH 14 5658 (1D FKARENA
R, BB DI 56 20 ) T8 B AR KITE, 7 W F g D s s e 2 A% 2
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(@) (a) harmonised datasets containing electronic health data and defining structures, such as
data fields and data groups for the representation of clinical content and other parts of
the electronic health data; 0 2 F {8 FE i I € LA PR Eela 48, BlanH 1-3&
I PR A 25 R0 R~ R et JF A 38 2 1 0 5 B s 4

(b) (b) FHE T LT HERFEIC R RS (“EHR £4”) T W/ iflcoding systems and values to
MG — A s BN, BRA»RITE SR 2 2555 (2) K (n) be used in datasets containing
WA Co) TiH & I EHR R GE RPN B4 /E P 3K A4 41444 F1 EHRelectronic health data; FE ¥ {@
R WO H EAFAAE: FIREE T A FREES EHR RGUIEIX 58 2088 204 4 A A0 FH 1) 2 B
PR G — SR A 2L A T S I A R (0 i e I FH R P A FEL 1 {8 B R G AR
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(c)technical interoperability specifications for the exchange of electronic health data, including its
content representation, standards and profiles. H1, 7 fi FEE P& A2 e B R B EMEIVE, &
FEHHNHRIR AnEFIEEL .

The implementing acts referred to in the first subparagraph of this paragraph shall be
adopted in accordance with the examination procedure referred to in Article 98(2). 4%

R — DU R RS2 E R N ARYE 2 98 2658 (2D FRPTR I o A AR p el .

2. The Commission shall, by means of implementing acts, provide regular updates of
the European electronic health record exchange format to integrate relevant revisions
of the healthcare coding systems and nomenclatures. Those implementing acts shall
be adopted in accordance with the examination procedure referred to in
Article 98(2).2. Zz i NI LA SR, BB R R HE R D S s e =X
DU ERIT 9l RGNy BIE AR BT o IR LE STl SR BARYE 28 98 2636 (2D
TR AR .

3. The Commission may, by means of implementing acts, lay down technical
specifications to extend the European electronic health record exchange format to
additional categories of personal electronic health data referred to in Article 14(1),
third subparagraph. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 98(2).3. Z= i &A@ Sk R, #HlE
BRI, R F 7 BRAC s A Bt P R 58 14 5655 (1) R =Tfa i)
FAb S N T et o RS SEER NV AR 2R 98 2528 (2) adig K i e
AR E .

4. Member States shall ensure that the priority categories of personal electronic
health data referred to in Article 14 are issued in the European electronic health record
exchange format referred to in paragraph 1 of this Article. Where such data are
transmitted by automated means for primary use, the receiving provider shall accept
the format of the data and be able to read them.4. J{ 57 [ NAf{RES 14 2FTIR I A
FL - RS D0 S 20 LAAR 2% 56 1 3 ik B RO+ 14 R AC s A2 i 2R AT 24
SRR S B s 7 g A T 2 AR, SO MR S 2 B R SO RE S
TR LEHE .



Article 16 5 16 %
Identification management 55 3

1.  Where natural persons use electronic health data access services referred to in
Article 4, those natural persons shall have the right to identify themselves
electronically using any electronic identification means which are recognised pursuant
to Article 6 of Regulation (EU) No 910/2014. Member States may provide
complementary mechanisms to ensure appropriate identity matching in cross-border
situations.1. = H AR NAEFHEE 4 25 ik 0 v 71 FREE DT R IR 95 1), XL EH RN
ABUEAARYE CBREZZG) 25 910/2014 525 6 25 AT BIATA] H 7 B 47 1 31 7 X
BEAT HLF B AR A o i D AT SR AN TE LA, DR ORAEES B 0 T SEILIE 1 1) B
Y ULHC .

2. The Commission shall, by means of implementing acts, determine the
requirements for the interoperable, cross-border identification and authentication
mechanism for natural persons and health professionals, in accordance with
Regulation (EU) No 910/2014. That mechanism shall facilitate the transferability of
personal electronic health data in a cross-border context. Those implementing acts
shall be adopted in accordance with the examination procedure referred to in
Atrticle 98(2).2. Z5 A4 NARTE 55 (EUY910/2014 5 4641, 3 SL it v 22 2 AR
5 AT 51 ) A] HLARAE 5 SR AR AUE AL PR 5K o AL AR a2k N H 7
g FRAS £ B B P 5 T R T A A 1 o X 8 Stk 22 AR HRER 98 2528 (2) sk ik i)
A el .

3. The Commission, in cooperation with Member States, shall implement services
required by the interoperable, cross-border identification and authentication
mechanism referred to in paragraph 2 of this Article at Union level, as part of the
cross-border infrastructure referred to in Article 23.3. 2 a2 N 5 i 2 [H &4, 1ERR
R T S A 2% 58 2 S BT ) EL R A ki 5 A U A RE B A P 75 B IR 55> 1
NER 23 25 Pk s S B A Bt ) — 0

4. The Member States’ competent authorities and the Commission shall implement
the interoperable, cross-border identification and authentication mechanism at
Member State and Union level, respectively.4. % i1 [ B 324 24 Jay A1 2% G2 25 N4 )
FE RS 54 ] 22 T R R S 2 T S it P EL R A B Bl 5 D TE AL

Article 17 55 17 4%
Requirements for technical implementation AR STt B R

The Commission shall, by means of implementing acts, determine the requirements
for the technical implementation of the rights set out in this Section.Z il 2 W i i 52
TS, B 5 A1 IR e BUR A 50 ARSI it 5K

Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 98(2).0X L& 5L it 17 2 MAKRE 2 98 2528 (2) ZKPATIA 1Y
o AR T LT



Article 18 £ 18 £

Compensation for making personal electronic health data available 324t/ A\
TR RE R ME

Providers receiving data under this Chapter shall not be required to compensate the
healthcare provider for making personal electronic health data available. A healthcare
provider or a third party shall not directly or indirectly charge data subjects a fee or
costs, or require compensation, for sharing or accessing data. 4 4% 25 £ W E 8 1Y £
P To 7 R B2 77 IR S5 S SR A N rl 7 B 1 1) S AT o B2 y7 k554
P BEE =7 NS B B AR B B 3 = B 1) 1) s AR USCCB H  A B
TRAME

SECTION2 32 7
Governance for primary use -2/ &6 2

Article 19 75 19 #
Digital health authorities {7 X E 5]

1. Each Member State shall designate one or more digital health authorities
responsible for the implementation and enforcement of this Chapter at national level.
The Member States shall inform the Commission of the identity of the digital health
authorities by 26 March 2027. Where a Member State designates more than one
digital health authority or where the digital health authority consists of multiple
organisations, the Member State concerned shall communicate to the Commission
a description of the distribution of tasks between those various authorities or
organisations. Where a Member State designates several digital health authorities, it
shall designate one digital health authority to act as coordinator. The Commission
shall make that information publicly available.1. &/ 52 [E W 15 /€ — A~ 802 N3
FARRR LB, ASTEREFE LM PAT AR B E . R E RAE 2027 4 3
26 FRRR B @ BRI S e o . WOREA E TR E 1 2440
R, BB AT i 2 AN B, A SR B L [ 2% B 4
Vi IR LE AN [R] AR T T B S A AT 55 70 IE AR Ol 2R B [ iR 8 1 2 H
TR, NAREH P —ME NN . & RSRCRZE R AZ T A
2. Each digital health authority shall be entrusted with the following tasks and
powers:2. FEANECF R TN T DL MES AL :

(a) (a) ensuring the implementation of the rights and obligations provided for in this Chapter
and Chapter Il by adopting necessary national, regional or local technical solutions and
by establishing relevant rules and mechanisms; i ish SR B 1) [ 58 . X IEkih 75 B R
fil i TT 2, FFEESIAH SRR AL, B DR AR 55 2 B8 = F FE BIRUCRI A L5515 21 JEAT
(b) (b) & T HL {3 248 (“EHR FRensuring that complete and up-to-date information
4i7) kT s G — 3 2H 44 1) 38 H about the implementation of rights and obligations
KR, BIrAIAESS 2 455 (2) K (n) Tiprovided for in this Chapter and Chapter Ill is made
1 Co) T 52 S EHR RGERGM B /EEreadily available to natural persons, health



BARH AR EHR R GBI H EB 414 professionals and healthcare providers; ffi £& H #A
FEIRHHE T B FRAE S EHR RAEIXHAN N AT IR 7 AR 55 e it 3 Ref% Ba I 3R
Gn— B A ZE A O TR SIS B B R AR PR R R R OG- A BRI B = 5 BT RIE AR 5 355 (1) 3 it
T A H i R 5 1) 2 248 T PR 3 15 0 1) 5 8 FL B A I

FH AL

(c)in the implementation of technical solutions referred to in point (a) of this paragraph, ensuring
that such technical solutions comply with this Chapter, Chapter Ill and Annex IZEHAT A K ()
TR IR AN R TT ZE0F, BRI SRR BT S AT =5 LB = e s

(d) (d) contributing at Union level to the development of technical solutions enabling natural
persons and health professionals to exercise their rights and comply with their
obligations set out in this Chapter; £ R B8 2 71 Bl /T B - TT ZITF R, HR AN K
PAFNN G AT A AR, I IR AT A 3 5E 1 55+

(e)facilitating persons with disabilities to exercise their rights under this Chapter in accordance
with Directive (EU) 2019/882 of the European Parliament and of the Council (x2); 2 #& KX i &
HHE 255 (EV)2019/882 S48 4 (31), AFRIE NAT AR & € BRI F2 () 5

(f)supervising the national contact points for digital health and cooperating with other digital
health authorities and the Commission on further development of MyHealth@EU; I3 [F 58 £k
FARRRIRLE i, IS HAR K@ R R E T A EZ A2 E61E, Dt — K& MyHealth@EU:;

(g) (g) ensuring the implementation at national level of the European electronic health record

exchange format, in cooperation with national authorities and stakeholders; 5 [H 7 &

PRI TANAM S AR 1, B ORI FL 1 i R SR A8 i 2P [ 5 2 T 11 S 5

(h)contributing at Union level to the development of the European electronic health record
exchange format, to the elaboration of common specifications, in accordance with Article 36,
which address quality, interoperability, security, safety, ease of use, accessibility,
non-discrimination or fundamental right concerns, and to the elaboration of the specifications
of the EU database for registration of EHR systems and wellness applications referred to in
Article 49;7E KK B 2 T 9 AT AR Dk i) 5 RO HE T HED s e s X MR A 28 36
FWEW K. LERETE. 2ttt SRR, AT Rk AR R ABURI AR 5% i) e
TR RE s ALV E 56 49 2% FT i Wk A R B 10 3% 2R 8 AT 12 FH 7 A il 2 R R

(i) (—) where applicable, performing market surveillance activities in accordance with
Article 43, while ensuring that any conflicts of interest are avoided; 7Ei& & L K, R
55 43 FIT RN I BIE D), (5  ff OR 2 S AT AT ) 2 o 2R

(i) (j) building national capacity for implementing requirements concerning interoperability
and security of electronic health data for primary use and participating in information
exchanges and capacity building activities at Union level; 7 1% [E X8 /), PATE S CH
TR AL F A& TP I B AR E A e R, RS 5 Z S B A
CIEVARESS SEFIE

(k) (k) “HE T B 1c 3¢ R 40”8 “EHR & 4t”cooperating with market surveillance authorities,

BAEMIZFER RS, HBM, 50iZ% & Siparticipating in the activities related to handling of

M 5 A A, BENS XS AN 2641 irrisks posed by EHR systems and of serious incidents

WS e T e R N F{EEEand supervising the implementation of corrective
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AT A, P, S, BN, B . action in accordance with Article 44; 5 17 17 W B L #
A E, HEHNEm SRR IREE, 25405 4@ Bc % R 40 ok 1 RS A
Fit it FE AR R E PN, st EHAA A OCINES), JERESE 44 KRB A ERE )
SRRV I TR S

(1) “¥& N AE H” & $5 A< cooperating with other relevant entities and bodies at local, regional,
24 15 BT iR 55 1) BB T~ {#national or Union level, to ensure interoperability, portability and
B 3 & 4t 7E W W security of electronic health data; 53 /7. X8, [E 52 sk Rk 3 )2 1 19 3
TR FE H e I AR S SEAR R A A, AR OR (g Be i 1 ELER R 1t . nT R e M
H. A2z 4

(m)cooperating with supervisory authorities in accordance with Regulations (EU) No 910/2014
and (EU) 2016/679 and Directive (EU) 2022/2555 of the European Parliament and of the
Council () and with other relevant authorities, including those competent for cybersecurity
and electronic identification R4 ((FX¥)2E 910/2014 5 2441)  ((Kk1H)2016/679 5 5451
PAK BRI 2 A E 2 (K #E)2022/2555 5464 ) (32), HIENMEE, IF5 H A
KU EAE, BHE DT M4 22 2 A HL 1~ S 0 iR A LA

3. Each Member State shall ensure that each digital health authority is provided with
the human, technical and financial resources, premises and infrastructure necessary
for the effective performance of its tasks and exercise of its powers.3. &/l 521 [E B
B R N BENE 7 N LA C & A BUB AT HAR S AT AU e BRI N 03 3R
A BCGR IR ol S LBl

4. In the performance of its tasks, each digital health authority shall avoid any
conflicts of interest. Each member of staff of the digital health authority shall act in
the public interest and in an independent manner.4. 7£JE 17T HIRTIHS, & E0 7 5
AIURE S I8 G AT AT M) 2 1 R o K0 0 AT LAL) ) B8 A N S AR B A 2 A 2 9
MATATH

5. In the performance of their tasks, the relevant digital health authorities shall
actively cooperate and consult with relevant stakeholders’ representatives, including
patients’  representatives, healthcare providers and health professionals’
representatives, including health professional associations, as well as consumer
organisations and industry associations.5. 7EFUAT HAESSIF,  AH IS 78 Bk 32 B
IR AR S5 A SR A e A R B AR S AR I AT RE R, Bl AR Ry IR SS4e At
BFMDARNWNGAER (AF DA, DUIESREAGRT 2.

Article 20 5 20 £

Reporting by digital health authorities 7@ RV KR E X5

Digital health authorities designated pursuant to Article 19 shall publish an activity
report every two years, which shall contain a comprehensive overview of their
activities. If a Member State designates more than one digital health authority, one of
them shall be responsible for the drawing up of the report and, in doing so, it shall
request the necessary information from the other digital health authorities. That
activity report shall follow a structure agreed at Union level within the European
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Health Data Space Board (the ‘EHDS Board’) referred to in Article 92. That activity
report shall contain at least information concerning: #R 4 & 19 5545 & I £ 71 ff -
TN A A AT — s AR, b NS RS A AT A . IRk
AEFRE A DR R E ], WA — I A srR RS, JfFE
S A o v A B A R R AR TR B BAE . IS s RO AR 2 92 25 FT
T PR W A R 25 75 (B) 2% o (LA TEIAR“EHDS 2% 5 42™) £ KK W JZ 11 4 € (1 25
o IR 2 NS LT TS S

(@) (a) the measures taken to implement this Regulation; A Sk il A< 2% 1] 1 1 B ) 45 it 5

(b) (b) 5E T HL T FEICSR RS0 (“EHR REL”) % T Wi ifithe percentage of natural persons
Hll Pk Gt — A A g R R, B4y AIAESE 2 4555 (2) FKhaving access to the various data

(n) TF Co) TH E LI EHR R SRR B A E P 2k 4 4 categories  of  their electronic
{0 EHR R GERKHN H B AFHA: [FIREUE T A FRAES health records; #E % 17 n) H oL
EHR R GuAEIX AN G0 — A 4 A 07 T S 30 BB R (R (i R S R i s b &% 2R3l I B AR A 1
FHRE 7 A 78 R A 1) 3 22245 FH 77 1 ) e FH R0 5

(c)the handling of requests from natural persons regarding the exercise of their rights pursuant to

this Regulation; F S8 N AR AR S AT {1 FAURI I B4 17 3R i AL 22

(d) (d) the number of healthcare providers of different types, including pharmacies, hospitals
and other points of care, connected to MyHealth@EU calculated: it & T i& ¥ 3
MyHealth@EU A [RISE Y I7 IR 55 S b OB, B4R 205 . B e AL AR R o7 A

(i —> in absolute terms; M\ £} £ & ;

(ii)as a share of all healthcare providers of the same type; and 5 [F] 285 AT 4 297 ARk 5%
RALEE]; DA

(iii)as a share of natural persons that are able to use the services; /5 & 1% fif F ix 6 Al 5%
FOISEAYNEI]ER(7P

(e)the volumes of electronic health data of different categories shared across borders through

MyHealth@EU;i#id MyHealth@EU #5453 3k 73 [ 452 it 1 e Kol O A B

(f)the number of cases of non-compliance with mandatory requirements. % 5 fill P4 2 5K 1) &=
% .

Article 21 2521 4%

Right to lodge a complaint with a digital health authority [/ ¥t & RV BT K
BRI

1. Without prejudice to any other administrative or judicial remedy, natural and legal
persons shall have the right to lodge a complaint in relation to the provisions laid
down in this Chapter, individually or, where relevant, collectively, with the competent
digital health authority, provided that their rights or interests are negatively affected.1.
FEANR FEATAT HABAT B R EAN R iR ATHE T, RN SR NAE HBUR 5
52 BIANHFIFEIIS , A BUP A T 2 B B AR 1 0 N SRR 7] 328 B e R LAY
St HF.



2. Where the complaint concerns the rights of natural persons pursuant to Articles 3
and 5 to 10 of this Regulation, the digital health authority shall transmit the complaint
to the competent supervisory authorities under Regulation (EU) 2016/679. The digital
health authority shall provide the necessary information at its disposal to the
competent supervisory authority under Regulation (EU) 2016/679 in order to facilitate
the assessment and investigation of the complaint.2. % #%VF¥ & B IR AMKHE 4 261
53RN 5 10 KT EE KB, B g BRI RCR R s sy (R 5%
1) (EU) 2016/679 ¥ KL MBI B BELR N ) CBRER 2661 (BUD
2016/679 FE i 18 I E AU R AL IR 10 245 B, PUERIHZ BRI AL A
R

3. The competent digital health authority with which the complaint has been lodged
shall inform, in accordance with national law, the complainant of the progress made in
dealing with the complaint, of the decision taken on the complaint, of any referral of
the complaint to the competent supervisory authority under Regulation (EU) 2016/679
and, in cases of such a referral, that that supervisory authority is, from that moment on,
to be the sole point of contact for the complainant in that matter.3. 52 ¥ £ if 1)+ &
KA FRAURS N A B [ 2008, AR B e . AUIRAE g - AR (IR
WM (EU) 2016/679) 3 F#E 2 2 345 B NS oL, DLRTE R AR
MRS Z I B LA B LR ANAE 1 I A — B % i 5545 BB RN R N

4. Digital health authorities in the Member States concerned shall cooperate to
handle and resolve complaints related to cross-border exchange of and access to
personal electronic health data, including by exchanging all relevant information by
electronic means, without undue delay.4. 5% % 53 [ 1 $07 T A 8 5811 N T 2
AR, ALPRANGE S N T R I B AT K Uy ) AR SR U, B
T ARG AEHRER, MIEALHLE.

5. Digital health authorities shall facilitate the submission of complaints and provide
easily accessible tools for the submission of complaints.5. %7 {8 5¢ Wi & ML) N &
WHFRACHRE, IR IS T BRI T A

Article 22 222 4%

Relationship with supervisory authorities under Regulation (EU) 2016/679 5 (¥
BB (EU) 2016/679 T T BN KRR

The supervisory authority or supervisory authorities responsible for monitoring and
enforcing the application of Regulation (EU) 2016/679 shall also be competent for
monitoring and enforcing the application of Articles 3 and 5 to 10 of this Regulation.
The relevant provisions of Regulation (EU) 2016/679 shall apply mutatis mutandis.
Supervisory authorities shall be empowered to impose administrative fines up to the
amount referred to in Article 83(5) of Regulation (EU) 2016/679. 1 57 Wi B A1 AT C X
BB (EU) 2016/679) St B i & MR A BUR B APAT A5 0128 3 26 DAL
5 A 10 AR, (BB (EU) 2016/679) HIAHISHLE 4 BB MG &
Mo BT UAED (BRG] (EUD 2016/679) 5 83 555 5 sk ATk
EAHIAT BT K



The supervisory authorities referred to in the first paragraph of this Article and digital
health authorities referred to in Article 19 shall, where relevant, cooperate in the
enforcement of this Regulation, within the remit of their respective competences. 4x~ 2%

KR B E NSRS 19 20Tk B R i REHLIMI N AE %% B BABGEE A, 78
RGO T EVESAT A

SECTION 3 33 7

Cross-border infrastructure for primary use of personal electronic health data "’

BT RRE I T B/ S P Rl

Article 23 2523 4
MyHealth@EU ¥k g fEF &

1. The Commission shall establish a central interoperability platform for digital
health (‘MyHealth@EU”) to provide services to support and facilitate the exchange of
personal electronic health data between the national contact points for digital health of
the Member States.1. ZZ i &S MW @V — MA@ FEH RELBEAEE TS

(“MyHealth@EU™) , LASRBEARSS, SCHp ARt pid b7 [ - fit B [l X R 2% i
[ERMNCERS (95 36 vk

2. Each Member State shall designate one national contact point for digital health, as
an organisational and technical gateway for the provision of services linked to the
cross-border exchange of personal electronic health data in the context of primary use.
Each national contact point for digital health shall be connected to all other national
contact points for digital health in other Member States and to the central
interoperability platform for digital health in the cross-border infrastructure
MyHealth@EU. Where a national contact point for digital health is an entity
consisting of multiple organisations responsible for implementing different services,
the Member State concerned shall communicate to the Commission a description of
the distribution of tasks between the organisations. Each Member State shall inform
the Commission of the identity of its national contact point for digital health by
26 March 2027. The national contact point for digital health may be designated within
the digital health authority referred to in Article 19. Member States shall inform the
Commission of any subsequent modification of the identity of those national contact
points for digital health. The Commission and the Member States shall make that
information publicly available.2. AN 02 [ N F8 € — N B KBl BBk s, AE
NFE T2 B 34 B Y S 5 A N R AR 5 58 ST A 5 IR 95 I A SRR
[ o BN R R B R 4% i L g At RS 57 R ) e R A [ 80 BB 2% i
DL K i B Bk ¥t MyHealth@EU 807 e vh S HAR A7 S AHIE . dn 2R [E
éﬁiﬁ%&}%ﬂ%%ﬁ HH 2 A 57 5 B LA [5] IR 55 R A 2R ZE RS SIe A, A D 3 L
] 2% P 2 I AX LU 20 2 (B BT 55 20 BEAS 0 o A4S 1l 03 L R AE 2027 4F 3 H 26
El HITH G ] B B 4% ) B 0 i 2R o [ R B TR 28 s T AE 5
O IR HE T FRELA N FRRE o B0 R A0 X 6 (] 5 B A BB 45 1 1 B 3
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3. Each national contact point for digital health shall enable the exchange of the
personal electronic health data referred to in Article 14(1) with national contact points
for digital health in other Member States through MyHealth@EU. That exchange
shall be based on the European electronic health record exchange format.3. /&5
B fEE RIS i N RE A% 18 1 MyHealth@EU 55 Ho At % 5 8] 11 ] 51 0 (g i 1% v
ACH 14 5555 (1) SRR BN N HL T8 BRI o G228 46 S i T I W~k B
A kg 2

Where Member States provide for additional categories of personal electronic health
data under Article 14(1), third subparagraph, the national contact point for digital
health shall enable the exchange of the additional categories of personal electronic
health data referred to in Article 14(1), third subparagraph, insofar as the Member
State concerned has provided for those additional categories of personal electronic
health data to be accessed and exchanged in accordance with Article 14(1), third
subparagraph. WA B 3 EARYE 28 14 2628 (1) 3K —=IiE 1T N RS
HIBRAN T, I8 H A BRI SR IR 2% )R B SO VR AC S 14 2558 (1) 3R =T phid
AN N LT R AN 2500, TSRS AH SC R b [ AR P28 14 2558 (1) FEE =
TR 1K A N R 7 A B9 D 2 1) AT e 15 1) AN A fe

4. By 26 March 2027, the Commission shall, by means of implementing acts, adopt
the necessary measures for the technical development of MyHealth@EU, detailed
rules concerning the security, confidentiality and protection of personal electronic
health data and the conditions for compliance checks necessary to join and remain
connected to MyHealth@EU. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in Article 98(2).4. | 2027 4F
3 H26H, ZRASMIBMEHEESR, N MyHealth@EU M ARTF R AR
TARREIE R 22 A, R RIP I TEGERE, AR R $F 5 MyHealth@EU
R PITT B) S R B A, SRIPUL BEFE T . X e SRl S AR 28 98 265 (2)
TR AR .

5. Member States shall ensure the connection of all healthcare providers to their

national contact points for digital health. Member States shall ensure that connected
healthcare providers are able to perform two-way exchanges of electronic health data
with the national contact point for digital health.5. J{ 52 [ N AR BT A 57 ARk &5 4243t
B ) 5 A AT RREIR 4% AT I o 08 A R AR NI BRI IR S5 S i REe 5
A [ i R 2% ) R AT R - R B XA A8 e

6. Member States shall ensure that pharmacies operating on their territories,
including online pharmacies, are able to dispense electronic prescriptions issued in
other Member States, under the conditions laid down in Article 11 of Directive
2011/24/EU.6. A% b3 [ SR Lt iz E 25 p (FRM B2 55D Refgdz i
2011724/EU SH52 50 11 -AE A2, URICHAR 8¢ 5% DT B o7 Ah 7

Pharmacies shall access and accept electronic prescriptions transmitted to them from

other Member States through MyHealth@EU, provided that the conditions laid down
in Article 11 of Directive 2011/24/EU are fulfilled. R ZEfF & (2011/24/EU 5454)



11 ZRAE RIS, 255N U5 R IF i S MyHealth@EU M At 8 51
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Following the dispensation of medicinal products based on an electronic prescription
from another Member State, the pharmacy concerned shall report through
MyHealth@EU such dispensation to the national contact point for digital health of the
Member State in which that prescription was issued. #R 4 > H 5 — i 52 [ 7 8§ Ak
JTABCZG S, A2 B5 ROE T MyHealth@EU ) FF L iZ Ak J7 1 R 57 18] ) %50 {g
JRE I ZRIBR 46% s A B TR BE AR 100

7. The national contact points for digital health shall act as joint controllers of the
personal electronic health data communicated through MyHealth@EU for the
processing operations in which they are involved. The Commission shall act as
processor.7. F {8 5 [ S B 2% 5 B AE A iE i MyHealth@EU 4% % 1S A\ -8
FERARLS 5B PR G161 . & RSN N .

8. The Commission shall, by means of implementing acts, lay down the rules
regarding the requirements of cybersecurity, technical interoperability, semantic
interoperability, operations and service management in relation to the processing by
the processor referred to in paragraph 7 of this Article and its responsibilities towards
the controllers, in accordance with Chapter IV of Regulation (EU) 2016/679. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2).8. Zz i e MWARYE (BREEZ&41) (EU) 2016/679 U=,
I SENEIE S, HE R T 7 AR AL BEAT B s A BRI AE X 28 22 4 L R
HARARVE 1R SCHERAFIE . 188 SRS E BT 2K, LR 13 B ot
AT FIAR DRI o 1S S it v 22 B 4% R 2R 98 2628 (2) ZK BT iR (1 o &A% 3 T Lhadid .

9. The national contact points for digital health shall fulfil the conditions to join and
to remain connected to MyHealth@EU as laid down in the implementing acts referred
to in paragraph 4. The compliance of the national contact points for digital health with
those conditions shall be verified by the Commission through compliance checks.9.
B R SR 2% 5 N A DN IR RPN IR R @M B " i) 26 A1, X226
126 4 AR M B S EVE e o BRI 2R 0l > BT S G A, A% S f T X
HREX RS AT A IR L2 A

Article 24 5 24 £

Supplementary cross-border digital health services and infrastructures #p 75 £S5
B4 R AR 9% A LR B

1. Member States may provide through MyHealth@EU supplementary services that
facilitate telemedicine, mobile health, access by natural persons to existing
translations of their health data, exchange or verification of health-related certificates,
including vaccination card services supporting public health and public health
monitoring or digital health systems, services and interoperable applications, with
a view to achieving a high level of trust and security, enhancing continuity of care and
ensuring access to safe and high-quality healthcare. The Commission shall, by means
of implementing acts, set out the technical aspects of such supplementary services.



Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 98(2).1. Ji% 74 [E 7] i i “MyHealth@EU$& fit %1 78 Al
55, LMedba Ry By B R AGREUH g BRI DUA B PR cAs . (e
FHIAEF AR BUEGAE , AL SR o 3% T AR A 3 AR s 0 ) 2 i e PR IR 55
TR RS RS K EARER ], BEKBSERGEES 24, NRESTE
Btk IR e mIRERET RS . R R MOl Sk, e
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2.  The Commission and Member States may facilitate the exchange of personal
electronic health data with other infrastructures, such as the Clinical Patient
Management System or other services or infrastructures in the health, care or social
security fields which may become authorised participants in MyHealth@EU. The
Commission shall, by means of implementing acts, set out the technical aspects of
such exchanges. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 98(2).2. Z% i1 2 A% i [ A {2 14> N HE
T R S A A R S B, BTl PR R P AR S R P ek
TRBE AU N AT REFK Y MyHealth@EU $AS 5 3 [ Ho A il 95 Bl Al e bt o 2% B2
I T SR SR R 2R e BRI T« IR S S AR 5 98 455 (2)
AHTIR AR .

The connection and disconnection of another infrastructure to or from the central
platform for digital health shall be subject to a decision of the Commission adopted by
means of an implementing act, based on the result of compliance checks of the
technical aspects of exchanges as referred to in the first subparagraph of this
paragraph. That implementing act shall be adopted in accordance with the
examination procedure referred to in Article 98(2). 77 — T JE Atk ¥ it 5 K5 7 i o
G BRI, BRI 03 SRR AN B — 0 R i (A2 i 5 AR 7 T 5 Rk
R g R, WA PATIERAE R RE T E o ZPITIE R NAKIEEE 98 2628 (2) 3K
ik i e A AR el .

3. A national contact point for digital health of a third country or a system
established at international level by an international organisation may become an
authorised participant in MyHealth@EU, provided that it fulfils the requirements of
MyHealth@EU for the purposes of the personal electronic health data exchange as
referred to in Article 23, that the transfer stemming from the connection to
MyHealth@EU complies with the rules in Chapter V of Regulation (EU) 2016/679,
and that the requirements concerning legal, organisational, operational, semantic,
technical and cybersecurity measures are equivalent to those applicable to Member
States in the operation of MyHealth@EU services. Those requirements shall be
verified by the Commission through compliance checks.3. #f — [ ) [E 58 £ 71 fE
W% s ] s ZH A [ o [ T AL B R G, A i (IR RR @) o T8
23 SEPTIRAS N T B S R, HBEERAN (RIVEER@BR ) M4
Fitefrr & (BREEZEE] (2016/679) ) 2B HmRMUE, RN HARE. HHL 8
B PR LSS 2 A e T AR 5 R AR (BRI FR@BR D) IRk5%
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Based on the outcome of the compliance checks referred to in the first subparagraph
of this paragraph, the Commission may, by means of implementing acts, decide to
connect or disconnect the national contact point for digital health of the third country
or the system established at international level by an international organisation, as
applicable, to or from MyHealth@EU. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in Article 98(2). MR #& A FK 55 —
TR & A 2 A 45 2R, W 25 3 o T St 5, e R B A B e B
[ o k2% n B R 0 2V [ bR B @ AL R G (GO E ) AR FR@
R G BN PO R . SRSk R BRI 2R 98 2558 (2) FTA R &
The Commission shall establish and maintain a list of national contact points for
digital health of third countries or of systems established at international level by
international organisations which are connected to MyHealth@EU pursuant to this
paragraph and shall make that list publicly available.Zz [ 2 I % 37 FF 4§ — 1 [ &K
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CHAPTER III =2

EHR SYSTEMS AND WELLNESS APPLICATIONS HFEIL xRS HEE
MARF

SECTION 1 £—7

Scope and general provisions for EHR systems H T2 &R 5 17 FE A —REH
by

Article 25 5525 £

Harmonised software components of EHR systems H 2RI R REK G —K
isZikGas

1. EHR systems shall include a European interoperability software component for
EHR systems and a European logging software component for EHR systems (the
‘harmonised software components of EHR systems’), in accordance with the
provisions laid down in this Chapter.1. HF{@# i FK RAMN O HF— M T H @&
FRC 3 52 G0 0 WO EL B AE PR A 20 A0 — S T R A BRI s R G BRI 1 35
BAFAM (Rl RICR RGNS A, BN SR TIE.

2. This Chapter shall not apply to general purpose software used in a healthcare
environment.2. AN E AN T ST IR AE A e H 3

Article 26 5 26 £



Placing on the market and putting into service B T R BN ¥

1. EHR systems shall be placed on the market or put into service only if they comply
with the provisions laid down in this Chapter.1. R EARENE, H @ ILFK
ARG _E BN

2. EHR systems that are manufactured and used within health institutions established
in the Union, as well as EHR systems offered as a service as defined in Article 1(1),
point (b), of Directive (EU) 2015/1535 of the European Parliament and of the
Council (») to a natural or legal person established in the Union, shall be considered as
having been put into service.2. 7F Kk 28 158 PN ¥ 37 1 =97 ATLAG PR i) AR A ) FR 1
fERICR R GE,  LLRAREE R I 2 F L 22 55 (EU)2015/1535 515455 1(1)7%(b)
E SCH S Tl R B A B ) B AR N BGE N SR BE RIS B L T BRI R R G, B
PR BN (33)

3. Member States shall not prohibit or restrict the placing on the market of EHR
systems which comply with this Regulation, on account of considerations relating to
aspects concerning the harmonised software components of EHR systems regulated
by this Regulation.3. J& b3 [ A15 5T 5 A4 Fr il ye i L TR IC X R G S
—BAFAA A RTINS RS, ZEIE R HIAT & A KGR TR R G B

Article 27 5527 £

Relation to Union law governing medical devices, in vitro diagnostic medical
devices and Al systems 5 3BT 3R A /MW BT S MA N T R RS KK
BEBRIRXAR
1.  Manufacturers of medical devices or in vitro diagnostic medical devices, as
defined in Article 2, point (1), of Regulation (EU) 2017/745 and Article 2, point (2),
of Regulation (EU) 2017/746, respectively, that claim interoperability of those
medical devices or in vitro diagnostic medical devices with the harmonised software
components of EHR systems shall prove compliance with the essential requirements
on the European interoperability software component for EHR systems and the
European logging software component for EHR systems, laid down in Section 2 of
Annex II to this Regulation. Article 36 of this Regulation shall apply to those medical

devices and in vitro diagnostic medical devices.l. 7; & (EREEZH1) (EU)
2017/745 % 2 253 (1) gl (RKEZEBI)  (EU) 2017/746 3 2 263 (2) R
SCHIBE ST aS IR EAAR A2 W B2 7 s b 3 7 5 o7 7S B L B T A AR 2 W By o
W5 TR IC SR R GG — AT LA A TR AR, U IR B AT & A 2% 451 T
E 88 2 AT RIE B R R E 3 R G W LA A P B A A A T D 3 R
G H SR R A EDR . AR5 36 S ] T IR LB B g7 sl An 4 2
W BT 2B o

2. Providers of Al systems considered to be high-risk in accordance with Article 6 of
Regulation (EU) 2024/1689 (the ‘high-risk Al system’) and which do not fall within
the scope of Regulation (EU) 2017/745 or (EU) 2017/746, that claim interoperability
of those high-risk Al systems with the harmonised software components of EHR
systems, shall prove compliance with the essential requirements on the European
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interoperability software component for EHR systems and the European logging
software component for EHR systems, as laid down in Section 2 of Annex II to this
Regulation. Article 36 of this Regulation shall apply to those high-risk Al systems.2.
MRYE (WG] (EU) 2024/1689) 2 6 SFHOAE ARG NTE GRS (M
PR E RN TR RS BRMER, HFZRGaAET (%G (EU)
2017/745) 8L (BKERZA5 (BUD 2017/746) RI&EFYGEH, H A FRIH XA T4
RERG ] 5 T RIC R RGN G — YA AL S BRI, T RIE AT &4
A B 5 2 TR E AR LT AT SR 2R G BRI EL B A A A LA R e T B
KRG H B AR IEARER . A2 36 Z50E FH T b2 m AU A\ T
HHE RS .

Article 28 5 28 £
Claims 7 BH

In the information sheet, instructions for use or other information accompanying EHR
systems, and in the advertising of EHR systems, it shall be prohibited to use text,
names, trademarks, pictures and figurative or other signs that may mislead the
professional user as defined in Article 3, point (8), of Regulation (EU) 2018/1807 of
the European Parliament and of the Council () with regard to their intended purpose,
interoperability and security by: /£ FiL T B0 5 RGBS B3 1 H Ui B el L
A5 S, DA B R 5, ZE R0 AT BE iR K W AP

255 2018/1807 555 B %8 3 5658 (8) mifTE LRI HISCA. ZFR.
P B DU BE B AR &, X EehR G AE LU T 7 1 AT RE AR DRt LTI A &
HARAEEA 2 A 1

(a) (a) ascribing functions and properties to the EHR system which it does not have; ¥4 7 {&
Rtk RN B AW IIREAREHE T Z R 45

(b) (b) ME T H FEFEICEK RS (“EHR R4t”) failing to inform the professional user of likely
KT PIA5R 1 1 G — A 2 A @ AU, B4 limitations  related to  interoperability or
BITESS 2 2658 (2) # (n) A (o) T 5E Ysecurity features of the EHR system in relation
) EHR 2 Gt KM B AF VE B 444 A1 EHR & Sito its intended purpose; 7 [ Ml 72 25 501 H
K H BB AR, BRI E T AERRAE S EHR T8 52 i 3% 2 40 A6 3 7Y FH 3% 5 T ] e A7
RGAEIX AN G5 — A A A 5 T SE 30 B AR LR 1 5 B R AR MR B2 A Th AR AH OC 1) JR BR 15
SR N FH R P A2 R 7~ {0 s 1 32 2240 FH O T

) 3E FH AR 5

(c)suggesting uses for the EHR system other than those stated to form part of the intended
purpose in the technical documentation.$& ! L 7 R id sk KA HAMHIE, 1 ER AR SO
H R I8 B R RT3 — 7 O FH 3

Article 29 5529 £

Procurement, reimbursement and financing KW, REGFRLE

Member States may maintain or define specific rules for the procurement or financing
of, or reimbursement for, EHR systems in the context of the organisation, delivery or
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financing of healthcare services, provided that such rules are compliant with Union
law and do not affect the functioning or compliance of the harmonised software
components of EHR systems. i 73 B 7] £ 297 i 95 I 23 SR AL ek o5 7 i, X H
TARRRIC S RGUHRIE | Rl B A A ) 2 B OR B BRI, AR S X e N A5 &
R, HASRZ 0 B g il sk R4 AR Dh Re Bl & A

SECTION 2 2 7

Obligations of economic operators with regard to EHR systems 25515 B B 7F HE F
B RIDRFL T BIHIXF

Article 30 7 30 #
Obligations of manufacturers of EHR systems HF{@Ricx R SHlER I L5
1. Manufacturers of EHR systems shall:1. BT 510 3% 2 S il i i I -

(a) (a) ensure that the harmonised software components of their EHR systems and the EHR
systems themselves, to the extent that this Chapter establishes requirements for them,
are in conformity with the essential requirements laid down in Annex Il and with the
common specifications in accordance with Article 36;Fi{f H B T F LR RE NG —
AP LS B TR IE R RA AT (FEAR B0 HE RGN FF & BT =
FIE R AER DL AR 55 36 2%l 72 f103a A ;

(b) (b) & T HL T EEIC RS (“EHR RR4”) F<ensure that the harmonised software
T A TS G — A A B R, B3 %llcomponents of their EHR systems are not
TESE 2 2656 (2) 2 (n) TRl (o) Tirh 52 X ) EHRadversely affected by other software
RS R B AR AE A A A EHR R SRR H &Ecomponents of the same EHR system; fff
AR FIRHEAE T A RAE S EHR RS H Il SR R &t b A B R4
PN G5 — SR 2EL A T T S8 3 E AR AR i R L FH AR AN 2 52 31 [R] — R i R E Sk R G oA
J A F {1 = A P 7 T R R RN s A A AN R S

(c)draw up the technical documentation of their EHR systems in accordance with Article 37
before placing those EHR systems on the market, and subsequently keep it up to date; 7F Kf H:
BT BRIC R RGBT AT, AR 37 SR Z ARG BOR Y, FHEZ 5 PRFF ST
F) BT

(d) (d) ensure that their EHR systems are accompanied, free of charge for the user, by the
information sheet provided for in Article 38 and clear and complete instructions for use;
B R F TR R SR RGBT 26 38 SR HIE (5 BAR LA SR M e A FH ], H.
FH AT 4 Bl R UK L P 25

(e)draw up the EU declaration of conformity in accordance with Article 39; ¥ £ 39 2&4UL & ¥k B3
G

(f)affix the CE marking of conformity in accordance with Article 41; HR 4 55 41 2% iR =2 K65 CE
HgARd;

(g) (g) indicate the name, registered trade name or registered trade mark, the postal address,
and the website, email address or other digital contact details through which they can



be contacted, in the EHR system; indicate in the contact details a single point at which
the manufacturer can be contacted; the contact details shall be in a language that is
easily understood by users and market surveillance authorities; 7E B, 7 {# F i 5% R 4t Hh
VEH AR FME S BGEME bR dsEcthk, PURRTH T ECER MG B
btk B A B I R 7 30 AR R T b ] — N TR R IS P A R — R R
5 AR AR P AT 3 B LA B T B R S

Ao A

(h) comply with the registration obligations in Article 49;i% 57 55 49 230 %€ FAVE M X 55

(i) (—) take without undue delay any necessary corrective action in respect of their EHR
systems, where they consider or have reason to believe that such systems are not or
are no longer in conformity with the essential requirements laid down in Annex I, or
recall or withdraw such systems; the manufacturers of EHR systems shall subsequently
inform the national authorities of the Member States in which they made their EHR
systems available on the market or put them into service of the non-conformity, of any
corrective action taken, including the timetable for implementation, and of the date at
which the harmonised software components of their EHR systems have been brought
into conformity or been recalled or withdrawn; i1 £ I\ A B FEEICK RANTE
BTG I R (B AREESR, BT B SR BT AT B Y IR R it B [
BRIHE R G, T EFC S RGUHIE B S M AFT S 1E 0L PR AR
IESETE CEAESEHm A2) UKL B RIS R M SR — R A O a2k
B A Bl ST E B, T R T R S R G T BB BN A P
FE IR R B ] X T

() (j) inform the distributors of their EHR systems and, where applicable, the authorised
representative, importers and users of the non-conformity and of any corrective action,
recall or withdrawal of those EHR systems; %5 &1 5 B T FE1C 5k R G o388 T, LA (i
D AR BEO A P A RARFE IS, DA S R R E ok R4t
AR TRt 7 Rl B RS R

(k) (k) “HE 7 BE i 3¢ R 47 B “EHR & 4t”inform the distributors of their EHR systems and,
FBARMIXFER RS, HEME, 8iiZ &2 4iH where applicable, the authorised representative,
R S L, RERs R AS 2649 BT SZimporters and users of any mandatory preventive
1 J& T8 5 28 0 i A N H -1 FR 24 ik maintenance of the EHR systems and its frequency;
1T . St SN B, g A A @ RIS RGN e, B CaniE D
A E, HIHE e B T IR S IR AR AR L 1 DR A P ST e BD R RGN
BRSSP B A, B AR A U A AR i ek TR P R R AR

v G P fi R B0t 5

(1) “#& N A% H” /& Feupon request, provide, in an official language of the Member State

s 4% 11| P VR 75 1Y F.concerned, market surveillance authorities in that Member State with all

T Id sk &2 i ftthe information and documentation necessary to demonstrate the

KK B3 N B IR % 3 Tiiconformity of the EHR systems which they have placed on the market or put

THEBEH. into service with the essential requirements laid down in Annex II; 3 3K,
DAAH I R 0 1 () B 7 18 5 TR0 i B 8 |6 1 T 3 e B LA i it i 0 214
SRS, DAIE B AT 3 B A ) TR R DSk R AT A A
THUE ALK



(m)cooperate with market surveillance authorities, at their request, on any action taken to bring
the EHR systems which they have placed on the market or put into service into conformity
with the essential requirements laid down in Annex Il and with any requirements adopted
pursuant to Article 42 in an official language of the Member State concerned; 5 117 37 W & #l,
IR ESR, Bo& HRBUEMATED, (i H CHRIh e NME R BD R RGN &
B R I FEAR SR, DR 5 42 S5 LIAH OC R o B B 5 16 & 80 AR (T 2K .

