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The Law-Regulation-Guidance regulatory system

for stem cell-based medicinal products

YUAN Bao-Zhu
(Cell Collection and Research Center, National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract: Stem cells represent a very important part of modern regenerative medicine. From perspectives of clinical
translation, the pathway of the development of stem cells in forms of either “medicine” or “clinical technology” is
full of various challenges. All these challenges, in terms of the “Law-Regulation-Guidance” regulatory system, can
be associated with different layers of the system, which are the layers of Law, Regulation or Guidance. Since the
buildup of the “Law-Regulation-Guidance” system for biomedical products has been generally lagged behind in
China, various challenges in all three layers of the system remain to be urgently addressed. It is thus understandable
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that no current regulatory system can be directly fit into the need of stem cell development in China. In addition, the

general lack of the sense of observing the law in the entire society makes the situation even more difficult. Through

engaging in an academic discussion on the “Law-Regulation-Guidance” system for biomedical products in general,

this paper attempts to clarify the regulatory features of the existing problems encountered in clinical development of

stem cells according to the three-layer regulatory system with a hope of helping build up the regulation-driven

thinking during the product development and the associated regulation, and moreover, establish the regulatory

system dedicated to the regulation of stem cell products in China.
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I I 40 M A0 25 P 2 2 rh R AR A, e 22
i (neural stem cells, NSCs) %,

T 20 0 B 40 RS A A Ak B Al L T AR
STV IT sy, BS HoAh SR R A i (AL EE A
KME) T ) —ik2, fEATAM™ M (stem cell-
based medicinal products) F T T4 7797 (stem cell-
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RGP . BRI ER . B B4 AT A
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EE I S/ 4B Rim R T8 B M (AT )
(TEFR (TAREIEINE ) M52 RER (T4
il 770 o B 4 ) A e PR AT A e 4 5 IR ) (AT ) (T
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filhn, fENEJEIE B, 35 E FDA M40 i 4
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