FAYDEBRTOZIAEDFT-TGREEZORAL
—2024 T OB IVEDRIL & F DFHE—
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—The 2024 Medical Digitalization Acceleration Act and Its Implications—
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The digitalization of healthcare services in Germany has historically lagged behind other EU
nations. The legislation introduced in 2019 aimed to address this shortcoming, particularly
through the Patients’ Data Protection Act of 2020, which laid out a comprehensive framework
for developing a digital infrastructure, including a digital insurance card and electronic
patient records. However, since its introduction in 2021, the electronic patient record, a
cornerstone of the digital healthcare network, has been adopted by less than 1% of the

insured population.

In 2024, the newly formed coalition government, comprising the SPD, Biindnis 90/Die Griinen,
and FDP, passed the Medical Digitalization Acceleration Act and the Health Data Utilization
Act. The former marked a significant shift by introducing an ‘opt-out’ system for electronic
patient records starting in January 2025, meaning records would be automatically created
unless the insured explicitly opted out. These acts aim to ease the use of patient data,

fostering health research and stimulating innovation and enterprise in the health sector.

This shift in approach has sparked significant criticism for potentially undermining the core
tenets of the Patients’ Data Protection Act. The Federal Commissioner for Data Protection
voiced strong opposition to several amendments during parliamentary debates, but the

coalition government largely disregarded these concerns and passed the legislation.

This debate highlights a fundamental tension between safeguarding the highly sensitive
personal data of patients and the societal benefits of more user-friendly systems, improved
healthcare services, and the promotion of health-related research and innovation. Balancing
these competing interests and achieving public “trust” and “acceptance” of healthcare

digitalization is a challenge that resonates globally, including in Japan.
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