(n) Cn)  “BRIMEE 1 R id 5 R G B R VE B4 4 /& 15 Festablish channels of complaint
THRFICR ARG — DR AT, Z A A KB RUE B and keep distributors informed
P FRIC SR AT He kg 20, SR AR SO 4 A 2% B 2. 1) E thereof, LA URIRIE,  FHKEAH
BT T A N RS, B SL T RO A - S Dl AN 2B
IR R G H B A AT

(o) “HA - fi B i 3% 2 Gt WM B4 PR A 444" keep a register of complaints and a register of
TR0 2 T D K R G — R E4AE, 'Enon-conforming EHR  systems and  keep
DLAS 26451 0 5 T RIGM B 7 fi B e e 32 #4% 3X,  diistributors informed thereof X $5E 17 1% L A1 AN
MR 4 A 2% 9 B S ) 2 BRI A S 2, SRR AR & R 1 B il Sk R AT Bl I
B N LT s, HMSL T F @ B TR A QI 00 15 A2 4 7

KRG H AR A

2. Manufacturers of EHR systems shall ensure that procedures are in place to ensure
that the design, development and deployment of the harmonised software components
of an EHR system continue to comply with the essential requirements laid down in
Annex II and the common specifications referred to in Article 36. Changes in EHR
system design or characteristics with regard to the harmonised software components
of an EHR system shall be adequately taken into account and reflected in the technical
documentation.2. HL7~{@ FE i 5% F G0 & i N DR ) € AHORAE Y, DABRAIE HL T
FEE % R 40 2 U R R AR BT FF AR R A A A — R A
FER AL 36 532 S @ HIYE . H 7R ID Sk RGO BRI TR S A A Y
BAFEA AR IR, NAESIAR A 15 2787025 JE AR .

3. Manufacturers of EHR systems shall keep the technical documentation referred to
in Article 37 and the EU declaration of conformity referred to in Article 39 for 10
years after the EHR system covered by the EU declaration of conformity has been
placed on the market.3. HL-T-{@ 5 ich 55 58 G il 3 oy B AE 145 & BR A & P8 P W ) R
TARREDR RGBT )5, #2837 STk R ST RIS 39 2% BT i (1) R 747
G B ORAE 10 4F

Manufacturers of EHR systems shall make available the source code or the
programming logic included in the technical documentation, upon a reasoned request,
to the relevant authorities, if that source code or programming logic is necessary in
order for those authorities to be able to check compliance with the essential
requirements laid down in Annex I1. FE {2 FE 10 5% 28 4t i3 i BLAE A O B #B 1132
H A BIE R IN, SEAEOR SO R & IR B g A 1L B, B4 2 1% AR B
FER AR IX L8 T8 T RE A B2 T4 5 I I T B (R B AR BRI b 75 1

4. A manufacturer of EHR systems established outside the Union shall ensure that its
authorised representative has the necessary documentation readily available in order



to fulfil the tasks referred to in Article 31(2).4. 1EHc 4 & 57 B B -F A2 FRid % R 5t
il 18 ) N DR LA BRI A B PT F B B0, DUBAT SR 31 2658 (2) 3K
BHAES -

5. Manufacturers of EHR systems shall, upon a reasoned request from a market
surveillance authority, provide it with all the information and documentation, in paper
or electronic form, necessary to demonstrate the conformity of the EHR system with
the essential requirements laid down in Annex II and the common specifications
referred to in Article 36, in a language which can be easily understood by that market
surveillance authority. The manufacturers of EHR systems shall cooperate with the
market surveillance authority, at its request, on any measures taken to eliminate the
risks posed by an EHR system which they have placed on the market or put into
service.5. HLT{EREICTK RGN i I BN & ER, DLZNM 5 T
BEERE S, RO L EZRE BN (AR TR , DUIER R
FRACFK RGAT & AE R AR SR DA K2R 36 25 ik @ I YE . e 7R
0 3% 22 G ] 16 7o N2 117 37 M B AL B R, TS & 9 T BR LSO 3 B A A
P FEL e R A S8 28 8 It A Y XIS, 11 R B ) A AT 475 e o

Article 31 5 31 #
Authorised representatives AR

1. Prior to making an EHR system available on the Union market, a manufacturer of
an EHR system established outside of the Union shall, by written mandate, appoint an
authorised representative which is established in the Union.1. 7£44 H T {8 FEic & &
GEPRR BT 2 i, BR BB A 0 L R C 3 AR G i p ROl T A, $E
T — X WOLAE R B A B ABURER

2. An authorised representative shall perform the tasks specified in the mandate
agreed with the manufacturer. The mandate shall allow the authorised representative
to do at least the following:2. AR B AT 5 il i i 8 4% AGE N FIE (1
155 o IR 2/ RVFRBURR N DL TAE:

(@) (a) keep the EU declaration of conformity and the technical documentation referred to in
Article 37 at the disposal of market surveillance authorities for the period referred to in
Article 30(3);7E 2% 30 2558 3 A TIR I Y, NORE IR AT & 1 A B DA KBRS 37 2% i
LIRS A7, BT B AL A

(b) (b) & T H T ERICK R4t (“EHR Zfurther to a reasoned request from a market
4t R HAREIMEG — A2 138 FH surveillance  authority, provide authorities of the
KA, BEArAITESE 2 2558 (2) 3K (n) JiMember State concerned with a copy of the
Al (o) T E LI EHR RSB H#/E " mandate  and  all  the information and
BAFHEAA EHR RGN H H844- 2044 ; documentation necessary to demonstrate the
[F B L2 T A AR EE S EHR RGTEIX P ~conformity of an EHR system with the essential
45— R A LEL A8 7 T S B B4R AE [ i BE M. F requirements laid down in Annex Il as well as the
T2 7 7 B T i R 0 1) 3 A8 ) 7 T Y i common specifications referred to in Article 36; M.
FH A T I B & B ER, (Al AH O¢ R o 1 3

ISR AR AR TR A,  DUAAIE B H 7 Rl



KA A MHE ZHUE M FEAZORANER 36 267
A 3 PRI P 75 R A A 2 RS A

(c)inform without undue delay the manufacturer if the authorised representative has reason to
believe that an EHR system is no longer in conformity with the essential requirements laid
down in Annex I HTER BV A BE IS Fe 7~ (60 % R FIAT & B — R E 2R A
TR, AN GE IR B AN G R

(d) (d) inform without undue delay the manufacturer about any complaint received from
consumers or professional users; & A~ 1E 11K MTH 9 35 B0 Mk H 8 BRI AT A
P8 EN i R 5

(e)cooperate with the market surveillance authorities, at their request, on any corrective action
taken in relation to the EHR systems covered by their mandate; ™. 117 3% G & 36 1 A0 ER, w3
HRBLYG ] A 1) FL T4 B S SR 40 P R BRI A A A 4 gk AT L

(f)terminate the mandate if the manufacturer does not comply with its obligations under this

Regulation; U1 SR il i i AN I <7 AV E 19 355, 2% 1R A AL

(g) (g) ensure that the technical documentation referred to in Article 37 can be made available
to relevant authorities, upon request. ffi £ 55 37 25 FTHE S IH AR SR AT B 323K [A] #H 9%
Rt

3. In the event of a change of the authorised representative, the detailed
arrangements for such change shall address at least the following:3. & #ZHUNE K4
AT, MSRARE RV A D N R LU N

(a) (a) the date of termination of the mandate of the outgoing authorised representative and

the date of the beginning of the mandate of the incoming authorised representative; &

AR IIE 55 2 1k H I DURH AR SR AR 551 46 H 3

(b) (b) #5E T HL TSR RS (“EHR R4”) =T WA 5&ffthe transfer of documents,
PG — A A B N, RO 3 A FE S 2 2625 (2) 3K (n)including confidentiality
TR Cod THH E LI EHR RS A PE B AR 4 44 A1 EHRaspects and property rights. 3C
RGN H S R HHUE 7 APREES EHR RAFEFFLE, A4S ORE J7 T A1 A
KPS G — 3 A 2B 7 T 6 3B B A R4 R S R R A LT TR R

et SR R4 1) 3= A8 FH 7 T 1 a0

4.  Where the manufacturer is established outside the Union and has not complied
with the obligations laid down in Article 30, the authorised representative shall be
jointly and severally liable for non-compliance with this Regulation on the same basis
as the manufacturer.4. 77 il i& f A7 T BR RS54 HRJEAT 28 30 S6800E I 55, I#%
PR -5 i 3 o 7 (7] S5 B it b 0] 338 S A 2849 AT AR FRE AT 514 F o

Article 32 7 32
Obligations of importers B X5 ) X 55

1.  Importers shall place on the Union market only EHR systems which are in
conformity with the essential requirements laid down in Annex II as well as the



common specifications referred to in Article 36.1. 3 1 F AN PR 7 & B4 — K0 2 11
FEARTIR VA SR 36 5F FITid 18 FH AL VG Y LT BR1C Sk RGBS R 11

2. Before making an EHR system available on the market, importers shall ensure

that:2. 7E45 B T8 BEC SR RGBT 0T, 328 1R N R -

(a) (a) the manufacturer has drawn up the technical documentation referred to in Article 37
and the EU declaration of conformity;fillif& i i 55 37 25 B4 I AR SO TRk B A
.

(b) (b) #E T HETEEICR RS (“EHR R4”) KT M the manufacturer is identified and an
oG — A A B N, B2 SIAE SR 2 2558 (2)authorised representative has been
K (n) TUF (o) TiH e LI EHR RGRR YN B #/FE 4 Fappointed  in  accordance  with
AR EHR RGERGIN H B AR RN REUE 175 Article 31; & i 4L, HOR
FREEE EHR RGUIEX AN G0 — A 44 U7 Th S B4R YR 28 31 2% AT dm 1 AR s

) Ak 5 7 FH R 7 P i R 24 1) = A5 FH 7y 1 1) e

FH s

(c)the EHR system bears the CE marking of conformity referred to in Article 41 after the
conformity assessment procedure has been completed; 7E 5 & e e 52 )5, @I
KRG A 41 S5 TR ) CE S g AR

(d) (d) the EHR system is accompanied by the information sheet referred to in Article 38 with
clear and complete instructions for use, including for its maintenance, in accessible
formats. B, 7~ FRIC S RGE T AT 56 38 SRR A WME Bk, Horb (0 5 T il S8 1) A
M CEAE4E 3D, HAS BRTE KM S TR .

3. Importers shall indicate their name, registered trade name or registered trade mark,
the postal address, website, email address or other digital contact details through
which they can be contacted in a document accompanying the EHR system. The
contact details shall indicate a single point at which the manufacturer can be contacted
and shall be in a language which can be easily understood by users and market
surveillance authorities. Importers shall ensure that any additional label does not
conceal or obscure any of the information provided by the manufacturer that appears
on any original label which is provided for the EHR system.3. 3 [ 75 B 7E Fifi B 8

fERRIC KRG R AR AR VMR S BE M E bR BREOEhE . .

P~ IS A2 sk g A P BB 3 AT T B0 80 K 2 05 3 SR B K 2R 05 SN AR A —
AR AR B A 0 B e, BT AR R T AT S B LA B AR . 2R

ey L ff ERAT: AT B I AR R85 AN 2348 o BB 1) 3 7 78’ TR IC X R G R A A2 |
SRS B .

4. Importers shall ensure that, while an EHR system is under their responsibility, the
EHR system is not altered in such a way that its conformity with the essential
requirements laid down in Annex II and with any requirements adopted pursuant to
Article 42 is jeopardised.4. @ 1R RAfTR, 78T EEICSK 5 40 H H 7 ST A,
ZAR G T AT IE S BN B BT E B A R DL SRS 28 42 ST
HAE AT R AT APk



5. Where an importer considers or has reason to believe that an EHR system is not or
is no longer in conformity with the essential requirements laid down in Annex II and
with any requirements adopted pursuant to Article 42, it shall not make that EHR
system available on the market, or, if that EHR system was already placed on the
market, shall recall or withdraw it, until the EHR system has been brought into
conformity. In the event of such recall or withdrawal, the importer shall inform
without undue delay the manufacturer of such EHR system, the users and the market
surveillance authorities of the Member State in which it made the EHR system
available on the market of such recall or withdrawal, giving details, in particular, of
the non-conformity and of any corrective measures taken.5. 433t 5\ A A B H
HE R — T FC & R AT & A BT & B L€ i 5 AR DL AR 3
5 42 Sl AR AT EOR I, AR IR T EBD R R BT R T
@RGSR RGO, NN A B E, BERZRETEERNIE. £
AR A BT 155 0 I 5 3 1R 2 2 A 6 S0E I 12 4 [ i [ = e i
THEFC K RGHIE R P LS BOB0Z 28 G a3 1 i T 3 M B LA, OF
FEANUE AT S I LA R HUA AT o 21 1E £ it o

Where an importer considers or has reason to believe that an EHR system presents
a risk to the health or safety of natural persons, it shall without undue delay inform the
market surveillance authorities of the Member State in which it is established, as well
as the manufacturer and, where applicable, the authorised representative. {1 5 3t [ 75
IV ECH B AR (S T8 BRI S RGN B AR N HOAE FREEI 22 A ) e XU, N 57 RIT3E
TP AE A E T BN, LG R, andE e NIE R .

6. Importers shall keep a copy of the EU declaration of conformity at the disposal of
the market surveillance authorities for the period referred to in Article 30(3) and
ensure that the technical documentation referred to in Article 37 can be made
available to those authorities, upon request.6. 1 I11 R NAE 57 30 2556 3 @ iR HHTE] N,
W R B 1R P B A B A BEAF, ST B LA A, IR0 DR S 5K e R aX e AL
FISEBESE 37 K PTR I BoAR A

7. Importers shall, further to a reasoned request from market surveillance authorities
of the Member States concerned, provide them with all the information and
documentation necessary to demonstrate the conformity of an EHR system. Importers
shall cooperate with those authorities, at their request, and with the manufacturer and,
where applicable, with the authorised representative in an official language of the
Member State where the market surveillance authority is located. Importers shall
cooperate with those authorities, at their request, on any action taken to bring their
EHR systems into conformity with the essential requirements in relation to the
harmonised software components as laid down in Annex II or to ensure that the EHR
systems which are not in conformity with those essential requirements are recalled or
withdrawn.7. NAH 5B 51 B T 3 M BTG )& BREESK, 3k 1 7 34 Iz ) 42 AR B
HL D S RG-S T & BB A (5 B B EIRHIR I ZOR, AR S
AR, JFSHERAIE: Wk, N A 7 B H LR P A B 5% [ A 8 7
BOEPUCGREE. N _EEYIRI R ER, 2 VR NS Rk KRG &
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8. Importers shall establish reporting channels and ensure that they are accessible to
allow users to submit complaints, and shall keep a register of complaints, of
non-conforming EHR systems and EHR system recalls and withdrawals. Importers
shall verify whether the channels of complaint established pursuant to Article 30(1),
point (n), are publicly available, allowing users to submit complaints and to receive
any communication concerning any risk related to their health and safety or to other
aspects of public interest protection and allowing users to be informed of any serious
incident involving an EHR system. Where such channels of complaint were not
established, the importers shall establish them and take into account the accessibility
needs of vulnerable groups and persons with disabilities.8. 3k 75 N 7 37 4 &5 IR 1E ,

FFAf ORIX LB TE [ T F P 3R 5S40, A REOR B FF NG B TRBED R RSt
DA B FL - R TC SR 2R 484 (R FIARA ] (K 8 T o 32 1 s AR AR 2 30 2528 (1D
() BUESLHIRURRER G AJTAT ), DMER P IR Ur . i s B S
LA B IR at ORAP A 5 T AR O< HOAT ART AR B 45 08, DA 1 8 S v g R
SKAGHAEAT ™ A o 7 AR IEIBURRE, HEOREN T UL, 5858
PR AR N B TR hS /5 5K

9. Importers shall investigate complaints and follow up on information received on
incidents involving an EHR system they made available on the market. Importers
shall register those complaints, any recalls or withdrawals of EHR systems and any
corrective measure taken to bring the EHR system into conformity, in the register
referred to in Article 30(1), point (0), or in their own internal register. Importers shall
keep the manufacturer, distributors and, where relevant, authorised representatives
informed in a timely manner of the investigation and follow-up carried out and of the
results of the investigation and follow-up.9. Hf FR N & #F, FEXTATULEI . ¥
e FCARTBUT 7 ) LT (R R 3 R GEAH SR ST 15 B R BUR SE4T 3 o HE 11 T LA 55
30 2655 (1) 3K (o) TFTIRREICMH, BEH B SN ESICHT T, E3tiX
SE R HL T EIC SR R G A B BRI AL, LA T RIL 3 R G
A SR T R AR ATART 2 LA it o 53 107 L K i g B T e ) 1 A A0 ) 24T 3 S 3
SERGEABIER . R, DUSAHIRIE L BB .

Article 33 %5 33 %
Obligations of distributors 2457 i X 5%
1. Before making an EHR system available on the market, distributors shall verify
that:1. 7E¥ HL T FEC R RGBT RTS8 NI
(a) (a) the manufacturer has drawn up the EU declaration of conformity; il i p £ g ¥ WK 28 7
HPEA

(b) (b) HE T HFHERILK RS (“EHR RE") KT Wil 14 Sithe EHR system bears the
— B AR AN, By BIAESE 2 2555 (2) #K (n) LAl (o)CE marking of conformity;
T Hp 52 ST EHR R SR AR B LA A EHR RN H B 0% B T e & R Gy
PREEAE; [FIRTBRUE T A FRRES EHR RAERXMANF— M1 T7 6 CE B8 brd
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(c)the EHR system is accompanied by the information sheet referred to in Article 38 with clear
and complete instructions for use in accessible formats; B, i B ic 5% RGN A 2 38 45T
PR ME R, o E DL SR B 252 30 P 375 I 7 8 1 458 P 15 B

(d) (d) where applicable, the importer has complied with the requirements set out in

Article 32(3).7E5@ TG AL T, BE 7 COEAF 28 32 5658 (3) FHME LK,

2. Distributors shall ensure that, while an EHR system is under their responsibility,
the EHR system is not altered in such a way that its conformity with the essential
requirements laid down in Annex II and with any requirements adopted pursuant to
Article 42 is jeopardised.2. Z8 R MR, 7E B TEEEICS R 40 H H 7 ST,
ZARGHIN BN T AT G SR I s A ZOR DRI 56 42 S5l i fAT:
T B SRIATF S

3. Where a distributor considers or has reason to believe that an EHR system is not
in conformity with the essential requirements laid down in Annex II and with any
requirements adopted pursuant to Article 42, it shall not make that EHR system
available on the market until it has been brought into conformity. The distributor shall
inform without undue delay the manufacturer or the importer, as well as the market
surveillance authorities of the Member States where the EHR system has been or is to
be made available on the market, to that effect. Where a distributor considers or has
reason to believe that an EHR system presents a risk to the health or safety of natural
persons, it shall inform the market surveillance authorities of the Member State in
which the distributor is established, as well as the manufacturer and the importer.3.
o AAH TN A B A S B TR BRICSR R B AR A B R e 1 A E K
DA ARG S 42 2518 AR 2R, IFEZ R GEE B & HUIRESFT, AR IR
T80 200 Tl N 2 A 8 1 b 17 190 308 R o) 325 7 ik I 7y, DA S T e i o
F G OB 3 0 RS 5 ] £ 71 3 M B LA o A B R A O B B A S
FoHL T RIS RGN B AR N e RRE BN 22 4 A s XSS, U S 38 R JFG T B2 5 [ 1)
BN, LR i3 e A3 TR

4.  Distributors shall, further to a reasoned request from a market surveillance
authority, provide it with all the information and documentation necessary to
demonstrate the conformity of an EHR system. They shall cooperate with that
authority, at its request, and with the manufacturer, the importer and, where applicable,
with the manufacturer’s authorised representative on any action taken to bring an
EHR system into conformity with the essential requirements laid down in Annex II
and with any requirements adopted pursuant to Article 42 or to recall or withdraw it.4.
LT 7 B LAL )& BREESR , 240 ks L [ AR (R B HEL T BRIC S R G & R
P KBTS B . 2 BN SR, SN 51200 flidEe . Bt
MR LS Cans& D il3E i R BURER & F, KRB D) 24 i, A o 7 BT
KRG E M ZE R AR DL ARG 56 42 S5l FATAT R, B0 Hot
A7 A4 1] B [



Article 34 55 34 £

Cases in which obligations of manufacturers of an EHR system apply to other
entities or individuals L PRI RS HIE R K X F5E R T H A2 A K
B
An importer, distributor or user shall be considered a manufacturer for the purposes of
this Regulation and shall be subject to the obligations laid down in Article 30 where
they: LA 691110 5, BEETRT . 285 SOH P AERLU N RO R Ou & R, IR

JEAT 5 30 F P E HI XL 55
(a) (a) make an EHR system available on the market under their own name or trademark; VA H

T A4 PR B R B A2 117 37 B4R A Pl 7 R D S AR 4

(b) (b) ME T HFHFEILFE RS (“EHR £4t”) x T modify an EHR system already placed on
PN 5 i Pk e — 3 248 A aE L), B4 7E 2 2the market in such a way that conformity
265 (2) K (n) TAL (o) T g LI EHR R Stkkwith the applicable requirements might
PN EARAE VA ZHAT A0 EHR R GERKHN H B A AT be affected; or LA fE 52 Wi H 745 A & H
[F R HELE T A FRAES EHR REUEIX NG — B2 R 1 07 X8 ol & 80080 37 10 e - {
EH A 5 T SIS 30 A AR 1 R S FH R A R T R AU I R R 4 B

5 08 3= A% 7 1 1 3 R

(c)modify an EHR system in such a way that it leads to changes in the intended purpose declared
by the manufacturer. L3R 7 SAB B0 B R IC K R G0, 0T B0Hi gk w7 B 18 WA A i
RAEAA

Article 35 78 35 4
Identification of economic operators £57i2E i KR 7

Economic operators shall, on request, identify the following to the market

surveillance authorities, for 10 years from the date when the last EHR system covered

by the EU declaration of conformity has been placed on the market: F £ & WK ¥ & %

FR R — TR ILSR RGBT HEHFN, 25 E R BT

BHUI R ER, At R LA ME R .

(a) (a) any economic operator that has supplied them with an EHR system; and [r] L #2 L B8
fERIC KRG UETATFEER: D&

(b) (b) #H5E T HLTHEBEICSE RS (“EHR R48”) KT Mol tany economic operator to

G — A E R RO, B4R AITESE 2 4658 (2) 3K (n) Tiflwhich they have supplied an
(o) T 5E SUHI EHR RGN HLAAEME A 4L AT EHR R GERKEHR system. At 17 8 ) 3L 1t

IH B FREE T REFREES EHR REEX G — M 1 i B il 5% & 4 AT

A 2HL A 7 T S B L3 A 1R A R R FH R 7 TR R AR 1 E AT A R Ig S R -

LA FH 7 T P 38 R

SECTION 3 33 7

Conformity of the harmonised software components of EHR systems H 72510
R HRAFLALE &A1



Article 36 % 36 #
Common specifications & J7E

1. By 26 March 2027, the Commission shall, by means of implementing acts, adopt
common specifications in respect of the essential requirements laid down in Annex II,
including a common template and a time limit for implementing those common
specifications. Where relevant, those common specifications shall take into account
the specificities of medical devices and high-risk Al systems referred to in
Article 27(1) and (2), respectively, including the state-of-the-art standards for health
informatics and the European electronic health record exchange format. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2).1. #2027 4 3 A 26 H, T RSMNIE Lk R, 5t
B A 5 ) ik A S SRR P 38 P R, 0 355 368 AR DA % S it 3o A 368 P R e ) I
PRo AEAHSRIEOLT, IXELIE RGN A 5 R85 27 2638 (1) FKANEE (2)
TR B B e g A e JXUBS N T BE AR ST RS IR, AL i A JE 22 0 B b vEE TR
I HL T R AT g 2. X BES TR SN AR IR 28 98 2528 (2) FKPTR i Hi &%

2. The common specifications referred to in paragraph 1 shall include the following
information and elements:2. 5 1 K42 S (038 RO R AL DU RS B EE R

(a) (a) their scope; H:i& H 5 Fl;

(b) (b) M€ T HETfEHICR RS (“EHR RE”) KT M iitheir applicability to different
H PG — AR AR E R, B4 AIFESS 2 4656 (2) FKcategories of EHR systems or
(n) JAN Co) T & ST EHR £ 45 WM B4 14 8k # ZH functions included in them; & /]
A EHR FRGERR PN H BT RISt RUE 1 A R AR 5060 AN [7] 28 ) 1) 7 4g BRI % &
EHR R GAEIX AN Gt — B A 2HL 4R 7 T S 3 458 4 11 4 5 I e s L A 6 5 1R ) e 1 3 FH 125
FHRE 7 A i R BCHE 14 3 22245 FH 77 1 ) e FH 00

(c) their version; J A ;
(d) (d their validity period; ‘111 2034 ;

(e)  anormative part; — /M HEVE 47

(flan explanatory part, including any relevant implementation guidelines.— ™M #ER: 84, I
fRTAH S STt 45 7

3.  The common specifications referred to in paragraph 1 may include elements
related to the following:3. 25 1 FK T4 & 1918 FH AL E AT 05 5 DL N 8 AH O¢ 1 2
E

(a) (a) datasets containing electronic health data and defining structures, such as data fields
and data groups for the representation of clinical content and other parts of the
electronic health data;fl & HL 7 BEEUE € A Bds 45, Ban i TR kIR N
AP B R AR FLAh S ) B T BOM S 41

(b) (b) Fi5E T HL TR RICE R4 (“EHR Zcoding systems and values to be used in datasets
487 TN 5l 1 G5 — SRR 4 A4 138 FH B containing  electronic  health data, taking due
M), BIorRILESS 2 2656 (2) 3K (n) TiAl (o)account of both potential future harmonisation of



T 52 SCI EHR 2R 80 KO B4 A 14 74 2H A F terminologies and their compatibility with existing
A EHR RGN H Sk 204F; FIF 1 52 national terminologies; T, & B T {& B 55 1
T ERREES EHR RGLERX NG — BT LA Bt 4R P i G 2R G AMEL, RN I 2425 IR TR R
77 TH S I FL A5 A ) A B 2 R A e 7 LT RO T RE I 48— A 5 I [ 2R 1E B 3751

H 4 1 3 A FH 7 1 ) e R

(c)other requirements related to data quality, such as the completeness and accuracy of

electronic health data; HAth 5 24 ot fAH G AU 223K, 151 T H {5 w1100 e 8 1k AR HE A 12k 5

(d) (d) technical specifications, standards and profiles for the exchange of electronic health

data; L7 i BREAHE ST B BORIIVE . v AT 2L

(e)requirements and principles related to patient safety and the security, confidentiality, integrity
and protection of electronic health data; 5 ¥ %4 DL B FREFE 1 22 e tE. REE.
FEEE AN LR A S 2SR AN JEE I 5

(f)specifications and requirements related to identification management and the use of

electronic identification.-5 B 47 & B AN M 1 Sy 0048 FIAH S YE AN LK o

4. EHR systems, medical devices, in vitro diagnostic medical devices and high-risk
Al systems referred to in Articles 25 and 27 that are in conformity with the common
specifications referred to in paragraph 1 of this Article shall be considered to be in
conformity with the essential requirements covered by those common specifications
or parts thereof, laid down in Annex II, and covered by those common specifications
or the relevant parts thereof.4. fF & AR5 1 F TR HATE R EF#FICR RS
BT W% AR AMZ W By e 8 LAKCER 25 SR AN 27 2% Bk 1) v JRURG: N L8 E R 4
JSLAE R 95 B TL R L L Py sk e FH R 9 s HLAH D3 23 F iR e 1) i A 22
R, BT I PO AR o P R AR A S

5. Where common specifications covering interoperability and security requirements
of EHR systems affect medical devices, in vitro diagnostic medical devices or
high-risk Al systems falling under other legal acts, such as Regulation (EU) 2017/745,
(EU) 2017/746 or (EU) 2024/1689, the adoption of those common specifications may
be preceded by a consultation with the Medical Device Coordination Group (MDCGQG)
established by Article 103 of Regulation (EU) 2017/745 or the European Artificial
Intelligence Board established by Article 65 of Regulation (EU) 2024/1689 and the
European Data Protection Board (EDPB), as applicable.5. # i i B 7 i FE1c 5% &
gt HARAEPEAN 22 42 R R E I RE B0 K s Atk 26 (n CBRER 26491 (EUD
2017/745)  (WKERZAG (EU) 2017/746) = (WKE ] (EU) 2024/1689) O &
FERI BT s MR A2 I B 7 B8 s MBS N LR A R 4t AL IE I IX il H v
2, AT S (BREEZBI (EUD 2017/745) 55 103 2 0L AR B 4% i /Iy
%l (MDCG) « (EKHEZM (EU) 2024/1689) 5 65 & U L IIRRIN N T34 623
R PLR BB IR 512 (EDPB) #EATHERT .

6. Where common specifications covering interoperability and security requirements
of medical devices, in vitro diagnostic medical devices or high-risk Al systems falling
under other legal acts, such as Regulation (EU) 2017/745, (EU) 2017/746 or (EU)
2024/1689, affect EHR systems, the Commission shall ensure that the adoption of
those common specifications is preceded by a consultation with the EHDS Board and



the EDPB, as applicable.6. 7 itfing 2 J7 a5l AASMS WLy 28 ei s 1 Fo g
XAE CInRR BRI 2017/745. 2017/746 B 2024/1689) & 43 [ ) vy KU N\ T 2%
RE R G010 BB A 1 0 22 4 TR (14038 FE Y F T REIE S R GE 7 AR R, WK B
T IR PRAE I X 38 R 2 /T, BT S TR R R R R e MK 2L
PE ORI 2 R AT HER

Article 37 35 37 4%
Technical documentation 35 AR 3CEY

1.  Manufacturers shall draw up technical documentation before the EHR system is
placed on the market or put into service, and shall keep that documentation up to
date. 1. #ilid pj B 7E HL 7~ f B0 s R4 b 7 sl N A8 R i g il BRSO, IR
I BT iZ S

2.  The technical documentation referred to in paragraph 1 of this Article shall
demonstrate that the EHR system complies with the essential requirements laid down
in Annex II and provide market surveillance authorities with all the necessary
information to assess the conformity of the EHR system with those requirements.
That technical documentation shall contain, as a minimum, the elements set out in
Annex III and a reference to the results obtained from a European digital testing
environment referred to in Article 40.2. ANZ55E 1 Z AT IR BH AR ST NAE BH B 7~ {#
G RGAT & MAE TRLE AR EER,  JF ity B LA SR PP Al 1% R G
AT B X LS R P /5 1 80 0 25 B o BRI 20 AL B i T B 81 2R
PR A S ANER 40 25 it (1 R B0 I 52 Hh 3R A5 (1 285 2R

3. The technical documentation referred to in paragraph 1 shall be drawn up in an
official language of the Member State concerned or a language that is easily
understandable in that Member State. Following a reasoned request from the market
surveillance authority of a Member State, the manufacturer shall provide a translation
of the relevant parts of the technical documentation into an official language of that
Member State.3. 2 1 F$E HIBAR SO N LU 5 B 7% [ (B 7 1 5 BAE 1% R
5y FERAR I 5 il o R — B [ T 37 M B LAG) () & BRI SR, )36 7 B
ARSCA B G 43 B 1R 12 B 7 IR PR — o i 1 5

4.  When a market surveillance authority requests the technical documentation or
a translation of parts thereof from a manufacturer, the manufacturer shall provide such
technical documentation or translation within 30 days of the date of the request,
unless a shorter deadline is justified because of a serious and immediate risk. If the
manufacturer does not comply with the requirements of paragraphs 1, 2 and 3 of this
Article, the market surveillance authority may require it to have a test performed by
an independent body at its own expense within a specified period in order to verify
the conformity with the essential requirements laid down in Annex II and the common
specifications referred to in Article 36.4. 2471737 Wi B A4 3R i) i i g2 b H R
PEEREL A A RO R BECEI, G R AR RE SR Z HkE 30 RSt IeBoR
AT BRI, BRAR R AR ™ B HL A I XURS T 1 4 2 s e SE AR AR . 2
RANE IR A KSR 1 2 M3 FRAESR, i3y B LA 2R AR $5 5 JA IR
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36 A4 A 1 IE T E .

Article 38 538 %

Information sheet accompanying the EHR system £ H FEFRIL R RENE R
x

1. EHR systems shall be accompanied by an information sheet that includes concise,
complete, correct and clear information that is relevant, accessible and
comprehensible to professional users.1. FFEEILF RGN H — 05 B3R, H
PE S fE . R, R EEmRER, XBEEFR SR, 5 TR
H.5 T

2. The information sheet referred to in paragraph 1 shall specify:2. %5 1 FK AT {5
A%‘%& H)% E% .

(a) (a) the identity, registered trade name or registered trademark, and contact details of the
manufacturer and, where applicable, of its authorised representative; il i i Az H: (Unid&

D BRI Sy EM S B R bs . BARIB AR 5 2

(b) (b) #E | HLFFEILFK RS (“EHR R4 KT WAk 4 Sithe name and version of
— A AR B, Byl e 2 2558 (2) 7K (n) TiA1 (o)the EHR system and date
T 5 L EHR R SRR B EME B4 AT EHR R R H Eof its release; B i B id
BAF LAY RIS HHE T A FREES EHR RGNS — AR AR RAEMAIR WA S
3 TH S5 T E 45 4 P {0 R . FH A P 7 R i R A 1) 2 248 P O i AT H

) 3E FH AR 5

(c) the intended purpose of the EHR system; B, ¥ {8 FE 10 5% R St 10 FU %

(d) (d) the categories of electronic health data that the EHR system has been designed to
process; T FE 10 5 R GE BT FH T A B ) H 7~ £ R E0H 2 nl

(e)the standards, formats and specifications supported by the EHR system and versions of those
standards, formats and specifications. . 71 FE i 5 R G FRARAE . A AAEE, DLRIX
BERRiE . A% ORI R RRAR o

3. As an alternative to supplying the information sheet referred to in paragraph 1 of
this Article with the EHR system, manufacturers may enter the information referred to
in paragraph 2 of this Article into the EU database for registration of EHR systems
and wellness applications referred to in Article 49.3. 1E Al H {8 R ic 5 R G4t
REEH 1 FPridE BRMENAT R, G AR AR 2 FridE BN 49
o IR B R B, P f R 1T 3 2R GO MM BRI U e )2

Article 39 55 39 £
EU declaration of conformity FX ¥ &F& 14/ B

1. The EU declaration of conformity referred to in Article 30(1), point (e), shall state
that the manufacturer of an EHR system has demonstrated that the essential
requirements laid down in Annex II have been fulfilled.1. % 30 2555 (1) K (e) Wi



JITdi b (R SR AT 5 1k 7 W LR B, 7 R SR AR 98 10 1) 32 7 L AE P LA 5 PR 1
I RLE AR

2. Where an EHR system is subject to other Union legal acts in respect of aspects not
covered by this Regulation, which also require an EU declaration of conformity by the
manufacturer in which it is stated that the fulfilment of the requirements of those legal
acts has been demonstrated, a single EU declaration of conformity shall be drawn up
in respect of all Union legal acts applicable to the EHR system. That EU declaration
of conformity shall contain all the information required for the identification of the
Union legal acts to which it relates.2. 7 FL il BE 10 5% R Gt 7E A 26491 R T80 75 (1) 77 Tl
S HABRR BNEEAT LR, HIXEEAAT O th ZOR Hlid i ) B R S A% A B, A
A CLAIE B AT & X S0 AT J K, T sl i P 12 oL T BEID % R ST P A BR
BEAAT AE — A0 B — H WK R B 7 B o AR B S P A L VR 3 i
YRR VR RAT N BT e i 4B AE B

3. The EU declaration of conformity shall contain the information set out in
Annex IV and shall be translated into one or more official Union languages
determined by the Member States in which the EHR system is made available.3. X
SR E R B LA I DY B A S, R 2 R 11 R R S R ST R
[ B o ) — M a2 R R B TR S .

4. Where an EU declaration of conformity is drawn up in a digital format, it shall be
made accessible online for the expected lifetime of the EHR system and, in any event,
for at least 10 years from the placing on the market or the putting into service of the
EHR system.4. =R E27T & 15 7 B LB I AU il I, BAE FL 7 BRI s R4
UM A3 ar AE S PR 0, HBR W, Bz 7 RIC s R G R e
M Hik, 2FRA 10 4.

5. By drawing up the EU declaration of conformity, the manufacturer shall assume
responsibility for the compliance of the harmonised software components of the EHR
system with the requirements laid down in this Regulation when it is placed on the
market or put into service.5. fillit i IS AL F R R AT S VR B, BIAHH B AR T
KA GE T O WM BT LA AL BB 3y BN I A5 ARV R I 9T A

6. The Commission shall publish a standard uniform template for the EU declaration
of conformity and make it available in a digital format in all official languages of the
Union.6. 2% b3 2 MR AR IR BT A 4 75 B IR HE G — ML, I DAy i aUR Rk
FIT B 5 S HIRRCAS .

