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Abstract: The deep integration of artificial intelligence (AI) in the medical field is reshaping medical
services, clinical decision-making, and scientific research teaching in medical institutions. However, its
autonomous evolutionary characteristics based on continuous learning and iterative updates fundamentally
conflict with static regulatory models of traditional medical devices. The Expert consensus on the application
and governance of artificial intelligence in medical institutions (2026) was jointly developed by more than 40
Chinese healthcare and scientific research institutions, with participating experts spanning fields such as
medicine, hospital management, medical informatics, health policy, law, and medical ethics. Drawing on the
latest domestic and international laws, regulations, and practical experiences of medical institutions, the expert
group systematically reviewed and summarized a full-cycle governance framework for the application of AT in
medical institutions. It focused on six core dimensions, including access assessment, clinical application,
protection of patient rights and interests, data governance, risk management, and literacy enhancement. For
each dimension, this consensus elaborated on key factors that medical institutions should consider in the
application and management process of Al, encompassing tiered access assessment, multidisciplinary joint
review, real-world validation, cross-validation of competing algorithms, delineation of human-computer
collaborative rights and responsibilities, tiered informed consent, algorithm traceability and explainability,

dynamic risk monitoring and circuit-breaker mechanisms, and a progressive Al literacy training system. This
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consensus aimed to establish a “safe, effective, fair, and explainable” compliance bottom line and development

direction for Al applications in medical institutions, ensure that technological evolution remains within a secure

and controllable legal and ethical framework, and ultimately serve the universal accessibility of high-quality

medical resources and the substantive improvement of population health level.
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