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Abstract: Medical devices incorporating artificial intelligence(AI), digital therapeutics(DTx), and 

robotics are continuously being developed. These medical devices, which have the potential to 

enhance the effectiveness of disease treatment or diagnosis, are referred to as innovative device 

or breakthrough devices. Various countries such as South Korea, the United States, and China 

have been operating a system for designating innovative medical device supporting expedited 

approval processes for medical devices. In particular, South Korea has established an integrated 

review system which included New Health Technology Assessment and eligibility for medical 

insurance coverage etc. for innovative medical devices utilizing AI, digital technologies to 

facilitate rapid entry into the healthcare field. This presentation focuses on strategies for 

entering the healthcare field through an integrated innovative medical devices review system. 
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