Article 40 7 40 %
European digital testing environment FR | $rZM-AIA 15

1. The Commission shall develop a European digital testing environment for the
assessment of harmonised software components of EHR systems. The Commission
shall make the software supporting the European digital testing environment available

as open-source. 1. Z& 32 N IT A — A RRIMECT RIS, T 105 B T il ¢
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Stk

2. Member States shall operate digital testing environments for the assessment of
harmonised software components of EHR systems. Such digital testing environments
shall comply with the common specifications for the European digital testing
environment laid down pursuant to paragraph 4. Member States shall inform the
Commission about their digital testing environments.2. f% i [ Nz 47 807 MR FF 5,
DAVEAL B T FRIC R R GG — AR AL o 2R PR 55 80 7 5 A 4 2 4
A E A R AP 15 368 FH AN o ol D [T ) = B 2 308 i L 5 i A B
LEES R

3. Before placing EHR systems on the market, manufacturers shall use the digital
testing environments referred to in paragraphs 1 and 2 of this Article for the
assessment of harmonised software components of EHR systems. The results of that
assessment shall be included in the technical documentation referred to in Article 37.
The elements in relation to which the results of the assessment are positive shall be
presumed to be in conformity with this Regulation.3. 7E ¥ B i B ic 3¢ R 48 %
T, G R N A RS 1 FONSE 2 iR I A8, xoh e ed
KAGHI G — A BEAT VRS o PPN SE RBLINER 37 25 ik BRI
PSS FRONFIVERIM R R, NHEE T & A5

4. The Commission shall, by means of implementing acts, lay down the common
specifications for the European digital testing environment. Those implementing acts
shall be adopted in accordance with the examination procedure referred to in
Article 98(2).4. 22 G Mt SRS, il R BRHHAC T DI B (A e . 3
BBt SR NV ARYE S 98 S5ER (2) TR H AR P .

Article 41 7 41
CE marking of conformity CE &#&#5 &

1. The CE marking of conformity shall be affixed visibly, legibly and indelibly to the
accompanying documents of the EHR system and, where applicable, to the packaging
of the EHR system.1. &%) CE br& BIEMT 513t EHLAN AT B K HURS UG ££ 7 { B
WX RGBS B, WG, e MRS R TR RIC R RGNk k.

2. The CE marking of conformity shall be affixed before placing the EHR system on
the market.2. &% CE F5d BAE HL T FEIL R RGBT 34 BirkG -

3. The CE marking of conformity shall be subject to the general principles set out in
Article 30 of Regulation (EC) No 765/2008.3. & #% 1 CE br & MM (EC) 8
765/2008 ‘5551155 30 S E (1) — R

Article 42 55 42 £

National requirements and reporting to the Commission E R E R & 1% i &

A
=]



1. Member States may adopt national requirements for EHR systems and provisions
on their conformity assessment in relation to aspects other than the harmonised
software components of EHR systems.1. j% i [ 7] &%) B (@ fR il sk R4 E X
FOR VLR HARE VR AR MR BEAT 1 7€ , (H I 28 RN E A& ] T H 1
FRICE RGO R S — B3R T7 T

2.  The national requirements or provisions referred to in paragraph 1 shall not
adversely affect the harmonised software components of EHR systems.2. &5 1 3K fg

F [ 5 SR B E AR TR IE S R G Gt — A LA e A AR

3. When Member States adopt requirements or provisions in accordance with
paragraph 1, they shall inform the Commission thereof.3. J¥ i1 [E A ¥5 55 1 Fid it
REGLERS, N EEIERZE 2.

SECTION 4 54 #
Market surveillance of EHR systems H T2 REI0RR 1) T 554 &

Article 43 55 43 %%
Market surveillance authorities 3% A & VM

1.  Regulation (EU) 2019/1020 shall apply to EHR systems in relation to the
requirements applicable to, and risks posed by, EHR systems covered by this
Chapter.1. BKEEVERL (EU) 2019/1020 Mi&EH T H P FILR RS, W AARER
JoR 7 P P B T S R Gt ) R SR B i SR ) XU

2. Member States shall designate the market surveillance authority or authorities
responsible for the implementation of this Chapter. Member States shall entrust their
market surveillance authorities with the necessary powers and shall provide them with
the human, financial and technical resources, the equipment and the knowledge
necessary for the proper performance of their tasks pursuant to this Regulation.
Market surveillance authorities shall be empowered to take the market surveillance
measures referred to in Article 16 of Regulation (EU) 2019/1020 to enforce the
obligations laid down in this Chapter. Member States shall communicate the identity
of the market surveillance authorities they designate to the Commission. The
Commission and the Member States shall make that information publicly available.2.
i G [ AR E — AN B2 AT B LA SR DA B ) St o B [ RO T T 4 M
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3. Market surveillance authorities designated pursuant to paragraph 2 of this Article
may be the same authorities as the digital health authorities designated pursuant to
Article 19. Where a digital health authority carries out tasks of a market surveillance
authority, Member States shall ensure that any conflicts of interest are avoided.3. 1R
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4. Market surveillance authorities shall report to the Commission on a yearly basis

the outcomes of relevant market surveillance activities.4. T3 W & WA N B 4F [7) T
RS MR I ETE 45 5

5. Where a manufacturer or another economic operator fails to cooperate with
a market surveillance authority or where the information and documentation they
have provided is incomplete or incorrect, the market surveillance authority may take
all appropriate measures to prohibit or restrict the relevant EHR system from being
made available on the market until the manufacturer or the economic operator
concerned cooperates or provides complete and correct information, or to recall or
withdraw such EHR system from the market.5. 7 il i& p 5 HAth 28 55 18 & i AL &
W BN, BCHSRAE BB, A IR, 1 B R —
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6. The market surveillance authorities of the Member States shall cooperate with
each other and with the Commission. The Commission shall enable the organisation
of exchanges of information necessary for such cooperation.6. ¥ i [E #1737 5 & L
N AR EAAE, HFEMIRE RS E1F. MR Z o NAEOT RIS & 1E & 115
BAZ -

7. For medical devices, in vitro diagnostic medical devices or high-risk Al systems
referred to in Article 27(1) and (2), the responsible authorities for market surveillance
shall be those referred to in Article 93 of Regulation (EU) 2017/745, Article 88 of
Regulation (EU) 2017/746 or Article 70 of Regulation (EU) 2024/1689, as
applicable.7. W} FBES7 4. RN &SR 27 &% (1) HME () %
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Article 44 55 44 £

Handling of risks posed by EHR systems and of serious incidents H &Rt F
RGP R R & = BB b 2

1. Where a market surveillance authority of one Member State has reason to believe
that an EHR system poses a risk to the health, safety or rights of natural persons or to
the protection of personal data, that market surveillance authority shall carry out an
evaluation in relation to the EHR system concerned covering all relevant requirements
laid down in this Regulation. The manufacturer, the manufacturer’s authorised
representative and all other relevant economic operators shall cooperate as necessary
with the market surveillance authority for that purpose and take all appropriate
measures to ensure that the EHR system concerned no longer poses that risk when
placed on the market or to recall or withdraw the EHR system from the market within
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2. Where the market surveillance authorities of a Member State consider that the
non-compliance of the EHR system is not limited to their national territory, they shall
inform the Commission and the other Member States’ market surveillance authorities
of the results of the evaluation referred to in paragraph 1 of this Article and of the
corrective action which they have required the economic operator to take pursuant to
Article 16(2) of Regulation (EU) 2019/1020.2. 245 2 [ 1 117 37 W B LRI K HE
TR 3 R G G R AN R A A I LR RORE AR 26 56 1 KT
IR HIPEAL &5 S DL R HAR M (W4 (EU) 2019/1020) 55 16 2658 2 kBSR4
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3. Where a market surveillance authority finds that an EHR system has caused harm
to the health or safety of natural persons or to certain aspects of public interest
protection, the manufacturer shall immediately provide information and
documentation, as applicable, to the affected natural person or user and, where
applicable, other third parties affected by that harm, without prejudice to data
protection rules.3. 241737 W B WL & B HE {8 F 18 3 R 4 Co0F 5 2R N B4 Rk B
L4, BN O HEA) G ORGP R L Ty T 3 A T N )3 A S S R ] B2 SR Y E AR
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4. The economic operator concerned referred to in paragraph 1 shall ensure that
corrective action is taken in respect of all the EHR systems concerned that it has
placed on the market throughout the Union.4. 5 1 ZK BTk (A S 48 512 78 7 N O
Xt HAE BEAN W T | SO Bl A AR O HL 1 BRI S R SR A IR e

5. The market surveillance authority shall without undue delay inform the
Commission and the market surveillance authorities, or, if applicable, the supervisory
authorities under Regulation (EU) 2016/679, of other Member States of the corrective
action referred to in paragraph 2. That information shall include all available details,
in particular the data necessary for the identification of the EHR system concerned,
the origin and the supply chain of the EHR system, the nature of the risk involved and
the nature and duration of the national measures taken.5. 737 Il B WL B 22 A 46 4E
MRS 555 2 I AR 2 I 4 e 368 SR IR L 2 6 2 DA B SH At ol 7 R ) T 37 M B LAY, B
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6. Where a finding of a market surveillance authority, or a serious incident it is
informed of, concerns personal data protection, that market surveillance authority
shall without undue delay inform the relevant supervisory authorities under
Regulation (EU) 2016/679 and cooperate with them.6. 247737 W B AL 1 £ 45

B LSRR 7 AU AN N B PRI, 12717 37 W B AT LA I 2 A 6 2 b 3 R K
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7.  Manufacturers of EHR systems placed on the market or put into service shall
report any serious incident involving an EHR system to the market surveillance
authorities of the Member States where such serious incident occurred and of the
Member States where such EHR systems are placed on the market or put into service.
That reporting shall also include a description of the corrective action taken or
envisaged by the manufacturer. Member States may provide for users of EHR systems
placed on the market or put into service to be able to report such incidents.7. T
By BN FH B T BT % R GU I R L [ A 7™ B A )l 7 [ A S 1% F
T FEIC SR 2R GEARI T 3 BN AL ) RSO3 [ B T 3 M B LR R S 8 2 R G
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The reporting required pursuant to the first subparagraph of this paragraph shall be
carried out, without prejudice to incident notification requirements under Directive
(EU) 2022/2555, immediately after the manufacturer has established a causal link
between the EHR system and the serious incident or the reasonable likelihood of such
a link and, in any event, not later than three days after the manufacturer becomes
aware of the serious incident involving the EHR system. F & A< 3k 58 — Wi £ K 34T 1)
Wi, AR (REEHES (BEU) 2022/2555) #UE @M ER AT T,
JLAE S 38 P 4 7 H TR D 3 R g 5 7 B AR L TR AE R AR O R A AR I 2 R
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8. The market surveillance authorities referred to in paragraph 7 shall inform the
other market surveillance authorities, without delay, of the serious incident and the
corrective action taken or envisaged by the manufacturer or required of it to minimise
the risk of recurrence of the serious incident.8. i 7 2K FT+8 BT 37 Wa B AL N 57 B
W 7 B A DR A PR R DL B i SRR B ) I A i KPR B i ™ B
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9. Where its tasks are not performed by the digital health authority, the market
surveillance authority shall cooperate with the digital health authority. The market
surveillance authority shall inform the digital health authority of any serious incidents,
of EHR systems presenting a risk, including risks related to interoperability, security
and patient safety, of any corrective action and of any recall or withdrawal of such
EHR systems.9. #7078 B 38 H0T IRSAT HAR S5, Wi B EE TN 550y
@R BRI A AE o i B 328 0 1) L 1) B8 o 3 0 T A R AT )™
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10. In the event of incidents putting at risk patient safety or information security, the
market surveillance authorities may take immediate action and require the
manufacturer of the EHR system concerned, its authorised representative and other
economic operators, if applicable, to take immediate corrective action.10. #7 & 4 f&
LB e nE B e A, Wi BN AT L EEREUT S, R ESRASCH T
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Article 45 7 45 &%
Handling of non-compliance 3#EALEE

1. Where a market surveillance authority makes a finding of non-compliance, it shall
require the manufacturer of the EHR system concerned, its authorised representative
and all other relevant economic operators to take, by a specific deadline, adequate
corrective action to bring the EHR system into conformity. Such findings of
non-compliance include, but are not limited to, the following:1. 737 W B LI A1k
FEAFEAG IO, N ESRA R 7@ RIC & R G HIGE R . HRPURER Sl
FABAH SR 22 512 7 T AL 1€ IR PN REX 78 70 A1 AE i it , (i B T D SR R 4t
FrE iR, WERAGHMEBBEART LLIMEN:
(@) (a) the EHR system is not in conformity with essential requirements laid down in Annex Il or
with the common specifications referred to in Article 36; B T-{d FE ic 5% R G AN 15 & It
P HE A EDR, WARTE S 36 sk S Al IV

(b) (b) #E T TFHEICHK RS (“EHR £4:”) % T P the technical documentation is not
oG — B AN, BRSESS 2 555 (2) available, not complete or not in
K (n) T Co) TirRsE X EHR RS RN B 45 4E 4 Bk accordance with Article 37,3 K 3¢
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(c)the EU declaration of conformity has not been drawn up or has not been drawn up correctly in
accordance with Article 39; K B KK B 5 4% 75 B, BUORIZHREE 39 2% IR B0% 75 B 5

(d) (d) the CE marking of conformity has been affixed in breach of Article 41 or has not been
affixed; i [ 55 41 S INMEECR NG CE SR Fr 5 s

(e)the registration obligations of Article 49 have not been fulfilled. 2 49 4% #5E VM X 55 K15
FEIT.

2. Where the manufacturer of the EHR system concerned, its authorised

representative or any other relevant economic operator does not take adequate

corrective action within a reasonable period, the market surveillance authorities shall

take all appropriate provisional measures to prohibit or restrict the EHR system from

being made available on the market of their Member States, or to recall or withdraw

the EHR system from that market.2. 5 AH ¢ L R0k KRG HIHNE R « HEAUR
BT AR HAthAE SG 22 54 8 T AR AE B B R PN SR B 78 70 O A IR 3R i, T 37 BB AL
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The market surveillance authorities shall inform the Commission and the other
Member States’ market surveillance authorities, without delay, of those provisional
measures. That information shall include all available details, in particular the data
necessary for the identification of the non-compliant EHR system, the origin of that
EHR system, the nature of the non-compliance alleged and the risk involved, the
nature and duration of the measures taken by the market surveillance authorities and
the arguments put forward by the relevant economic operator. In particular, the market
surveillance authorities shall indicate whether the non-compliance is due to any of the
following: 117 37 M BN UL 37 BV 26 4 1k If 435 Jh e k0 2 57 2 AL R 03 B ) T 4
B o A5 NS P ] FH 4R, R IR AN S R T Bl ok
ARG EHE . T RERIC R R GRIE . PR RN G R LTS SR
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(a) (a) failure of the EHR system to meet the essential requirements set out in Annex II; B, T~ {&
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(b) (b) F5E T HTFEBEICHE RS (“EHR £4”) X T M iifilshortcomings regarding the
PG — A A E PR, BRArRIZESE 2 2656 (2) 2K (n) common specifications
AT Co) T2 LY EHR R G B ERAE M B 4114 A1 EHR referred to in Article 36. ¢ T
RAGRN H B RIS e 7 A RAE S EHR RATEIXEE 36 25 AT HE K (108 FH a7
PR AN G — S A 2 A T SIS A AR R A R N AR LE H (@ AR BRI

JRREBSCAR 1) 3= LA F 7 T £ 38 FH R

3. Market surveillance authorities other than the market surveillance authorities
initiating the procedure under this Article shall inform without delay the Commission
and the other Member States’ market surveillance authorities of any measures adopted,
of any additional information at their disposal relating to the non-compliance of the
EHR system concerned and, in the event of disagreement with the adopted national
measure, of their objections.3. BRIRIEAK S AL 7 HI T W BN AL, HAhT
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4. Where, within three months of receipt of the information referred to in the second
subparagraph of paragraph 2, no objection has been raised by either a market
surveillance authority from another Member State or the Commission in respect of
a provisional measure taken by a market surveillance authority, that measure shall be
deemed justified.4. #EWRIL 2 FCEE — BTRGE BRI ="HN, HAd R A
T 7 M B L) B K B 2 3 2 089 2R St R — T 7 B LR SR A i B 45 it 9
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5. Where the non-compliance referred to in paragraph 1 persists, the market
surveillance authority concerned shall take all appropriate measures to prohibit or
restrict the EHR system from being made available on the market or ensure that it is



recalled or withdrawn from the market.5. #5851 2R A G I R4 4E, A
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Article 46 % 46 #
Union safeguard procedure ¥X 53 {R &+

1.  Where, under Article 44(2) and Article 45(3), objections are raised against
a national measure taken by a market surveillance authority, or where the Commission
considers a national measure to be contrary to Union law, the Commission shall
without delay enter into consultations with that market surveillance authority and the
relevant economic operators and shall evaluate the national measure concerned. On
the basis of the results of that evaluation, the Commission shall adopt an
implementing decision determining whether the national measure is justified. That
implementing decision shall be adopted in accordance with the examination procedure
referred to in Article 98(2). The Commission shall address its implementing decision
to all Member States and shall immediately communicate it to them and to the
relevant economic operators.1. HR¥EZE 44 5555 2 AN 45 656 3 2k, WX i1y
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2. If the national measure referred to in paragraph 1 is considered justified by the
Commission, all Member States concerned shall take the necessary measures to
ensure that the non-compliant EHR system is withdrawn from their market, and shall
inform the Commission accordingly.2. & Z il £IA N 1 FATIR B E Kt B A
1R, A AE SR A DA [ 5 R A LA i, B R AN S ALY LT S R GTIR
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If the national measure referred to in paragraph 1 is considered unjustified by the
Commission, the Member State concerned shall revoke that measure. {1 5 2% 51 2=\

NEE L BTR B E ZAE AN G B, A IS 08 B R 2 4

SECTION 5 5 #
Other provisions on interoperability T T #1E M HI B E

Article 47 5 47 %
Labelling of wellness applications &5 N R RIRSinE

1.  Where a manufacturer of a wellness application claims interoperability with an
EHR system in relation to the harmonised software components of EHR systems and
therefore compliance with the common specifications referred to in Article 36 and
essential requirements laid down in Annex II, such wellness application shall be



accompanied by a label, clearly indicating its compliance with those specifications
and requirements. That label shall be issued by the manufacturer of the wellness
application. 1. =4 {i# J5& N FF& e B4 il 38 7 75 AR L 77 i AE L TR D s R 4 —
BAFHAE T IS TR RIS R R G TR, JFRERT &5 36 S ATk ) IE
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2. The label referred to in paragraph 1 shall indicate the following information:2.
1 SR PTIR AR NIAR B L E S

(a) (a) the categories of electronic health data for which compliance with essential
requirements laid down in Annex Il has been confirmed; 2 A ST & B2 — B 5E 1) 3L A

TR A T BB
(b) (b) & T HFHEFICFE RS (“EHR REG”) KT HiAumd|a reference to common
G A A E A, B IS 2 2558 (2) 3K (n) TiHlspecifications to

(o) A& X ) EHR & SRl B AE M AF2H - A0 EHR & Fikkdemonstrate compliance; 2
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(c) the validity period of the label. Fr&5 14 %3 .

3. The Commission shall, by means of implementing acts, determine the format and
content of the label referred to in paragraph 1. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 98(2).3.
Z G BB LA SR, BE S 1 IR AR AOAR M N 2 o X EE St S MR
P56 98 25 (2) AT A fE s .

4. The label shall be drawn-up in one or more official languages of the Union or in
an easily understandable language determined by the Member State in which the
wellness application is placed on the market or put into service.4. Fr2s N PLRK B ]
— P MR TR AUE , B AR S AT 3 BN ASE P A R T L E
i 5 T BRI TE S A E -

5. The validity of the label shall not exceed three years.5. 3% 1 H AT 1T
=4,

6. If the wellness application is an integral part of a device or is embedded in
a device after it has been put into service, the accompanying label shall be shown in
the application itself or placed on that device. Where the wellness application consists
only of software, the label shall have a digital format and shall be shown in the
application itself. Two-dimensional (2D) barcodes may also be used to display the
label.6. G SR A HER A RS 7 A2 e UL SR 7, BE AE R PN T 5 RN B
o, DU i B A R L S 7 A5 L R e A B PR U £ 12 0 2 o G R Ak BRI R P A
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7.  The market surveillance authorities shall check the compliance of wellness
applications with the essential requirements laid down in Annex I1.7. 737 I} & WL
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8. Each supplier of a wellness application for which a label has been issued shall
ensure that the wellness application that is placed on the market or put into service is
accompanied by the label for each individual unit, free of charge.8. &/ 3k K ARES
P Ak BRI P 2 (R 2 7 A O, B80T T 3 B N A ) i 3 2 R P ) 5 B p
ITH A ZAR RS, AW

9. Each distributor of a wellness application for which a label has been issued shall
make the label available to customers at the point of sale in electronic form.9. &2
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Article 48 5 48 £

Interoperability of wellness applications with EHR systems {&RENHERFSH T
BRI KRG ERIER

1. Manufacturers of wellness applications may claim interoperability with an EHR
system, provided that the relevant common specifications and essential requirements
referred to in Article 36 and Annex II, respectively, are met. In the event of such claim,
those manufacturers shall duly inform users of the interoperability of such wellness
applications and the effects of such interoperability.1. & 5N FHF2 5 1 1) & 75w PA
PRI RGOS RGEA TERIENE, ATHE 2 70 0 2 28 36 Z5 IR 11 o
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2. The interoperability of wellness applications with EHR systems shall not entail
the automatic sharing of all or part of the health data from the wellness application
with, or automatic transmission of all or part of such data to, the EHR system. The
sharing or transmission of such data shall only be possible if it is in accordance with
Article 5 and after consent is given by the natural person concerned and
interoperability shall be limited exclusively to those purposes. The manufacturers of
wellness applications claiming interoperability with an EHR system shall ensure that
the natural person concerned is able to choose which categories of health data from
the wellness application are to be inserted in the EHR system and the circumstances

for the sharing or transmission of those categories of data.2. &N HFE 7 5 H 1
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SECTION 6 36 77



Registration of EHR systems and wellness applications H 7@ 10R 7 A F
D7 i e HITE A

Article 49 55 49 £

EU database for registration of EHR systems and wellness applications FX ¥ -7
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1. The Commission shall establish and maintain a publicly available EU database
with data on EHR systems for which an EU declaration of conformity has been issued
pursuant to Article 39 and wellness applications for which a label has been issued
pursuant to Article 47 (the ‘EU database for registration of EHR systems and wellness
applications’).1. Zz 51 23 NG NLIFLES — AT A 07 o) B R B 88 2, Hoh e 2
AR 27 39 2% HH B W 5% 75 BT A HE A R S R Gt DL e AR 56 47 25 3R 154555
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2. Before placing on the market or putting into service an EHR system referred to in
Article 26 or a wellness application referred to in Article 47, the manufacturer of such
EHR system or wellness application or, where applicable, its authorised representative
shall enter the required data as referred to in paragraph 4 of this Article into the EU
database for registration of EHR systems and wellness applications, including, in the
case of EHR systems, the results of the assessment referred to in Article 40.2. 12K 58
26 ZFPITIR B HL T R TC S R GUEEE 47 2% BT B A e S FH A P 5018 T 32 sl N st
PR, 12 T T SR AR G s fe RN AR e O A& 1, e sd AR 00 T AR AL
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3. Medical devices, in vitro diagnostic medical devices or high-risk Al systems
referred to in Article 27(1) and (2) of this Regulation shall also be registered in the
databases established pursuant to Regulation (EU) 2017/745, (EU) 2017/746 or (EU)
2024/1689, as applicable. In such cases, the data to be entered shall also be forwarded
to the EU database for registration of EHR systems and wellness applications.3. A%
BI5E 27 265 (1) FRMEE (2) FATIR B BTr 8l AASME W By e b e s AU
NTHEBRG, ENAERE (WEHEFE) (EU) 2017/745.  (EUD 2017/746 5

(EU) 2024/1689 (LG ) S HUEEE FEHEM . AEXFEOL T, K2R
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4. The Commission is empowered to adopt delegated acts in accordance with
Article 97 to supplement this Regulation by determining the list of required data to be
entered into the EU database for registration of EHR systems and wellness
applications by the manufacturers of EHR systems and wellness applications pursuant
to paragraph 2 of this Article.4. #RIEZE 97 %%, ZRSAAUELRIES, Db
A, B E HL T RO 3 AR G AN L RS )3 PR AR AR 2% 5 2 KR SN BR
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SECONDARY USE — A% F

SECTION 1 #—%
General conditions with regard to secondary use T — K 1E/HH)— K FAF

Article 50 5 50 #
Applicability to health data holders X {& REFERFA FHHEH

1.  The following categories of health data holders shall be exempt from the
obligations on health data holders laid down in this Chapter:1. DA JLIS @ BRI 7
A AT E B R R SR

(@) (a) natural persons, including individual researchers; A58 A, BE4EAMERF 7N 55

(b) (b) FE T H T2 HICFK RS (“EHR R4t”) Klegal  persons  that  qualify  as
F AR G — B2 A e AU, B 435 E microenterprises as defined in Article 2(3)
255 (2) & (n) TiFl (o) T E L) EHRof  the  Annex to  Commission
RGN ELARAE R LA AT EHR R 48 BRI H 5 Recommendation 2003/361/EC. £+ & BX
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2. Member States may provide in their national law that the obligations of health
data holders laid down in this Chapter apply to the health data holders referred to in
paragraph 1 which fall under their jurisdiction.2. J& i [E ] 75 E vk ol , Az
FHE (1 (i BR8N 5538 T35 1 ki BLJ& T FL B VTl 1) i e
AN

3. Member States may provide in their national law that the duties of certain
categories of health data holders are to be fulfilled by health data intermediation
entities. In that case, the data shall nevertheless be considered as being made available
by several health data holders.3. J& it [l AJ £ H [E ML R RIE, SRS (1) {a e %k
PR 1 355 B e A SR JEAT o AEIXAMIE LT, i BE TS BN AR 9
EN( S C R

4. Member States shall notify to the Commission the national law referred to in
paragraphs 2 and 3 by 26 March 2029. Any subsequent law or amendment affecting
such law shall be notified to the Commission without delay.4. J% i1 [E N7E 2029 4 3
H 26 HATKESE 2 50N EE 3 3k A e i A RNE N2 4 o ARATBE Ja S i ik 281k
FERE BB IE RN AL RLE R R A 2

Article 51 5551 %

Minimum categories of electronic health data for secondary use F T — kK f# FH i
BT R O B IR



1. Health data holders shall make the following categories of electronic health data
available for secondary use in accordance with this Chapter:1. fi& FEEHE £FH & MK
M TR E, PRAE DL 200 B H - AR T R A -

(a) (a) electronic health data from EHRs; > H BT~ {d FE 10 3¢ 1 B {8 R EH

(b) (Z.) data on factors impacting on health, including socioeconomic, environmental and
behavioural determinants of health; ¢ T 521 {g 52 (1) 5 28 10 2l , B dd g B st =&
GF MEIHAT AR E RIER

(c) BT B0 3 2 4 ) Hifthaggregated data on healthcare needs, resources allocated to

HL T B, 61455k H #23fhealthcare, the provision of and access to healthcare, healthcare

REER B FET « 1] 27 8k 2% Fllexpenditure and financing; X T &7 753K . 20 HC 45 29T PR A 1) %

R B B VR, BT ORMER IR B SERE. BRyT ORI S I Bt e S f T

K

(d) (d) data on pathogens that impact human health; 0 A\ 25 fd 5 (1195 JE AR AH S0

(e)healthcare-related administrative data, including on dispensations, reimbursement claims and

reimbursements; 5 257 FHOC AT BUEE , BLHEECZG . FRAH HIORE RN A 7 T (A0 H 5
(f) (f) human genetic, epigenomic and genomic data; A\ 5% . 3¢ W 3 [K] 2H Fn L R 2H H504k

(g) (g) other human molecular data such as proteomic, transcriptomic, metabolomic, lipidomic
and other omic data; oAb N 2R7r 783, tnsR B iy, Hesrdlyr . ARBAY. R
Jot 4 = A H A 2H 5 s

(h)personal electronic health data automatically generated through medical devices; i i 5% 7 1%

& F B A N T R |
(i —> data from wellness applications; {5 25 N FHFE 7 (19 204 5

(i) (j) data on professional status, and on the specialisation and institution of health
professionals involved in the treatment of a natural person; < T %\ &y, LLEAS 5 H
SRNIRTT I AR TV N 538 5 b A5UORT i JR ML) B8 4R

(k) (k) “HE TR IL K RA”BEHR R4 8L IX ¥ fidata from population-based health
24, HfE, 80z 2GS B4 S, feigXfdata registries such as public health
A2 A5 P 1 S ) Jg T O S8 S A N FL A8 B B4 i registries; SR B T ON B 1) R e 0
1T . . B B, GiiBEEE, HIHEICA st AR IRAL) s
i) 3dk e A B IR R T AR S5 A it AR SR AL R P B

28 2 E U7 i) A (g R I A A

() “F AT 7 AR A S Tk 5 1 B 7~ {8 Bédata from  medical registries and mortality
e RGAE R IR N B A% T e B fd H o registries; ok B BT 818 AL FIAE T2 % 510 A I 2L
s

(m)data from clinical trials, clinical studies, clinical investigations and performance studies subject
to Regulation (EU) No 536/2014, Regulation (EU) 2024/1938 of the European Parliament and
of the Council (), Regulation (EU) 2017/745 and Regulation (EU) 2017/746;%2 (¥R 26
536/2014 5. BRI FIEFH o (BREDEMD) 2024/1938 5(35).  (RKEEEM) 2017/745
5K (BRERIERL) 2017/746 520 HIm RIS « I PRAT 7T i AR T 28 A0 BE BT 5 ) 5L
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https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707

s

(n) (nd “BRINFEFfd Bk R B E A A 2 5 FE1-{@ B idother  health  data
KRG — AR AR, Z A DA S5 R R W H i 1 5 2 from meediical devices;
ek X, FEALAIERSORR H5 AR 264510 37 (1) 32 2 B & AR e 28000 R B9 N R R T 18 % 1) LAt Ak
FREREE G, HSL T RO TR IE SR R 40 H BB A EAED

(o) ‘HL TR ERICF R AR B AR AR 1) & B T fEdata  from  registries  for
TSR RS — PR, B LA B E IR FE 7 (@ B i medicinal ~ products  and
SRS I, AR A KA L E BB, $E AR Himedical devices; 24 i Fl & 9T
WA N R, EMOT T FE (g BE 0 s R Ge R H R bk A 55000 2 1 i
2 A5

(p) (p) data from research cohorts, questionnaires and surveys related to health, after the first
publication of the related results; #H &5 R E X KK 5, K H 5l FEAH < 7T A1
v 3 A1 A PR 20

(q) “Re” 248 G FE KA T . 2248015 Ehealth data from biobanks and associated
2 A3 AR B T BE I 5 A0 1 L FE S () databases. AR WIRE A 2 T AH S B FE b {8 R
Hps B

2.  Member States may provide in their national law that additional categories of
electronic health data are to be made available for secondary use pursuant to this
Regulation.2. Ji b3 [ I AEH B AVE RS, ARIEAS SR, B0 2 0 ) i { BREK
PR T A H

3. Member States may establish rules for the processing and use of electronic health
data containing improvements related to the processing of those data, such as
correction, annotation or enrichment, based on a data permit pursuant to Article 68.3.
J% 3 [ AR PE 2 68 25 ME ) data permit, EF XL S 5 HE AL B AR G odE (el
1B VREEFESE) R TR, ) AL BT A TR

4. Member States may introduce stricter measures and additional safeguards at
national level aimed at safeguarding the sensitivity and value of the data that fall
under paragraph 1, points (f), (g), (i) and (q). Member States shall notify the
Commission of those measures and safeguards and, without delay, of any subsequent
amendment affecting them.4. Ji% 5 [E 7] £E [ 57 )2 [ SR B 7 A% () 435 Tt A 40 471 () £r
Befe i, CAORPTEE 13K (2)~ ()FI(q)IUIT aa Hodls M BUREA e . il
I 3 B it AT DR B 3 R0 2R o1 2, R SL B RS2 A I AR Ja 2R 1T

Article 52 7 52
Intellectual property rights and trade secrets £1{3 F=AUFI T WA 25

1. Electronic health data protected by intellectual property rights, trade secrets or
covered by the regulatory data protection right laid down in Article 10(1) of Directive
2001/83/EC of the European Parliament and of the Council (*) or Article 14(11) of
Regulation (EC) No 726/2004 of the European Parliament and of the Council () shall
be made available for secondary use in accordance with the rules laid down in this

Regulation. 1. SZHITR AL, VAR ORI A o7 (R BREAHE , B2 R = A


https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707

225 2001/83/EC 51545 10(1) 2% (36) B KR P13 2 FEL 2 2 2 726/2004 5 2% 45
(EC)ZH 14(11)ZB7)HLE B W5 & B s (R Y BUK 5 1 FEL PR B ,  NAR H5 A 24451
R RN A T g .

2. Health data holders shall inform the health data access body of any electronic
health data containing content or information protected by intellectual property rights,
trade secrets or covered by the regulatory data protection right laid down in
Article 10(1) of Directive 2001/83/EC or Article 14(11) of Regulation (EC)
No 726/2004. Health data holders shall identify which parts of the datasets are
concerned and justify the need for the specific protection of the data. Health data
holders shall provide that information when communicating to the health data access
body the description of the dataset they hold pursuant to Article 60(3) of this
Regulation or, at the latest, following a request received from the health data access
body.2. fi FEEHE KA J7 W m) 4g FREHE Ui In LA 5 AR L 52 A AL, Rl
R DR B0 A 28 B U5 A L T R s, 32 2001/83/EC ‘S48 58 10 2638 1 3K
2 (BC) 2 726/2004 525155 14 2658 11 0 E A 18 B0 OR3P B 5 (0 9
IR ENSYNEENRCE 4 €= e A €= E SR WA A R R E T SRR S 1 S R D)
X LRI HEAT R 2 ORI B EEVE A BRI R A 7 DA AR IR A5 B 28 60 2556 3
A g FEACHE U R A UL SR S L35 0 e SR IR I, e 8 AR AT 1) At R 509 7 1
PURIRIER G, 106 EidfE .

3. Health data access bodies shall take all specific appropriate and proportionate
measures, including of a legal, organisational and technical nature, they deem
necessary to protect the intellectual property rights, trade secrets or the regulatory data
protection right laid down in Article 10(1) of Directive 2001/83/EC or Article 14(11)
of Regulation (EC) No 726/2004. Health data access bodies shall remain responsible
for determining whether such measures are necessary and appropriate.3. & FE 24 15
A HUA BRI A A B . BARR . & i HBR B i i, s
LB R A, LAERIPFIIR L. R AR B (2001/83/EC 5154 ) 2
10 2635 1 3080 ((EC)H 726/2004 5 2641) 55 14 26256 11 FKHUE 108 Hods fr
BLo At FREEE T IR AL X 1 28 15 e A 75 0 22 HL3d 2 PR 4 8 7 A 5T AT

4.  When issuing data permits in accordance with Article 68, health data access
bodies may make the access to certain electronic health data conditional on legal,
organisational and technical measures, which may include contractual arrangements
between health data holders and health data users for the sharing of data containing
information or content protected by intellectual property rights or trade secrets. The
Commission shall develop and recommend non-binding models of contractual terms
for such arrangements.4. MR#E 5 68 2% K VF RTINS, {8 Se 08 U5 IR HLAY ATk
S F R RO U R ROR Sk . A SURE R a4, I it T 4 fi
B 155 A 5 i B 136 1 8 22 1] e 3 52 3 32 R P B i ML A 2 DR 3 F
5 IS BN B B I R R 2k R R e B E R HERR R AR AR L)
RYEG [F) 2 3RTE A .

5. Where the granting of access to electronic health data for secondary use entails

a serious risk of infringing intellectual property rights, trade secrets or the regulatory
data protection right laid down in Article 10(1) of Directive 2001/83/EC or


https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707
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Article 14(11) of Regulation (EC) No 726/2004 which cannot be addressed in
a satisfactory manner, the health data access body shall refuse access to the health
data applicant to such data. The health data access body shall inform the health data
applicant of, and provide to the health data applicant a justification for, that refusal.
Health data holders and health data applicants shall have the right to lodge
a complaint in accordance with Article 81 of this Regulation.5. 44y — yX i F iy #%
T T R Vs I BUR] 2 7 AR B RIR AL R ML B €2001/83/EC 51
&) 510 25 1 3kEk ((EC)ZE 726/2004 54641 57 14 2655 11 30H0E 1) M5 3 4L
PERIBL, HAZ G To ik LA N B9 7 s i, i et U7 [ B Iz 4 44 i
FRESHE HR 1 N U7 0] S S HRE o (i R U7 n) LR SR HE 4658 0 g R 258 R i
N, IR AR R R B b o (i B 15 B AN RS RO N BUR IR AR 56451
5% 81 FF A HF.

Article 53 553 %

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

X B TR RO AT R AE A AL R H

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:1. &%
I U7 1) HUAG AL AE A BRI FH - 0 Hctis R AR B2 T BT H 22— Pl 5 1O 1
DU, A B TP #5028 51 2% Fridk o7 AN i — IR A FH U7 TR) SRR -

(a) (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; 2> 3t B¢ HR Mb @ 52 40 4 11 2 3L A
fi, AN S R A R B RS B . AL ARSI, B R SR EST R E S
24 (B EE A DL BT S s 2 S 2 4 s A

(b) (&) policymaking and regulatory activities to support public sector bodies or Union
institutions, bodies, offices or agencies, including regulatory authorities, in the health
or care sector to carry out their tasks defined in their mandates; 32 7 A 2L 5B [ L) B
BREZNLA . A, FpEAbEl agencies CH0HE TA BERST U B HLAGD P47 HE
HRRSE [l PN R0 A 55 A0 SB35

(c) B T-fi B 10 3% 2 4 Hstatistics as defined in Article 3, point (1), of Regulation (EC)
FoAh B B EdE , .F5No 223/2009, such as national, multi-national and Union-level official
Sk 8 ¥ shfid N FIFE T . statistics, related to health or care sectors; {BRPHIL[E A 26451]) (EC)
A A% A B B B 223/2009 S5 3 kAR (1) mUTE MG THEGE, Bilin s B A Ek
R A B PR TSGR 5 I R K E TR B T Gt s

(d) (d) education or teaching activities in health or care sectors at vocational or higher

education level; PNV # A 5 m 45 H0H 2 0 A A B BT 0 B0A B i 3

(e)scientific research related to health or care sectors that contributes to public health or health
technology assessments, or ensures high levels of quality and safety of healthcare, of



medicinal products or of medical devices, with the aim of benefiting end-users, such as
patients, health professionals and health administrators, including: 5 fi& B 5% 37 ¥ 4 5 AH 5% 1
BEERETL, XEWTTEA BT A 3% AR B @ REORPPAY, Bl ORES T DR 18 . B2 24 7 Bl
SR IR R A e Ak, R RMERmH 25, flunEs. DAL ARMT
PN, B4R

(i) (—) development and innovation activities for products or services; /= it B¢ AR 55 1) I &

5EEE3):

(ii)training, testing and evaluation of algorithms, including in medical devices, in
vitro diagnostic medical devices, Al systems and digital health applications; &% [ 31125 il
WAV, BIREERST R RAMS IR T ¥ . N R A 2R G AN B = i B N v 1
ik

(f) (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.3&
THAR BRNM T REE, SCEP RS R At a7 DL R SO BRI IR S5
HIBtgs .

