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Considerations Regarding Individual Consent in the Context of Digital Patient Records
and Deceased Organ Donation
— Triggered by the Introduction of a Draft Bill Proposing a Shift from Opt-In to Opt-Out
Consent for Deceased Organ Donation in Germany —
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In Germany, following the implementation of an opt-out (‘presumed consent’) framework
through the use of electronic patient records (ePA) in 2024, a new legislative proposal
aiming to transition from an opt-in (‘explicit consent’) system to an opt-out default for
deceased organ donation was introduced in the Bundestag by nearly one-third of
cross-party members of parliament.The proposal sparked intense deliberations among
lawmakers and subject-matter experts. Central to the debate was the ethical and legal
legitimacy of presumed consent—specifically, whether the absence of an explicit objection
could be construed as affirmative consent to organ donation.

Ultimately, the bill failed to secure passage in the Bundestag at this stage. Nonetheless,
advocates for organ donation are expected to continue efforts to reintroduce the
legislation and promote the transition to an opt-out system. These legislative debates offer
critical insights into the delicate balance between individual autonomy and public welfare.
Such considerations are highly relevant to ongoing discussions in other nations, including

Japan.
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