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[ABSTRACT ] Risk minimisation measure ( RMM ) is a critical step to maximize the benefit-risk ratio of a
medicinal product in pharmacovigilance activities. Through literature review and consulting the websites of major
healthcare authorities in Europe Union, the USA, and Japan, this paper reviewed the RMM regulatory requirements and
implementation status of these countries and regions. It was found that Europe, the USA, and Japan established relevant
regulations earlier and accumulated valuable experience, and the specific implementation and supervision intensity of
RMM varied among regions due to differences in medical systems. For example, additional risk minimization measures
in Japan and the European Union are presented as risk evaluation and mitigation strategies in the USA. It is suggested
that RMM-related regulations and supervision system should be continuously improved, and the marketing authorization
holders in China should develop RMM implementation plans that conform to the actual conditions of China based on
foreign experience and combined with the current situation of local medical system, and conduct feasible and efficient

RMM effectiveness assessment to ensure patient medication safety.
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AZEFH Rbl i&@id SDF-1/CXCR4 & 8T 7F B IR T4 g 5a & BB 5 L

o9, REZE, FRE, THL, BT
(HiBEFEHANRER OFER, & /H7 810007 )

[KXEiA] AZR2HF Rbl; ERAMATEET 1; CXCEMETFTZE4; THAL ; BRTHMEEE ; HHEH

[FZE] B8 WEASZZH Rbl (GsRbl) X AT EJET 204 (hPDLSCs ) H MR & by By, RHE 5K
JR AT A E T 1 (SDF-1) /CXC & LB F %1k 4 (CXCR4) BEM A2 THH., 7k FABHLELE

7~ hPDLSCs, #lE B MA T W R AR A, %R 40 AR 340 o iR 1 (STRO-1). 2 1L # 146 (CD146) [H
M gm b ) 5 B 0L 0.5, 1.0, 2.0, 4.0, 6.0 umol + L' GsRb1 4 # hPDLSCs, CCK-8 3 i vk 16 H Wk . %
hPDLSCs 4+ 4 % FE 21 . GsRbl (4.0 umol - L) 41, AMD3100 (5 ug - mL™") 1. GsRb1+AMD3100 41, % & %1 4
M ¥ A E ) Fem ek % B (ALP) WE M, RT-qPCR #1 Runt #4855 2 2 (Runx2 ). oxteriv. EH & & (OPN) mRNA
RIKGI, HHRLE . TEHMN hPDLSCs 4 L4 %7 % &, Western blot %42 SDF-1/CXCR4 15 5 1 # A
KEAKRKEN. %R hPDLSCs 2 AT RHT|, BANKBRY, £KEAFE, STRO-1. CD146 [A t 48 fig b
251K 97.19% . 98.01%, % GsRbl WK & th3¥ 4, hPDLSCs $4787% /1 838, 2 R R EME (P<0.05), 5 FE 41,
B, GsRbl 2 40 f 34 78 7% J7 . ALP vE ME3 58, ruma2. oxteriv, OPN mRNA %3k 38 Jm, # b4 % 7 &k & % SDF-1, CXCR4
B\ &Rk H I (P<0.05), T AMD3100 4 5 2 41 K ( P<0.05 ), & GsRbl 41 %, GsRb1+AMD3100 41 41 i #4787 77 .
ALP 75 PR 1K, Runx2. oxterix. OPN mRNA F ik (K, # (b4 % % i & & SDF-1., CXCR4 & & %k H W > (P<0.05 ).
4% GsRbl #4512 3t hPDLSCs 3 78 KOk B 4 ft, 7 #6538 hm SDF-1/CXCR4 15 58 B & 5 £k H % .

[hESZES ] R285; R78I1 [ XHfirERG ] A

Ginsenoside Rb1 regulates proliferation and osteogenic differentiation of periodontal
ligament stem cells by SDF-1/CXCR4 signaling pathway
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