2. Access to electronic health data for the purposes referred to in paragraph 1, points
(a), (b) and (c), shall be reserved for public sector bodies and Union institutions,
bodies, offices and agencies exercising the tasks conferred on them by Union or
national law, including where processing of data for carrying out those tasks is done
by a third party on behalf of those public sector bodies or of Union institutions, bodies,
offices and agencies.2. ASZILEE 1 #K(a)~ (b)Fl(c) I FTIA H [ H B 7 B g
AN R 23 K F T TATUAL) LA R AR 345 16k BE B ] S0 AR IR 37 AH DR AT 55 B K B LA

M PEALATERTT, A S = ERIX e A SR I LA s Bk B & LA L [

IR AEHES T AAT IR LA 55 T AT 28 A B ) 1 0L

Article 54 7 54 %
Prohibited secondary use Z£ 1 — i

Health data users shall only process electronic health data for secondary use on the
basis of and in accordance with the purposes contained in a data permit issued
pursuant to Article 68, health data requests approved pursuant to Article 69 or, in
situations referred to in Article 67(3), an access approval from the relevant authorised
participant in HealthData@EU referred to in Article 75.18 5 £ 45 FH AN o] 7EAK 35
55 68 25 KBRS VF AT AR 56 69 AU i 18 FeAical 1 >R pir 6 25 B H S LAY
B LS 67 2650 3 IR G T, IRAEE 75 2Pk 1 HealthData@EU AH k4%
WZ 57705 M AaE, o B 7 R EE 24T — O AL B

In particular, seeking access to and processing electronic health data obtained via
a data permit issued pursuant to Article 68 or a health data request approved pursuant
to Article 69 for the following uses shall be prohibited: 4 il /&, 2% 1E A PL T IR 3EL
AN Ak P R AR 57 68 2% MU 3 VF R BRAR YR 27 69 2% it itk (0 i R B 178 SR 3k
751 HL T R -

(a) (a) taking decisions detrimental to a natural person or a group of natural persons based on



their electronic health data; in order to qualify as ‘decisions’ for the purposes of this
point, they have to produce legal, social or economic effects or similarly significantly
affect those natural persons;2& - H 28 N B — B H 48 A0 H 108 B0 i H % AR
e MART S, ERE e E N, REPGE LA EFEE . Haaa
SOM, BN I AR N A A E R

(b) (Z.) taking decisions in relation to a natural person or a group of natural persons in relation
to job offers, offering less favourable terms in the provision of goods or services,
including exclusion of such persons or groups from the benefit of an insurance or
credit contract, the modification of their contributions and insurance premiums or
conditions of loans, or taking any other decisions in relation to a natural person or
a group of natural persons which result in discriminating against them on the basis of
the health data obtained; i H 8 AN 5i—# H A AN 5 TARNL AR e, 752
PR it BRI S5 I 25 AR R 2k CRLAEI I SN N B AR HR R AE ORI & [F) Bl A5
PEE R AR 2 b A BSOS 9 < A0ORN ORI B s BT 2% 1R ) B AR AT HoA 5
H AR N B3 H AR AH OC B T 3R B i FeE 15 BUBCRRARAT T R 5E |

(c) L@ FEic s 2 AN HAR L g Fe 2t , B4 5K H #2 carrying out advertising or marketing
SHEREN R AT 5 SRs % R ze P2 A A M 12 % 1 B activities; T e ) 5 BUE A5 VE 2105
s

(d) (d) developing products or services that may harm individuals, public health or society at
large, such as illicit drugs, alcoholic beverages, tobacco and nicotine products,
weaponry or products or services which are designed or modified in such a way that
they create addiction, contravene public order or cause a risk for human health; /& 7
REEH NN NI RRECRE AN 2 107 MBI ST, BInAREZ Y. RS UCRE,
AR T = sUas, BCA A Al i s A FE Rk 7 o0k N S i B e XU 1) 7
BTt B 7 i IR 55+

(e)carrying out activities in conflict with ethical provisions laid down in national law. \ 3 5 [E X

VR E A TS R P RS B0

SECTION2 32 7
Governance and mechanisms for secondary use — X 1E/H 1976 ZE-SHL#)

Article 55 5555 4%
Health data access bodies {&EEHE Vi R4

1. Member States shall designate one or more health data access bodies responsible
for carrying out the tasks and obligations set out in Articles 57, 58 and 59. Member
States may either establish one or more new public sector bodies or rely on existing
public sector bodies or on internal services of public sector bodies that fulfil the
conditions set out in this Article. The tasks set out in Article 57 may be distributed
between different health data access bodies. Where a Member State designates several
health data access bodies, it shall designate one health data access body to act as
coordinator, with responsibility for coordinating tasks with the other health data



access bodies both within the territory of that Member State and in other Member
States.1. A4 [ NAR E — B Ml REHE VT LA, SADTPAT 26 57 4% 5 58
FANG 59 S E HIAES5A L55 o Bt B AT LLBESZ — AN ERE AT A LT TH LAY,
W] UK EEBUA 1 2 I ER T IH LR B 2 A5 26 58 261 B FLER T TR N T AR 55
55 57 S E WIAT 55 A AE AN R Ak RREE U IR LA 2 T8) 73 e 4 58— Bl R 2
T2 RREEE VT IR, N5 i A — e BRI U5 R LA AR e i, 1
DR 122 B G 5 P DA R LA s 7 ] ) L Al i s U TR LA FRIAE 55

Each health data access body shall contribute to the consistent application of this
Regulation throughout the Union. For that purpose, health data access bodies shall
cooperate with each other, with the Commission and, for concerns regarding data
protection, with the relevant supervisory authorities. & ™8 5 £5 45 U5 0] HLA4 B 42 12
RAEGIERAREUE ARG —1E . vk, (@REEE VT R NAT B & 1F, JIF
HMREZ RGN NIRRT IR, SN SR E N EAF.

2. In order to support the effective performance of the tasks and the exercise of the
powers of the health data access bodies, Member States shall ensure that each health
data access body is provided with the following elements:2. =7 F¢{i FEEHE U7 7] ML
A BARAT AR S5 AIAT AL T, 1 53 T LA DR g A R U IR LA S B DA T 2
E

(a) (a) the necessary human, financial and technical resources; ¥ 1 N 77 W 73R AR T 5
(b) (2D the necessary expertise; and W Z LM A BL&L

(c) E BRI AP HAL 2, BF5KHthe  necessary  premises  and
Feahfa RE N AR P . 0] 2 Sk % Iz R 22 o WA 5% 4% infrastructure. 06 22 1) 3 i A1 3 il ¢
B Jiti o

Where an assessment by ethics bodies is required under national law, those bodies
shall make expertise available to the health data access body. As an alternative,
Member States may provide for ethics bodies to form part of the health data access
body. 7£ [E ZE A ZOR A BN BEAT PRAS RS B0 R, X LR LA L [7] e R 4 15
LR AL FI R AE B AT 5, 08 B T A0 A6 BR LA B f R 5 1)
DIRAEREEND St

3. Member States shall ensure that any conflicts of interest between the
organisational parts of health data access bodies performing the different tasks of such
bodies is avoided by, for example, providing for organisational safeguards such as
segregation between health data access bodies’ different functions, including
assessing applications, the reception and preparation of datasets, for example
pseudonymisation and anonymisation of datasets, and the provision of data in secure
processing environments.3. i 5 [ N O 2 G (i B ZE U7 In LA H AT AN [F A 55
HIZHZAER ) 2 18] H IATAT A 2 v 2R, A5 ansdaed R0 e ZH AR i i, Gk A R s
ViU A EERRE SN TF, BAE IS FRIE . Bl HE & i 48 () faoo) 25040 4 ik
TR 244D DARAE 224 AL PRIA B R s

4. In the performance of their tasks, health data access bodies shall actively
cooperate with relevant stakeholders’ representatives, especially with representatives



of patients, health data holders and health data users and shall avoid any conflicts of
interest.4. FEPATHAESSI, A BEECEUT 1R HLA AR AR 55 40 M 23 A0 5% 3 AR
S, Rl 5 R L e R R A A B A 2 AR G, TR R A
FEATH 75 712K

5. In the performance of their tasks and exercise of their powers, health data access
bodies shall avoid any conflicts of interest. Health data access bodies’ staff shall act in
the public interest and in an independent manner.5. 7£J& 17 R 53 FAT AL T, {5
Kl U7 ) HURS N 3 G AT AT A 73 771 5% o A U7 M) HILAS B0 AR N B2 B A 36 R 2
NE, PALATEH.

6. Member States shall inform the Commission of the identity of the health data
access bodies designated pursuant to paragraph 1 by 26 March 2027. They shall also
inform the Commission of any subsequent modification of the identity of those bodies.
The Commission and the Member States shall make that information publicly
available.6. 53 [ NAE 2027 4 3 FJ 26 H HRFHRYE 28 1 3K € 1 R E S 15 I L
P B0y 5 R A 2% o EATIE DR IR LU LAL B A AT G SRR S F & . &

Gl D AAES VAT EE =S Y S

Article 56 38 56 %%
Union health data access service KX {& BE53E V5 8] IR %

1. The Commission shall perform the tasks set out in Articles 57 and 59 where the
health data holders are Union institutions, bodies, offices or agencies.1. =4{g 5 &5
FrEE NN BIA. A EAREENIME, RS MATE 57 25 59
ZHNE BT

2. The Commission shall ensure that the necessary human, technical and financial
resources, premises and infrastructure are allocated for the effective performance of
the tasks set out in Articles 57 and 59 and the exercise of its duties.2. 2% [ 2 W A £
SECLERINTT . BRI BB IR . Syt S FE Al it , DA RUBATES 57 %A
59 S FNE LS5 IAT IR DT .

3. Unless otherwise explicitly excluded, references to health data access bodies in

this Regulation in relation to the performance of tasks and exercise of duties shall be
understood to also apply to the Commission, where the health data holders are Union
institutions, bodies, offices or agencies.3. [&AF 5 7H WHHAHER:, A2 R A 16 5 8
AT TS5 AT AL A 5T 5 B A B V7 IR LA, AR A2 BB 155 A 5 J BR ARG
W TP BN RO, MBI HEH TR R

Article 57 57 %

Tasks of health data access bodies 1&E X35 V7 R KIIES

1. Health data access bodies shall carry out the following tasks:1. {5 £ U7 7] #1
RN AAT PL A 55

(a) (a) deciding on health data access applications pursuant to Article 67 of this Regulation,



authorising and issuing data permits pursuant to Article 68 of this Regulation to access
electronic health data falling within their remit for secondary use and deciding on
health data requests submitted pursuant to Article 69 of this Regulation in accordance
with this Chapter and Chapter Il of Regulation (EU) 2022/868, including with regard to:
AR AR 5451 55 67 S0t i e Uy ) F A AR Hh hoe , AR AN 56491 58 68 SRttt T ik
HmvreT, BAAR U 1) LIRS B P ] g O A ) T R, AR R AR DA
Fo (W64 (2022/868) ) B E, XK A SR EE 69 SR IS 1 eI 175 K
R vE, BHELLR 5 T:

(i) (—) providing access to electronic health data to health data users pursuant to
a data permit in a secure processing environment in accordance with
Article 73; iR #5565 73 2R MRLE, FELAIIALBIIRET A B v ) v f
JREE A A58 P 2 B 03t m i e s ) T B 5

(ii) (=) monitoring and supervising compliance by health data users and health data
holders with the requirements laid down in this Regulation; % Il F1 % B¢ fid 5

B Ao 2 L A BRSO R A 0 S AR S B K

(iii) (=) requesting electronic health data referred to in Article 51 from relevant
health data holders pursuant to a data permit issued or a health data
request approved; f 4 L4 & I 0 HE V1 v B A (1) {g RIS =K, I AH
FAg FREERFRE & R 51 26 BTk 1) 1 R 24

(b) (Z.) processing electronic health data referred to in Article 51 such as by receiving,
combining, preparing and compiling such data when requested from health data
holders and the pseudonymisation or anonymisation of those data;#b ¥ 2 51 5 frid
Y B A RS, 91 S BN R A T SR B, SR MR AL g S
i, PASONS 2B s AT (R A4 AL B 44 AL AR P

(c) HE T8 B ic 3¢ 2 #htaking all measures necessary to preserve the confidentiality of

M HoAh B T BE %5, intellectual property rights, for regulatory data protection and to

5K E #2 3 {8 5E N H preserve the confidentiality of trade secrets as provided for in Article 52,

PP, A5 #R % £ flliztaking into account the relevant rights of both the health data holder

T i MR 5 45 11 $land health data user; >R — V10 B8 i, #4858 52 26 e, 4E

s FRRPEA R E Ve I B s R4 DL AR & IR E M, (RIS =5
R B R AR A R R R 50 FH 5 X7 A A S AU

(d) (d) cooperating with and supervising health data holders to ensure the consistent and
accurate implementation of the provisions on data quality and utility label in Article 78;
SRR A E SRR kAT IR, DARAORES 78 A% SC T8 ot B RN S F bR
ST E 19 3] — B HAERA ) S

(e)maintaining a management system to record and process health data access applications,
health data requests, decisions on those applications and requests and the data permits issued
and health data requests handled, providing at least information on the name of the health
data applicant, the purpose of access, the date of issuance, the duration of the data permit
and a description of the health data access application or the health data request; 4£ 3" — /M
MRS, Mo Mg RE U n Rig . BRI IER . XL IEFIE K PUE |
JIT AT R A VAT DA B P A PR RREE S SR, R /R R EE B NIk . U



FR S RBCH S ol v n] JUTRR AR f BREIHE U 1) HR A Bl fe R 17 K 1R IR 255 12

(f) (f) maintaining a public information system to comply with the obligations laid down in
Article 584" — M AIAEE RS, DUl EE 58 M 1 355

(g) (g) cooperating at Union and national level to lay down common standards, technical
requirements and appropriate measures for accessing electronic health data in a secure
processing environment; 7E I B8 F [E 5K 2 e 54, AEL AR 7 i) 1
g R ) L FIARAE . F AR TSR ANIE 2 e

(h) (h) TERKEEANE K2 I & A 1E, 5 # T cooperating at Union and national level and
{8 B HHE 1) — A RN H R M B A 52 B [ providing  advice to  the Commission  on
TR eRAE W @k 75 2% A B [techniques and best practices for secondary
HealthData@EU, 55 5 In] HoAh % 53 [E 4% Juse and the management of electronic health
T Z A T R B S BEE R, i data; 75 KK 2 0 A0 [ X2 T e &4, st
2 ALK 5= 5V & 1F: R R A 1 — M P A PR R AN i
FESEE ) 22 PR 1L
(i) (—) facilitating cross-border access to electronic health data for secondary use hosted in
other Member States through HealthData@EU referred to in Article 75 and
cooperating closely with each other and with the Commission; & it 28 75 4% flTi& 1
HealthData@EU {7 it 15 558 SR BCHAth e 03 B FE 58 R - A6 P 110 Fl - REtiE  OF
WL Z A DA K 5= A5 V) &1k,

() () BT HRATF:  — 4 E K making public, through electronic means: i i B, 7 /7 2
By Hx, HANRIEE 77 % AJF:

5 78 S HFIEE 80 K IMIHE, MEHT
{8 IR (P SRR A5 TR DA S it
(R 1) 2% s BT (R AL
Py 0] H S AR R SR, ERID
PG NSL R A, AEA A L

(i) (—) a national dataset catalogue that includes
details about the source and nature of
electronic health data, in accordance with
Articles 77, 78 and 80, and the conditions for
making electronic health data available; — > [&

wo PRI it RHARE A, S B 77, 78 F1 80
(RBLACER oKL R Ve (B S PTG SR ORI AT T VS, L
A , B{ERR . Mot Ot T 1

) 30 A LAE I AT

(i) (=) any health data access application and health
data request without undue delay after initial
reception; T {f] {5 23 U7 1] B FH #2775 A1 g R
Holidk, VB EBUS A A A LTS,

(iii) (=) all data permits issued or health data requests
approved as well as refusal decisions, including
their justification, within 30 working days of
the issuance, approval or refusal; T 5 &% K
B VR AT, At p e BB 15 SR DL AR
daye CBFEHLEM) , BWREZR. fiE
RS H) 30 M LAERW (M) o TE:
RIEIES AN TS A —0], 5T 5%,



PE A I SIE I F WRRIE A, A TEH A TE
AHBERAE S A N2

(iv) (J9) measures related to non-compliance pursuant
to Article 63; 1K #5258 63 25 &1 X AN 1B 57 175 I BT
PRGOEEY R

(v) (F) results communicated by health data users

pursuant to Article 61(4); 24 s F P R 45 26
61 2550 4 BALIL I 45

(vi) (7N)an information system to comply with the
obligations laid down in Article 58;— /™ T /& 1T
%5 58 S AE L5 HIME R RS

(vii) (-B) information, at a minimum on an easily
accessible website or web portal, on the
connection to HealthData@EU of national
contact points for secondary use of a third
country, or of a system established at
international level by an international
organisation, as soon as the third country or
the international organisation becomes an
authorised participant in HealthData@EU; &
b A — A G T 7 0] R IRl B R 2 17 1
PR o0 T 5 = [ oAl A B SR %
AR EEHRFEHELNRSES
HealthData@EU #EFEME R, HMAEZH =
¥ 5 [H b 21 21 N HealthData@EU %S
SRR IE Y

(k)fulfilling obligations towards natural persons pursuant to Article 58;)J& 17 fR ¥& 5 58 2%t H 4R
YNGCiEODEF

(1) (1) fulfilling any other tasks related to making possible the secondary use of electronic
health data in the context of this Regulation.J& 1T 5 7E A 21 Y1 BB P e B 1~ {8 B 5540 1)
TR BN AT BE AR DS AT AT AR AT 55

The national dataset catalogue referred to in point (j)(i) of this paragraph shall also be
made available to single information points under Article 8 of Regulation (EU)

2022/868. A FK 2 (1)) s AT e K B XA IR AL H %, AR E (RREE &)
(2022/868) 5 8 2k In] H—15 B S Ik

2. In the exercise of their tasks, health data access bodies shall:2. £ J& 17T HEX 571,
g FEEE U Rl LAY -
(a) (a) cooperate with supervisory authorities under Regulation (EU) 2016/679 in relation to

personal electronic health data and the EHDS Board;#R 45 ¢’k ¥ 4545 (EU) 2016/679,
BN N @ R N T ESE L 12 (EHDS Board) HEH 5WENME1E;



(b) (Z.) cooperate with all relevant stakeholders, including patient organisations,
representatives of natural persons, health professionals, researchers, and ethics
committees, where applicable in accordance with Union or national law; 5 AT 5 #H 2%
MR FE S, AFlEHEAN. ARNMUR. DA G PR e
T, EEMARTERT, NATE R BE 505

(c) HE T {2 B it 3% 2 #hcooperate with other national competent bodies, including the national

i o Ath BB T BR 4, competent authorities supervising data altruism organisations under

435 5k B # 5)) i BE . B Regulation (EU) 2022/868, the competent authorities under Regulation

R, AR £ FE(EU) 2023/2854 and the national competent authorities under

T H 3 I8 I 3% 4% 1) $Regulations (EU) 2017/745, (EU) 2017/746 and (EU) 2024/1689, where

s relevant. 5 HoAth [ X £ & WA &4, @R (BREZE (EU)
2022/868) M HIEAFIMh = AHLA P E R FETRIT. R (B %
%l (EU) 2023/2854) BALKIFAEERT], LARAEAHIRE I THRYE Bk
B (EU) 2017/745) (BB (EU) 2017/746) F1 (EREE 5%
il (EU) 2024/1689) W LIIE K EEHLI T,

3. Health data access bodies may provide assistance to public sector bodies where
those public sector bodies access electronic health data in accordance with Article 14
of Regulation (EU) 2023/2854.3. {i# FEE a5 M| HLAG T [m) A L3 T TN LA SR AL B,
AR X N LA IR Y (RREE 2661 (2023/2854) ) 55 14 25 U7 1) HE 1 fE BR
Hdh -

4. Health data access bodies may provide support to a public sector body where it
obtains data in the circumstances referred to in Article 15, point (a) or (b), of
Regulation (EU) 2023/2854, in accordance with the rules laid down in that Regulation,
by providing technical support to process those data or combining them with other
data for joint analysis.4. {@ & U7 RIHLAL AT {4 (BREE 25451 (EUD 2023/2854)

FHE BRI, AEAFLESTINUA ARG 12260128 15 2% (a) TiEk (b) WAk L3R
WO I, 1 R A BOR SCRE DAL BEX Se s, sl 3L 5 AR B 45 S kAT IS
T, AR IHU R BE SR

Article 58 5 58 %

Obligations of health data access bodies towards natural persons {8 ¥z 15 1]
iR ESEAYN:IBE S

1. Health data access bodies shall make information on the conditions under which
electronic health data are made available for secondary use publicly available, easily
searchable through electronic means and accessible for natural persons. That

information shall cover the following:1. {8 FEEHE U7 i) AL N A T HL -1 e £ 4
TR OB B, s B el vy sl ek w, BT HZR
NIREL. 245 BN H PR A

(@) (&) the legal basis under which access to electronic health data is granted to the health data

user; i) fg FREACHE (5 3 45 3 FL 1 i BRI U I PR P i 3t PR A B A5

(b) (&) the technical and organisational measures taken to protect the rights of natural



persons; ORI E SR AAURI IR BB 255 it

(c) HA T {E B iC s 2 A HoAth e i FE £ 45, fithe applicable rights of natural persons in
ook B A E BN FHFE 7. Al g 3 ik 45 Az Frelation to secondary use; H 28 AN 7E — Ik fif
AR 1 A T A 77 T & FHACR 5

(d) (d) the arrangements for natural persons to exercise their rights in accordance with
Chapter Il of Regulation (EU) 2016/679; H A AR #E (BR #1251 (2016/679) ) 25 =%
AT A LAUR 1) 22 HE

(e)the identity and the contact details of the health data access body;fi& 545 U 14 W4 1) B 47
AL &7 5

(f) (f) who has been granted access to datasets of electronic health data and to which datasets
they were granted access and details of the data permit regarding the purposes for
processing such data as referred to in Article 53(1); 23 FZ AT 7] B, T~ {8 BR 204 Bl 42
PN G AT T R B 4, DLACER 53 2558 1 KR 10 T Rl b H
(1 (0 B8 VP AT VR

(g) (g) the results or outcomes of the projects for which the electronic health data were used.

5 P P RE KSR O 300 BT 7 2 R 5 R SR

2. If a Member State has provided for the right to opt out pursuant to Article 71 to be
exercised through the health data access bodies, the relevant health data access bodies
shall provide public information about the procedure to opt out and facilitate the
exercise of that right.2. 7 i 7t B # xE m] @ o (i RE 254 U i MR AT (AR PR 26 71 2%
A RGR AL, UAH S FEE Vs i HLA MR AEE SR MR P R A JTHE R, IR
AT AR SR AR o

3. Where a health data access body is informed by a health data user of a significant
finding related to the health of a natural person, as referred to in Article 61(5), the
health data access body shall inform the health data holder about that finding. The
health data holder shall, under the conditions laid down by national law, inform the
natural person or health professional treating the natural person concerned. Natural
persons shall have the right to request not to be informed of such findings.3. =41& 5
Helfa V7 ) HUAG IS 3 i B (38 T 5 5 RN . 526 61 2558 5 3Kk B AR A\ Ad FRAH
FHJE RIS, 2 S U7 R HLR LK e 5 I o g BRI A o (A
Yo Rr A DR B ZGR RS (26, B RIAH 5 B AR NBOY R I B Ll A
e BIRNABOE RA RIS -

4. Member States shall inform the public at large about the role and benefits of
health data access bodies.4. Jil i1 [EI L[] )7 K 24 AR B AR AR £ U R /LA ) 4 FH A
midks

Article 59 759

Reporting by health data access bodies {&REHE V7 M AL KRS X5

1. Each health data access body shall publish an activity report every two years and
make it publicly available on its website. If a Member State designates more than one



health data access body, the coordinating body referred to in Article 55(1) shall be
responsible for the activity report and request the necessary information from the
other health data access bodies. That activity report shall follow a structure agreed by
the EHDS Board pursuant to Article 94(2), point (d), and contain at least the
following categories of information:1. 4™ & 5 £ 4 15 i) AL A4 N4 P 4 & A — 1
AR, FREIL MG BT InREE R B R 1 2 M RREE T R ALY,
55 55 265 (1D FTIR RPN R DTG SR T, JF ) A e R 17 [ HL
PR AT B o I BN R A5 SO A RO fa B s 2 [A] 23 R 22 AR 28 94 2628 (2)
() TR ERZE, 205 UTENER:

(@) (a) information relating to the health data access applications and health data requests
submitted, such as the types of health data applicants, number of data permits issued
or refused, categories of purposes of access and categories of electronic health data
accessed, and a summary of the results of the electronic health data uses, where
applicable; 5 CLH2 52 11 e AR 17 i) FR 175 R RS0 175 SRAF SR IRAE B, 91 G £t e 2
PR A R . CORTIEHE 4 B VR B Vrin) B RIS BT i ) HE T
FREHE R, DL RE PG L L1 el Mo 45 SR 4 2

(b) (Z) information on the fulfilment of regulatory and contractual commitments by health
data users and health data holders, as well as the number and amount of
administrative fines imposed by health data access bodies; 5% T~ i i £ 4 3 FH & A1 fi
FRB A # JBAT W A R AR A5 2, DARAgE AR U7 i) AL T I 1) 47 B 51
R R B R 4 0

(c) BT FEid sk 2 4 Hinformation on audits carried out on health data users to ensure

fiby B 7 FE B4, %5 SR compliance of the processing they carry out in the secure processing

H s F N R . A environment pursuant to Article 73(1), point (e); 5% - X i 5% £ 45 15

TF R A P AR R I A 3 AT S I E R, DU OR KR 28 73 2658 (1) 3K (e) TUfE

WA G PRI T R () A BRVE B) E L

(d) (d) information on internal and third-party audits on compliance of secure processing
environments with the defined standards, specifications and requirements, as referred
to in Article 73(3); 36 T 22 A AbBIFR B TSI &4 73 448 3 KPR IO E vl . WS
HIEE SR PN 8 S 38 =7 o THE

(e)information on the handling of requests from natural persons relating to the exercise of their

data protection rights; < F #8 AT H B CRI BRI A T8 R 1AL S B

(f) (f) a description of the health data access body’s activities carried out in relation to
engagement with and consultation of relevant stakeholders; < {8 5 £ 3% U7 7] H1 4 7E
5500 ORI 28 AH D38 B B AN 1 5 TR I R Bl R A 5

(8) (g) revenues from data permits and health data requests; £ $i 1 7 A1 {2 B B0 1 SR 10k
N

(h) (h) ZERKRME R Z T REEE, Rt d 7 H i the average number of days between

F R A P AT B R S B A S R M) 23 D 2= $R i 1; health data access applications or

JHIL 5 75 TR [ HealthData@EU, M5 35 17 0] HiAth Fiihealth data requests and access to

G FRE I T O A R A R SR LR, - data; £ B B0HE U7 0] RIS BRAE A A



Wbz 18 AR 52 R @ U1 51F RS Bl U 18] 2 18] )7 2 R A

(i) (—) the number of data quality labels issued by health data holders, disaggregated per
quality category; i BB 5747 & A AT U i B An 2 B, 1% 2R 091

() () B ETHFRATF: —WEFEEWESE S, the number of peer-reviewed research
oA AR 2 77 25 55 78 2 HIEE 80 5L, publications, policy documents  and
LS B8 R 1R . PR PR DL A $R 44t F F-regulatory procedures using data accessed
R K 25 A (i RS U ) B35 e Bévia the EHDS; 388 o Wi 1 {2 5 %k 4 = 1]
HHENR, VSRS NI ATE, AMFE A2 (EHDS) SRELREAE Firdd A 1 R AT V1 5 B
IR A O KRB VIR AR RET ARY) . BRSO R I R P IR
PG R AE e (BREHBEH) , NMAEZK.

HeHE BIE 464 )5 (19 30 N TAEH AT

(k)the number of digital health products and services, including Al applications, developed using
data accessed via the EHDS. {3 B it B8 1~ {i BRFcdE 23 8] (EHDS) 3REX R IEIT & 5 =1
R AR SS CEAE N TR RER D EE.

2. The activity report referred to in paragraph 1 shall be submitted to the
Commission and the EHDS Board within six months of the end of the second year of
the relevant reporting period. The activity report shall be accessible via the
Commission’s website.2. 55 1 5 HTIR (RE SR & RLAEAH KR & 3 58 AR 45015 1Y)
ANANH WIRAE 425 A2 A EHDS 22 01 4% o 36 204K 2 B AT I8 I 23 04 2 Il 25 5]

Article 60 75 60 %%
Duties of health data holders & FEEIEIFH H K X%

1. Health data holders shall make relevant electronic health data referred to in
Article 51 available upon request to the health data access body, in accordance with
a data permit issued pursuant to Article 68, or upon a health data request approved
pursuant to Article 69.1. {FEEHE A # NARYE 5 68 2 MUK A VAT, EiiR4E
55 69 FFAMLAERIE RREIEIE R, RLE FREHE U5 M AL RO EE SR, $RIEEE 51 2%k i
HHOR i R

2. Health data holders shall put the requested electronic health data referred to in
paragraph 1 at the disposal of the health data access body within a reasonable time
and no later than three months from the receipt of the request by the health data access
body. In justified cases, the health data access body may extend that period by
a maximum of three months.2. {8 FEEE G 77 NAE A EER R N, H A TR
P V7 FHAUSCRNE R GBI =AH A, [AZAUG R HE R 1 R BITad i SK A B
Al A LB BHOT, @REIE U] WA PR Z IR & 2 e K =4 H .

3. The health data holder shall communicate to the health data access body
a description of the dataset it holds in accordance with Article 77. The health data
holder shall, at a minimum on an annual basis, check that its dataset description in the
national dataset catalogue is accurate and up to date.3. fi FEEHEFEA 77 NARYESE 77
o [AlE B VT M WL AR TA L3 A B8R U o e BRI F5 G 05 /0 MRS
ot — A B 2 A i i 080 4 U B 15 AE A B BoRT -



4.  Where a data quality and utility label accompanies the dataset pursuant to
Article 78, the health data holder shall provide sufficient documentation to the health
data access body for that body to verify the accuracy of the label.4. 75 EUHEEAR 5 56
78 K M Bl T E AN RRRS, A RREE S A NN ) R U5 I AL SR A A2
BEHISCAT, DA IR AL SRR 25 O HERf 12 o

5. Health data holders of non-personal electronic health data shall provide access to
data through trusted open databases to ensure unrestricted access for all users and data
storage and preservation. Trusted open public databases shall have in place robust,
transparent and sustainable governance and a transparent model of user access.5. IE
AN B R B i A 5 A = N8 W] A IR P SR s U TR AR
PR R BT FH 7 RS AN 52 R ) 15 ) B, I DR B 080 B0 A7 A A DR A« T AE T
NICHE R A B H AT RREERE BELA],  DARGE B P U5 iR A

Article 61 55 61 4%
Duties of health data users {8 B354 FH & KB 57

1. Health data users may access and process the electronic health data referred to in
Article 51 for secondary use only in accordance with a data permit issued pursuant to
Article 68, a health data request approved pursuant to Article 69 or, in situations
referred to in Article 67(3), an access approval from the relevant authorised
participant in HealthData@EU referred to in Article 75.1. {5538 18 H 2 (0 T ik 3
55 68 MUK MBI VI AT L 5 69 SEAMHER R EEIE R, BFES 67 256 3 FUh
BRIE T, WK 75 4011 HealthData@EU MRS 507 (W15 [ HLHE, 15
[ AALFREE 51 25 ik i s T et , A kA .

2. When processing electronic health data within the secure processing environments
referred to in Article 73, health data users shall not provide access to the electronic
health data, or make those data available, to third parties not mentioned in the data
permit.2. {5 73 S5 TR B 22 4 A FRIA S vp A 3 e A BRI, i e f
B AN R VAT R B K 56 =5 SR A e BEAEE A U R AR, AN A
PRt iX LEH R .

3. Health data users shall not re-identify or attempt to re-identify the natural persons
to whom the electronic health data obtained by the health data users on the basis of
a data permit, a health data request or an access approval by an authorised participant
in HealthData@EU relate.3. & 5¢ 54k 150 FH & A 15 387 1R 1) 501k 1 =08 R0 AR
PEEARVE AT . (g B 15 SR 5L HealthData@EU #2402 5 35 14115 1] 1k it B 3R
H R T AR T K EH RN

4.  Health data users shall make public the results or output of secondary use,
including information relevant for the provision of healthcare, within 18 months of
the completion of the processing of the electronic health data in the secure processing
environment or of having received the response to the health data request referred to
in Article 69.4. g FEEHE A H] 38 RLAE 22 4 A BRI 85 v 56 B e 7 At Ak # )
SAEWC RN ER 69 S FTid g AR IR R )5 18 N H W, AJF A I A 45 R Bk
A, B I RS R AAE B



In justified cases related to the permitted purposes of the processing of electronic
health data, the period referred to in the first subparagraph may be extended by the
health data access body, in particular in cases where the result is published in
a scientific journal or other scientific publication. £ 55 B, 7~ {8 R £ 8 A0 ¥ 1 VF v H
HIARR B & FROL T, 58— B SR AT g RREE U WAL B4, i) e A4S
RBRTRA B AR R B ISR LT

The results or output of secondary use shall contain only anonymous data. — {X i Ff

fr 45 SR i AR B e 44 B

Health data users shall inform the health data access bodies from which a data permit
was obtained about the results or output of secondary use and assist them to make that
information public on health data access bodies’ websites. Such publication shall be
without prejudice to publication rights in scientific journals or other scientific
publications. f HE KCHR A FF 5 R — v PR 5 5L 5507 th 4 1 HG 4K EHAR V5 7 £
BRI T B, I B e BLR7E R Rl b A TR B, BRA TR R
FERFE IR AR A L B R

When health data users use electronic health data in accordance with this Chapter,
they shall acknowledge the sources of the electronic health data and the fact that the
electronic health data have been obtained in the framework of the EHDS. >4 {g fE £ #&
A5 FH 28 A A e A0 A P R, e RO P, 2 224 75 W (e R 0 P SR U A S %
P RO 2 7 L T RS R4t (EHDS) HESE R IR IX — 555K,

5. Without prejudice to paragraph 2, health data users shall inform the health data
access body of any significant finding related to the health of the natural person
whose data are included in the dataset.5. TEAFZMEE 2 FOHE I RIHE T, f@ B
s FH 8 K5 B0t B b i B 25 BE 1 1 AR A R S BT ART B KA B o R A
BT B o

6. Health data users shall cooperate with health data access bodies in those bodies’

performance of their tasks.6. {2 &£k 48 14 FH 5 B 0 & 1g 5 240 Vg 18] AL JE A7 FLHR

o

St

Article 62 2 62 4%
Fees %

1. Health data access bodies, including the Union health data access service, or
trusted health data holders referred to in Article 72 may charge fees for making
electronic health data available for secondary use.1. {8 FEEIE VT RN, @F5ESE
e S U 7] IR S5 WAL EICER 72 25 ik Al S R B R =, W o it e 1
FRERE A I 2R .

The fees shall be in proportion to the cost of making the data available and they shall
not restrict competition. 7% F . 5 $2 (R 1 A e 5], HANS BRI 5 4 .

The fees shall cover all or part of the costs related to the procedure for assessing
a health data access application or a health data request, for issuing, refusing or
amending a data permit pursuant to Articles 67 and 68 or for providing a response to



a health data request submitted pursuant to Article 69, including costs related to the
consolidation, preparation, pseudonymisation, anonymisation and provision of the
electronic health data.iX 6 9% FH N K 55 5 VPt g 5 208 17 17 H 1 B0 fg R 24 15 oK
HIREFP . HRHEEE 67 (N2 68 258K B AsiE CBdE F T, BONARTE 2R 69 2%
SRR I FEEE VR SRAE Hi 18] BLAR 5 B 4 A B 70 A, L4 b W - R s 1) %
A S RN, BRI U R B AR .

Member States may establish reduced fees for certain types of health data users
located in the Union, such as public sector bodies or Union institutions, bodies,
offices and agencies with a legal mandate in the field of public health, university
researchers or microenterprises. i 71 [E 7] X A7 - ¥R B3 355 P 0 R 7 IS 700 gkt R 040 i
FH 3 B BRAR IR 9 451 G0 2 338 T IATUAL) BAE 2 3 1A ST A 92 7 BB FR 1k
Bk BE. PRI . K2R TEN S E A Al

2. The fees referred to in paragraph 1 of this Article may include compensation for
the costs incurred by the health data holder for compiling and preparing the electronic
health data to be made available for secondary use. In such cases, the health data
holder shall provide an estimate of such costs to the health data access body. Where
the health data holder is a public sector body, Article 6 of Regulation (EU) 2022/868
shall not apply. The part of the fees linked to the health data holder’s costs shall be
paid to the health data holder.2. 4255 1 K48 1) 2% H vl G 0HE B E R R A A
DR G AT 2 ] 3 0 P 1 F e BRI T 7 A RS RO A . ARG LT
g B FrA NL  f FESSCE U5 R HILAG B Bt e S8 AR R Al 550 S i BRI A
FEAFEIRITHLA, W (BREZZ B (BEU) 2022/868) 55 6 2k A& FH . 5 fk AE Sk de
FEA N A 2 B ER 73 3 P B SAS 24 BRI A N .

3. Any fees charged to health data users pursuant to this Article shall be transparent
and non-discriminatory.3. TR & 4% % [n] i 5t ZHm 450 FH 2 USRI ART 9 FH 35 2 325 B
HARBAE

4. Where health data holders and health data users do not agree on the level of the
fees within one month of the data permit being issued, the health data access body
may set the fees in proportion to the cost of making electronic health data available
for secondary use. Where health data holders or health data users disagree with the fee
set by the health data access body, they shall have access to dispute settlement bodies
in accordance with Article 10 of Regulation (EU) 2023/2854.4. #{d FE 548 +¢ H &
5 R A5 B A B VF T OB — N H R RERIE 2 KT8 i — 20, i e
U7 TR LAL) PR 42 116 fL 1 R 3t — IR A6 P #) B AR 32 b9 s 0 i Y 4 { R
Kol F5 A e R A =8 e R U5 In AL e B 2% T A S 80, A ATT AT R
¥ (BREZZLHBI)  (EU) 2023/2854 55 10 2k A1 G BB AL TR ff vk

5. Before issuing a data permit pursuant to Article 68 or providing a response to
a health data request submitted pursuant to Article 69, the health data access body
shall inform the health data applicant of the estimated fees. The health data applicant
shall be informed about the option to withdraw the health data access application or
health data request. If the health data applicant withdraws its application or request,
the health data applicant shall only be charged the costs that have already been



incurred.5. {EMKHE S 68 25K EHEVE AT B KK 5 69 25 5232 1 i RR AR 1 5K
{ (B 2 AT, i REESCHE U i ATLAA) L [ i RREHSCdis FR 375 N5 U0 95 o 3 B 7
i e FR s AT BURIRL e e U 1) s e BRI 1 5K o o (i R ESaE Wi A
SR R BER, AXRE SO 2 AR B

6. The Commission shall, by means of implementing acts, lay down principles for
the fee policies and fee structures, including deductions for the entities referred to in
paragraph 1, fourth subparagraph, of this Article in order to support consistency and
transparency between Member States regarding such fee policies and fee structures.
Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 98(2).6. Zz a2 NIE IS LA S, i€ 2 HIBUR M
AR IR, B FEXS ARG 1 FCH WU AR Se AR B e, DA I2E A o1 2 ()
FE L2 B P BCRAN B T 454 J7 T 1) — BUME AT B B o 2SR S AR R 26 98 2%
% (2 FPTREE AR E .

Article 63 % 63 #
Enforcement by health data access bodies {8 REEHE U 5] LI ) BIE

1.  When carrying out their monitoring and supervisory tasks, as referred to in
Article 57(1), point (a)(ii), health data access bodies shall have the right to request and
receive all the necessary information from health data users and health data holders to
verify compliance with this Chapter.1. {8 REEIE VT MMM AEPATE 57 2658 (1) &K
(a) T (i) H Frad ) AT B AT 25 I, A B SR A R 2 A FH 2 R0 e 2
FAERMETALEGR, DR ERETAENE.

2. Where health data access bodies find that a health data user or health data holder
does not comply with the requirements of this Chapter, they shall immediately notify
the health data user or health data holder of those findings and take appropriate
measures. The health data access body concerned shall give the health data user or
health data holder concerned the opportunity to state their views within a reasonable
period that shall not exceed four weeks.2. 418 5 Z ¥ 7 0] ML) = B0 A Rl Zc i 1
BB AR F A A R ST AN B ORI, N T R 3K 6 T L3 RN 2% A R 1
BB BRI A, RS i . A S BRI U7 1) WAL 25 T #H 5% fk B
HH A8 F 2 el RSO A o Rk UL L2, SRR S AE & BV Y BN IS
V4 o

Where the finding of non-compliance concerns a possible breach of Regulation (EU)
2016/679, the health data access body concerned shall immediately inform the
supervisory authorities under that Regulation and provide them with all relevant
information concerning that finding. 41 5 AN 18 57 1) ] 25 45 R 0 K n geidi )l €(BX
81)2016/679 5 26 Bil) , AHICAg HER e U7 1) LA L 7 RITIE 132 2% ) 0 R 1) AL
), JFRHRME S I ELIRA RN EER .

