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[ Abstract] Medical devices based on artificial intelligence and machine learning (Al /ML) have developed
rapidly in recent years. However, we know little about how Al /ML based medical devices are approved in Europe.
The new European medical device regulation (EU MDR) is issued and implemented on May 26, 2021. The
regulation puts forward the relevant requirements to be met before the application of artificial intelligence software
products in clinical practice. The development of EU in this field is still in its infancy. Since 2015, more than 80 Al
products have been launched in the EU. Clinical trials and clinical data analysis of the same variety are the main
ways to launch Al products. This paper expounds the relevant requirements of EU regulations on the launch of Al
medical devices, and summarizes the frontier regulatory ideas and methods, In order to provide reference for the
supervision and management of artificial intelligence products in China.
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