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Abstract: Objective To study the development trend of quality management of artificial intelligence (AI) and promote the research
of standards and specifications. Methods The special issues faced by quality management of Al medical devices were summarized
according to the latest Al medical devices related regulations. The demand and development direction of quality management of Al
medical devices were analyzed in combination with the practice of product testing. Results In the process of quality management of
Al medical devices, traceability, data set management, quality control and other aspects need to be further enhanced.
Conclusion The ideas and methods of this paper are helpful to establish the special standards for Al medical devices.
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