3. With regard to non-compliance by health data users, health data access bodies
shall have the power to revoke the data permit issued pursuant to Article 68 and stop
without undue delay the affected electronic health data processing operation carried
out by the health data user, and shall take appropriate and proportionate measures



aimed at ensuring compliant processing by the health data user.3. XJ & 5E £ 4 5 F
BINAEIAT A, AEFEE U7 AR A BUREEIR 95 58 68 25 MR I E s VFmT, Jf
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As part of such enforcement measures, the health data access bodies may also, where
appropriate, exclude, or initiate proceedings to exclude, in accordance with national
law, the health data user concerned from any access to electronic health data within
the EHDS in the context of secondary use for a period of up to five years./F I3k
ATFE T — &R 73, BRI AVFE G B 00N, e TR IR 5054, KRR
e RS A FH 5 HR IR A T BR R 7 18] (EHDS) N IR A FH B et 1Y
BR 2k, R ShAH SRR e HHERR , AR SR A ATk T4

4. With regard to non-compliance by health data holders, where a health data holder
withholds the electronic health data from health data access bodies with the manifest
intention of obstructing the use of electronic health data, or does not respect the
deadlines set out in Article 60(2), the health data access body shall have the power to
fine the health data holder for each day of delay with a periodic penalty payment,
which shall be transparent and proportionate. The amount of the fines shall be
established by the health data access body in accordance with national law. In the
event of repeated breaches by the health data holder of the obligation of cooperation
with the health data access body, that body may exclude or initiate proceedings to
exclude, in accordance with national law, the health data holder concerned from
submitting health data access applications pursuant to this Chapter for a period of up
to five years. During the period of that exclusion, the health data holder shall remain
obliged to make data accessible under this Chapter, where applicable.4. ¢ fi& fE %L
PERrA & R AT AT Y, A e BEEER A 8 DL BELAG: f (i RS 58 1
[F1) i R 15 I ATLAL) i H i R, AN ST 28 60 2556 (2) FOE IR,
i RRE I 15 1) HTUAL A O BRI 155 A 8 42 838 R DL 3T K, TN B
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5. The health data access body shall communicate the enforcement measures taken
pursuant to paragraphs 3 and 4, and the reasons on which they are based, to the health
data user or health data holder concerned, without delay, and shall lay down
a reasonable period for the health data user or health data holder to comply with those
measures.5. {8 B U7 R HLAL B 7 RERARSE 55 3 FON2E 4 FOR BRI $AAT $ it &
FLAR Y B E eh 75 AT 5 i R 58 o g BRI o o IRy e B A
B B R 155 A BOE — > R HIRR DI ST X L i

6. Any enforcement measures taken by the health data access body pursuant to
paragraph 3 shall be notified to other health data access bodies through the IT tool
referred to in paragraph 7. Health data access bodies may make that information

publicly available on their websites.6. {8 £ U7 WA FRYE 26 3 FCR IR (T4
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7. The Commission shall, by means of implementing acts, set out the architecture of
an IT tool, as part of the infrastructure of HealthData@EU referred to in Article 75,
aimed at supporting and making transparent to other health data access bodies the
enforcement measures referred to in this Article, especially periodic penalty payments,
the revoking of data permits and exclusions. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 98(2).7.
%R OB VA SR, HE —ME BEOR T RN . 2 T RAEREE 75 %0
& HealthData@EU FEAttisejit Y — &7, 5 78y HoAh g BRE I 15 I LA S AL SCHF,
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8. The Commission shall issue guidelines, by 26 March 2032, in close cooperation
with the EHDS Board, on enforcement measures including periodic penalty payments
and other measures to be taken by the health data access bodies.8. Z% 1 2 N 7E 2032
3 H 26 Hil, 5 EHDS ZRAKSEVIEIE, KAk THIEHRTERE, WO
JRTTR LR i RS 15 ) LA SRR H At 5 it

Article 64 5 64 £

General conditions for the imposition of administrative fines by health data

access bodies & FREEE U7 AL A PAAT BT 2R — B 244

1. Each health data access body shall ensure that the imposition of administrative
fines pursuant to this Article in respect of infringements referred to in paragraphs 4
and 5 is effective, proportionate and dissuasive in each individual case.l. &M JE
el U7 W LR N O], RIS AS S50 28 4 3RS 5 R PR AR AUT Ak PLIAT BT K
FERE— DR R R & A IR

2. Administrative fines shall, depending on the circumstances of each individual case,
be imposed in addition to, or instead of, enforcement measures referred to in
Article 63(3) and (4). Health data access bodies shall decide whether to impose an
administrative fine and the amount of the administrative fine in each individual case
by giving due regard to the following circumstances:2. 17 E 51 2 N AR 4 &4~ RAF I
ARG, 7E25 63 4655 (3) FME (4) FKFTIRMPAT I it 2 AN ot b, 8%
B AR LU AT 5 It 0 o S U IR MU CE RS S A rh TR 2 5 i AT LS 2K
ARG T R, 278 7328 8 DA R B -

(a) (a) the nature, gravity and duration of the infringement; 2 84T N A PE B . 7™ B A2 P FIL KR

ZLH ] 5

(b) (&) whether any penalties or administrative fines have already been imposed by other
competent authorities for the same infringement; HAth =4 H15¢ & 7 E 5t [ — 1R L
AT R A DIATAT AL 571 BAT BT K

(c) R ERIE 3 2 AN HoAt B8 7 fi Be 2 ds, B2 4ithe intentional or negligent character of the
kB s @ RN AR v] o Bk & AL FE B3 Minfringement; 12 BUAT D ) W0 = Bl 2k
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(d) (d) any action taken by the health data holder or health data user to mitigate the damage
caused; {g FREEHE 15 A7 5 B R ECE A 28 9 IR T i B 45 35 T R B AT AT 4750 5

(e)the degree of responsibility of the health data user, taking into account technical and
organisational measures implemented by that health data user pursuant to Article 67(2), point
(g), and Article 67(4);fi FEHHE 1 & 1) DTAEREFE , [RII 25 18 3112 Aa R A5ahs 5 F & Ak 9 28 67
() 3K () WA 67 5655 (4) RISt i B AR M2 234 it «

(f) (f) any relevant previous infringements by the health data holder or health data user; & i
B F A 2 AR R 18 F 3 DA AR AT AR SG AR BUAT 9 s

(g) (g) the degree of cooperation of the health data holder or health data user with the health
data access body as regards remedying the infringement and mitigating its possible
adverse effects; {g FRE 5 47747 & A S0 i F 3 72 A IEAR BTy S e T e
A B AN S0 77 TH] 5548 BB Vs il BRI & VR RE B

(h) (h) 7ERKEBANE K Z R A1E, HuiH Fthe manner in which the health data access

{8 BB 1) R AE AV PR R S i SE B M)body became aware of the infringement, in

TR EN,; @B E 75 % A7 B Mparticular whether, and to what extent, the

HealthData@EU, A5 553 17 1a] HoAth i 02 [El$E% ) health data user notified it of the infringement;
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(i) (—) compliance with any enforcement measures referred to in Article 63(3) and (4) which
have been ordered previously against the controller or processor concerned with
regard to the same subject matter; 8~ S5 Hj &1 X AH G425 ] 3 B AL BEE 5k R — A5 1)
IEMIEE 63 2558 (3) FKRIZE (4) FFTIR AT AT AT 1 e 5

() G) B EF AN — 0 EFEEHESE Hany other aggravating or mitigating  factor
3, Hp NARPESE 77 46, 26 78 25158 80 45 Mapplicable to the circumstances of the case,
WRE, BE T E R SRR, 41 Llsuch as financial benefits gained or losses
Je PRt e T B R 1 2548 BT A & B EdE Viavoided, directly or indirectly, through the
) A R R AR TS oK, TEWI 20 82U B 57 Blinfringement. 8 20 175 715w 3@ FH 194 {r] At i
NI, AMEAAYKLER; P O RNEEE P E SRR AT R R, B s =2 AT 8 E
Al b I R SR DA B e v e CRLBRER R BERAT 142 50 R i B e R 453 2K
FEHBEE) , MAEZK. #HaEsdE4 )51 30

MTAEHAN AT

3. If a health data holder or a health data user intentionally or negligently infringes
several provisions of this Regulation for the same or a linked data permit or health
data request, the total amount of the administrative fine shall not exceed the amount
specified for the most serious infringement.3. {8 & Z 4 5 A 77 8046 5 £ s 1
5 1 [ — BRI (1) 0V mT B0 R AR 13 SR b, WO B 2R R AR Sk 401 1 22 T RN
T, ATBUT I S AU I 0 )™ BLIE FAT N BT E 1 500

4. 1In accordance with paragraph 2 of this Article, infringements of the duties of the
health data holder or health data user pursuant to Article 60 and Article 61(1), (5) and



(6) shall be subject to administrative fines of a maximum of EUR 10 000 000 or, in
the case of an undertaking, of a maximum of 2 % of its total worldwide annual
turnover in the preceding financial year, whichever is higher.4. #R¥#5A%%% 2 7k, 6
S 60 R LAKE 61 2655 (1)« (5) M1 (6) K HIE 8 B A A\ slifi
AT X5, NAR LR E 1000 JTERTCIAT BT R AR, fm Sk
N b AU B A BRAEENAIY 2%, LA st s ot

5. In accordance with paragraph 2, the following infringements shall be subject to
administrative fines of a maximum of EUR 20 000 000 or, in the case of an
undertaking, of a maximum of 4 % of its total worldwide annual turnover in the
preceding financial year, whichever is higher:5. fR#&%5 2 3K, T HUZIAT J R4k LA
iR 2000 J3 BRICIAT TR WA, s O H b — IR R A R
B 4%, DA it

(a) (a) health data users processing electronic health data obtained via a data permit issued

pursuant to Article 68 for the uses referred to in Article 54; @ & £ 8 F 7 Ak #3814k
2R 68 25 ARt Vi n] SR B (g e a1 28 54 25k Hi&:

(b) (Z.) health data users extracting personal electronic health data from secure processing

environments; fi B &I 1 ] 38 22 4 AR BEIA 53 o 3R AN N HL 7 f RS

(c) B TR 10 3k 2 4P Hre-identifying or attempting to re-identify the natural persons to whom

HoAth B T8 FE %P8, flthe electronic health data obtained by the health data users on the

Fh ok B # 50 fid FE B FEbasis of a data permit or a health data request pursuant to Article 61(3)

¥\ ] A % Az R relate; HEHT TR Bk P EEOHT IR 0 48 R A FH AR IR 2 61 255 3 K

AR I VLA A e I BB s VT BRSO T SR TR B H g R I R
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(d) (d) non-compliance with enforcement measures taken by the health data access body
pursuant to Article 63(3) and (4). A8 7 {8 5 20 Ui IR WA AR FE 28 63 2658 (3) i (4)
R PHAT F35 1t

6.  Without prejudice to the powers of health data access bodies pursuant to

Article 63, each Member State may lay down rules on whether and to what extent
administrative fines may be imposed on public authorities and public sector bodies
established in that Member State.6. 7E AN T 25 63 25K E B BEE 48 Ui I LA AL
JIRIRTHR T, B b3 B m ) e RO, R E e 15 DA S AE AT A AR B B P A 1% R A
[ 35 2 Jm A A SEER T IS A AT BT 3K

7. The exercise by a health data access body of its powers under this Article shall be
subject to appropriate procedural safeguards in accordance with Union and national
law, including effective judicial remedies and due process.7. {5 Z & Vi 7] AL AR
PEA AT AT, RLIRE ST AT & BRI S 1 A e IR B i, LR
R FE RO A IE AP

8.  Where the legal system of a Member State does not provide for administrative
fines, this Article may be applied in a manner that, in accordance with its national

legal framework, ensures that those legal remedies are effective and have an
equivalent effect to the administrative fines imposed by health data access bodies. In



any event, the fines imposed shall be effective, proportionate and dissuasive. The
Member State concerned shall notify the Commission of the provisions of the laws
which it adopts pursuant to this paragraph by 26 March 2029 and, without delay, of
any subsequent law amending such provisions or amendments affecting such
provisions.8. Al 51 B VAR SORE AT B AR, T AT A I Y VA 2E,
LB DRAT SR RODT $8 Tt A 25 HL 5 i e i U7 i) HLA) P i n #4700 KB A [
SEROIH T & A o AEARATEOLT, Bl hn i Sk AN A R &4 H A A B
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Article 65 565 %

Relationship with supervisory authorities under Regulation (EU) 2016/679 5 (¥
BB (EU) 2016/679 T T BN KRR

The supervisory authority or authorities responsible for monitoring and enforcing the
application of Regulation (EU) 2016/679 shall also be competent for monitoring and
enforcing the application of the right to opt out from the processing of personal
electronic health data for secondary use pursuant to Article 71. Those supervisory
authorities shall be empowered to impose administrative fines up to the amount
referred to in Article 83 of Regulation (EU) 2016/679. 11 57 W B FIHhAT (KRR B 2641 )
(EU) 2016/679 SEHifEHLH —DEE MR E VI, BN AU B AMPAT IR 26
71 ZRE B R T A8 E AL AN A RS 1 18 A ) SRS 0
X B HUA N AR A (RRELZEBI)  (EUD 2016/679 55 83 25 FTid &4
HIAT BT K
The supervisory authorities referred to in the first paragraph of this Article and the
health data access bodies referred to in Article 55 of this Regulation shall, where
relevant, cooperate in the enforcement of this Regulation, within the remit of their
respective competences. The relevant provisions of Regulation (EU) 2016/679 shall
apply mutatis mutandis. 25 5% 55— 3K Tl (R M B WU 5 A 56401 28 55 2% BT I 1) fik
Bl 7 WU NAEM SO, & BIRBGEE N SFpAT A6 6. (BRED
2016/679 5 26 B IAH R ML E 22 1E S B U E M -

SECTION 3 53 #
Access to electronic health data for secondary use B2 REH 11T — KA1 IR

Article 66 FEANTNH
Data minimisation and purpose limitation $(3E 5 /MF1 H 1 FR ]

1.  Where health data access bodies receive a health data access application, they
shall ensure that access is only provided to electronic health data that are adequate,
relevant and limited to what is necessary in relation to the purpose of processing
indicated in the health data access application by the health data user and in line with



the data permit issued pursuant to Article 68.1. & 5 Z i 7 In] MLAI IS 2148 B 2 s 17
o) FIE Je, MR ORI SRR L8 78 73+ AH 5C HL IR T8 Fe ot 18 FH 28 72 H 3 R R I Y
W H BT FE, FERF GRS 68 S MUK A s VF AT 1 FEL - BRI

2. Health data access bodies shall provide electronic health data in an anonymised
format, where the purpose of processing by the health data user can be achieved with
such data, taking into account the information provided by the health data user.2. fi
JREE V5 IR HLAL) R A A P 44 4 R B 7 (i s, A9 0 i Rl 8 P 5 R Ak 3
F T8 I e SR S, RN 7525 18 i e (6 T H SR L5 2

3. Where the health data user has sufficiently demonstrated that the purpose of
processing cannot be achieved with anonymised data in accordance with Article 68(1),
point (c), health data access bodies shall provide access to electronic health data in
pseudonymised format. The information necessary to reverse the pseudonymisation
shall be available only to the health data access body or an entity that acts as a trusted
third party in accordance with national law.3. 7218 FEE Al FH & 78 b e, $2ER
68 2655 (1D 3K (o) WHIHE, MHEABETIIELBALIEHE, f@REdE
U7 R LAE AR 2B A4 A AL B ) R i RS R U7 R BCPR  FH - Ui B 44 Ak Ak 22
b BEAF S, AN P i RS V7 I LA B0 [ SV 8 2 I A 28 = SR 2
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Article 67 5 67 5
Health data access applications {2 ¥ 17 8] 5

1. A natural or legal person may submit a health data access application for the
purposes referred to in Article 53(1) to a health data access body.1. H#A N 8ik AT
5 53 2658 (1) FRPIEH B, A R U5 i B 52 58 e BEECE U5 17 HE

2. The health data access application shall include:2. & FREEHE 17 [n] B i N AL+ -

(a) (a) the health data applicant’s identity, a description of that health data applicant’s
professional functions and activities, including the identity of the natural persons who
would have access to the electronic health data if a data permit were issued; the health
data applicant shall notify the health data access body of any update of the list of
natural persons;{t FEEHE FHE 2 10 S« Wiz Ag R R FR s 28 10 T ERBE S B Y
TR CRL 35 27 B VF AT IR AR AT BT 1) H g BRI (0 AR N B D) 5 RS
PR 2 LT 5 SR N 44 B (AT 4n] B8 e e i Rl U7 I LA

(b) (Z) the purposes referred to in Article 53(1) for which access to data is applied for; B 1% %1
PE 7 IR BT AR 156 53 2558 (1) ZkAid H 115

(c) B F 1 FE1C 3¢ Z 4 ffJa detailed explanation of the intended use of the electronic health
oAb BB # FEEdE, f35data and expected benefit related to that use and how that benefit
>k H A d N FHFER « would contribute to the purposes referred to in Article 53(1); %) H, T
A 2E I A R AR R BRI BUR R & . SIS PO R, DL R
N 25 P A A BT SEELEE 53 2658 (1) KA H IR TE A RE

(d) (d) a description of the requested electronic health data, including their scope, time range,
format, sources and, where possible, the geographical coverage where such data are



requested from health data holders in several Member States or from authorised
participants in HealthData@EU referred to in Article 75;%} FT i 3K f B - fd 5 Bl i 1) 4
ik, GEHVEE. REVEE . B SRR, DURAETRERITEOL T, B SREHE A
AT R [ kRS 454 3 BER 75 25 IR Y HealthData@EU AU Z 5 # 16 K If
R 1ty 37 o VUL

(e)a description explaining whether the electronic health data need to be made available in
a pseudonymised or anonymised format; in the case of a pseudonymised format,
a justification as to why the processing cannot be carried out using anonymised data; — 3 i,
B, PERE H M RO 2 1 7R DM A A Bl A4 AR R SR A n RCR AR A A X,
i Ut B (] e 24 B 44 10 a1t AT AL B

(f) (f) where the health data applicant intends to bring datasets already held by that health
data applicant into the secure processing environment, a description of those datasets;
00 SR A R RO AT SR A B RN 2 A BRI, T R SR X L
5 1) Wi B

(g) (g) a description of the safeguards, which are to be proportionate to the risks, planned to
prevent any misuse of the electronic health data, as well as to protect the rights and
interests of the health data holder and of the natural persons concerned, including to
prevent any re-identification of natural persons in the dataset; >< T {F& 5 it 1) 156 B , 1X
BEE it 5 AR AR VLS, 5 £ By L v T B AR T A, DR ORI (8 e 4
NEARR EHAR NI A, AP (B0 5 B AR R Ao 33 R0

(h) (h) ZEMRBBAEZF ZEH B E&1F, FrE B T # 4 a justified indication of the period during

R R A AN A R R I e Sk 1 2% 1 22 FE fikwhich  the electronic health data are

B JEEEE 75 25 FTIR M) HealthData@EU, A5 HEneeded for processing in a secure

U7 1) FC AR R o1 1R 4B 5 1 T = {4 FL 4@ e B processsing environment; 7E %2 4 4k B 36
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(i) (—) a description of the tools and computing resources needed for a secure processing
environment; X % A A BRI BT 75 TR AN THE SR 1 I 5

() () B EF AT — W EXEIESE Hwhere  applicable,  information  on  any
3z, HAPNRYEEE 77 5. 2 78 25 FEE 80 Skassessment of ethical aspects of the processing,
MR, ALS B B 1O SR IR . P i 1 required under national law, which may serve to
DL R HR At o I EE BRI 46 E: BT i B Breplace the health data applicant’s own ethics
P77 0] H OB RV R 1 K, TERT D BRI Nassessment; 7E3E B L T, FR4E B S5 R
SERIATE, AMSEAUEIR; A SRR R0 b B R4 BT 10 3E 47 B AF AT VP A I AH 5SS
BV AT CREAER AR R R SR LB 4 e B, X E BT H T EREREIE RIS AN A S
B CEFEHIEED , NAAEZK. fHifEslidE 45 e 2O

30 N LTAFH N AT

(k)where the health data applicant intends to make use of an exception under Article 71(4), the
justification required by national law pursuant to that Article. %5 i JJE Z 4 H s A\ FT AR 26
71 556 4 FCE B AMIE, TR At P EAR I I SR R I I B .



3. When seeking access to electronic health data held by health data holders
established in more than one Member State or from the relevant authorised
participants in HealthData@EU referred to in Article 75, the health data applicant
shall submit a single health data access application through the health data access
body of the Member State where the main establishment of the health data applicant is
located, through the health data access body of the Member State in which one of
those health data holders is established or through the services provided by the
Commission in HealthData@EU referred to in Article 75. The health data access
application shall be automatically forwarded to the relevant authorised participants in
HealthData@EU and to the health data access bodies of the Member States where the
health data holders identified in the health data access application are established.3.
24 35K V7 1) HAE — A PA R 03 BB ST i) 4 B 155 A7 3 4 B HL 0 R 5 B0
VIR 56 75 25 Tk i) HealthData@EU HAHKRIR NS 5 3 BRI, i R Fiis
LI T S EA LA i i 57 ] Rk R U5 I TS | e rp — M B R A
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HealthData@EU HH 2Bt HIIR S5, $258— 1 5 — RO B s 1n) FRIS o i fi RO
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4.  When seeking access to the personal electronic health data in a pseudonymised
format, the health data applicant shall provide, together with the health data access
application, a description of how the processing would comply with applicable Union
and national law on data protection and privacy, in particular with Regulation (EU)
2016/679 and, more specifically, with Article 6(1) thereof.4. 2433k DA 44 A0 A% 5k
BN N HET- i RS I, i RS PR 3 N AE SR 5 fa BREEICR U5 1) WA B RIS, 2k
A 5% Ak PR D e 38~ R B e 01 3 P #5000 DR P AR AL TR, el & (K
FB (EU) 2016/679) , BEHEAKMUL, Zi%%BI5 6 55 1 5KHIRE .

5. Public sector bodies and Union institutions, bodies, offices and agencies shall
provide the same information as required under paragraphs 2 and 4, except for
paragraph 2, point (h), in which case they shall submit instead information concerning
the period for which the electronic health data can be accessed, the frequency of that
access or the frequency of the data updates.5. A FEEE T THLAY LA B A 251
ey A BEAUREENUA RIS 2 FOFEE 4 ZKTER A EE S, H28 2 3 (h)
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Article 68 55 68 %
Data permit 3 1F7]

1. For the purposes of granting access to electronic health data, the health data access
bodies shall assess whether all the following criteria are fulfilled:1. A% F 11t 5
el o7 AL, FEECE U7 R HLAS S P A 2 7595 2 BT A b ife »

(@) (a) the purposes described in the health data access application correspond to one or more

of the purposes listed in Article 53(1);fi# £ U5 [n] B 15 W Bk (1) H B M. 128 53 2%
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(b) (Z.) the requested data are necessary, adequate and proportionate for the purposes
described in the health data access application, taking into account data minimisation
and purpose limitation requirements provided for in Article 66; T 1 3 i Z 5 X T {2
FRECHE V7 1] BRI IR 1) B T E R B AR HOE M, R B IS 35 66 S5
5E FALE B /M AT B R FR 1) 5K

(c) BT R 10 Z A Hthe processing complies with Article 6(1) of Regulation (EU) 2016/679
FoAh B T BEEUHE ., Hand, in the case of pseudonymised data, there is sufficient justification
155k B # 3l i BE B H FEthat the purpose cannot be achieved with anonymised data;iZ 4t ¥ 157
FE. Al B AR RE A (R BI)  (EU) 2016/679 5 6 2655 1 akilE, HxH T4
B IR & s, s, A S B R B e vkiE i BE A A B S H 11

(d) (d) the health data applicant is qualified in relation to the intended purposes of data use
and has appropriate expertise, including professional qualifications in the areas of
healthcare, care, public health or research, consistent with ethical practice and
applicable laws and regulations; {& 5& 204 H 15 N H % 5 £ 50 FH T B 59 AH 9C 1 5%
Ji, A E AT AR, GFEEST . E A S T AR ST AT A 0 Tk B A
HAF G BRI JOE VR .

(e)the health data applicant demonstrates sufficient technical and organisational measures to
prevent the misuse of the electronic health data and to protect the rights and interests of the
health data holder and of the natural persons concerned;{& B £ HE H i # ik I H 2 R BUE %
MR AL G, LA7 1k i Bl i ), I OR 9P f Beictla R A 5 O G RN
HIRL A -

(f) (f) the information on the assessment of ethical aspects of the processing, referred to in
Article 67(2), point (j), where applicable, complies with national law; 3 67 558 (2) &
%G TR R T B BT H A E S (&) 556 B 505

(g) (g) where the health data applicant intends to make use of an exception under
Article 71(4), the justification required by national law adopted pursuant to that Article
has been provided; 41 5 {8 5 24 H s AT E A S 71 2558 4 3K HE ) A5
I L BEAR I 122 2% 38 5 1) | AV i 2 SR A PR e

(h) (h) ZERKEFE K Z TR E1E, i T EEHE ) —all other requirements in this
DAL AN AR J A S e ) 22 A PR i 1 il It 28 Chapter are fulfilled by the health
75 5k FTIR 1] HealthData@EU, 51517 ] FoAth i 074 B 578 () data applicant. 4% 3 1 (1) BT 5 5
FHT A FH 1 F (g R SR (R, A8 b 2 8] LA 2 5 fh T2 SR 357 el g 3 548 FR 1 N\ 3
%R B ) A AE; o

2. The health data access body shall also take into account the following:2. 1 5%
P& U7 M ATLR I N5 FE DA R R 2%

(a) (a) risks for national defence, security, public security and public order;[E . Z4. At
BN FERR T ARG 5

(b) (&) the risk of undermining the confidentiality of data in governmental databases of

regulatory authorities. A I B EEURT B 122 v it O/ 2 1k XU o



3. Where the health data access body concludes that the requirements in paragraph 1
are fulfilled and the risks referred to in paragraph 2 are sufficiently mitigated, the
health data access body shall grant access to electronic health data by issuing a data
permit. Health data access bodies shall refuse all health data access applications
where the requirements in this Chapter are not fulfilled.3. =4 {@FEEIE U5 M ML E
5 1P EDR ORI, HEB 2 3R KUK O3 278 0 S, L R E
Ao R TR VAT B 7 25 T H A RS B U7 T RR o o) 2R 2 A 5 K
A AR DT IR HAE, (R U7 R LR BT AR A4

Where the requirements for issuing a data permit are not met, but the requirements to
provide a response in an anonymised statistical format under Article 69 are, the health
data access body may decide to provide such response, on condition that providing
that response would mitigate the risks and, if the purpose of the health data access
application can be fulfilled in this manner, that the health data applicant agrees to
receiving a response in an anonymised statistical format under Article 69.45 N7 & K
IR VF AT B 2R, BTS2 69 250 B LARE 44 Gr it i AR AL I LA 2K, i
FREECHE DT TR AT SR g SR AL RESR BTN, 2 A A2 PR A 12 [ B B P AR KRG, L { B
Hot vy il FE ) B R R I I A Oy USRI, g R R N TR RO 69 R
5E B BE 44 G T # 20 (8] B

4. By way of derogation from Regulation (EU) 2022/868, the health data access
body shall issue or refuse a data permit within three months of receiving a complete
health data access application. If the health data access body finds that the health data
access application is incomplete, it shall notify the health data applicant, which shall
be given the possibility of completing that application. If the health data applicant
does not complete the health data access application within four weeks, the data
permit shall not be issued.4. {EAXT (BB Z661) (EUD 2022/868 115 2, filHE%k
P U7 ) LA AR WA 3 58 B 1 A BRI 15 7] FR AR J = H N2 R BB 8 s Vr T .
T SRAgE RS U5 1r) ATUAL) A 304 R 15 r) FRA AN 58 88, LT8R 8 R E0E s N
I N L2 kb2 FRE o 0 SR AR FH S AR AE DY A P4 D 4 fi R ESCaE 77 1)
i, WATRERBHEF .

The health data access body may extend the period for responding to a health data
access application by three additional months where necessary, taking into account the
urgency and complexity of the health data access application and the volume of health
data access applications submitted for decision. In such cases, the health data access
body shall notify the health data applicant as soon as possible that more time is
needed for examining the health data access application, together with the reasons for
the delay. {@ FEEIE V5 M WL FE BN, AT 2R& 2% R (i HERCE U 7] FR 3 1 Sl ik

B2 oM DA S ARy DR S AR A R U 1) PR U5 i, s [ oz ft R B0 17 1) HA 7 F) ST BIR 7
ERZAH o EMIEOUT, EFEEE U7 i LR NS B ke B s N, 39
A2 S T S 2], I RIS IR R A

5. When handling a health data access application for cross-border access to
electronic health data referred to in Article 67(3), health data access bodies and
relevant authorised participants in HealthData@EU referred to in Article 75 shall
remain responsible for adopting decisions to grant or refuse access to electronic health



data within their remit in accordance with this Chapter.5. 7EALFEZE 67 2550 3 TR
1) 125 15 3R B P (g e A5t )4 e 25t U 1) RIS N, B R B U7 In AL B &2 75
PR ) HealthData@EU W IAH RIS 5%, NN TIREAFENE, £
FCHABGG ] N s At v A 4 15 1) P~ RSO A HH R e o

The health data access bodies and authorised participants in HealthData@EU
concerned shall inform each other of their decisions. They may take that information
into consideration when deciding on granting or refusing access to electronic health
data.HealthData@EU 1 AH 5 i) g FEEcd 15 ] LA AR AL S 5 3 NOAH B85 & H
HIPRTE o ARANIAE TR E b vHE B 28 L (i BB D7 IRl I, AT A5 R e {5 B

A data permit issued by one health data access body may benefit from mutual
recognition by the other health data access bodies.— /™ i 5 F 5 15 [n) ML AT K 1%L
P VF R AT RE 215 2 A (2 R U R HILA AR LA AT

6. Member States shall provide for an accelerated health data access application
procedure for public sector bodies and Union institutions, bodies, offices and agencies
with a legal mandate in the field of public health if the processing of electronic health
data is to be carried out for the purposes established in Article 53(1), points (a), (b)
and (c).6. &N 5345 (1) 7 (a) « (b)) A (o) WHER B KA &
TR, B [ O HEVR O 3G T TG DL B A 2 36 AR U A V2 HRALHY
WK AUA S A Ipg b AN 145 A —Rbobn s 5 £ B U7 o) FRIS AR

When such accelerated procedure applies, the health data access body shall issue or
refuse a data permit within two months of receiving a complete health data access
application. The health data access body may extend the period for responding to
a health data access application by one additional month where necessary. =i F 2%
ISR I, Ag FREHE Vg fe) ATLAS 27 WS B 56 8 1 8 B s U 1) B JE A H N2
REAEAEAEVEA] o Db EEI, fE R U7 i) AU AT a4 RS U7 ) R ) 4
IRAFZER—PH .

7.  Following the issuance of the data permit, the health data access body shall
immediately request the electronic health data from the health data holder. The health
data access body shall make available the electronic health data to the health data user
within two months of receiving them from the health data holders, unless the health
data access body specifies that the data are to be provided within a longer specified
timeframe.7. HaVF Al A0S, A8 BRSO UL B2 7 R A 2 R 155 5 18 3K
FL - RS o A BRI R U LAL) LA Mg B 45 A7 7 Ae 38 v 1 A )i )
PN H N, T e A 2 SR IR S s, ok Al f R R BBOH LAY P s 1 2
g 5 B B0 e 52 I T) T Y R

8. In cases referred to in paragraph 5, first subparagraph, of this Article, the health
data access bodies and authorised participants in HealthData@EU which issued a data
permit or access approval, respectively, may decide to provide access to the electronic
health data in the secure processing environment provided by the Commission as
referred to in Article 75(9).8. TEAZKEE 5 3 — - BITIRTEIE Y, 0l %K T i
VFRT B 0] A A 8 BE 400 U7 i H1A4 & HealthData@EU M 5%, AU E



FES 75 2550 9 BB B 1 2% 52 o> R A 1Y) 2 4 A PR A BT rp 3R AH0 W - R 1Y)
VTR AR -

9. Where the health data access body refuses to issue a data permit, it shall provide
a justification for that refusal to the health data applicant.9. =4 {@ i £ 4 15 Im ML 35
R OB IR VAT IR, N 2 () g BRI FRS A SRR 4R B

10. When issuing a data permit, the health data access body shall set out in that data
permit the general conditions applicable to the health data user. The data permit shall
contain the following:10. 1@ & U5 M HUALERS KPR VERTIN,  BAEIZVFR] %)
Ui P T R A Y ) — M ok A o B VF T ML 35 PR

(@) (a) the categories, specification and format of the electronic health data to be accessed,
which are covered by the data permit, including their sources and an indication of
whether the electronic health data are to be accessed in a pseudonymised format in the
secure processing environment; E4 Vi AT FITIR a6 (1) FDL7 i) 8 - 0a RRE s 1O 2R )
FR AR 2, 048 HRUE LR R T T B e T K A8 22 4 A BRIA B b DU A4 Ak
T A7 10 158 B«

(b) (&) a detailed description of the purpose for which the electronic health data are made

available; X B FEEICHE wT FH H 9 A PELH B 5

(c) HF1E B id 3% 2 4] Hwhere a mechanism to implement an exception is provided for and
fih B BRE SR , £145 5K H applicable under Article 71(4), information on whether it has been
M ahfid 5N R . 1] % #applied and the reason for the related decision; 7E55 71 2555 4 00
V2% Aze 1 2 2 M 0 4% 5 I R G b SR AL I D0 T S8 ALl 75 S FH DA &
A 5 AH IR e B 115

(d) (d) the identity of authorised persons, in particular the identity of the principal investigator,
with access rights to the electronic health data in the secure processing environment;
BLA7 17) 22 4 Ak BRI LS b o 74 FEEOH 4R BN ) By el e R EEOF TR 8 1 &
133

(e) the duration of the data permit; Z#E ¥ 1] AR ;

(f) (f) information about the technical characteristics and tools available to the health data
user within the secure processing environment; < T BE £ F 7 £ % & A FRIR g p
RIS IR R AT TR (5 B

(8) (g) the fees to be paid by the health data user;{d 5 £ 18 F & 75 AT A0 2 H

(h) (h) FERKERANE 2 IFRE A1, FFt i 1 (i BEEE i — A F A any specific
HEAR R RERERA R A RMAER; BIEH 75 % Pr ik Mconditions. {F i ¥
HealthData@EU, #5353 1y 1) oAl ple B3 Bl 3845 A9 FH - — U6 F) W 7 f B 26 17F
HHa IR pUER], b2 8 LAk 5% R # U1 61E;

11. Health data users shall have the right to access and process the electronic health
data in a secure processing environment in accordance with the data permit issued to
them on the basis of this Regulation.11. & FEEHE 18 FH & 15 BUK HE A< 2691 [m) o &
RO VR AT, 52 4 A AL BRI rp 7 ) A0 A0 2 P RREESCHE



12. A data permit shall be issued for the duration necessary to fulfil the requested
purposes and that duration shall not exceed 10 years. That duration may be extended
once, for a period which does not exceed 10 years, at the request of the health data
user, based on arguments and documents to justify that extension which shall be
provided one month before the expiry of the data permit. The health data access body
may charge fees which increase to reflect the costs and risks of storing electronic
health data for a period exceeding the initial period. In order to reduce such costs and
fees, the health data access body may also propose to the health data user to store the
dataset in a storage system with reduced capabilities. Such reduced capabilities shall
not affect the security of the processed dataset. The electronic health data within the
secure processing environment shall be deleted within six months of the expiry of the
data permit. At the request of the health data user, the formula for the creation of the
requested dataset may be stored by the health data access body.12. H4& V1 7] (K146 %%
JHRL R SEIE K B BT s 75 IS 8], Bz SORA SR 10 4. Zqg REdR1E
&G K, JRESEE VT 2T — A IR HIE U E & B R e a0 0, i%H
RO A — ik, EARIARRANE S 10 4. g Rt s AL AT S 2R . HLi%
A BTaE N, LAk 7 A A fidt e 1 A U S PRI 7 A R BSEAS AR RS o
N PEAR ISR BSCASN B 1Y, A BRI 15 Tr) ATLAL) t mT ) f R 040 156 ) 480, K df
SRAF AL DI REA PTAa IR A7 2R GE P o LSRR AR IR T REAN A5 5 i) T Ak R A4 2R 1Y
LA T A R BRI A ) R RS S AE SR VR R RS BN H IR
2 R A8 FH 15 5K, A FEECE U IR LA T Al T 28 P SR AR 10 4 2K

13. If the data permit needs to be updated, the health data user shall submit a request
for an amendment of the data permit.13. & 58 VAl 75 2585, {d BB s (8 F & M
SRR B AE VA E U

14. The Commission may, by means of an implementing act, develop a logo for
acknowledging the contribution of the EHDS. That implementing act shall be adopted
in accordance with the examination procedure referred to in Article 98(2).14. & &
A — IS EVA SR, Wt — MR DOR B i s 7 1) (EHDS) B 5Tk
SRS NARYE S 98 252 (20 RHTIR Y AR Fr i .

Article 69 5 69 5
Health data request & B X35 15K

1. The health data applicant may submit a health data request for the purposes
referred to in Article 53 with the aim of obtaining a response only in an anonymised
statistical format. A health data access body shall not provide a response to a health
data request in any other format and the health data user shall have no access to the
electronic health data used to provide that response.1. f& s 1 N0 T 28 53
SFTIR H WA i AR R, B AR DGREEE 2 Geit # R el 2 . g B 15 i)
BURE AT AME AT F At g 200 e RS 1 SR A H (R 5, HLAg et s FH 3 AN 505
[ T i [m] 2 ) o 7 i RS9

2. A health data request as referred to in paragraph 1 shall include the following
information:2. 25 1 FKPTHiE KM FEEE R RN B8 LT E B



(a) (a) theidentity of the health data applicant and a description of that health data applicant’s
professional functions and activities; {g 5 £ 48 H1 15 7 (1) 5 £ LA Sz Ag R E 4 Wi =&
()5 MV HR B RN B 4k 5

(b) (Z.) a detailed explanation of the intended use of the electronic health data, including the
purposes referred to in Article 53(1) for which the health data request is submitted; %
FE, S AR T FH a O VR A0 B, R 56 53 2550 1 3R h 32 S iR 2 {d el i
K H

(c) HL T8 B i ¢ 2 A HoAth B T a description of the requested electronic health data, their
FEEE, SRk 53 @ # S H FEformat and the sources of those data, where possible; %} FIf
¥ T 5 SRR A Rz A AR M A2 SR ) R RS T R, B LA U B SRR
2 TR

(d) (d) a description of the statistical content; %} 4t i P 25 ik 5

(e)a description of the safeguards planned to prevent any misuse of the requested electronic

health data; {7 < J9ly Lk i i 3R A4 L5 fa RS A FH 11 el SR AR O s 35 it F) 152 D

(f) (f) a description of how the processing would comply with Article 6(1) of Regulation (EU)
2016/679 or Article 5(1) and Article 10(2) of Regulation (EU) 2018/1725;% T iZ AL ¥
KA RFA (B (2016/679) ) 55 6 2646 1 3kak (WK% %) (2018/1725) )
54K 1 AR 10 255 2 AN

(g) (g) where the health data applicant intends to make use of an exception under
Article 71(4), the justification required in that regard by national law pursuant to that
Article. 2 5 fd BE B B8 A FT80E %65 71 4658 4 O BIANE T, T F 3R 4Lk
G ENFARAR Y 1225 FOR AR R IE 4 3 i

3. The health data access body shall assess if the health data request is complete and
take into account the risks referred to in Article 68(2).3. fi& FE (s 1 Ia) HLA N Ak
@ AR IR RS B 5E 2, JFHIEHE 68 2658 (2) FKPTRAYXS .

4. The health data access body shall assess the health data request within three
months of receipt of the request and, where possible, subsequently provide the
response to the health data user within a further three months.4. fi& fE £ 4% U5 0] HL 1)
JRLAES BT 3K 5 B = AN H A R T SR AT AL, JRAERT RERIIE LT, 7E4%
KRB =ANH AR [l 2 R s e BEEOE A T .

