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Study on Significance and limitations of the Enactment of
the Advanced Regenerative Bio Act

Seong Goo Sohn
Student, College of Pharmacy, Dongguk University

Kyeng Hee Kwon
Prof. College of Pharmacy, Dongguk University

=ABSTRACT=

The significance of the enactment of the "Act On The Safety Of And Support
For Advanced Regenerative Medicine And Advanced Biological Products; is to
break away from the regulation of the Pharmaceutical Affairs Act and expand
patient treatment opportunities through a medical technology approach to
regenerative medicine, which is essentially a medical practice called ‘trans-
plantation’. However, more than a year after the law was enacted, clinical study
has not been activated, with not a single high-risk study approved by the Ministry
of Food and Drug Safety being approved. The reason is that despite the legal
purpose of expanding patient treatment opportunities, the data requirements for
clinical study approval are set in connection with drug development despite the
insufficient legal basis, making it difficult for many researchers to meet the data
requirements. Prior to the enactment of the Act, submitted data for clinical study
on cell therapy products within the Pharmaceutical Affairs Act were cosiderably
exempted from quality and non-clinical test data, but with the enforcement of the
Advanced Regenerative Bio Act, quality and non-clinical test data are required in
accordance with pharmaceuticals when applying for approval of a clinical study
plan. To rectify this, when considering the identity of clinical study on advanced
regenerative medicine to expand treatment opportunities, recognize that there are
limitations in connection with drug development. And it is necessary to preserve
the identity of clinical study on advanced regenerative medicine, and on the other

hand, in the case of drug product approval, clinical study results should be
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utilized while specifying usage requirements. Therefore, with the power of the
market and the voluntary motive of the clinical researcher, it is necessary to
prepare the necessary data by themselves rather than the basic requirements for

clinical study approval.

Keyword : Advanced regenerative bio act, investigator initiated trial, clinical study
of advanced regenerative medicine, stem cell therapy, medical
technology






