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[ Abstract ]

Current Issues in Regulation of Biotechnology for
Realizing the Bioeconomy

Seong-hee Yoo’
Min Seol”

. ks
Hyeon-su Kim

Biotechnology enables new solutions to today’s challenges such as hunger and food
insecurity. Since the biotechnology industry is directly related to human safety and ethical
concerns, it has been regulated by an ex ante regulatory approach, resulting in impediment
of biotechnology advancement.

The Ministry of Science and ICT has organized and running the regulation of Biotechnology
Task Force (TF), so called Bio-regulatory TF in the last 4 years. The Bio-regulatory TF
was to prepare measures to discover and improve regulations that hinder innovation in the
biotechnology industry. This paper presents the work undertaken so far in the Bio-regulatory
TF and addresses certain of the regulatory issues that arise from the use of biotechnology.

First, at the R&D stage, there are certain limitations in the Joint IRB system due to
difficulties in the concurrence between institutions and the different standards and capabilities
among them. Therefore, it is necessary to consider making compulsory Joint IRB for the
national research projects or introducing a Mutual recognition system. Furthermore, it sought
to be applicable to non-national (private) projects.

Second, the conduct of clinical trials is under the restricted sites. The current law allows
clinical trials to be performed only at ‘clinical trial institutions’ that are designated by the
Ministry of Food and Drug Safety. The primary medical institutions that are not designated

are not able to conduct clinical trials. Consequently, it is difficult to recruit subjects in
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designated institutions, or that primary medical institutions are easy to recruit subjects in
case of mild or chronic diseases. The Bio-regulatory TF suggested allowing participation in
clinical trials at the primary medical care centers for the clinical study.

Finally, it is asked to update Korea’s New Health Technology Assessment (nHTA) system
to evaluate the emerging biotechnology such as the medical devices using Al In case of
Al-based medical device, it can be the subject to be evaluated only if it replaces the existing
expensive medical practices. Nevertheless, in addition to the general requirements of the
Guidelines, Al-based medical products need to provide further new medical information.
Accordingly, it should be revised to remove these two criteria for the New Health Technology
Assessment for Al-based medical technology so that this technology is to be evaluated under

the same conditions as other technologies.

[Key Words] Bioeconomy, Bio—regulatory TF, Regulatory Improvement, Biofield,

Regulatory Science