Article 70 570 %

Templates to support access to electronic health data for secondary use SZfFFH.F
{2 R — R 58 R Vi TR AR AR

By 26 March 2027, the Commission shall, by means of implementing acts, set out the
templates for the health data access application, the data permit and the health data
request referred to in Articles 67, 68 and 69, respectively. Those implementing acts
shall be adopted in accordance with the examination procedure referred to in
Article 98(2). #2027 4 3 F 26 H, Z2 ia & Nl SERtiiE S, 43l filE S 67 2%



55 68 2R ANER 69 2% PITHie I (1 BREEICHE U ) FR 7 5080 v m] R0 i B ECHE 15 SR T RRAR o
ISR S NARYE S 98 255 (2) FKPTR I H L E

Article 71 5 71 £

Right to opt out from the processing of personal electronic health data for

secondary use FEZEXE N BB REE A T = IR E FIACH

1. Natural persons shall have the right to opt out at any time, and without providing
any reason, from the processing of personal electronic health data relating to them for
secondary use under this Regulation. The exercise of that right shall be reversible.1.
HARNA RN B IR AT H# R, 1 FER AR E . 5 AR A
HL - RS F T O AR RS Bl o AR B AT A8 R B AT SR 1

2. Member States shall provide for an accessible and easily understandable opt-out
mechanism to exercise the right established in paragraph 1, whereby natural persons
may explicitly state that they do not wish to have their personal electronic health data
processed for secondary use.2. & 51 [E N FE —Fh 7 T 3R H 5 T B )18 H AL
i, DATRESE 1 iisn i, deik, BN AT RS A B A N R 7
SRR T T A

3. Once natural persons have exercised the right to opt out, and where personal
electronic health data relating to them can be identified in a dataset, personal
electronic health data relating to those natural persons shall not be made available or
otherwise processed pursuant to data permits issued under Article 68 or health data
requests under Article 69 approved after the natural person has exercised the right to
optout3. —E HRNATAE VB AL, HAEKIESE Pl 00 5 HAH SR AR
AR R, W ATFARYE 1% E 28 ANAT AR BB K P52 68 2% A T3 B HdfE VF AT Bl
MRYE 5 69 AFALERfE FeEE TG R, SR At E0E HAh 5 AUAL BIX 28 5 AR B A
HL Y R

The first subparagraph of this paragraph shall not affect the processing for secondary
use of personal electronic health data relating to those natural persons pursuant to data
permits or health data requests that were issued or approved before the natural persons
exercised their right to opt out. A EE — WA RN MAR P8 H AR AAT IR AL 2 AT &
25 R BT HE R B804 VT AT BEE B R 1 SR, 0 SR 8 AR NS N LT A
BEAT AR I R AL 3

4. By way of exception from the right to opt out provided for in paragraph 1,
a Member State may provide in its national law for a mechanism to make data for
which a right to opt out has been exercised available, provided that all the following
conditions are fulfilled:4. YEJyXF5E 1 R HIIR ARG AL, i 3 AT AE L
A RE — ML, A CAT AR AR BIE RE B, T BT AL LR TR 5%
(G

(a) (a) the health data access application or health data request is submitted by a public sector
body or a Union institution, body, office or agency with a mandate to carry out tasks in
the area of public health, or by another entity entrusted with carrying out public tasks



in the area of public health, or acting on behalf of or commissioned by a public
authority, and the processing of those data is necessary for any of the following
purposes:{g FEEHE 17 i) F S B FEEOE 1S R B DU WU s AR 42 . AN T
AU PAT AR S IR A FEERIINUA . WREEHLR . AR Ip A = B, B3z
ZAEAE 2 3L PAEGIRHAT A AT S5 1 A 24k, 8RR AL RITERZ AL )R
TACMISEAR,  FLHX S50 1 AL HET T DA AT AR H T 5 A L B«

(i) (—) the purposes referred to in Article 53(1), points (a), (b) and (c); 5 53 2526 (1)
Ho(a) (b)) Al (o) TFTRHR;

(i) (=) scientific research for important reasons of public interest; i T 5 K /A HF|
an S R IR R0 5

(b) (Z.) those data cannot be obtained by alternative means in a timely and effective manner
under equivalent conditions; 7F: [R] & 25 11 T, IX L4 Jo vk ik Foqth 75 =X 5 iy A
IREL;

(c) HE T B0 5% 2 A i) Hofth Hithe  health data applicant has provided the justification
TEREESE, Bk B #35){#Ereferred to in Article 68(1), point (g), or in Article 69(2), point
REFHART 02 B A AT AR i (g). A8 FRAIE il N\ D4R EE 68 2628 (1) 3K (g) TElEE 69
& IV A 2 (2) K (g) TFTIRMHELH.

The national law providing for such a mechanism shall provide for specific and
suitable measures in order to protect the fundamental rights and the personal data of
natural persons. #i & IS ML (1] ] S5 N HIE Bk HIG 148 5t, LUORYT H AR
NI HEABRFIAS NH -

Where a Member State has provided in its national law for the possibility to request
access to data for which a right to opt out has been exercised and the conditions
referred to in the first subparagraph of this paragraph are fulfilled, those data may be
included when carrying out the tasks under Article 57(1), points (a)(i), (a)(iii) and (b).
A SRE R oy B AR E AV e, T EAT AR AR e, FTRARE T A,
A — TR SFATAF 2 L, WIFESATEE 57 2638 (1) 3K (a) T (D H. (a)
W CGii) HA (b) TUEE BRSNS, FTANIX LEH R

5. The rules on any mechanism to implement exceptions provided for under
paragraph 4 by way of exception from paragraph 1 shall respect the essence of the
fundamental rights and freedoms and shall be a necessary and proportionate measure
in a democratic society to fulfil purposes of public interest in the area of legitimate
scientific and societal objectives.5. Xf Tk 25 1 3K B9 4ME T R STt 25 4 ) ATt
SE B AN AEATHLA], FERRIN R o AR AN B A, HAERTEH-SH, N
SEHUE AR A AL 2 H AR Us Y 1) 2 358 2 H Y, RS — T 2 HAHAR B4
Jiti o

6. Any processing carried out in accordance with a mechanism to implement
exceptions provided for under paragraph 4 of this Article shall comply with the
requirements of this Chapter, in particular the prohibition on re-identifying or
attempting to re-identify natural persons in accordance with Article 61(3). Any
legislative measure providing for a mechanism in national law as referred to in



paragraph 4 of this Article shall include specific provisions for the safety, and the
protection of the rights, of natural persons.6. HR¥EAZLE 4 FIN & A5 HME T 5L it
P P B AT AT AL ], BINAF S AT R ER, Rpjl 2 MR F 5 61 2650 3 30K
TEE IR B R N3 AT B R0 S B B RO B E o & EE R A R 4
FPTIRALHIAE A E AR SLIE TR, 8 N5 o0 T H AR N 224 RABURER3P 1) H

(LSS

7. Member States shall notify without delay the Commission of the provisions of
their national law which they adopt pursuant to paragraph 4 and of any subsequent
amendment affecting them.7. ¥ 52 [E W 37 B0EE AR 98 55 4 ad i) B Py v 30 e BA
SN IR LR E AT 5 ST BRI A 2% .

8. When the purposes of the processing of personal electronic health data by a health
data holder do not or no longer require the identification of a data subject by the
controller, that health data holder shall not be obliged to maintain, acquire or process
additional information in order to identify the data subject for the sole purpose of
complying with the right to opt out under this Article.8. i ffE £ 88 £ A & AL HE A
N HL 0 RS B H B AN 5 2 BN 7 75 42 8 3 AR s AR, g R 5
A TE LG5 BAT AR 56 € IR AL OR B\ SREXEAL B AAME B LATR 7 E s
FAE.

Article 72 5 72 £

Simplified procedure for access to electronic health data from a trusted health

data holder M54 REEHE RFA & AIRBUE TR REBIE I RLE P

1. Where a health data access body receives a health data access application pursuant
to Article 67 or a health data request pursuant to Article 69 that only covers electronic
health data held by a trusted health data holder designated in accordance with
paragraph 2 of this Article, the procedure set out in paragraphs 4 to 6 of this Article
shall apply.1. g FEEHE DT R HUL U BRI 28 67 2% 32 Hh B4 R s 1 1) 355
BRI 26 69 254 tH WU RARYE A S5 56 2 AR E TR R EE Fr A & T i B
) BEL 0 RS PR B B T SR INy, REE AR SR 20 4 2 6 KHUE AR .

2. Member States may establish a procedure whereby health data holders can apply

to be designated as trusted health data holders, provided the health data holders meet

the following conditions:2. ¥ i3 B A& 7 —FF2 7, #Eik, MEREEHRE A nl H

TR B S AR R A &, AR A B R A 2 LR AR

(@) (@) they are able to provide access to health data through a secure processing environment
that complies with Article 73;' &A1 1RE U IH I 7 & 56 73 25 0E 1% A AL BB HE AL (g
RS 17 i AR 5

(b) () they have the necessary expertise to assess health data access applications and health

data requests; flLAI T4 VPG i FE R U5 1) H U5 A0 g RS 17 KT 7 B0 2 Mk R

(c) HB T~ fi B 10 3% 2 A0 I H At B 7 {2 B¢ Ethey provide the necessary guarantees to ensure
e, BB FEN AR . 7] 5 #i% compliance with this Regulation. & 17 #2 £t 4 B[]
% AN FE B I A 2% I B PR, DABRORTT & A1,



Member States shall designate trusted health data holders following an assessment of
the fulfilment of those conditions by the relevant health data access body. % 7 & W 7
FH O Ak RS U IR AT LAL %o T 6 2% A (0036 2 1% DL BEAT PRA )i 5 Fi8 7 25 AT O i e 2
TRE#

Member States shall establish a procedure to regularly review whether the trusted
health data holder continues to fulfil those conditions. % 02 [E B 3 #4277, € B A&
SABAT e B G 45 3 T2 15 4k S0 /L 1K L8 2% A

Health data access bodies shall indicate the trusted health data holders in the dataset
catalogue referred to in Article 77 A& FEE( s V7 | LA R FESE 77 2% BT ik 88 H ¢
R I S E AT R AR Fr A

3. Health data access applications and health data requests referred to in paragraph 1
shall be submitted to the health data access body, which may forward them to the
relevant trusted health data holder.3. 25 1 Z ik it £ B¢ H s 1y v 35 A0 4 bR 2 4
T SR N A 20 i R U IR WL T2 UL PR LA T 4 A 5 A vl {35 ik R 5
o

4.  Following receipt of a health data access application or health data request
pursuant to paragraph 3 of this Article, the trusted health data holder shall assess the
health data access application or health data request against the criteria listed in
Atrticle 68(1) and (2) or Article 69(2) and (3), as applicable.4. 7EUK FIHR #4264 3
IR (P 1 B U 10) BV BlE R EE 15 5K IS, IS (i Bt R A N B AR B & H
FEoL, WHIEEE 68 254 (1)FAEEQ)IREE 69 45 QM E @)K yIbRtE, *fiZ
i FEAICHE U 1) FH S B R 1 SR AT PR A

5. The trusted health data holder shall submit the assessment it carries out pursuant
to paragraph 4, accompanied by a proposal for decision, to the health data access body
within two months of receipt of the health data access application or health data
request from the health data access body. Within two months of receipt of the
assessment, the health data access body shall issue a decision on the health data
access application or health data request. The health data access body shall not be
bound by the proposal submitted by the trusted health data holder.5. B {5 18 5 £ 4
FFAA 5 ALV 3 i 5K U7 ) LA B £ SR i 17 ) R Bl B 135 K a1 R
N, B FEARYEES 4 FOT R PP LA B iy i P S B A 4 iz LA o i BREEK
e U7 R UAE AL B DAL 5 AR AN N, et i R S50 17 ) P 335 i f BRI SR A
HRE o FEEEE DT IR ML AN 32 AT A5 (i B F 6 J IR A8 I 2 R

6. Following the health data access body’s decision to issue the data permit or to
approve the health data request, the trusted health data holder shall carry out the tasks
referred to in Article 57(1), points (a)(i) and (b).6. FE{8FEEHE U [a] B P 58 i1 & H
P VAT B e 1 R 5, S AS AT B BBl 15 A7 38 BLAAT 28 57 2658 (1)
() (D BHA (b) BIFTRES-.

7. The Union health data access service referred to in Article 56 may designate
health data holders that are Union institutions, bodies, offices or agencies which
comply with the conditions laid down in paragraph 2, first subparagraph, points (a), (b)
and (c), of this Article as trusted health data holders. Where it does so, paragraph 2,



third and fourth subparagraphs, and paragraphs 3 to 6 of this Article shall
apply mutatis mutandis.7. 5 56 5% FT 48 IR R {1 R A4 Vg 1) il 55 7T 48 7€ 75 & A8 2%
52 BB Bi(a)s (b)MI(c) TR E A R BN LAL . A, Ip AL ERAC B
VRN BRI AN, R E N E R A N fERXFEI T, R%%H
2R =AY B LA L 3 25 6 NS IEH .

Article 73 7 73 #
Secure processing environment 22 A E IR E

1. Health data access bodies shall provide access to electronic health data pursuant to
a data permit only through a secure processing environment which is subject to
technical and organisational measures and security and interoperability requirements.
In particular, the secure processing environment shall comply with the following
security measures: 1. {8 5250405 U7 5] LA AN AT 38 0o ¥ & 10 AR H 2338 it DA J 22 4
5 AR EOR B 22 A A RIS, s B Y rT S Ak v e R B U TR BUTR
R, 1% A b BRI LR Y DL 22 A -
(@) (@) the restriction of access to the secure processing environment to authorised natural
persons listed in the data permit issued pursuant to Article 68;{X 7t VFHR 15 2 68 25l &
AR VE AT oP BT A B SRA A SR N HEN 22 A R B3R 5

(b) (Z.) the minimisation of the risk of the unauthorised reading, copying, modification or
removal of electronic health data hosted in the secure processing environment
through state-of-the-art technical and organisational measures; i it # 2% #F 1) 352 AR Al
LA, AL 2 A AL BRI A7 A () T BB B R 2 3B . B &
SO o D XTI

(c) BT BRI 3 Z #M Hthe limitation of the input of electronic health data and the inspection,

HoAth B 1 R4, Hmodification or deletion of electronic health data hosted in the secure

155k B % 3l i BE M. F #Eprocessing environment to a limited number of authorised identifiable

Fr . AT 5 SR A A A individuals; B (R 4 N B BR 1], DA S F AT PRECGE I 2 5 ACAT IR

BE WMV A, A A 2 A BT Th A 1 g R AR AT R A B
B

(d) (d) ensuring that health data users have access only to the electronic health data covered
by their data permit, by means of individual and unique user identities and confidential
access modes only; i i ME— )N A 7 B 0y A DR D7 IS X, DR A e e 16 P 2
AN REVT 7] FLECHE VAT T I6R i 1) R R

(e)the keeping of identifiable logs of access to and activities in the secure processing
environment for the period necessary to verify and audit all processing operations in that
environment; logs of access shall be kept for at least one year; 7E LB #ARN, LRAEN %4
A FRIA S PR U7 10 AL AR S S A AT R H RS, DASGAE AN Tz A B i BT AL B A
] [ 5N 2 DR AF — 4

(f) (f) ensuring compliance and monitoring the security measures referred to in this paragraph

to mitigate potential security threats. #ifR A58, FFIRIFEAB & HHE L) a5, LA
SR AT )2 2 W



2. Health data access bodies shall ensure that electronic health data from health data
holders in the format specified in the data permit can be uploaded by those health data
holders and can be accessed by the health data user in a secure processing
environment.2. fHFEHHETT RN N ARG, fd BEECE 15 A # BEs LAk Bodls v ]
R AR A% L - R, HL A BRI 136 ) 3 REE A 22 4= O AL BRI S o
U7 IA] X SO

Health data access bodies shall review the electronic health data included in
a download request to ensure that health data users are only able to download
non-personal electronic health data, including electronic health data in an anonymised
statistical format, from the secure processing environment. {g i 238 U7 7] HL I B 25 X6
A R PR Y A R AT A, DARA DR (g RO 8 R e 22 a4
AT BRI N T R, G AL Gt A% U B e R

3. Health data access bodies shall ensure that audits of the secure processing
environments are carried out on a regular basis, including by third parties, and shall
take corrective action for any shortcomings, risks or vulnerabilities identified by those
audits in the secure processing environments.3. &5 £ 17 i) B N0 L8 58 %) 22
AL EAT O, B REREE = AT O, RN 2 A A PRI X L T
BT R LA AT SR B DRI B s 11 R B M L

4.  Where recognised data altruism organisations under Chapter IV of Regulation
(EU) 2022/868 process personal electronic health data using a secure processing
environment, those environments shall also comply with the security measures set out
in paragraph 1, points (a) to (f), of this Article.4. #R#E (KKEIZ&%] (EU) 2022/868)
S5 VU N E BB A A T S S 22 4 A BRIA ST vh b FRAS N F T BB e, 1X
SEPASEIE PSSR 13K () & (D TUHE 12 A it

5. By 26 March 2027, the Commission shall, by means of implementing acts, lay
down the technical, organisational, information security, confidentiality, data
protection and interoperability requirements for the secure processing environments,
including with regard to the technical characteristics and tools available to the health
data user within the secure processing environments. Those implementing acts shall
be adopted in accordance with the examination procedure referred to in
Article 98(2).5. #2027 £ 3 [ 26 H, T MNIBMSEHIER, & ZEBA
BRIEOR . HEL FR e R, BRI LRI ESR, i REdE
F A 22 4 R BREA S vh ] {5 F A AR AR AN T 5 777 T AR K o T e S 5 AR
P 5 98 255 (2) APk S fE Fridid .

Article 74 75 74 % FEHIIIR
Controllership 21

1. The health data holder shall be deemed controller for the making available of
personal electronic health data requested pursuant to Article 60(1) to the health data

access body.1. HRIEE 60 265 1 ZKBIHE, MR 6 77 1 BRERE U5 [ LA
FROLFTIE SR N T BB, i BB R 5 N % i1l 3



The health data access body shall be deemed controller for the processing of the
personal electronic health data when fulfilling its tasks pursuant to this Regulation. {g
FREECHE VT TR UL LEAR B 25 ) JE AT AR 55 I, NS S N R fi RS Ak P )
P .

Notwithstanding the second subparagraph of this paragraph, the health data access
body shall be deemed to act as a processor on behalf of the health data user acting as
a controller for the processing of the personal electronic health data pursuant to a data
permit issued under Article 68 in the secure processing environment when providing
data through such environment or for the processing of such data pursuant to a health

o Ay

data request approved under Article 69 for a response to be generated. )& & A A 7K 5
TIHIRE , R VT AU A I 2 e A PR BT SR AR A AR I, AREZE 68 2%
LA RIS VI AT O6 AN N H A RS R AT Ab 3, B0 D A B B2 T AR 48 25 69 2%
FHh I PR AR BB 8 1 SRNHZ R HEAT AR BRI, IR AR AR s il 2 IR e 2
P AR AP .

2. In situations referred to in Article 72(6), the trusted health data holder shall be
deemed controller for its processing of personal electronic health data related to the
provision of electronic health data to the health data user pursuant to a data permit or
a health data request. The trusted health data holder shall be deemed to act as
a processor on behalf of the health data user when providing data through a secure
processing environment.2. fE55 72 5558 6 A PTIRIE LA, Al EAE REHE R AAE
AR Hf Bl V7T B R e 1 S ) R4 156 1 = 4R A A BRI i A R,
FHIRAN N B 7l B CHRS 1) Ah 2 7 A A0 A4 1 3 o S TS (i Rl R A Nl 2 4>
REBEIA I SR AR, ML AR A B A I 3 DAL B B AT 5

3. The Commission may, by means of implementing acts, establish a template for
agreements between controllers and processors under paragraphs (1) and (2) of this
Article. Those implementing acts shall be adopted in accordance with the examination
procedure set out in Article 98(2).3. ZE A Al I LA, ARIEALH (D
AMEE (20 R BRI 5 AT 2 18] B P e AR . MRS St vk S I AR
Pa5H 98 265 (2) A s fEfridid .

SECTION 4 4 #
Cross-border infrastructure for secondary use #2535 — /K A1E/HRwl 8 e

Article 75 575 #
HealthData@EU BX 35 @ REEHE 7 &

1. Each Member State shall designate one national contact point for secondary use.
That national contact point for secondary use shall be an organisational and technical
gateway, enabling and responsible for the making available of electronic health data
for secondary use in a cross-border context. The national contact point for secondary
use may be the coordinator health data access body referred to in Article 55(1). Each
Member State shall inform the Commission of the name and contact details of the



national contact point for secondary use by 26 March 2027. The Commission and the
Member States shall make that information publicly available.1. /™% 574 [E N f5 &
A TRAE P B SRS A 1% A B SRR R R E VAR EOR N 5, 5T
FEFS BEIG LN SR A HE g BB Lt — kA, IR v iR Sy . IR E
HRZE RURT L 2R 55 2556 (1D Rk i fa RREE g In) Bir AL o AN Bl B N AE
2027 4 3 1 26 HEMH o H E KBS s AR A R T N i Z 2. /i
SR 51 B2 AT B A Z T AR

2. The Union health data access service shall act as the contact point of the Union’s
institutions, bodies, offices and agencies for secondary use and shall be responsible
for making electronic health data available for secondary use.2. KK B {8 5 £ V5 0
R 55 BEAE A BR B AT A T B AIHLRILE Al 5 ThD R B wst s FE 47 5%
SRBt ATt = R A B T R

3. The national contact points for secondary use referred to in paragraph 1 and the
Union health data access service referred to in paragraph 2 shall connect to the
cross-border infrastructure for secondary use, namely HealthData@EU. The national
contact points for secondary use and the Union health data access service shall
facilitate the cross-border access to electronic health data for secondary use for
different authorised participants in HealthData@EU. The national contact points for
secondary use shall cooperate closely with each other and with the Commission.3. 2§
1R S IR AR P I SRR 2% ) AT 5 2 3k 8 B ) R L 3 Rl 7 Il il 9% B e N —
A TS B AL At B0, B HealthData@EU . — XA [ SR 1B 45 s MK S 4 Kt
Vi A ik 55 B9 HealthData@EU AN R 42 AL 2 5 3 5 558 15 ) FH 1 kA T A HE
TAR AR PR AR . U Rk E% NI B T S A, I SR B
ZJREg (e

4. Health-related research infrastructures or similar infrastructures whose
functioning is based on Union law and which provide support for the use of electronic
health data for research, policymaking, statistical, patient safety or regulatory
purposes may become authorised participants in HealthData@EU and connect to it.4.
50 FREAR DG A 7o B il i it B R AL R i 5, FLS (R RS TR A, ok T
f@REHE H TR 7L BURHE . gith. B 2 auilid  H RIS, TR
HealthData@EU FI#E NS 5E H 5 2 iE#H:.

5. Third countries or international organisations may become authorised participants
in HealthData@EU where they comply with the rules of this Chapter and provide
access to health data users located in the Union, on equivalent terms and conditions,
to the electronic health data available to their health data access bodies, subject to
compliance with Chapter V of Regulation (EU) 2016/679.5. & = [ i [F R4 414 %
SEARTERE, FFARYE [F) S5 25O A, 1) 5 - 19 B 4k R ESca - S AH R e
P U7 R HUAG AR B T BRI, BT S ((BREH)2016/679 52601 28 T i
g, WA ECA HealthData@EU IS 5% .

The Commission may, by means of implementing acts, determine that a national

contact point for secondary use of a third country or a system established at
international level by an international organisation is compliant with the requirements



of HealthData@EU for the purposes of secondary use of health data, is compliant
with this Chapter and provides access to health data users located in the Union to the
electronic health data it has access to on terms and conditions equivalent to those of
HealthData@EU. Compliance with those legal, organisational, technical and security
requirements, including with the requirements for secure processing environments
provided for in Article 73, shall be checked under the control of the Commission.
Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 98(2). The Commission shall make the list of
implementing acts adopted pursuant to this paragraph publicly available.Zs 72 2> 7] A
I SE AR S A RE B = B e [ SR 4% 5 B B 2R [ B 2 T S ST
AR G4T & HealthData@EU 5% F- i Fefidls IR 2R fraAmile, JFH
RELLAL TR 2 A4 BE B8 ] 7 LA 5 HealthData@EU [7] 45 (1) 2% 2R A 4 17 1) el
AREU 7 R s . AR R HE S, N AT E IR AR, AL R
Mz R (BFESE 73 ZM0E M2 BRI E R TS . XSk R
RLARYE S 98 25 (2) FTIR KB AR Pl . 23 A ox BLREAR 4 A< i 1) SE e
RGN Z TR

6. Each national contact point for secondary use and each authorised participant in
HealthData@EU shall acquire the required technical capability to connect to and
participate in HealthData@EU. They shall comply with the requirements and
technical specifications needed to operate HealthData@EU and to allow them to
connect to it.6. RN A8 A B FKERES fi DL K HealthData@EU &M EI S H &
# B H £ 3%E $: 9 2 5 HealthData@EU FT i MR GE 7 . M A1 % <7 iz 8
HealthData@EU LA SEELS 21 6 B0 7 i 2RI .

7. The Member States and the Commission shall set up HealthData@EU to support
and facilitate the cross-border access to electronic health data for secondary use,
connecting the national contact points for secondary use and authorised participants in
HealthData@EU and the central platform referred to in paragraph 8.7. il fd [E A7 7
2N 37 HealthData@EU, LA RRAE 3 15 15 3R B A (g e 20t - — I8 A
W KA FH %) B KBRS £ HealthData@EU AL S 538 LU S 8 Sk Fridk (1) v ol
T EERGRE K.

8. The Commission shall develop, deploy and operate a central platform for
HealthData@EU by providing information technology services needed to support and
facilitate the exchange of information between health data access bodies as part of
HealthData@EU. The Commission shall only process electronic health data on behalf
of the controllers as a processor.8. Zz i 2 Nt 1 $i {1 3 47 A 1 Ag Fe £ 45 U7 5] Al
22 1845 B A BT 75 A5 B oK RST, PR #F& M2 E HealthData@EU A 3t
‘F- 5, {EN HealthData@EU {37« 2 0 S AUE AR E AR R 15 1) 25 AL B
T AR .

9. Where requested by two or more national contact points for secondary use, the
Commission may provide a secure processing environment which is compliant with
the requirements of Article 73 for data from more than one Member State. Where two
or more national contact points for secondary use or authorised participants in
HealthData@EU put electronic health data in the secure processing environment



managed by the Commission, they shall be joint controllers and the Commission shall
be processor for the purpose of processing data in that environment.9. 4/ Z >
T E SRS SR T ORI, BRI R AT R RS S T3 SRR %
GACFRIAEE, FITARPER E — AN PL s A A . A B A A E
Wk o B R @ Wk B IR A S 5 R T BRI TN R R
PRI 22 4 AR PRIA S ), ARATT A Y3 R, MR B 2 A o U A iz 3 5
H B A R ) A A

10. The national contact points for secondary use shall act as joint controllers of the
processing operations carried out in HealthData@EU in which they are involved and
the Commission shall act as processor on behalf of those national contact points for
secondary use, without affecting the tasks of health data access bodies prior to and
following those processing operations.10. - YX/fF F 1) [E K B L% s NAE N HZ 51
HealthData@EU H* it )T JE AL B4R AF (B & 12 1) 3 5 12 SR e AR 9 AR IR 8 K

i Y R B8 A AR B 2, ELAN S M0 (i RRE 5030 07 T ML A IX BB A BR R AF AT JR AT

%o

11. Member States and the Commission shall seek to ensure that HealthData@EU is

interoperable with other relevant common European data spaces as referred to in

Regulations (EU) 2022/868 and (EU) 2023/2854.11. f% i [ F1Z5 53 43 N 5% 7 #f

HealthData@EU 5 (RRBIZ&H1)  (EU) 2022/868 Al (EU) 2023/2854 th 42 % [
FLAhAR SR W 3L 7] B =0 18] B2 AR A

12. By 26 March 2027, the Commission shall by means of implementing acts, set
out:12. #2027 54 3 J] 26 H, &Gl sk, file LT A

(a) (a) requirements, technical specifications and the IT architecture of HealthData@EU, which
shall ensure state-of-the-art data security, confidentiality, and protection of electronic
health data in HealthData@EU;HealthData@EU MK F ARG AT 224, XL
2N TR HealthData@EU H 3 fi FERE 14 B B S B O KU 22 4k L IR AT R
14 5

(b) (Z.) conditions and compliance checks required to be able to join and remain connected to
HealthData@EU and conditions for temporary disconnection or definitive exclusion
from HealthData@EU, including specific provisions for cases of serious misconduct or
repeated infringements; A JF{£ %5 HealthData@EU (1342 It 75 ¥ 5% 1 F1 & LI
R, DUSCE I W I 2 5 Ak A HERR H HealthData@EU 551, BL4EEH X ™ &
AN AT B U R L BRI E

(c) LT {8 B s 2 A1 ) HoAth Hithe minimum criteria that need to be met by the national
TEREEHE, B35k 8 # 3 contact points for secondary use and the authorised participants
N R 7] % 3k % Aliin HealthData@EU; 1B 58 — 2 A% FH X 2% 5 UL A HealthData@EU
T B 0 L S P B TS 538 75 E 2 1 S AR

(d) (d) the responsibilities of the controllers and processors participating in HealthData@EU; %
5 HealthData@EU (1) fil] & FI AL 3 2 1 945

(e)the responsibilities of the controllers and processors for the secure processing environment

managed by the Commission; 2 [ 2 5 BIL 1) % 4 AL B IR B b il 38 AN AL B35 1 53 AT



(f) (f) common specifications for the architecture of HealthData@EU and for its

interoperability with other common European data spaces.HealthData@EU Z2f4) 118 FH
R0 S 5 F A KR 3688 FH 4 = 1) ) B R AR o

The implementing acts referred to in the first subparagraph of this paragraph shall be
adopted in accordance with the examination procedure referred to in Article 98(2). 4%

R — DU 8 B S E R N ARYE 2 98 2658 (2D FRPTR I o A A2 sl .

13.  Where there is a positive outcome of the compliance check referred to in
paragraph 5 of this Article, the Commission may, by means of implementing acts, take
decisions to connect individual authorised participants to HealthData@EU. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2).13. #H AR 5 F TR F& MR & 45 R NFEYE, Z iR
S ALEE SEVE SR, RERA DRI S 5 4% HealthData@EU . 128 SL 2
MRS 98 2558 2 KPR i) o AR il .

Article 76 576 %

Access to cross-border registries or databases of electronic health data for
secondary use 3REUAH T 2R f3 A B B 5% Fe (8RR 03 B 1 A B8 2 B U7 ] A
fR

1. In the case of cross-border registries and databases, the health data access body
with which the health data holder for the specific registry or database is registered
shall be competent to decide on health data access applications to provide access to
electronic health data pursuant to a data permit. Where such registries or databases
have joint controllers, the health data access body that decides on the health data
access applications to be used to provide access to electronic health data shall be the
health data access body of the Member State where one of the joint controllers is
established. 1. 7£15 58 G0 AMAEEE ZE FITHOL N, H5 g 510 Ak B8 e e BEECE
R T A R U R D UA B BURR S5 B v vl 3R A 14 R U7 )
A B U 1) HRAE R HH € o A ISR 8 10 AL B P e B A s i) 2, U 47 B
0 T PR At i A U7 1) 0 RO U7 1] R3S R M R A A BRI U5 IR AL
By — A4 B SR BT AE A E B f REEE T R LA .

2. Where registries or databases from a number of Member States organise
themselves into a single network of registries or databases at Union level, the
associated registries or databases may designate a coordinator to ensure the provision
of data from the registries’ or databases’ network for secondary use. The health data
access body of the Member State in which the coordinator of the network is
established shall be competent to decide on the health data access applications to be
used to provide access to electronic health data for the network of registries or
databases.2. 42l bt [ R 510 AL B E e FE KA 2H R BER R )2 1D 1) B — 0 A B
Bl AN, A S8 C AL BB e T 48 2 — 2 W 51, DA IR 2 810 AL B8
P 125 ) 4% R A A A B o TN % R 3 P s 7 R R 58 7 e AL
A B Ak RS U5 10) FAE AR e, X 48 B D B e Ak Bisidfs 1 I 45 2
A H i B 1 U7 TR AR -



SECTION 5 35 7

Health data quality and utility for secondary use /5T — K 1&/F 112 L7 /7 E/T
XA

Article 77 5 77 #
Dataset description and dataset catalogue $(#58E Ui B FIEFEEE H %

1. Health data access bodies shall, through a publicly available and standardised
machine-readable dataset catalogue, provide a description in the form of metadata of
the available datasets and their characteristics. The description of each dataset shall
include information concerning the source, scope, main characteristics, and nature of
the electronic health data in the dataset and the conditions for making those data
available.1. fHHEEE VT IR RS 2 T 0] H BAREA RIHLES AT o 46 H 5%,
DA HS 0 1 23R A P FH il £ K AR 9 o 1> Bt 2 O a3k B A 4 A Ok
AR T R EAR SRR JE R EERE . MR DL SR AT e 1) 2%
HE B

2. The dataset descriptions in the national dataset catalogue shall be available in at
least one official language of the Union. The dataset catalogue for Union institutions,
bodies, offices and agencies provided by the Union health data access service shall be
available in all official languages of the Union.2. [E &4 H 3+ 195 42 Ui v
J7 2 /b LR B ) — e 548 5 S it o rhr R B A et t U7 Iv) ike 2% 2 14 1) RR R ATL A
FA L IR AL I 4 H SN DARK SR I BT A B 7 18 5 it

3.  The dataset catalogue shall be made available to single information points
established or designated under Article 8 of Regulation (EU) 2022/868.3. % #i4E H
FNFAEAIRE (B (BU) 2022/868) 5 8 4k W7 uldh i [H 5 —15 KA

4. By 26 March 2027, the Commission shall, by means of implementing acts, set out
the minimum elements health data holders are to provide for datasets and the
characteristics of those elements. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in Article 98(2).4. | 2027 4F
326 H, ZRASNEDSLIES, HE @B A N R R A &
REEER DL SOX B AR AIE o X LSS 28 AR 5 98 2558 (2) 3k TiR i o &

Article 78 7 78 #
Data quality and utility label ${35 Fi &1 Sz AR

1. Datasets made available through health data access bodies may have a Union data
quality and utility label applied by the health data holders.1. i fd 5 E s 15 ] ML
SEALRIHRSE, WIRES A M R RF A b T ) R e o B AT S P A AR 2

2. Datasets with electronic health data collected and processed with the support of
Union or national public funding shall have a data quality and utility label covering

the elements set out in paragraph 3.2. 7F KK B3 50 58 A I 5% £ S FF U AN AL HE 1)
A5 F B RO (B R 4R, N A IR A5 2 3 3 I O 22 3R ) B e o A AR AR A



3. The data quality and utility label shall cover the following elements, where
applicable:3. H# ot &A1 S FH AR 25 NI o DA T id 2231

(a) (a) for data documentation: metadata, support documentation, the data dictionary, the
format and standards used, the source of the data and, where applicable, the data
model; FI T8 3O Juliddls . SCRAPESCRE . Bt i, e A ks URIpRdE . 2
PR, PASIE FH G BB AR

(b) (Z.) for assessment of technical quality: the completeness, uniqueness, accuracy, validity,

timeliness and consistency of the data; FH T- PP HOR i & £ ) s 8 . MuRef:
HERPE. AR S PR AT — 35

(c) HL 7~ fE FEid sk 2 AP HiAthfor data quality management processes: the level of maturity of

BT BE 8, 45K H #4the data quality management processes, including review and

SN R . 1] 5 8 audit processes, and bias examination; F T~ 4 i & & FEIRFE : B

e MIZ0 R 6 M N8 5 1 0 ot i B UAU AR B0 A KT, BT o A AN THIRURR DA A (e 22

P [DREE

(d) (d) for assessment of coverage: the period, population coverage and, where applicable,
representativity of the population sampled, and the average timeframe in which
a natural person appears in a dataset; H 7-78 a5 Jo P4 . BABR . NS, L
S R B dse N BARERE, 3B AR N H IAE B £ v (0P Y IS R Y

(e)for information on access and provision: the time between the collection of the electronic
health data and their addition to the dataset and the time needed to provide electronic health
data following the issuing of a data permit or a health data request approval; > T 3R B A1 2 {3t
A5 F e R AR 5 VS I 38 00 4R 2 T Ry I ), AR A 5080 Vsl gt R 5090 14
SRERA ) F2 Bt i R P 5 F I 1

(f) (f) for information on data modifications: merging and adding data to an existing dataset,
including links with other datasets. 7 XE R B U 115 B . & I IR Eda v m 2 2
AT, OS5 AR .

4.  Where a health data access body has reason to believe that a data quality and
utility label might be inaccurate, it shall assess whether the dataset covered by the
label meets the quality requirements forming part of the elements of the data quality
and utility label as referred to in paragraph 3 and, in the event the dataset does not
meet the quality requirements, shall revoke the label.4. =41 5 H 48 U7 10 WL A 2 B
AR 25040 I 52 R0 S FH PR AR 28 T B AN HERAET S S PPAS 25 25 B o [ 20 B 2 15
FEE o 3 KT I A RO ot A0 S P PR 25 S 30— ¥ 70 O o B K I R £
AFFE XK, N S 120535

5. The Commission is empowered to adopt delegated acts in accordance with
Article 97 to amend this Regulation by modifying, adding or removing elements to be
covered by the data quality and utility label provided for in paragraph 3 of this
Article.5. HR¥EEE 97 2%, BRAAPCHL RBUERBITAFKN], WAKE 3 3
5E HOHCE o NSO R 25 I o ) SR AT B 05, BN Bl

6. By 26 March 2027, the Commission shall, by means of implementing acts, set out
the visual characteristics and technical specifications of the data quality and utility



label, based on the elements referred to in paragraph 3 of this Article. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2) of this Regulation. Those implementing acts shall take into
account the requirements in Article 10 of Regulation (EU) 2024/1689 and any adopted
common specifications or harmonised standards supporting those requirements, where
applicable.6. #2027 £ 3 ] 26 H, ZiiosRulid ek, MRIBAKEE 3 300
R, BE i AR RS B R AL S B ARG o 31X 8 S i ik 58 WA
AZEATI SR 98 2556 2 AKPTIR I AR Al . EE RO T, IXLESLEIE RN
JEE] (BREL) 2024/1689 55645155 10 2 HIER, DL SCHFIX EEESR AT Cil
Ao Fy e AR B R AR A

Article 79 5 79 %
EU dataset catalogue Rk B ¥ #E4E H

1. The Commission shall establish an EU dataset catalogue connecting the national
dataset catalogues established by the health data access bodies in each Member State
as well as the dataset catalogues of authorised participants in HealthData@EU.1. Z&
T2 N T — AR B AR H SR, JEFEREA R [ g BRI U 1R LA 2 S ) B X
Hd 4 H 3% DL K HealthData@EU 2S5 & R4 H 3.

2.  The EU dataset catalogue, the national dataset catalogues and the dataset
catalogues of authorised participants in HealthData@EU shall be made publicly

available.2. KK BREPa4E H 3. B EEHESE H F UL HealthData@EU 22 53
PIEAEEE H XN AT -

Article 80 7 80 %
Minimum specifications for datasets of high impact 0 /7 ¥3E 4 K B KRS

The Commission may, by means of implementing acts, determine the minimum
specifications for datasets of high impact for secondary use, taking into account
existing Union infrastructures, standards, guidelines and recommendations. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2).%% i1 <> A I SEHHVEA SR, 7875 RS 2 A 1) Wi B LAl i it
PRt FRFGAIEE AT OL T, 0 B s i A A 2 5 1 i (A - 3X
BBl SR NV ARYE S 98 S5 ER (2) TR H AR P .

SECTION 6 6 7
Complaints i

Article 81 55 81 %

Right to lodge a complaint with a health data access body [F]{& EEHE V5 9 H1H
BRI



1. Without prejudice to any other administrative or judicial remedy, natural and legal
persons shall have the right to lodge a complaint in relation to the provisions laid
down in this Chapter, individually or, where relevant, collectively, with a health data
access body, provided that their rights or interests are negatively affected.1. 7E A5
FALAT HAAT B ARG RIS DL T, B AR N SR N B A B0 7€ 1 2% 5 1) i
R 5 N AR HY R, A B2 OB BN 25 52 21 1 AR, ] Sl
t, WA SRIG LT RS

2. The health data access body with which the complaint has been lodged shall
inform the complainant of the progress made in dealing with the complaint and of the
decision taken on the complaint.2. 2 HE VR FAd FEEHE U7 7] LA BEKE A 345 UF 7Y
3t JEAF Ol A S iz AR A H B o En IR N .

3. Health data access bodies shall provide easily accessible tools for the submission

of complaints.3. i FRERE U M ATLA RLFR AL Z) T8 FH I e 9258 T A .

