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Abstract

Advancing Regulatory Strategies and Management Approaches
for

Software-Integrated In Vitro Diagnostic Devices

Soo Yeon Lim

Department of medical device engineering and management

The Graduate School, Yonsei University

(Directed by Professor Sung Uk Kuh, Byeong-Ju Kwon)

This study aims to compare and analyze the current state of
regulations for software applications in In Vitro Diagnostic devices
both domestically and internationally, and to propose improvements
for the regulation of in vitro diagnostic device software in Korea. To
achievethis, the study analyzed the regulatory status of in

vitrodiagnostic device software in Europe, the United States,and
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Australia, identifying the regulatory characteristics of each country.
The analysis showed that although the regulatory approaches to in
vitro diagnostic device software vary from country to country, there
1S a common recognition of the importance of software, with some
differences in the scope of regulations for software used in certain
in vitro diagnostic devices. Considering the current state of
regulations for in vitro diagnostic device software in Korea,
systematic management of software is necessary for the sustainable
growth and technological innovation of in vitro diagnostic devices.
Therefore, this study proposes the classification of in vitro diagnostic
device software through a risk-based approach and the preparation
of separate guidelines that specify examples of such software for
reference. Following this study, continuous monitoring in the field of
in vitro diagnostic devices and the collection of opinions from
various stakeholders are necessary to derive practical regulatory
improvements. In conclusion, an effective regulatory strategy for in
vitro diagnosticdevice software will play a crucial role in promoting
the continuous growth and innovation of the domestic in vitro
diagnostic device market through the development of a
future-oriented regulatory framework that reflects the rapid

advancement of in vitro diagnostic devices

Key Words : In Vitro Diagnostic Devices, Software as a medical device
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