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Advanced medical deVices and
regulatory innovations in new health
technology assessments

You Kyoung Lee, MD
Department of Laboratory Medicine and Genetics, Soonchunhyang University Bucheon Hospital,
Soonchunhyang University College of Medicine, Bucheon, Korea

Advances in technology lead to advances in medical devices, and these advances have the positive effect of creating
opportunities for beneficial developments in healthcare, such as innovating traditional healthcare processes or
expanding opportunities for diagnosing and treating diseases. Nonetheless, device developers, suppliers, users,
insurers, and patients all face the challenge of balancing patient safety and health effectiveness with a reasonable
profit. In Korea, the New Health Technology Assessment system aims to introduce safe and effective health technology,
but this is only effective for the entry of devices onto the healthcare market. This system is not enough for creating
a healthy ecosystem in which high-quality technologies and devices survive in the market and naturally exit from the
market if not successful. The nation must not lag in the rapid development of medical devices, but the concomitant
requirement for patient safety is like two rabbits moving in different directions. There is not enough time to resolve
each source of uncertainty for both developers and users. The early adoption of health technologies, including medical
devices, offers new opportunities for treatment and diagnosis, but also poses unexpected health risks. Thus, we
need to design a plan to generate scientific evidence related to medical devices after they introduced into practice.
Additionally, regarding the use of individual medical devices, we believe that the creation of a healthy ecosystem for
medical devices by implementing medical device surveillance culture is a way to manage the opportunities and risks of
the early introduction of innovative medical devices.
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