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® GDPR
® European Health Union (EUMNAGTEI. HERA. EZEMmMEKEE)
® Data Governance Act, Data act
® EU cybersecurity framework (NIS directive)
® Artificial Intelligence Act
® Medical Device Regulations
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Basic Data Flow in a Face-to-face Healthcare Service
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RERBREEH AT

B Article 5
Priority categories of personal electronic
health data for primary use

1. Where data is processed in electronic format,
Member States shall implement access to
and exchange of personal electronic health
data for primary use fully or partially falling
under the following categories:
patient summaries BEBE

(a)electronic prescriptions & LS5
(b)electronic dispensations & T
(c)medical images and image reports
EHER - BfRL K —
(a)laboratory results HREHE R
(b)discharge reports BFEL & — t

ANNEX |
MAIN CHARACTERISTICS OF ELECTRONIC HEALTH DATA CATEGORIES

Electronic health data category Main characteristics of electronic health data included under the category

Patient summary Electronic health data that includes important clinical facts related to an identified person and that is
essential for the provision of safe and efficient healthcare to that person. The following information is
part of a patient summary:

Personal details

Contact information

Information on insurance

Allergies

Medical alerts

Vaccination/prophylaxis information, possibly in the form of a vaccination
card

7. Current, resolved, closed or inactive problems

8. Textual information related to medical history

9. Medical devices and implants

10. Procedures

11. Functional status

12. Current and relevant past medicines

13. Social history observations related to health

14. Pregnancy history

15. Patient provided data

16. Observation results pertaining to the health condition

17. Plan of care

18. Information on a rare disease such as details about the impact or
characteristics of the disease

Electronic health data constituting a prescription for a medicinal product as defined in Article 3(k) of
Directive 2011/24/EU.

Information on the supply of a medicinal product to a natural person by a pharmacy based on an

electronic prescription.

1. Vil Tnte s 2lgleTnn=te =1 Electronic health data related to the use of or produced by technologies that are used to view the

report human body in order to prevent, diagnose, monitor, or treat medical conditions.

1. Laboratory result Electronic health data representing results of studies performed notably through in vitro diagnostics
such as clinical biochemistry, haematology, transfusion medicine, microbiology, immunology, and
others, and including, where relevant, reports supporting the interpretation of the results.

1. Discharge report 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.

En @1 5 @ =
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I Minimum categories of electronic data for secondary use €39

M Article33 ~ Minimum categories of electronic data for secondary use

1. Data holders shall make the following categories of electronic data available for secondary use in accordance with the
provisions of this Chapter:

(a) EHRs;

(b)data impacting on health, including social, environmental behavioural determinants of health;
(c) relevant pathogen genomic data, impacting on human health;

(d)health-related administrative data, including claims and reimbursement data;

(e) human genetic, genomic and proteomic data;

(f) person generated electronic health data, including medical devices, wellness applications or other digital health
applications;

(g)identification data related to health professionals involved in the treatment of a natural person;
(h)population wide health data registries (public health registries);

(1) electronic health data from medical registries for specific diseases;

(j) electronic health data from clinical trials;

(k) electronic health data from medical devices and from registries for medicinal products and medical devices;
(1) research cohorts, questionnaires and surveys related to health;

(m)electronic health data from biobanks and dedicated databases;

(n) eleltl:tr(l)nlic data related to insurance status, professional status, education, lifestyle, wellness and behaviour data relevant
to health;

(o) electronic health data containing various improvements such as correction, annotation, enrichment received by the data
holder following a processing based on a data permit.
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