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I Calculated as a share of the estimated value of data-sharing in the EU. For more
information, see the impact assessment, Annex 5.

2 https://www.enisa.europa.eu/topics/critical -information-infrastructures-and-
services/health.

3 Personal information on health status of an individual, or non-personal information
related to health, such as statistics, anonymous or aggregated data. This includes both

medical data (information provided by the patient, diagnosis, doctor referrals and
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prescriptions, medical examination reports, laboratory tests, radiographs, data acquired or
processed in the context of health research or policy making, such as disease registries or
data from registries with side effects of medicinal products or medical devices etc.),
administrative and financial information about health (includinginvoices for healthcare
services and medical certificates for sick leave management etc.), but also determinants of
health (social, behavioral, environmental).

4 FAIR principles: findability, accessibility, interoperability, reusability (https://www.go-
fair.org/fair-principles/).

5 Provision of healthcare services and medical information using innovative technologies
(especially information and communication technologies), in situations where the health
professional and the patient (or two health professionals) are not in the same location.

6 According to the impact assessment, p. 51.



AETHE 6%, XV TV ENMUEINIZETIHRAR 15O T2 B T&iz, 72, EHE%
HZ2 72 AR MyHealth@EU® % (A R ICflif 32 C &<, ENiz2M2 -EFLFEOY—
ERAEELTRART 20 225 30 Er—uwofifick s L HEE S TW3 (10 /M 3700
Ji 5 5200 Jj 2 — v OBHFHFNCH )0

Empower individuals to control
their health data

Unleash the power of the health
data economy

Foster a single market for digital
health services and products

Ensure a consistent and efficient
framework for the reuse of health data
for research, innovation, policy-making
and regulatory activities

Ensure interoperability and
security of health data and a
level playing field for
manufacturers
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7 https://www.hiqa.ie/sites/default/files/2018-05/ePrescribing - An-Intl-Review.pdf.

8 https://www.hiqa.ie/sites/default/files/2018-05/ePrescribing-An-Intl-Review.pdf.

9 Cross-border digital infrastructure for the exchange of health data, also known as the
eHealth Digital Service Infrastructure (previously referred to as “eHDSI”).

10 According to the impact assessment, forthcoming, p 51.

1 https://ec.europa.eu/health/system/files/2021-02/ms_rules_health-data_en_0.pdf.

12 The European Strategy Forum on Research Infrastructures, through its strategic
Roadmaps, facilitated the establishment of European research infrastructures dedicated to
health research data, biobanking collections, medical imaging data, and others. Details

available at: https://roadmap2021.esfri.eu/.
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13 European Commission. A European data strategy, 2020.
(https://ec.europa.eu/info/strategy/priorities-2019-2024/europe-fit-digital-age/european-
data-strategy_en).

4 https://ec.europa.eu/info/strategy/priorities-2019-2024/europe-fit-digital-age/shaping-
europe-digital-future_en.

15 https://eur-lex.europa.eu/eli/reg/2016/679/0j

16 Proposal for a Regulation on European data governance (Data Governance Act)
COM/2020/767, https://eur-lex.europa.eu /legal-
content/EN/TXT/?uri=CELEX%3A52020PC0767.

17 Proposal for a Regulation on harmonised rules on fair access and use of data (Data Act)
COM/2022/68 final.

18 https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:320161.1148

19 https://tehdas.eu/app/uploads/2021/06/tehdas-why-health-is-a-special-case-for-data-
governance-2021-06-23.pdf
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20 Thiel, R., Lupidfiez-Villanueva, F., Deimel, L., Gunderson, L. and Sokolyanskaya A.
(2021). eHealth, Interoperability of Health Data and Artificial Intelligence for Health and
Care in the EU. https://ec.europa.eu/newsroom/dae/redirection/document/79897.

21 Cross-border digital infrastructure for the exchange of health data, also known as the
eHealth Digital Service Infrastructure (previously referred to as “eHDSI”), https://eur-
lex.europa.eu/legal-content/en/TXT/?uri= CELEX%3A32019D1765.

22 https://ec.europa.eu/health/ehealth-digital-health-and-care/electronic-cross-border-

health-services_en.
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23 https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12663- A-
European-Health-Data-Space/public-consultation_en.

24 https://tehdas.eu/app/uploads/2021/09/tehdas -summary-of-results-case-studies-on-
barriers-to-sharing-health-data-2021-09-28.pdf
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% The European Strategy Forum on Research Infrastructures, through its strategic
Roadmaps, facilitated the establishment of European research infrastructures dedicated to
health research data, biobanking collections, medical imaging data, and others. Details
available at: ESFRI Roadmap 2021.

% COVID-19 Data Portal - accelerating scientific research through data

(covid19dataportal.org).
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27 Hansen J. et al, Assessment of the EU Member States’ rules on health data in the linght of
GDPR, available at https://ec.europa.eu/health/system/files/2021-02/ms_rules_health-
data_en_0.pdf.

28 According to the impact assessment accompanying the proposal (p 15), forthcoming.
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