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Medical Applications and Legal Liabilities of Generative
Al: Reflections from US Judicial Cases and from
Article 14 of the EU Artificial Intelligence Act

Hsiu-I Yang
Institute of Public Health, National Yang Ming Chiao Tung University

Abstract

Artificial intelligence (AI) and generative large language models (LLMs) have been
widely applied in clinical diagnosis, medication management, and surgical navigation.
However, the inherent limitations and hallucination tendencies of these algorithms may
give rise to severe medical harm. This article examines Skounakis v. Sotillo in the United
States and the Sinuplasty AI Navigation Malpractice Litigation as core cases, and integrates
Article 14 of the European Union’s 2024 Artificial Intelligence Act to analyze the legal
responsibility and standard of care of healthcare professionals in increasingly automated
medical environments. The study finds that U.S. judicial practice adopts the principle
that the “duty of independent clinical judgment is non-delegable,” holding that healthcare
professionals cannot invoke full reliance on Al system outputs as a defense. Al systems are
regarded as purely assistive tools, while ultimate decision-making authority remains with
human physicians. Similarly, the EU AI Act emphasizes the principle of human oversight.
Accordingly, this article argues that regardless of technological advancement in medicine,
the human practitioner remains the ultimate bearer of medical responsibility. Frontline
healthcare professionals must maintain a critically reflective clinical stance to ensure
patient safety within human-machine collaborative decision-making processes. (Cheng
Ching Medical Journal 2026; 22(4): 4-10)

Keywords : Generative artificial intelligence, Medical malpractice, Duty of care,
Clinical decision support systems, Smart healthcare
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