4. Where the complaint concerns the rights of natural persons pursuant to Article 71
of this Regulation, the complaint shall be transmitted to the competent supervisory
authority under Regulation (EU) 2016/679. The relevant health data access body shall
provide the necessary information at its disposal to that supervisory authority under
Regulation (EU) 2016/679 in order to facilitate the assessment and investigation of
the complaint.4. YRS RARYEA KB 71 2 E I HARABCRIN, 23R M
Bz (WG] (EUD 2016/679) HL5E i EB W E I . FH I8 HE i 15 1]
PFURRZ ] (BRE 61 (CEUD 2016/679) F7E HY 12 M & HLAG 3R A L 2 42 1) b A
B DUREES SR B Pl AT A

CHAPTER V 87 &
ADDITIONAL ACTIONS #MN78473)

Article 82 7 82 #
Capacity building B8 7 #

The Commission shall support the sharing of best practices and expertise to build
capacity within Member States to strengthen digital health systems for primary use
and secondary use taking into account the specific circumstances of the different
categories of stakeholders involved. To support that capacity building, the
Commission shall in close cooperation and consultation with Member States establish

indicators for self-assessment for primary use and secondary use.Z% i1 3 W 37 £ 43 Z
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Article 83 7 83 4



Training programmes and information for health professionals [f [\ T4 Nk A
REEITHRIFE B

1.  Member States shall develop and implement or provide access to training
programmes and provide access to information for health professionals in order for
them to understand and effectively carry out their role in the primary use of and in the
accessing of electronic health data, including in relation to Articles 11, 13 and 16. The
Commission shall support Member States in that regard.1. J& 51 [E N #i1] 78 A1 32 jit 5%
FRARIER IR A, IF R DA TN SR AE R, DB AR T A U8
ATAE L R B AR AR IS, BG5S 11 4%, 28 13 RN
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2. The training programmes and information shall be accessible to and affordable for
all health professionals, without prejudice to the organisation of healthcare systems at
national level.2. BTG BAEL b N AN e SR IX Le 5 Il H A0(5 8, JF HAUHES
&, RN AN 52 i BT A R 2R

Article 84 5 84 £

Digital health literacy and digital health access #{ 2R EIFE 5B F R FIRIGS
%

1. Member States shall promote and support digital health literacy and the
development of relevant competences and skills for patients. The Commission shall
support Member States in this regard. Awareness-raising campaigns or programmes
shall aim, in particular, to inform patients and the public at large about primary use
and secondary use in the framework of the EHDS, including the rights arising from it,
as well as the advantages, risks and potential gains for science and society of primary
use and secondary use.1. J¥ 52 B SR 3 R0 S 47 B8 BB 25 77 DL A oG fig
AL RE AT o MR 2 53 23 AR IR T TH R % SR B 547 o S AR & sh it
R RLRS ) B AR R B AN KA A EAE T B 1A (EHDS) AEZE T 42
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2. The awareness-raising campaigns and programmes referred to in paragraph 1 shall
be tailored to the needs of specific groups and shall be developed, reviewed and,
where necessary, updated.2. 55 1 KR B3 S A RIS SN AL THRI AR 3 4 8 A 1
ok E SR, JENFEATHIE. HA, DIENIENER.

3. Member States shall promote access to the infrastructure necessary for the
effective management of natural persons’ electronic health data, both for primary use

and secondary use.3. Ji b [ N AR HE IR HCA 208 B H SR N {8 A BT 7 0 2
it it, LT EEH BN RERIE.

Article 85 7585 %

Additional requirements for public procurement and Union funding A3 REF0
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1. Contracting authorities, including digital health authorities and health data access
bodies and Union institutions, bodies, offices or agencies, shall make reference to the
applicable technical specifications, standards and profiles as referred to in Articles 15,
23, 36, 73, 75 and 78 for public procurement procedures and when formulating their
tender documents or calls for proposals, as well as when defining the conditions for
Union funding regarding this Regulation, including enabling conditions for the
structural and cohesion funds.1. GFEET TAF BT BREEERE VT WAL LK
MRS . IR, IrpAbEY agencies 78N HIZEZINIM, 1EIEAT A HRIGFREF .
il 7€ FHAR SCAF AR SR AN, DL ACAE B T8 A SR A9 AH 50 B IR B8 <8 2 A (g4t
R MBI SRR ISR I, BINSHELE 15 2%, 3823 %% 36 5. 6
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2. The criteria for obtaining funding from the Union shall take into account the
requirements developed in the framework of Chapters II, III and IV.2. M KK 83 3545 5%
EHIPREN % & RIESE 3 55 = FONIEE DY SEHE S Y 1 E O 25K

Article 86 75 86 %

Storage of personal electronic health data for primary use ™ A\ H -7 FEEHE 1)
FERBRFME

In accordance with the general principles of Union law, which include the
fundamental rights enshrined in Articles 7 and 8 of the Charter of Fundamental Rights
of the European Union, Member States shall ensure that a particularly high level of
protection and security is in place when processing personal electronic health data for
primary use, by means of appropriate technical and organisational measures. In this
respect, this Regulation shall not preclude a requirement under national law, taking
into account the national context, that, in cases where personal electronic health data
are processed by healthcare providers for the provision of healthcare or by the
national contact points for digital health connected to MyHealth@EU, the storage of
personal electronic health data referred to in Article 14 of this Regulation for the
purpose of primary use be located within the Union, in compliance with Union law
and international commitments. f2 48 B BEVA BRI — A S ) (LR A0 s (R B B8 2
ARBORIZETE) 28 7 5055 8 S5 T s B AABUADD il b3 [ B 1 3 24 B 5 R A
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Article 87 87 %

Storage of personal electronic health data by health data access bodies and
secure processing environments {8 FEEHE U5 M AL AN BT BREE K776
PAR Z A B



1. Health data access bodies, trusted health data holders and the Union health data
access service shall store and process personal electronic health data in the Union
when performing pseudonymisation, anonymisation and any other personal data
processing operations referred to in Articles 67 to 72, through secure processing
environments within the meaning of Article 73 and Article 75(9) or through
HealthData@EU. That requirement shall apply to any entity performing those tasks
on behalf of such bodies, holders or service.l. {iFEEAE T MWL 5245 T 1048 B AL
Yo Fr A o LUR R B R U7 ) i 5 AE AT A AL s BE ARG LS 67 28 72 56
TR AT AR Al AN N B AL PRAERATE I, OB 26 73 2656 75 5658 9 STIR I 2 4
b PRI BT B 3 HealthData@EU £ KR 27 58 A A7 i AL AN N R TR B . X
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2. By way of exception from paragraph 1 of this Article, the data referred to in that
paragraph may be stored and processed in a third country, or a territory or one or more
specified sectors within that third country, where such country, territory or sector is
covered by an adequacy decision adopted pursuant to Article 45 of Regulation (EU)
2016/679.2. YENAZLS 1kMIBIAMEDL, 23K Frd B nl £ 28 — [ . 55 = HiK
Hoe— X 8% = EIE N — B AR B TRAT AR AL B, AR i K
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Article 88 75 88 %

Third-country transfer of non-personal electronic data JE4~ A\ B F¥IE K FE=F
B

1. Non-personal electronic health data made available by health data access bodies to
a health data user in a third country under a data permit issued pursuant to Article 68
of this Regulation or a health data request approved pursuant to Article 69 of this
Regulation, to authorised participants in a third country or to an international
organisation, and based on a natural person’s electronic health data falling within one
of the categories referred to in Article 51 of this Regulation, shall be deemed highly
sensitive within the meaning of Article 5(13) of Regulation (EU) 2022/868 where the
transfer of such non-personal electronic data to third countries presents a risk of
re-identification through means going beyond those reasonably likely to be used, in
particular in view of the limited number of natural persons to whom those data relate,
the fact that they are geographically scattered or the technological developments
expected in the near future.1. MR#EAZEH 5 68 2% K I EHE VF o] 55 69 2k HLifE
o fee RS K, e e BRI U7 1R LS 170 28 = [ ) f B P P 28 = 3L
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2. The protective measures for the categories of data mentioned in paragraph 1 of
this Article shall be detailed in a delegated act referred to in Article 5(13) of



Regulation (EU) 2022/868.2. A% 1 ZR TR SR H 8 R e i, NiAfE (B
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Article 89 75 89 %

International governmental access to non-personal electronic health data ] BB

JERTAEAS N o4 RS U )

1. Digital health authorities, health data access bodies, authorised participants in the
cross-border infrastructures provided for in Articles 23 and 75 and health data users
shall take all reasonable technical, legal and organisational measures, including
contractual arrangements, in order to prevent the transfer of non-personal electronic
health data held in the Union to a third country or an international organisation,
including for governmental access in a third country, where such transfer would create
a conflict with Union law or the national law of the relevant Member State.1. £t
FREEHUN L AR FEEAR VT LA 5 23 S5F05E 75 S E 1A 5 50 R bt 150t v 1) 452
W2 5#H L AEREGE 7, BRI V)& B REOR  IERMA S i, &
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2. Any judgment of a third-country court or tribunal and any decision of
a third-country administrative authority requiring a digital health authority, health data
access body or health data users to transfer or give access to non-personal electronic
health data within the scope of this Regulation held in the Union shall be recognised
or enforceable in any manner only if based on an international agreement, such as
a mutual legal assistance treaty, in force between the requesting third country and the
Union, or any such agreement between the requesting third country and a Member
State.2. 5 = kB BGRRE FAEM AR, DAL = AT Bl ER U B
F T A R U7 1] AT LAL) B e 8 (5 P 5 1% A m 0 VD7 ) A2 WK L858 Y A RO A
SAE AR N B AT AT Dg , RA RS TR E 5 MR 22 1A) A
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3. In the absence of an international agreement as referred to in paragraph 2, where
a digital health authority, a health data access body or a health data user is the
addressee of a decision or judgment of a third-country court or tribunal or of
a decision of a third-country administrative authority requiring them to transfer or to
give access to non-personal data within the scope of this Regulation held in the Union,
and compliance with such a decision or judgment would risk putting the addressee in
conflict with Union law or with the national law of the relevant Member State, the
transfer to, or accessing of such data by, that third-country court, tribunal or
administrative authority shall only take place or be provided where:3. 7EANAF1EE 2
TR A Bl BT OL R, AR AR 2 R U7 R LA e fg B
Aot T B e 1) 28 = [V e Bk R O B e B ok, B8 = AT BN R R R E , ORI
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(@) (a) the third-country legal system requires the reasons and proportionality of such
a decision or judgment to be set out and requires such a decision or judgment to be
specific in character, for instance by establishing a sufficient link to certain suspected
persons or infringements; 55 = [F 2. 414 28 TR I 88 R Bk v 5 1) B B b R4 5 B
BRI, H SR ke BOA sk B R M, Bl hnii s 5 S L ik e N BUR AT i
SLFR IR R o

(b) (Z.) the reasoned objection of the addressee is subject to a review by a competent

third-country court or tribunal; and {4 A )& B 5 U0 A 5 R R 36 — B B
BUEERATH S, JEH

(c) HE T8 B id 3¢ Z #hthe competent third-country court or tribunal issuing the decision or

M HoAh B T BEEPE, judgment or reviewing the decision of an administrative authority is

555k 5 #2 3 & B . Flempowered by the national law of the third country to take duly into

2. 1] k4 flitaccount the relevant legal interests of the provider of the data protected

T2 B3 W5 I ¥ 4% 1) Zlunder Union law or the national law of the relevant Member State.{f
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4. If the conditions laid down in paragraph 2 or 3 are met, a digital health authority,
a health data access body or a data altruism organisation shall provide the minimum
amount of data permissible in response to a request, based on a reasonable
interpretation of the request.4. 57 & 5 2 FKELEE 3 ZFN € 1 2514, Z AL
A FRE I 15 1r) ATUAL) B A At 3 SO AL RN AR S X SR B & B AR 12, SR i 215 5K
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5. The digital health authorities, health data access bodies and health data users shall
inform the health data holder about the existence of a request of a third-country
administrative authority to access its data before complying with that request, except
where the request serves law enforcement purposes and for as long as compliance is
necessary to preserve the effectiveness of the law enforcement activity.5. % L4
TR A B U R UL A0 e 156 FH 5 A2 18 < 56 = AT B L oS 9 St U
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Article 90 5 90 %

Additional conditions for transfer of personal electronic health data to a third
country or an international organisation [ 58 = E { E FrH S L5 N B EFE
B4 1O B B 2% 1

Transfer of personal electronic health data to a third country or an international
organisation shall be granted in accordance with Chapter V of Regulation (EU)
2016/679. Member States may maintain or introduce further conditions on



international access to, and transfer of, personal electronic health data, including
limitations, in accordance with Article 9(4) of Regulation (EU) 2016/679, in addition
to the requirements laid down in Article 24(3) and Article 75(5) of this Regulation and
in Chapter V of Regulation (EU) 2016/679. [ 55 — [¥ 5} [ b 2H 23& > N B 718
el BHKIE (BREFZ&) (BUD 2016/679) B HEERIMEST . BRAKI 5 24
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Article 91 55 91 £

Health data access applications and health data requests from third countries 3
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1. Without prejudice to Articles 67, 68 and 69, health data access applications and
health data requests submitted by a health data applicant established in a third country
shall be considered eligible by health data access bodies and the Union health data
access service if the third country concerned:1. fEAFEZIEE 67 25 55 68 25 HI15E 69
FAERIFIER TS, A OCEE = 2 LA R 5, B AR T8 = [ g R s
T 5 TR AC B FEECHE U7 ) FR U AR SR T 5K N g R U 1) B A R
FREEHE V5 7] IR S5 AT & B -
(@) (a) is an authorised participant on the basis of having a national contact point for
secondary use covered by an implementing act referred to in Article 75(5); or #&3& T4
HE 75 258 5 AT S SR 55 1 Al B SR ST O AR S 53
o

(b) (Z.) allows Union health data applicants access to electronic health data in that third
country under conditions that are not more restrictive than those provided for in this
Regulation, and therefore such access is covered by an implementing act referred to in
paragraph 2 of this Article. 7tV Ki B3 {8 5 2 1 1 2 75 A8 88 3k AR 26 45 00 72 2% AR 1
N, V7S = TR, DRI 2R IR S AR R A 2 e S Stk
ESaEa)

2. By means of implementing acts, the Commission may determine that a third
country meets the requirement set out in paragraph 1, point (b), of this Article. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2). The Commission shall make the list of implementing acts
adopted pursuant to this paragraph publicly available.2. Z% 7 &> ABIL SEtvEZR, A
FER S ZE AT A AL 1R (b) AL B R . LR SE % S AR B2 98 26 25(2)
TR AR Pl . 2 51 o MR AR YE AN O R ) SE R SRS B A 2T AR
3. The Commission shall monitor developments in third countries and international
organisations that could affect the application of the implementing acts adopted
pursuant to paragraph 2, and shall provide for a periodic review of the application of
this Article.3. 2z 534 M e il 55 =[5 A [ s 2H 23 rb w8 52 i AR 415 28 2 i il i s
Tk S IE FH B, IR E XA o3& AR HL IR E A



Where the Commission considers that a third country no longer meets the requirement
laid down in paragraph 1, point (b), of this Article, it shall adopt an implementing act
repealing the implementing act referred to in paragraph 2 of this Article relating to
that third country that benefits from access. That implementing act shall be adopted in
accordance with the examination procedure referred to in Article 98(2). U1 % 72 £\
NEE=EABLFEAFKE 1 R0 E KR, NS —TSE ik 5, &
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CHAPTER VI A%
EUROPEAN GOVERNANCE AND COORDINATION k638 5HhiH

Article 92 7 92 #
European Health Data Space Board RX#i{8 EEIE = I T A &

1. A European Health Data Space Board (the ‘EHDS Board’) is hereby established to
facilitate cooperation and the exchange of information among Member States and the
Commission. The EHDS Board shall be composed of two representatives per Member
State, namely one representative for primary use purposes and one for secondary use
purposes, nominated by each Member State. Each Member State shall have one vote.
Members of the EHDS Board shall undertake to act in the public interest and in an
independent manner.1. M 2 BRINE Fe 88 25 1A 2% 2 2 (LLR i FR“EHDS 2= 7
27, DM EERCA E 5 R 2R s 2 TR S 1E B B S . EHDS Z& &> 4
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2. Arepresentative of the Commission and one of the representatives of the Member
States referred to in paragraph 1 shall co-chair the meetings of the EHDS Board.2. %
R B — AR 1 /PR H R 5 B AR 2 — M3 [R 37 EHDS Z& & 4>
W

3. Market surveillance authorities referred to in Article 43, the EDPB and the
European Data Protection Supervisor, the European Medicines Agency, the European

Centre for Disease Prevention and Control and the European Union Agency for
Cybersecurity (ENISA) shall be invited to attend the meetings, where relevant
according to the EHDS Board.3. #R# Fi 7 {g Bl 25 7] 25 D > BAHOCHEE , 26 43
SEATARNITT S B AU « BRI ORI 2 D1 2« IR ORI B 03 o R 24 i
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4. The EHDS Board may invite national authorities, experts and observers as well as
Union institutions, bodies, offices and agencies, in addition to those referred to in
paragraph 3, and research infrastructures and other similar infrastructures to attend its

meetings.4. FREE 3 KB L BINLASL, (@ B =S A2 514> (EHDS Board)
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5. The EHDS Board may cooperate with external experts where appropriate.5. H,
i R 2 [H) 2 R o TR BB 0L T S4B E K a1k

6. Depending on the functions related to the use of electronic health data, the EHDS
Board may work in subgroups for certain topics, in which digital health authorities or
health data access bodies shall be represented. Those subgroups shall support the
EHDS Board with specific expertise and may have joint meetings, as required.6. 1R
5 5 oA BRI A O U ARE, W T R EUE 45 ) 2k < (EHDS Board)
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7.  The EHDS Board shall adopt its rules of procedure and a code of conduct,
following a proposal from the Commission. Those rules of procedure shall provide for
the composition, organisation, functioning and cooperation of the subgroups referred
to in paragraph 6 of this Article and the cooperation of the EHDS Board with the
stakeholder forum referred to in Article 93.7. BRI {E R 2% (8] 2% d & NARHE 2= T
SRS, I H B RN ANAT N o 2R N E A SR 6 ik
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The EHDS Board shall adopt decisions by consensus as far as possible. If a consensus
cannot be reached, the EHDS Board shall adopt decisions by a majority of two-thirds
of the Member States. EHDS Zz 1 2> NS A] g LL i — By 77 2l g . e
VRIS — 3, EHDS ZZ Ao B LA =73 22 % 53 [ ) 22 BRI g .

8. The EHDS Board shall cooperate with other relevant bodies, entities and experts,
such as the European Data Innovation Board established by Article 29 of Regulation
(EU) 2022/868, competent authorities designated in accordance with Article 37 of
Regulation (EU) 2023/2854, supervisory bodies designated in accordance with
Article 46b of Regulation (EU) No 910/2014, the EDPB established by Article 68 of
Regulation (EU) 2016/679, cybersecurity bodies, including ENISA, and the European
Open Science Cloud, with a view to reaching advanced solutions towards findable,
accessible, interoperable and reusable (FAIR) data usage in research and innovation.§.
HL Y R 2 () 2 01 2 N5 A AR SR LA SRR ST J& A AT, 41l R 9 C RK
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9. The EHDS Board shall be assisted by a secretariat provided by the Commission.9.
FL - RS9 5 ) 2 D o 45 21 W R 2 1 25 1R AL B AR R AL R P 1



10.  The EHDS Board shall publish its meeting dates and the minutes of its
deliberations, and publish an activity report every two years.10. H - {i 5 %4 25 [6]
LA PNV H AL, IR ERA— &R .

11.  The Commission shall, by means of implementing acts, adopt the necessary
measures for the establishment and operation of the EHDS Board. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2).11. Z3 &> NEIL SEEYA S, N H R s 25 18] 23
SIS R B BEE i o 1X LY SV S ARG 55 98 4558 (2) KATid Bt
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Article 93 75 93 4%
Stakeholder forum F) 23 HKF LI

1. A stakeholder forum is hereby established for the purpose of facilitating the
exchange of information and promoting cooperation among stakeholders in relation to
the implementation of this Regulation.1. Rt Z R EH B1s, BEMEHF &
FHORFE TR A 2 A0 ) St A2 i A3 B F s &1

2. The stakeholder forum shall have a balanced composition and be composed of
relevant stakeholders, including representatives of patient organisations, health
professionals, industry, consumer organisations, scientific researchers and academia,
and shall represent their views. Where commercial interests are represented in the
stakeholder forum, the representation of such interests shall be based on a balanced
combination of large companies, small and medium-sized enterprises and start-ups.
The tasks of the stakeholder forum shall encompass equally primary use and
secondary use.2. |zt AHKH WIR N HA B ATAL R,  HIA OS] 2 A K H ALK
AREEFEHN PAERWANG, Tk HEAHL . BT A AR,
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3. Members of the stakeholder forum shall be appointed by the Commission
following a public call for interest and a transparent selection procedure. Members of
the stakeholder forum shall make an annual declaration of interests which shall be
made publicly available and updated, when relevant.3. Fi 2 #H 5< 3 18 1 F0) R 52 . H
e o B I o3 TS R (7] AN B R 6 PR RS AT o P 2t A S0 TR 35 ) Rl 7 L R 4
BEAT A 2 W AR, HARA BN AT AN S, TR SRS OL T 34T 8.

4.  The stakeholder forum may establish standing or temporary subgroups, as
appropriate, for the purpose of examining specific questions related to the objectives
of this Regulation. The stakeholder forum shall adopt its rules of procedure.4. #F]zitH
R W IR AT I BEOLH B ERImy 74, DL &5 A S H AR AR < B B 1] . A
T A O 1R R NI R



5. The stakeholder forum shall hold regular meetings, which shall be chaired by
a Commission representative.5. |23 AH K& 012 M E 2T W, SWHERE
REEH.

6. The stakeholder forum shall prepare an annual report of its activities. That report
shall be made publicly available.6. |75 AH <& W Ia M g il HOE S FE R . %4k
EIVVASIEIEG S

Article 94 2 94 4%
Tasks of the EHDS Board EHDS & R&SK4E5%

1. The EHDS Board shall have the following tasks relating to primary use in
accordance with Chapters 1T and III:1. fR#EH —FME =F K E, EHDS ZR%
I ASE 5 32 EE L@ A R B LI E 55

(a) (a) assisting Member States in coordinating practices of digital health authorities; 1/} B ik 7
ESRIN T G R T o = e W o 87

(b) (Z.) issuing written contributions and exchanging best practices on matters related to the
coordination of the implementation at Member State level, taking into account the
regional and local level, of this Regulation and of the delegated and implementing acts
adopted pursuant to it, in particular as regards:5ift As 2% 151 J2 44 35 A< 2 491 38 3 ) AL
AN ST ZEAE 0 T2 T 1 St P A S L (RN =B R XA 7 2 D) R R
Tl R WA B AR S, Rl 2 E DL R J7 TH -

(i) (—) the provisions set out in Chapters Il and I1; 2 — & Al 25 = &} 52 A 26 3K

(i) (=) the development of online services facilitating secure access, including
secure electronic identification, to electronic health data for health
professionals and natural persons; 7 & T2 4= 5 [ I AE LR R 55, BLFE N
BAETANV N GOATE SRR 22 4 1 HL - B A DR BT ) B e

(i) (=) other aspects relating to primary use; 5 3= 5 F & AH 5 14 HoAth 5 1T

(c) B T8 B ic 3% 2 #h Wfacilitating cooperation between digital health authorities through
HoAih 17 FE Y%, B FGcapacity building, establishing the framework for activity-reporting
kBB ahfd RN FHFER . referred to in Article 20 and the exchange of information;if il fig /7 2
A 2E R A% I AR A M A DA R T2 M A AR, B0 5 20 2R & Bk
WA 25 AR 5 i HE SIS B A AL 5

(d) (d) sharing among its members information concerning risks posed by EHR systems and

serious incidents as well as the handling of such risks and incidents; 7E H: il 72 2 8] FL =

A7 R L TR RO SR ARG RIS L ™ EEER A DU S RURS AT 21 FR AR B ) 5 12

(e)facilitating the exchange of views on primary use with the stakeholder forum referred to in
Article 93, as well as with regulators and policy-makers in the health sector.{€i# 5 2 93 45t
T PR G AH DR R 4 DA S AR BT ) M B LA R B ) 8 5 32 B s 58 e s I o



2.  The EHDS Board shall have the following tasks related to secondary use in

accordance with Chapter 1V:2. F @ FE £ 4 7% 18] 25 51 2= W A HH 28 DY 35 60 2 (1 5

AR AR SR LM AT S5

(@) (a) assisting Member States in coordinating practices of health data access bodies in the
implementation of provisions set out in Chapter IV, to ensure a consistent application of
this Regulation; ik k. 53 [ Bl 4k e Hicdts 17 ) LA 76 S it 365 DU & 00 I 0%, BA
TR A KB R —1E s

(b) (Z.) issuing written contributions and exchanging best practices on matters related to the
coordination of the implementation at Member State level of this Regulation and of
the delegated and implementing acts adopted pursuant to it, in particular as regards:
Ht 5 18 57 T T 8 S A 2 B8] A B MR 388 AR S A9 3B e ) 45 AN SR SIE it vk B8 AH %
PSR, KRR WIS, Rl fE LR 51

(i) (—)> implementation of rules for access to electronic health data; Fi - fi& k£ ¥&
U 17 R (1 S e 5

(ii) (=) technical specifications or existing standards regarding the requirements set

out in Chapter IV; 5% T2 U &5 1) ZER 1 B ARG BIAT Aot

(iii) (=) incentives for promoting data quality and interoperability improvement;{i¢

HERCHE o AN EL AR R SETT IRl £ e

(iv) (I9) policies concerning fees to be charged by the health data access bodies and
health data holders; 5% T~ 3¢ £t 4t 17 il HLAG R B HcHs Fr A 2 O st H
FRIBUR s

(v) (f1) measures to protect the personal data of health professionals involved in
the treatment of natural persons; (#4755 H R N 1GIT 1 PAE A A
N EHE R i Tt

(vi) (7S) other aspects of secondary use; — i F i HAd 7 1 5

(c) B -F {2 B 1C 3% 2 #bcreating, in consultation and cooperation with relevant stakeholders,

M HoAth B B EE, including  representatives of patients, health professionals and

4,5 ok B # 3 {# B Niresearchers, guidelines in order to help health data users to fulfil their

T . 7] % 8k £ M duties under Article 61(5), and in particular to determine whether their

7 FE B M I B 4% #findings are clinically significant; 15 (4% & # AU . AL A SLATHE AL

EIER N RAEWN IR G207 Wi &1, e Tare, LA B et 1
AT HALE 61 2558 5 Ak NI LSS, Rl e Har i 4 2 &
HA R = s

(d)facilitating cooperation between health data access bodies through capacity building,
establishing the framework for activity-reporting referred to in Article 59(1), and the exchange
of information; i1 i /7 2 B A ik 8 FE Kt U7 Il WAL 2 [R) R &4, 258 59 4556 1 ik Pid
g sk S HESE, DLRIT RS B AT

(e)sharing information concerning risks and incidents related to secondary use, as well as the

handling of such risks and incidents; 7 5= 5 — VX AE FHAH < 1 RS AN i 115 B, DL RO
SRS A=A PR A 2



(f) (f) facilitating the exchange of views on secondary use with the stakeholder forum referred
to in Article 93, as well as with health data holders, health data users, regulators and
policy-makers in the health sector.fit 3t 55 93 25 ik (IR s A e F i ts, LK TAEER
TR R BE R 3 R ERAE F  MEEHLA FBUR 1 2k — A A e

M.

Article 95 7595 %

Steering groups for MyHealth@EU and HealthData@EUMyHealth@EU FI
HealthData@EU H# S /NAH

1. The MyHealth@EU steering group and the HealthData@EU steering group (the
‘steering groups’) are hereby established for the cross-border infrastructures provided
for in Articles 23 and 75. Each steering group shall be composed of one representative
per Member State appointed from the relevant national contact points.1. R NS 23
SRANES 75 SR FNE FR i 450 Bt Rt e S TR ) A8 FR @ W B 48 5 /N R i R s @
R T TN CBLURfRiAR<“F8 /AN o AT /N FR AR A 53 B A %
[ ZR I 4% AT A ) — AR A

2. The steering groups shall take operational decisions concerning the development
and operation of MyHealth@EU and HealthData@EU.2. 8§ 5 /b 4 N &k
MyHealth@EU #1 HealthData@EU FJJT & 53578 i 1158 Y3

3. The steering groups shall take decisions by consensus. Where a consensus cannot
be reached, a decision shall be adopted by two-thirds of the members. For the
adoption of the decisions, each Member State shall have one vote.3. &3 /N2 3 i
APE e o 25 BRI SR, MR =702 — B Gl ke . fEil T g
SEIS, A ROA B — RR AL

4. The steering groups shall adopt rules of procedure, setting out their composition,
organisation, functioning and cooperation.4. 55 /NH N IE T SRR, B AR HZH
B A BIEMETEERE.

5. Other authorised participants may be invited to exchange information and views
on relevant matters related to MyHealth@EU and HealthData@EU. Where those
authorised participants are invited, they shall have an observer role.5. A] g1 HAth 5
W2 5#E 55 MyHealth@EU 1 HealthData@EU AH 5% i 3 B 2 i B AT A
IR LIS 55 2 B, AT RIS 5L A

6. Stakeholders and relevant third parties, including representatives of patients,
health professionals, consumers and industry, may be invited to attend the meetings of

the steering groups as observers.6. F|ai#HCH MAHOCEH =77, BFEEH . DAL
WG HREFUTIL AR, RT3z M ER 2 nde 3/ N R 2= 1.

7. The steering groups shall elect chairs for their meetings.7. #5§ 5/NHMN kA H 2
W FER

8. The steering groups shall be assisted by a secretariat provided by the
Commission.8. $5-5 /NN 2 1 2> e i Ah 5 b SR i o



Article 96 596 %

Roles and responsibilities of the Commission regarding the functioning of the

EHDS &R &7 TEBEEIE =R (EHDS) BT 5 KA GMERR

1. In addition to its role in making available electronic health data held by Union
institutions, bodies, offices or agencies, in accordance with Article 55, Article 56 and
Article 75(2), and its tasks under Chapter III, in particular Article 40, the Commission
shall develop, maintain, host and operate the infrastructures and central services
required to support the functioning of the EHDS, for all relevant connected entities,
by means of:1. F& /AR ZE 55 2526 56 26 AN 75 2550 2 3R B RN E B L Mk R LA
B, IrF s AN A B T s, DLRJBAT S =5 CRepl 228 40
&) FENMESL, & ik paET LU 7 O FH ORI SEARTT K 49
FEE RIS S SR TR R4 (EHDS) 1247 T 7% 0 3 Al i it A o g iR 45«

(a) (a) an interoperable, cross-border identification and authentication mechanism for natural
persons and health professionals, in accordance with Article 16(3) and (4); /235 25 16 2%
53 NG 45K, NBERN I DAY G S —MreT LR A A 58 5 £ R i A
INENLH 5

(b)the central services and infrastructures for digital health of MyHealth@EU, in accordance with
Article 23(1); R4 55 23 4655 1 3K, MyHealth@EU $ 7 {d B 1A% 0 iR 55 AL Ak 138 e 5

(c) (c) compliance checks for connecting authorised participants to MyHealth@EU, in
accordance with Article 23(9); #3455 23 4528 9 3k, MRS 5 & # N\ MyHealth@EU
BEAT SRR

(d)the supplementary cross-border digital health services and infrastructures referred to in

Article 24(1);58 24 2550 1 ST AU RN FE VRIS S5 0 7 0 BRI 5% S R it e

(e)as part of HealthData@EU, a service to submit health data access applications seeking access
to electronic health data held by health data holders in more than one Member State or by
other authorised participants in HealthData@EU and to automatically forward the health data
access applications to the relevant contact points, in accordance with Article 67(3); 1F N
HealthData@EU HJ— 73, X2 — T T 3R A B a1y in) B RO IR S5, B ERYE S 67
90 3 3K, BRBUH — A BL_E i 5 [ 8 Bl #7 4 # B HealthData@EU AR Z 5
HRA R RREE, I B SR RO U 1) U B R 4R A SR IR A

(f) (f) the central services and infrastructures of HealthData@EU, in accordance with
Article 75(7) and (8); #4455 75 2555(7)F1(8)#K, HealthData@EU FIA% iR 55 RN L Atk 15
it

(g) (g) asecure processing environment, in accordance with Article 75(9), in which health data

access bodies can decide to make data available, in accordance with Article 68(8); — ™
G5 75 2550 9 SHE I 22 4 A PRI, (g eSO Uy Ie) HLAG AT E i PR B8 b AR A 2
68 255 8 KK E Y E TR AL A4l ;

(h) (h) 7ERK B3 ANE K Z T R A A1E, H B T £icompliance  checks for  connecting
1) A FH A B R R e A S B ) 25 ) 22 R fltauthorised participants to
B, B 75 25FTiR H HealthData@EU, A5t HealthData@EU, in accordance with



Ui 1] HAth Rt 53 LB 8 () FH 1 = R A FH 1 H 1 fi R 2l Article 75(5); MR 4 28 75 2558 5 K, X%
PEIEHLER], FHM b2 WL E5Z R SEVIEE: NS 5FEA HealthData@EU 4T & F1

(i) (—) a federated EU dataset catalogue connecting the national dataset catalogues, in
accordance with Article 79;—/MR¥E 55 79 5514 & [ 5 H A KR & £ 4R
H

() G) BEEFHALNI: —EFEIEEE R, HAp MR Ea secretariat for the EHDS
577 % BH 78 SFIEE 80 IR, ALY @R EE M KBoard, in accordance  with
Ps VR TES DA SRt s T RO 0 2% ks BT R Article 92(9); MR H5 5 92 262K 9
T i) H A e BERORE SR, AEWID IR RS RI A TE, RIS 5 7 1R IR i fe B 5 305 45 1)
AMIER, A OB RBEET . ORI ERE RS AL,
PLERIE4r e CRFEHEEH) , NS K. ks 45

30 M LAEH N ATT:

(k)a secretariat for the steering groups, in accordance with Article 95(8). R #5 2 95 4% 2 8 KK 3K
5, NSRS /PNHESL AT AL,

2. The services referred to in paragraph 1 of this Article shall meet sufficient quality
standards in terms of availability, security, capacity, interoperability, maintenance,
monitoring and development to ensure the EHDS functions effectively. The
Commission shall provide those services in accordance with the operational decisions
of the relevant steering groups established in Article 95.2. A&KZ&%6 1 ZKFTIA R 55 B 7E
TR 22t R TARVENE. 4Edh . WRISAIOT &7 0k 2208 1) i AR i,
DA R HEL T B 45 1) (EHDS) A R0s4T. WK e NARYE S 95 2507
HIAR SRR T/ NLIIZ S PE TR X L IR 55

3. The Commission shall prepare a report on the infrastructures and services
supporting the EHDS that it provides in accordance with paragraph 1 every two years
and make it publicly available.3. Z% i< A FERIEE 1 KIAE, B IR AL
SCHFHLTE BREE 23 1H) (EHDS) 3R Rt Bt AR 959 5 — ik, JE T RAATT.

CHAPTER VII 8+t &

DELEGATION OF POWERS AND COMMITTEE PROCEDURE /] N5
ZREETF

Article 97 5 97 #
Exercise of the delegation A 77 47§

1. The power to adopt delegated acts is conferred on the Commission subject to the
conditions laid down in this Article.1. R4 ARSI E IS, AT 12 KR AL
1T NEIRUTT

2. The power to adopt delegated acts referred to in Article 14(2), Article 49(4) and
Article 78(5) shall be conferred on the Commission for an indeterminate period of



time from 25 March 2025.2. 55 14 2555 2 2k 5 49 2655 4 A 78 255 5 2R
REBE AL RN S, NE 202543 5 25 HELEBAZ TR RS,

3. The power to adopt delegated acts referred to in Article 14(2), Article 49(4) and
Article 78(5) may be revoked at any time by the European Parliament or by the
Council. A decision to revoke shall put an end to the delegation of the power specified
in that decision. It shall take effect the day following the publication of the decision in
the Official Journal of the European Union or at a later date specified therein. It shall
not affect the validity of any delegated acts already in force.3. KRNI &> ok FH 4]
BEIRIEH 2R 14 2628 (2) 3R, 28 49 2630 (4) FRNIEE 78 255 (5) FRrid st
BRE S AR T o U P8 B2 1R 1% 0 € BT W IR &4t 1 0 g B B A (R
WET ~k) AT Z BRI H AR, B kg e i SEE H AR ik
T AT CAE R BUE R R -

4. Before adopting a delegated act, the Commission shall consult experts designated
by each Member State in accordance with the principles laid down in the
Interinstitutional Agreement of 13 April 2016 on Better Law-Making.4. 71 i 52 AL
RRZAT, RSN RS R EARYE 2016 4F 4 A 13 H (T B 4FHil e 231
PURI TR B0) R 5E B S0 P4 72 % K

5. As soon as it adopts a delegated act, the Commission shall notify it simultaneously
to the European Parliament and to the Council.5. Z% 2> — Hi@ — IR AGEE, M
7 B AR ] A 368 SR R A o PR 2

6. A delegated act adopted pursuant to Article 14(2), Article 49(4) or Article 78(5)
shall enter into force only if no objection has been expressed either by the European
Parliament or by the Council within a period of three months of notification of that act
to the European Parliament and to the Council or if, before the expiry of that period,
the European Parliament and the Council have both informed the Commission that
they will not object. That period shall be extended by three months at the initiative of
the European Parliament or of the Council.6. HR#EZE 14 2556 2 K. 5 49 2556 4 3K
BE 78 455 5 B IR AUE SR, RA MR RE @M S H G =
MNHW, BRI 2 BRI R R R O, BB EZ IR i an, Wi s Fe
FHBOEMERSENAS LT, Tl AR GRS B 2R
B IZMIBRATIE R = .

Article 98 5598 #
Committee procedure &R SR/

1. The Commission shall be assisted by a committee. That committee shall be
a committee within the meaning of Regulation (EU) No 182/2011.1. & R &K H—
ANRA R . ZRASNR (BREAH) (58 182/2011 5) FiRMZ &
%.

2. Where reference is made to this paragraph, Article 5 of Regulation (EU)
No 182/2011 shall apply.2. FLEE S AGKES, ROEA (B &) 56 1822011 S5

5%



CHAPTER VIII %/ &
MISCELLANEOUS Z+3

Article 99 FE /1115
Penalties &b 11

Member States shall lay down the rules on penalties applicable to infringements of
this Regulation, in particular for infringements which are not subject to administrative
fines pursuant to Articles 63 and 64, and shall take all measures necessary to ensure
that they are implemented. The penalties provided for shall be effective, proportionate
and dissuasive. Member States shall, by 26 March 2027, notify the Commission of
those rules and of those measures and shall notify it, without delay, of any subsequent
amendment affecting them. i 573 [ 8 ] 5 3& FH T3 S AR 2591 AR AL ST R0, 455 ) & %
XHHRE S 63 2SS 64 25 AN AT BT R A R I IIEAT N, IR A1 B3 i
B ORI SE R U A B HAT o« BT RIE AL T A R & 2 H A B Ay o B [ AR
2027 4 3 F 26 H AR SRS 8 5022 o, I ZE AN H0 4 M 4 S i X L4
TR Jts AT AT ST BRI R 2

Member States shall take into account the following non-exhaustive and indicative

criteria for the imposition of penalties for infringements of this Regulation, where

appropriate: B 7t B 7EIE 1500 T, Xl R A K AT AL AR ST, R B LU

AR HEA$R -1 A bR i

(a) (a) the nature, gravity, scale and duration of the infringement; {2 BT NI . ™ B
PR ATRF S 1]

(b)any action taken by the infringer to mitigate or remedy the damage caused by the
infringement; 12 B ¥k BR M RUR BT A Aot 35 1 SR BRI A 4730 «
(c) (c) any previous infringements by the infringer; {2 B & LALE: (FAFAT 12 BUAT 1

(d)the financial benefits gained or losses avoided by the infringer due to the infringement, insofar
as such benefits or losses can be reliably established; 12 £\ K {2 AT 3K 15 [ 4 55 7] 25 54, 8¢
T g, R ELX SR 75 BN 2% RE i Al nT SEH A 0

(e)any other aggravating or mitigating factors applicable to the circumstances of the case;i& FH

SEAF ARG DL A A H A 2 s e A 111 1) PR 35

(f) (f) the infringer’s annual turnover in the Union in the preceding financial year./2 £{# 1t I
— WA BB A R PR AT

Article 100 5 100 5%
Right to receive compensation JR73E A

Any natural or legal person that has suffered material or non-material damage as
a result of an infringement of this Regulation shall have the right to receive
compensation in accordance with Union and national law. /T fi [ 13 [z A 2% 151 17 & 52

YOIt AR R (0 E AR N BER N, S B W VR A [ AR SR I £



Article 101 7 101
Representation of a natural person H#R A FIARERR

Where a natural person considers that his or her rights under this Regulation have
been infringed, he or she shall have the right to mandate a not-for-profit body,
organisation or association, constituted in accordance with national law, having
statutory public interest objectives and active in the field of the protection of personal
data, to lodge a complaint on his or her behalf or to exercise the rights referred to in
Articles 21 and 81.24 H Z8 NN HARIE A 541 28 HIBUAI 2 BIRIEHS, AR
Wt 1 SR O B R A 3R 2 H s HLAE /\}\i&?}%%i&fj@ﬁﬂﬁ RTE BRI AR
EAENLA B2, AR LS R URBAT 2R 21 26055 81 25 TR B

Article 102 25102 4%

Evaluation, review and progress report Y¥ffi. = &fI#EEHRE

1. By 26 March 2033, the Commission shall carry out a targeted evaluation of this
Regulation, and submit a report on its main findings to the European Parliament, the
Council, the European Economic and Social Committee and the Committee of the
Regions, accompanied, where appropriate, by a proposal for its amendment. That
evaluatlon shall cover the following:1. %I 2033 ££ 3 H 26 H, Zz 51 & N A 26451 it

ITEERERI VRS, IR i e B BRGNS Ze Do DL AHBIX 22

REIRAE A R T H 3 B A 25 Rk S Jé‘;cﬂﬂﬁj:ﬂkﬂ%;ﬁo AR VAT
UFW@z

(a) (a) the possibilities of further extending interoperability between EHR systems and
electronic health data access services other than those established by the Member
States; #E— 0 K H 7 FETC S R G055 1l DA 1 3 57 1) R - f R U5 ) R 55 2 4b
FR) Al B, 7~ i A U 1) IR 95 2 1) EL R A 12 Y T e Ak

(b)the need to update the data categories referred to in Article 51 and the purposes listed in

Article 53(1); LT 28 51 2K P 4R BRI LU HE 53 2655 (1) FIT 41 H IR A s EE4E

(c) (c) the implementation and use by natural persons of the mechanisms to opt out from
secondary use referred to in Article 71, in particular on the impact of those mechanisms
on public health, scientific research and fundamental rights; H 8 A Xt 2 71 25 TR B
HH A LA R SRR, R R X e L A 3L P AR L BRI S A AR AR
fap= AP

(d)the use and implementation of any stricter measures introduced pursuant to Article 51(4); {2
PEEE 51 2558 4 R U A Ar] B 72 A% 4 it 1% A5 FH ARSI i 5

(e)the exercise and implementation of the right referred to in Article 8;%f 8 25 T e AL F| AT 5
SEE it 5

(f) (f) an assessment of the certification framework for EHR systems established in Chapter I

and the need to introduce further tools regarding conformity assessment; %} 55 = & #fj 3/

(R T R S AR GV EHEZR I VP0G, LR ST 2 B M D1 s AT DR L 1 b B 5

(g) (g) an assessment of the functioning of the internal market for EHR systems; X} B, T-{& g 1c.



