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ABSTRACT

Analysis of Regulations and Guidance for Utilizing Real-World Data

in Domestic and International Medical Devices

This study aims to compare and analyze domestic and international medical device
Real-World Data and Real-World Evidence submission regulations and guidelines to
understand how each country's regulatory system utilizes Real-World Data/Real-World
Evidencein the medical device development and approval process, and to seek domestic
medical device development and regulatory response strategies based on this. The study
investigated relevant guidelines and regulations in the United States, Europe, Japan, China,
and Korea to analyze the status of Real-World Data/Real-World Evidence utilization in
each country, and examined the characteristics and differences between regulations. The
results of the study showed that the United States was the first to introduce and systemize
guidelines related to Real-World Data and Real-World Evidence, and is playing a leading
role. Europe has established PMCF guidelines and systems, but the scope of utilization is
narrower than that of the United States. Japan and China are introducing regulations
tailored to their respective medical environments, and China is in the pilot stage. Korea is
actively utilizing Real-World Data in the medical device approval process through two
rounds of guidelines issuance and regulation revision. This study proposes ways for the
domestic medical device industry to develop in line with global regulatory trends and
emphasizes the need for improving guidelines to promote the use of Real-World
Data/Real-World Evidence. Furthermore, it suggests directions for securing the global
competitiveness of the domestic medical device industry by establishing data standardization
and verification procedures, strengthening the use of private and public data, and utilizing
Real-World Data in the fields of Al and digital healthcare.

Key words : Real-World Data, Real-World Evidence, Medical Devices, Guidelines,

Regulations
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