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functioning, must be independent of the researcher, the sponsor and any other undue
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reduce or eliminate any of the protections for research subjects set forth in this
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3.4.1.1: All research involving clinical applications of stem cell-based interventions must
be subject to prospective review, approval, and ongoing monitoring by independent
human subjects research review committees.
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[Abstract]

Significance and Improvement of Designated System of

Advanced Regenerative Medical Implementation Institutions

Erei Yoon™ - Hyeon Cheol Kim™

The Act on the Safety and Support for Advanced Regenerative Medicine
and Advanced Biological Products was enacted in 2019 to ensure that safety
of research and development from clinical research on advanced regenerative
medicine to the development of advanced biological products. This law established
a safety management system that took into account the characteristics of
advanced regenerative medicine, and as part of that, it introduced a ‘designation
system for advanced regenerative medical implementation institutions’ that
requires institutions conducting clinical research. It can be evaluated that
advanced regenerative medical institutions have the characteristics of research
institutes. The administrative designation system for research institutions has
advantages in relation to securing the safety of clinical research of advanced
regenerative medicine, but it also has limitations in that it examines the designation
under conditions unrelated to a specific research plan. It is necessary to
supplement the limitations of the current law for each item, , and revision
of laws is also necessary. Considering the results of reviewing the legislative
process of this law and comparing it with similar domestic and foreign systems,
it needs to be revised on designation system for research institutions such as

targets, requirements, procedures, and post-management system of designation.

Key words : advanced regenerative medical implementation institutions,
advanced regenerative bio act, designation system for research institutions,
clinical research of advanced regenerative medicine,
post-management system of designation
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