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Current application and registration status of mesenchymal stem cell

products and considerations on its clinical review
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[ Abstract] In recent years, the basic and clinical research of stem cells have developed rapidly, and the
technical guidelines and regulatory policies related to the clinical transformation and application of cell therapy and
stem cell therapy have been continuously improved. As a result, the demand for application of mesenchymal stem
cell (MSC) products for drug registration is increasing. However, due to its diverse sources and functions, there
are many uncertain risks when MSC products are developed and applied as a drug, issues of these products in clinical
research and application need sufficient attention. Based on the changes in policies and regulations related to stem
cell therapy over the years, this paper summarizes the MSC products applied for investigational new drug (IND)
from 2004 to 2020, and discusses the key issues in the design of clinical trials for registration of such products, in
order to provide reference for the design of domestic MSC clinical research as well as the drug evaluation for MSCs
products.
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1.1 MSCs F=RmiEMBiEHENTNL  BREIH
HESLFR ISR 2004 42 H—2020 4F 12 A, E R
WA PR 24 i PP PG 52 B MSCs 7 it R 3 B H
A 36 1 (LIZHSTE) 63t 27 At 1
7124 (investigational new drug application, IND ) Iffii PR
U Y H I, H AT ST A M s e E T, MSCs
At AN TE AR B H R R SO PESE SR LI 1, B
SRIE 10 A4, 3R A9 T 4 M I PRAFF 58 B0 A 2 A2
AR {E 4 HE 24 B R 0 MSCs b A H
32 [E ST Y 20 MG T AR DG BRI R AR & e 1)
AU =S s R B

(o —1]
2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021

4y

B 1 MSCs ffi IND 32 BB A (2004 42 H—2021 49 H)

Ay R B 1 20 i PR ATE 5 S 5 T AR 2 1 240
MR BORBE A 7 K | 1 G A 18 AR K S
TR I R B e v | A W 8] 5 S35 AH 5GBSR Ik
PO eSO Y IR PR (URARE R Y = P et L D 1
PRERME AT 405 7 IR N R A IR 7 28 T A 24
f RS R BT RR 2 AR W IH O 22 )
TR FE IR 2 A R TR 00 A RO R R R R
AL, 1993 45 JE DA R & A (N R 4 G 7 B
FEIRBYT I PRATE TS 42 B ), A 36 o 1 3
FUCERGIA 25 A MR sc1 i
A TE) 78 o T AR iR SO AL B S T LU
21 H224), MSCs AHSCHIFFE 18 SCRUR T R PR ig g i<

2004 4EAAF & FBUE T 1000 551 IR HEA
RS Y R I B, 2 2008 AEAE R FILHEHT
8 000 f o 1B Bk T4l i ox i & R, T 1
MSCs FIRFFFE R34 YR 2 i | 76 W 8 7 1) B
WA FEA 1 [ PN — S WF 5% SE A0 1 40 B ™ & O F
Uy F TR i 24 R I PR IUS: , JE ) T MISCs Hi 4
e PR 8 — 4> /) 18 W 2004 45 FR 3R 13 0F I PR 1) 45 Aol
3 A, H¥HE AT L R #h su B8 bk 2 5 it
FOIFRE T 806G RS . AR, i i W I R 1 50
B2 B SA 2 A (HH A 1 A BEA: A AR 35 HAF
FEIE RS T — W8 R g, 1A
= I

1469
MEFFRZYE 2022 F£E31 BE 15 8



Chinese Journal of New Drugs 2022,31(15)
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