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[ Abstract] Objective To establish ethical review standards for clinical research on Artificial Intelligence-Assisted Clinical
Decision Support Devices (AI-FACDSD/AI-CDSS/SaMD), clarifying the required review materials, review principles, and key
elements of ethical review, so as to better guide the ethical review of such research and effectively protect the legitimate rights
and interests of research participants. Methods Through policy interpretation, literature review, and expert consultation, this
study deeply analyzed the ethical risks and their causes in AI-ACDSD clinical research, and proposes ethical review standards
for such research from the perspectives of data collection and sharing, algorithm risk control, privacy protection, informed con-
sent, and research protocol design. Results AI-ACDSD clinical research involved ethical risks such as informed consent issues,
privacy breaches, algorithm discrimination, and algorithm black boxes. Ethics committees should focused on reviewing the
compliance, diversity, and adequacy of data sources, the reliability of data quality control, the effectiveness of algorithm risk
prevention and control, the sufficiency of privacy protection, and the rationality of protocol design. Conclusions To improve
the quality of ethical review for AIFACDSD clinical research, guidelines for ethical review of AI-ACDSD clinical research should
be issued as soon as possible, the composition of institutional ethics committees should be improved or regional ethics commit-
tees should be established, and systematic training for ethics committee members should be strengthened.
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