KAGEA T I AT R DL PPA 5

(h) (h) ZERRBEMEKZE R REEAE, Hui B (@ an assessment of the costs and benefits
Y 1 = S FH A B R A i S B 1) 23 R 2 # fitof the implementation of the provisions
I IS 75 2 TR HealthData@EU, N Hifor secondary use laid down in
Ui i) oA R 53 64 1 B T O I H g R El Chapter IV, 56 DU 5 01 1 — o fs FH 2%
PEIRPEER], FEb 2 DL R 5 & R %16 F:  aRESHE I RS A At 1) P4l

(i) (—) the application of fees as referred to in Article 62.55 62 2% itk %% F i) i&E FH «

2. By 26 March 2035, the Commission shall carry out an overall evaluation of this
Regulation, and submit a report on its main findings to the European Parliament, the
Council, the European Economic and Social Committee and the Committee of the
Regions, accompanied, where appropriate, by a proposal for its amendment or other
appropriate measures. That evaluation shall include an assessment of the efficiency
and functioning of the systems providing for access to electronic health data for
further processing, carried out on the basis of Union or national law referred to in
Article 1(7), with regard to their impact on the implementation of this Regulation.2.
#2035 4 3 ] 26 H, &GP AZZLB AT AL, JFR B . B2
BRI 2 BFAIAL 2> 22 1 2 A S IX 2 T e § 38— A o5 T H BB A AR ks,
BN P L AZ T B S B A 2 o PP LB AR XS AR IS 2R 1 5K 5E 7 e S HTER
S B SR L ) itk — 2D A PR A T i R U IR IR AR Y R ST AR A
BATIBOLIITEAL [R]85 80X L 28 5850 AR 2% 48] S it 7 AE ) 52

3. Member States shall provide the Commission with the information necessary for
the preparation of the reports referred to in paragraphs 1 and 2 and the Commission
shall take that information duly into account in those reports.3. ¥ 52 [E [ [7] 25 2 &
SRt S 1 RIS 2 ST I B0 2, 2 A B2 5 X He i 15 I N3l 2
FEIZE R

4. Every year following 25 March 2025 until the end of the year in which all
provisions of this Regulation apply as provided for in Article 105, the Commission
shall submit a progress report to the Council on the preparations for the full
implementation of this Regulation. That progress report shall contain information
about the degree of progress and the readiness of the Member States in relation to the
implementation of this Regulation, including an assessment of the feasibility of
reaching the timeframes laid down in Article 105, and may also contain
recommendations for Member States to improve preparedness for the application of
this Regulation.4. H 2025 4 3 H 25 HZ JaE4F, BHEN 105 2580E M4 5% 61
I 26 FE IR BE A RO Ak, 2 DA oe LT B 23R4T — 9 ok T A 25 i) 4 i S it
HEA AR B AR T o TR AR T B B 5 A 25 01 SIZ it A 5% PR 3 Jre 2 P2 AT ke B
AERTEOUHIE B, AR SEILEE 105 250058 B I TR HEZR AT AT PR VPAY , 3B AT 605
ST B G eSO A S A9 P T % AR A L.

Article 103 25103 %
Amendment to Directive 2011/24/EU %145 2011/24/EU B35BT



Article 14 of Directive 2011/24/EU is deleted with effect from 26 March 2031.
(2011/24/EU 5484 %5 14 26H 2031 4£ 3 H 26 HiE K 1k,

Article 104 75 104 £
Amendment to Regulation (EU) 2024/2847 %F ((Fk23)2024/2847 S2&41) H1&IT

Regulation (EU) 2024/2847 is amended as follows: X (KK 22)2f 2024/2847 5 26451 )
BT

(1)in Article 13, paragraph 4 is replaced by the following: 58 13 2¢%f 4 3B LT N

‘4, When placing a product with digital elements on the market, the manufacturer shall
include the cybersecurity risk assessment referred to in paragraph 3 of this Article in the
technical documentation required pursuant to Article 31 and Annex VII. For products with
digital elements as referred to in Article 12 and Article 32(5a), which are also subject to other
Union legal acts, the cybersecurity risk assessment may be part of the risk assessment
required by those Union legal acts. Where certain essential cybersecurity requirements are not
applicable to the product with digital elements, the manufacturer shall include a clear
justification to that effect in that technical documentation.“4. i @& £ G B F 6 R
PRI, O AR SR AR 3 SRR R 4 22 4 AR VA A0 AR 56 31 S5 R0 A B 22
KRG AR SO . 658 12 20F158 32 658 (5a) K TIANIW A T I0 R 07~ M,
A Fe A 52 FCAR WRCRR VR AT N L IR, U ) 28 22 4 ARG VP Aty P AR g 3k 6 KR SRV AR AT A Pl 22
SRR RS VAR PR — 30 23 o 0 SR S IR ) 2 22 4 RN E H Tzl A 3 oo R 7= i
113 P A 5 AR SCA ot G B A1 IR ) 3 E B .

(2)in Article 31, paragraph 3 is replaced by the following: 5 31 2528 3 Z B NLL T N Z:

‘3. For products with digital elements as referred to in Article 12 and Article 32(5a), which are
also subject to other Union legal acts which provide for technical documentation, a single set
of technical documentation shall be drawn up containing the information referred to in
Annex VIl and the information required by those Union legal acts.’“3. X258 12 25A1%f 32 4%
S5 (5a) kK TR 1) B & He T T RN i, A FL RN 52 AR E T R SO SR I R AR AT
LA, TG ) — = B — B ROR ST, e 5 B AT R 45 JE DL R X R R B
T NPT ESRIER .

(3)in Article 32, the following paragraph is inserted:7E2f 32 ¢, A LDLFE7%:

‘5a. Manufacturers of products with digital elements that are classified as EHR systems under
Regulation (EU) 2025/327 of the European Parliament and of the Council (%) shall
demonstrate conformity with the essential requirements set out in Annex | to this Regulation
using the relevant conformity assessment procedure provided for in Chapter Il of Regulation
(EU) 2025/327.“5a. R4 BRI 2 A1 B 2 55 (EU)2025/327 5 2591 (* 1) A K00 e 7@ e
R ARG H A S B ou s 17 il 3E 7, N 36 (EU)2025/327 5 46191 55 = 5 A€ I AH 5%
EAEVFERRT, R A5 A S BT — R E R B AR K

(') 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 (OJ L, 2025/327, 5.3.2025,


https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L_202500327&qid=1765075502707
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ELI: http://data.europa.eu/eli/reg/2025/327/0j).." (*1) BRI FIEEF 2 2025 4 2 A 11 H T R g £dE == 18] 5F:
EIT 5 2011/24/EU S84 K56 2024/2847 5461 (EU) M2 2025/327 54651 (EU)  ( (BREEE 7 AHR) , 2025/327,

2025 4E3 A 5 H, BERMEEFRIH: http://data.europa.eu/eli/reg/2025/327/0j) o o

CHAPTER IX L&

DEFERRED APPLICATION, TRANSITIONAL AND FINAL PROVISIONS 3
BER. SEMERRLFK

Article 105 5 105 %
Entry into force and application 2423 53&

This Regulation shall enter into force on the twentieth day following that of its
publication in the Official Journal of the European Union. &5 NAE (BKHEE 77 A
W) BN E R A RAER

This Regulation shall apply from 26 March 2027. 4 2&451 H 2027 53 H 26 HiEZidE H -

However, Articles 3 to 15, Article 23(2) to (6), Articles 25, 26, 27, 47, 48 and 49 shall
apply as follows:ZAT, 5 3 2625 15 25 3 23 2650 (2) KA (6) 3. 5 25
Sk 526 5% HE27 %k AT k. B 48 SRHNIER 49 S NAZ AN N EE A -

(a) (a) from 26 March 2029 to priority categories of personal electronic health data referred to
in Article 14(1), points (a), (b) and (c), and to EHR systems intended by the manufacturer
to process such categories of data; H 2029 4= 3 H 26 Hifg, &M T3 14 455 (1) &

(@) « (b) AT (o) TWATFEAI N N i 7 el e e 2800, DA R bl i v = I T
Ak I SR A 2 Y R R R SR R G

(b)from 26 March 2031 to priority categories of personal electronic health data referred to in
Article 14(1), points (d), (e) and (f), and to EHR systems intended by the manufacturer to
process such categories of data; [ 2031 4£ 3 H 26 Hitd, &H T 14 456 (1) & (D) .

Ced A CF) TFTHR IS N (i e Bes OO0 S, AR i3k i = I PH 1 Ak Bt 2R s
I ) LT RE D SR R G

(c) (c) from one year from the date established in a delegated act to be adopted pursuant to
Article 14(2) for each amendment of the main characteristics of personal electronic
health data set out in Annex I, provided that that date is subsequent to the date of
application referred to in points (a) and (b) of this subparagraph for the categories of
personal electronic health data concerned. B AR 4 25 14 2526 2 Gl AL 2 R
R W — 5, ZEBOEREXS BT | Fro) A N7 Bl 32 B IE A —
WUELT, A2z 0T AT (a) HA (b) H TR 523 14 N 7
P e T

Chapter III shall apply to EHR systems put into service in the Union referred to in
Article 26(2) from 26 March 2031.5 = & Nl FH T HR¥E 2 26 2656 2 38 &0 H
2031 4 3 [ 26 HESAERKEE BN T FRIL SR R S8

Chapter IV shall apply from 26 March 2029. However, Article 55(6), Article 70,
Article 73(5), Article 75(1) and (12), Article 77(4) and Article 78(6) shall apply from


https://data.europa.eu/eli/reg/2025/327/oj
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26 March 2027; Article 51(1), points (b), (f), (g), (m) and (p), shall apply from
26 March 2031; and Article 75(5) shall apply from 26 March 2035.55 ) & H 2029 4F
3 H 26 & . EELHTEFE/NR B BE =480 Hth
THFHFHLE K B LT LR IS -E )\ KN E 2027 4 3
H26 HlZiEM; FHT—%FE—3HE (b . (O . (g« (m) Al (p) i
H 2031 4F 3 [ 26 HRRIEH]: SB-LHIa6 88 1Ak E 2035 4 3 [ 26 HREH]

The implementing acts referred to in Article 13(4), Article 15(1), Article 23(4) and
Article 36(1) shall apply from the dates referred to in the third paragraph of this
Article depending on the categories of personal electronic health data referred to in
Article 14(1), points (a), (b) and (c), or Article 14(1), points (d), (¢) and (%),
respectively. 25 13 25508 4 3K 5 15 2556 1 3K, 28 23 2556 4 FOFISE 36 2538 1 3T
FRISEREVES, N AARIESE 14 658 13K () « (b)) « (¢) TEEE 14 4356
Lk (D« (o)« (D) BRI N TEREIEZET], B ARSE = hfan
H A .

The implementing acts referred to in Article 70, Article 73(5), Article 75(12),
Article 77(4) and Article 78(6) shall apply from 26 March 2029.58 70 % 58 73 %36
5KER T5 2R 5 12 3R50 77 2555 4 KNSR 78 2556 6 SRTHE IStk 2 v B 2029
3 H 26 HAZIEH

This Regulation shall be binding in its entirety and directly
applicable in all Member States. A< 26l & SCH A LR /7, FFEBEE
P B
Done at Strasbourg, 11 February 2025.2025 52 A 11 H-F #4547 1
&5
For the European
Parliament X750/
e
The President .k
%
R. METSOLA R.
MR AL
For the Council #
HH
The President &
Z
A. SZYL.APKA A.
=1k

(") OJC 486,21.12.2022, p. 123.(1) (EREIAIR) (C RHD 486 W1, 2022 4£ 12 A 21 H, % 123 T,

() 0JC 157,3.5.2023,p. 64.2) (WIRETTARY C K51 157 #, 202345 H 3 H, 5 64 Ui,
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(*) Position of the European Parliament of 24 April 2024 (not yet published in the Official Journal) and decision of the Council
of 21 January 2025. (3) RPN £ 2024 £ 4 F 24 HIS3 (MARLE CEAARY EAM) fMElHEL 202541 A 21 H
IR E o

() Commission Implementing Decision (EU) 2019/1269 of 26 July 2019 amending Implementing Decision 2014/287/EU setting
out criteria for establishing and evaluating European Reference Networks and their Members and for facilitating the exchange of
information and expertise on establishing and evaluating such Networks (OJ L 200, 29.7.2019, p. 35). (4) RK¥Z 514 2019
7 H 26 H5E 2019/1269 5SSt , BT 1 HURERK I 25 1901 4% B HL B B3 RS ST AN VP A B v A B 93 SEAN PP Al B S0 2%
MR B AL VAR AR 26 2014/287/EU 5 seftigse ¢ (B E J5 A4R) L200, 2019 47 29 [, 553550 .
(°) Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 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) (OJ L 119, 4.5.2016, p. 1). (5) RIS EL 2016 4 4 A 27 HETF M AHE L
R EAR B B sh o B AR IS (BUD 2016/679 54061, %4601 1E T 5 95/46/EC 5184  Clt AR+
B O CCEREAIRY L119, 2016 5 4 H, 170D .

(°) Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the protection of natural
persons with regard to the processing of personal data by the Union institutions, bodies, offices and agencies and on the free
movement of such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295, 21.11.2018,
p. 39). (6) BRI AFF L 2018 4F 10 A 23 HOCT RN FHlfA. TpFRALAHIAL AL A N B B 4R 5 SR LA I
WERHUR A HiRED, JFPEIE (EC) 45 45/2001 5 4BIF5 1247/2002/EC S iRsE ) (BU) 2018/1725 5441 C (F 7 A4
L 295, 2018 4 11 /3 21 H, %539 50

(7) Regulation (EU) No 910/2014 of the European Parliament and of the Council of 23 July 2014 on electronic identification and
trust services for electronic transactions in the internal market and repealing Directive 1999/93/EC (OJ L 257, 28.8.2014, p. 73).

(7) BRI B S 2 2014 5 7 H 23 HRT W8T 728 5 9 s T SO IR RS AR A 55 R 1L 55 1999/93/EC 5
TR (BRED 58 9102014 5401 ¢ CHTATRD) L2575, 2014428 H 28 H, 55 73 50 .

(*) Decision (EU) 2022/2481 of the European Parliament and of the Council of 14 December 2022 establishing the Digital
Decade Policy Programme 2030 (OJ L 323, 19.12.2022, p. 4). (8) BRI AHF 4 2022 4F 12 A 14 H KT #57 2030 4
Her HEBER RN (B 2022/2481 S g (WA ARY L323, 2022 4F 12 H 19 H, #4750 .

(?) Commission Recommendation (EU) 2019/243 of 6 February 2019 on a European Electronic Health Record exchange format
(OJL 39,11.2.2019, p. 18).(9) BREIZ F14 2019 42 H 6 H T WRIM i Tl B ic s e ks &l (EUD 2019/243 C(F
JrARY L39, 20194E2 1 11 H, H 18T .

(') Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules
on artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858,
(EU) 2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence
Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.curopa.eu/eli/reg/2024/1689/0j). (10) KR SFIFRIE 2 2024 4E 6 H 13
HoeF NTE G —MUIFEITE (EC) 300/2008 5. 55 (EU) 167/2013 5. 5 (EU) 168/2013 5. % (EU) 2018/858
5. 28 (EU) 2018/1139 5. % (EU) 2019/2144 ‘544 L J2 35 2014/90/EU 5. 28 (EU) 2016/797 5. 2 (EUD 2020/1828
SHRAME (EU) 2024/1689 5451 ( ( ANTEAIESRE) O C (RREEH AR » 2024/1689, 2024 47 [ 12 H, ELI:
http://data.europa.eu/eli/reg/2024/1689/0j) »

(") Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending
Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives
90/385/EEC and 93/42/EEC (OJ L 117,5.5.2017,p. 1). (11) BRI SFELFE £ 2017 F 4 A 5 HARTEIT R (RRED
2017/745 5581, ZA&EGUEIT T 2001/83/EC 154 (BKILHR) 55 178/2002 S4GIM (BRIEAD 5 1223/2009 5 2% 451,
FFERAE 7 P2 90/385/EEC 51 93/42/EEC S84 C (RREIAIR) L 117, 20175 5 35 H, 551 50
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('?) Regulation (EU) 2022/868 of the European Parliament and of the Council of 30 May 2022 on European data governance and
amending Regulation (EU) 2018/1724 (Data Governance Act) (OJ L 152,3.6.2022, p. 1). (12) BRSPS 2022 4F 5

30 HR T BRMEHG B BT (BRED) 2018/1724 55651 (BREDD 2022/868 S5 ( (HmBIERY > ( (B

NARY L 152, 20224 6 3 H, H 170D .

(") Regulation (EU) 2023/2854 of the European Parliament and of the Council of 13 December 2023 on harmonised rules on
fair access to and use of data and amending Regulation (EU) 2017/2394 and Directive (EU) 2020/1828 (Data Act) (OJ L,

2023/2854,22.12.2023, ELI: http://data.curopa.cu/eli/reg/2023/2854/0j). (13) BRI SMFF S 2023 4 12 H 13 HX T4
B AFRBONME R G —ANIFEIT (BKERD) 2017/2394 S4BT (BREDD 2020/1828 S84 (BRI ) 2023/2854 5%
151 CCBARZ ) CCRR R 7 A3 ), 2023/2854 57,2023 4 12 [ 22 H , BRIEHEE . http://data.europa.eu/eli/reg/2023/2854/0j ) o

('*) Directive 2011/24/EU of the European Parliament and of the Council of 9 March 2011 on the application of patients’ rights
in cross-border healthcare (OJ L 88, 4.4.2011, p. 45). (14) BRI SAEE 2 2011 43 A 9 HRTEBESEETHER &
HBCRIHIZE 201124/EU 5484 C CEUTAMRD) L88 %5, 20114E 4 J1 4 H, #4550

(") Regulation (EU) 2024/2847 of the European Parliament and of the Council of 23 October 2024 on horizontal cybersecurity
requirements for products with digital elements and amending Regulations (EU) No 168/2013 and (EU) 2019/1020 and Directive
(EU) 2020/1828 (Cyber Resilience Act) (OJ L, 2024/2847,20.11.2024, ELI: http://data.europa.eu/eli/reg/2024/2847/0j).(15) FK
MR SANE R 2 2024 410 A 23 HRT 7 03 fh A M4 2 2 ZORIHETT (B 28 168/2013 441, (K
) 2019/1020 5551 % (BREL) 2020/1828 SH41 (BRHD) 2024/2847 S4641 ( (W& HIMEEZED) O C (BREAHRD |
2024/2847 5, 2024 4 11 H 20 H, FKPVEE(E S hitp:/data.europa.eu/eli/reg/2024/2847/0j) -

(') Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical
devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU (OJ L 117,5.5.2017, p. 176). (16) BRI
SANHE L 2017 F 4 7 5 AR TARSMSWIEEST S OF P LS 98/79/EC S5-4 M2 i 25 2010/227/BU SYUERT (EUD

2017/746 ‘S8 C (BB 7 AH) L117, 2017 45 H 5 H, 55176 50 &

(') Regulation (EU) 2019/1020 of the European Parliament and of the Council of 20 June 2019 on market surveillance and
compliance of products and amending Directive 2004/42/EC and Regulations (EC) No 765/2008 and (EU) No 305/2011 (OJ
L 169,25.6.2019,p. 1). (17) BRIMILESFIHIES 2019 4F 6 A 20 HKF =M iiin a8 546 MIFIEIT 5 2004/42/EC 5H
4 I35 765/2008 5 (EC) AI%E 3052011 %5 (EUD MBI 2019/1020 5 (EUD) &6  (HTTAM) L169, 2019 4 6
H25H, %130

('*) Commission Recommendation 2003/361/EC of 6 May 2003 concerning the definition of micro, small and medium-sized
enterprises (OJ L 124, 20.5.2003, p. 36). (18) </b0 FR¥IZE fi4x 2003 4 5 F 6 HRFHAL. /ANEIAA R AL e U ER
2003/361/EC @MW C (BREE 7 AM) L124 %5, 2003 4£5 F1 20 H, %536 70 .

(") Council Regulation (EC) No 723/2009 of 25 June 2009 on the Community legal framework for a European Research
Infrastructure Consortium (ERIC) (OJ L 206, 8.8.2009, p. 1). (19) 2009 4= 6 H 25 H&F R 5 Bt iR (ERIC)
SERAEHRE LI F 240 (EC) 35 723/2009 5 ( (EKEIAHRY) L206, 2009 458 H 8 H, 2170 .

(*°) Regulation (EU) 2018/1724 of the European Parliament and of the Council of 2 October 2018 establishing a single digital
gateway to provide access to information, to procedures and to assistance and problem-solving services and amending Regulation
(EU) No 1024/2012 (OJ L 295,21.11.2018, p. 1). (200 BRI ELEFH 2 2018 4F 10 H 2 H (EILH—H T 1) DUt
FR TR R AR IR 5 TR IEIT 5 1024/2012 5 (BREDD ZBIRIEE 18/1724 5 (WRED 2010 C (BB T2
) L295, 2018 4E 11 A 21 H, #1770 .

(*') Regulation (EU) 2019/881 of the European Parliament and of the Council of 17 April 2019 on ENISA (the European Union
Agency for Cybersecurity) and on information and communications technology cybersecurity certification and repealing
Regulation (EU) No 526/2013 (Cybersecurity Act) (OJ L 151, 7.6.2019, p. 15). (21) BRMLSMEFEL 2019 44 17 H
KT WL 2242 J5) (ENISAD LUK AG BANIEAE HOR M2 2 4 MERISE (EUD 2019/881 ‘5264, JFIK LSS (EUD 526/2013
S C (ML) ) C (REE AW L151, 201946 H7H, #1570 .
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(**) Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and
general principles concerning mechanisms for control by the Member States of the Commission’s exercise of implementing
powers (OJ L 55,28.2.2011, p. 13). (23) BRPMILANFLHF L 2011 452 H 16 HEE 182/2011 S5 (EUD , Z&FHIME
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(*) Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal
products for human use, and repealing Directive 2001/20/EC (OJ L 158,27.5.2014, p. 1). (25) FRPHILSFEFH £ 2014 4 4
H 16 HRT A28 IR IR IF K LS 2001/20/EC SE4H) (BU) % 536/2014 52&61 ( (FT5AHH) L1585, 2014
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(*%) Directive 2002/58/EC of the European Parliament and of the Council of 12 July 2002 concerning the processing of personal
data and the protection of privacy in the electronic communications sector (Directive on privacy and electronic communications)
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(*7) Directive (EU) 2016/943 of the European Parliament and of the Council of 8 June 2016 on the protection of undisclosed
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(*) Regulation (EC) No 1338/2008 of the European Parliament and of the Council of 16 December 2008 on Community
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(*°) Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the requirements for
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(*") Directive (EU) 2019/882 of the European Parliament and of the Council of 17 April 2019 on the accessibility requirements
for products and services (OJ L 151, 7.6.2019, p. 70). (31) BRI LFIEES S 2019 4F 4 H 17 H KT 77 AR %5 o fig 22
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(*?) Directive (EU) 2022/2555 of the European Parliament and of the Council of 14 December 2022 on measures for a high
common level of cybersecurity across the Union, amending Regulation (EU) No 910/2014 and Directive (EU) 2018/1972, and
repealing Directive (EU) 2016/1148 (NIS 2 Directive) (OJ L 333,27.12.2022, p. 80). (32) BRI SHFLHE S 2022 4£ 12 A
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(*¥*) Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for
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(*%) Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating
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IR FERERLATEE 2001/83/EC SE4 ( (HIU7Z2AK) L311, 2001 4 11 H 28 H, 2567 70 .
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ANNEX I ff§3%—

Main characteristics of priority categories of personal electronic health data for

primary use FEE &R BT REIE R/ 1 EERME

Electronic health data category Hi, Main characteristics of electronic health data included under the

TAEREHRIN category JAI N LI B R {8 RRESHR F - AR E

1.Patient summaries 253 4 5 Electronic health data that include significant clinical facts related to an
identified natural person and that are essential for the provision of safe
and efficient healthcare to that person. The following information is part
of a patient summary: & 5 25 B R AR B EIGAR L, Hxt
FZ AR 22 4 AU BT RS B R I L TR Bl . AR R
J& TR B

1. Personal details. ™ AVEAEE. .
2. Contact information. BX &5 E..

3. Information on insurance. R AHIC/E B .
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4. Allergies. i fURE o
5. Medical alerts. [EJ7 23 .

6.Vaccination/prophylaxis information, possibly in the form of
a vaccination card J& fH /T 5 2, PIRE LA EAN R
R .

7.Current, resolved, closed or inactive problems, including in an
international classification coding. 24 /7. Ok . 45 Ak
AV BR ) ) 2, B [ R 73 2 G A o ) )

8.Textual information related to medical history. 5 %% 52 #H 5%
XAGEE

9. Medical devices and implants. [ 7 2S A AN o
10. Medical or care procedures. B=J7 B3 FLFE
11. Functional status. ZJREIRES

12.Current and relevant past medicines. >4 5 M #H < f) BE A+ 24
.

13.Social history observations related to health. 5 fid f #H 5 [
thox O g4

14.  Pregnancy history. Z-4R 5 .
15. Patient-provided data. & #2 4t ()5 dE .

16.0bservation results pertaining to the health condition. 5 &
RERBUAH R 525 5

17.  Plan of care. 7" ¥ 11X,

18.Information on a rare disease, such as details about the|

impact or characteristics of the disease. % W, 595 B AH A5
B GG T 2 0 ) 5 e ERCREAE R TESE B0

2.Electronic prescriptions Hi - 4b
J7

Electronic health data constituting a prescription for a medicinal product
as defined in Article 3, point (k), of Directive 2011/24/EU. {4 i

€2011/24/EU 54540 55 3 4 (k) 55 FTE SLHIZG S A 5 A L7 f B
15

3.Electronic dispensations H, T
ity

Information on the supply of a medicinal product to a natural person by
a pharmacy based on an electronic prescription.5< T2 JE #R 4 H T 4b 5
W) HAR NS HEZ (S B

4.Medical imaging studies and

related imaging reports [= %5

L UMW EEPS A S a0

Electronic health data related to the use of or produced by technologies
that are used to view the human body in order to prevent, diagnose,
monitor or treat medical conditions. 5 F T W& NAA LTS . 21, I
W BT I FRI SR B PR G B I e R 7 A ) H 1 (R e 240

5.Medical test results, including

Electronic health data representing results of studies performed in




laboratory and other diagnostic|particular through in vitro diagnostics such as clinical biochemistry,
results and related reports [%= |haematology, transfusion medicine, microbiology, immunology and
FERG I &5 5, 0,35 S256 S K6 lothers, and including, where relevant, reports supporting the

Je HoAti2 W45 SRR AR 45 finterpretation of the results. B 7-fi BE T AR 245 2 T FE 45 L, IS
FOCH ML ARIMEWTT R, BIanim R AL M R BE o
A S SUEI 2 W, BAEMIHER T, SAE SRS R
e IR =

6. Discharge reports H B s Electronic health data related to a healthcare encounter or episode of

care and including essential information about admission, treatment and
discharge of a natural person. 5 &7 12 B3 i F2AH S 1 F i e 4k
W5, A EHANPIABL. BT B EARE E.

ANNEX II ffisx—

Essential requirements for the harmonised software components of EHR systems
and for products for which interoperability with EHR systems has been claimed

HTRRILR ARSI AFNELER, URFRT SR TRFELRAS

TOEBAE TR S R A E R

The essential requirements laid down in this Annex shall apply mutatis mutandis to
medical devices, in vitro diagnostic medical devices, Al systems and wellness
applications claiming interoperability with EHR systems. s [ff £} 52 [ 3 A 25k 28
WEMEMUE, EAT AR S BRI SK RS EERAE R EST S kAR SM2 R
SY b N LR RE R G A RN AR .

1.

1

1

1

General requirements 1. —f¢ER

1‘The harmonised software components of an EHR system shall achieve the performance
intended by its manufacturer and shall be designed and manufactured in sucha way
that, during normal conditions of use, they are suitable for their intended
purpose and their use does not put at risk patient safety. H T{EEILR RGN
R B A NIk B e R UM B VR, I HLH e A i T XN ORAE T A A 2%
A, XEHMEH TS, HAHEEA G EE 24,

2The harmonised software components of the EHR system shall be designed and

developed in such a way that the EHR system can be supplied and installed, taking
into account the instructions and information provided by the manufacturer,
without adversely affecting its characteristics and performance during its
intended use. R HEIC K R G0 HY MR P AR B TH AT AN DR 2 2 Gt RE 6 44 TR
1138 A S (AL P 0 B RIS B AT (L AT 223, HLAE FL TS e Ok R A 2 o AR 1 T 1
PEAEAHIFZI o

3An EHR system shall be designed and developed in such a way that its

interoperability, safety and security features uphold the rights of natural

persons, in line with the intended purpose of the EHR system, as set out in

Chapter TI. M3 FRICK R G AIBETH AT A Mibf ORI ELERAF I . 2 e PE AR BRI RERT



1.4.

2.1.

2.2.

2.3.

2.4.

2.5.

2.6.

B EHE R Z ARG, JR4E B AR NI

The harmonised software components of an EHR system that is intended to be
operated together with other products, including medical devices, shall be
designed and manufactured in such a way that interoperability and compatibility
are reliable and secure, and personal electronic health data can be shared between
the device and the EHR system in relation to those harmonised software components
of an EHR system. BT (i HECT: 2 46 16 76 15 A0 00 EF7 046 26 LA 72— FDIZ 4711
R, ]G 7 AN Ok B E A e S T 5E He 4, JEHAD AHT
e R Refig 7 B A 5 T IR0 s R G0 1] aX Le P i A AL AR AT 3 =

Requirements for interoperability2. H#AEHEZER

Where an EHR system is designed to store or intermediate personal electronic
health data, it shall provide an interface enabling access to the personal
electronic health data processed by it in the European electronic health record
exchange format, by means of the European interoperability software component
for EHR systems. fI2R M 7~ HEIC K R0 B AEA- 0 B0h B R 7 RS, iz &R 48
PR AR, I TR RO SR R G RO LR E PR A, DA BT
JREVE SR AL s T 1) FEARBR B AN N HEL i A

Where an EHR system is designed to store or intermediate personal electronic
health data, it shall be able to receive personal electronic health data in the
European electronic health record exchange format, by means of the European
interoperability software component for EHR systems. 5B T{#FEIC KRG E T
ARG A N TR, TR A B R Ae i A5 B & T i 7 e T o AR 48 H R B
ERAEPE AT AT, RS BRI LT s A e = A N F {2 e 39

Where an EHR system is designed to provide access to personal electronic health
data, it shall be able to receive personal electronic health data in the European
electronic health record exchange format, by means of the European
interoperability software component for EHR systems. 5B T{#FEIC KRG E T
FRBERAS N H AR U7 1], B4 B RES A B A T B8 B IE S R G RO B
ERAEPE AT AT, RS BRI LT R s A e = A N F {8 e 49

An EHR system that includes a functionality for entering structured personal
electronic health data shall enable the entry of data with sufficient granularity
to enable the provision of the entered personal electronic health data in the
European electronic health record exchange format. -3 Z5H40AS A T8 BEEIRE
SRADIRER B I (EHR) REE, MfE LR WRG IR SR NS, DAE RERS DLRK
I L0 BRI 7% A i TR A P S N B AR T R

The harmonised software components of an EHR system shall not include features
that prohibit, restrict or place an undue burden on authorised access, personal
electronic health data sharing or use of personal electronic health data for
permitted purposes. T {#FEILFK RAMNR — K EHEAFOETEELE, RS
AN R BRI 36 =, 5O T FeVE H A AN T B Bt AN 24 S E R D e
The harmonised software components of an EHR system shall not include features
that prohibit, restrict or place an undue burden on authorised exporting of

personal electronic health data for the reasons of replacing the EHR system by



another product. BT BRICK RGTIGE— AT AR 2 D) oA 8 i L 1
fERRIC R ARG MAA Ik R sl 2 FEAS AT AN {8 e EicHie (1 h e

3. Requirements for security and logging.3. Z&fHELFKER.

31 An EHR system designed to be used by health professionals shall provide reliable

mechanisms for the identification and authentication of health professionals.

HEBE ST N G FH A - RS E S RGN LT RIS B

PRI o

3‘Z‘The European logging software component of an EHR system designed to enable access
by healthcare providers or other individuals to personal electronic health data
shall provide sufficient logging mechanisms that record at least the following
information on every access event or group of events:H T{#Ei03% (EHR) RS
IR H S B A2 B AR BT IR 55 $ Bt 3 B At AN N BERS U7 1) N R T BRI, 1%
AfE A 7e 2 1 H BN, Pad s &R0 A E sl FE A 2= LU HME R

(a) (a) identification of the healthcare provider or other individuals having accessed the
personal electronic health data; % 15 i) i A~ A B~ B ks 1 122 77 ik 9% 4 ik 7 B
FoAm A NI s

(b)identification of the specific natural person or persons having accessed the personal

electronic health data; .97 ] A FLT-{8 B8 48 1R E AR IR
(c) (o the categories of data accessed; FTijj [ 4k 112551 5
(d) the time and date of access; /7 [ Ft] s ] A1 H 37

(e) the origin or origins of data. i #f 1 K I
3‘3‘The harmonised software components of an EHR system shall include tools or
mechanisms to review and analyse the log data, or it shall support the connection
and use of external software for the same purposes. L F{#F1CFK RGNS — M
A N AL o A AN o b S ) TR B, B N SR A [E] E AR R AT AL
SRR
3‘4‘The harmonised software components of an EHR system that store personal
electronic health data shall support different retention periods and access
rights that take into account the origins and categories of electronic health

data. L7 BEIC S R G0 A7l 7@ BRI 1R 48— PR 2L SRR AS R ) O B 391
AN IR BCPR, 324 O B TN el A PR 5 2% g FL 1 it R At (1 R IR AN S50

ANNEX III ff53%=

Technical documentation 5 AR SRS

The technical documentation referred to in Article 37 shall contain at least the
following information, as applicable to the harmonised software components of an
EHR system in the relevant EHR system: 25 37 25 BT 4a U AR SCR . 2 /DB 5 LR
HAR, IXEE B T oS B R R R G 2 I A LA



1.A detailed description of the EHR system including: F, T i 1c 3% RV EAN I, ALFE:

(a) (a) itsintended purpose, and the date and version of the EHR system; J: fill Fi&, D&
LT EIC s R G H R RRAR

(b)the categories of personal electronic health data that the EHR system has been designed to

process; HL 1~ FRIC 3 R Gt v it F AR B AN N HL 7 f BRAIE S0

() (c) how the EHR system interacts or can be used to interact with hardware or software
that is not part of the EHR system itself; F T-{i B id sk KRG W] S5 A8 T H 5 & fh#
PR AT A H., B a4 T 5 X SR A e A AT A L

(d)the versions of relevant software or firmware and any requirement related to version

update; FH & B B 1 RO RRCAS L K 55 A BE i A SR RO AT 225K 5

(e)the description of all forms in which the EHR system is placed on the market or put into

service; F1 T FEIC S AR GEBUR T B B AL 9 Ay 1 X ik

(f) (f) the description of hardware on which the EHR system is intended to run; B T~ {& FEic
KRBT B AT B 5

(g)a description of the system architecture explaining how software components build on or
feed into each other and integrate into the overall processing, including, where appropriate,
labelled pictorial representations (e.g. diagrams and drawings), clearly indicating key parts or
software components and including sufficient explanation to understand the drawings and
diagrams; X} R G A AR, MRRE P LA AT BRI A BARIME B, IR 3 8
RAbER T, & I AR ARSI R CInEIRZ: D, IR B SCHE 40 B AR 4
fE, IR0 R U DL R Le 2 R AN R

(h)the technical specifications, such as features, dimensions and performance attributes, of the
EHR system and any variants or configurations and accessories that would typically appear in
the product specification made available to the user, for example in brochures, catalogues
and similar publications, including a detailed description of the data structures, storage and
input/output of data; i TEEEIC R (EHR) FR Gt M AT AR B B FIECLE I H AR B,
InThee R AR REJm A, IX L858 W 25 AR [ ] P S AL SR oy, 49 e S A%
H AR AR T, EFE e R 450 . Bl A7t DL AR S N /% R PR R A

(i) (—) a description of any change made to the system throughout its lifecycle; %} & &t 7£ H
A Az A JE T R BT SO A A8 B TR AR
(j)the instructions for use for the user and, where applicable, installation instructions. f /7 fif F
Vi, DLAOE B0 B 2236 U .
2.A detailed description of the system in place to evaluate the EHR system performance, where

applicable. % S 19 FH T 1F A5 B @ BEC K R GUIERER R G PEGR I (W& HDD .

3.The references to any common specification used in accordance with Article 36 and in relation
to which conformity is declared fR 4 25 36 2532 K (PRI MYE, LA 5 2 SRR &1
.

4.The results and critical analyses of all verifications and validation tests undertaken to
demonstrate conformity of the EHR system with the requirements laid down in Chapter IlI, in



particular the applicable essential requirements. Vil B S T FE 0 Sk KRG & 3 == E M
BOR CRE 2 18 H R ARER) kAT (%) A Ser il AR DA i &85 5 S oG o A

5.A copy of the information sheet referred to in Article 38.55 38 2T #2 & 15 B3R EIA

6. A copy of the EU declaration of conformity. ¥k ¥ 757 & P4 7 BH Il A4S o

ANNEX 1V [ 1Y

EU declaration of conformity FX B8 &F& P B

The EU declaration of conformity for the harmonised software components of an

EHR system shall contain all of the following information: H, - B it & R4t 4t — K

(KRNI SRR CVl I VAR YN IR SR EP S Y

1.The name of the EHR system, version and any additional unambiguous reference allowing
identification of the EHR system. H3 1 {@ B 1C. 5% RS0 44 B« ARAS DL AT ART HoAR AT BH R 7 1%
T ERICR RGNS EE L.

2.Name and address of the manufacturer or, where applicable, its authorised representative. il

TG A PRI, B I AR BURER 1 42 BRI

3.A statement that the EU declaration of conformity is issued under the sole responsibility of the

manufacturer.— 4y 7 B, R W] RK B 5% 7 W A2 A3 RO ME— DA R AR o

4.A statement that the EHR system in question is in conformity with the provisions laid down in
Chapter Ill and, if applicable, with any other relevant Union law that provides for the issuing of
an EU declaration of conformity, complemented by the result from the testing environment
mentioned in Article 40.— 17 75 B, RHFTIH BFEFEICK KA G —HA0E, FHHE
H BRF AT HAd R e 75 L R RE S RS WY AR DG RV, I 28 40 25Tk ik
HELEE R

5.References to any relevant harmonised standards used and in relation to which conformity is

declared. 4 S T Y (AR T AH G PR AR e, LUK 7 W ARE 453X SR HE R 15 DL o

6.References to any common specifications used and in relation to which conformity is declared.

Xt i A P LS WA 5 B AE AT 3 RS 1R 51

7.Place and date of issue of the declaration, signature plus name and function of the person who

signed and, if applicable, an indication of the person on whose behalf it was signed. 7= B i H

B i M H ] 2644 DL NIIEA FERSS, ani& ], e fE A ARG B .

8. Where applicable, additional information. Zli& A, [ In{E & .

ELIL: http://data.europa.ev/eli/reg/2025/327/0jELI
http://data.europa.eu/eli/reg/2025/327/0j
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