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The European Health Data Space (EHDS)! Regulation establishes provisions for
strengthening the single market of electronic health record (EHR) systems, reducing costs and
barriers to entry. By harmonising rules for EHR systems, the compliance costs get lower for
new entrants, including small and medium-sized enterprises. For example, the Regulation lays
down a self-certification procedure for EHR systems limiting certification costs and
administrative burdens for EHR systems manufacturers of all sizes, including small and
medium-sized enterprises.

Regarding use EU citizens’ health data by entities from third countries, the EHDS Regulation
sets out a mechanism? of reciprocal access that will serve to assess the rules in third countries
to ensure that only entities from third countries recognised as providing similar rules will be
able to apply for access. Transfers of personal data to third countries can only take place
subject to the conditions and limitations set out in Chapter V of the General Data Protection
Regulation (GDPR)?, notably the need to ensure a level of protection in the third country that
is essentially equivalent to the one guaranteed within the EU%.

When it comes to risks of digital exclusion among older populations, the EHDS promotes
inclusive design usable for all, including older adults, enabling them to exercise their rights
under the Regulation.
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European Health Data Space and amending Directive 2011/24/EU and Regulation (EU) 2024/2847, OJ L,
2025/327, 5.3.2025, ELI: http://data.europa.eu/eli/reg/2025/327/0j.
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