2024 4F 12 35 H 4533 %45 23 ) ¥ (a W @I

Vol. 33,No. 23, December 5,2024 China Pharmaceuticals Drug Evaluation
FE 43S :R969.4;R979.1 XHERFRERD: A XEHS 1006 — 4931(2024)23 - 0107 — 11

d0i:10.3969 / j.issn.1006 — 4931.2024.23.024

WX IERRTHHENESHALRNEENEMZ LM Meta 247
ERS, TR, BN, BES, R

(IHEHRMNTE—-ARER,ZH RN 221000)

BE. B FHhaXERSFHRET ABERMALABGA R ERE SN FiE KA EIKE % PubMed, Embase, The Cochrane
Library, Web of Science % " E 42 B (CNKI) . % 7 (WanFang) Y (VIP) P EAME F L (CBM)HIEE T A2 EARE 2023 % 11 A
19 B % T3 X3AERGFHIT NBLE KL A6 AT B RIS (RCT), £ M Cochrane KA+ 4E & & 3T 29N LAk 47 M2+, &
JA RevMan 5. 3 #4347 Meta 547 25 5R 229N 8 T RCT, #F & 455 #) B% Meta 5 LR E =, R EH(THXIER)EHF T HIE
58BN e R AR R TOR =4.18,95%CI(2.59,6.75),P <0.000 01],3 A~ A it & A A8 (PFS) %[ OR =4.18,95%CI(2. 69,
6.48),P<0.00001],6 A~ A PFS %[ OR =3.99,95%CI(2.29,6.93),P <0.000 01 3% 2% & T BA(T /AN BASHERE
R RIEME ARG 3 A A PFS &[OR = 6.22,95%CI(2.93,13.23),P < 0.000 01 ]#= 6 A~ A PFS % [OR = 3.62,95%CI(1. 57,
8.38),P=0.00313 R %3 Tl ;X3 EITERM N B RMRMBZe 3 A PFS £[OR=6.63,95% CI(3.17,13.86),
P <0.00001]% 6 A~ A PFS %[ OR = 6.84,95% CI(2.57,18.19),P =0.000 1]3 B % & F 3 B XI5 b B F 2 KRR L
BUR G RAER AR 23 B s E FREIRB ARG R AR R E G TARBAP<0.05) .41 #XIFRGTIERNL AR
B4 K 40 9% 96 e B R AT R, R BB B R R B R T AR,

FREWR 3 XAER B NG R A G R UM A Meta 54T

Efficacy and Safety of Regofinib in the Treatment of Advanced Osteosarcoma and Soft

Tissue Sarcoma:A Meta — Analysis
TANG Jingjing ,WANG Yuqi,GUO Yaru,GUO Wenwen,WU Xiaojin
(The First People's Hospital of Xuzhou,Xuzhou, Jiangsu,China 221000)

Abstract: Objective To evaluate the efficacy and safety of regofinib in the treatment of advanced osteosarcoma and soft tissue
sarcoma. Methods Randomized controlled trials (RCTs) related to regofinib in the treatment of advanced osteosarcoma and soft
tissue sarcoma in the PubMed, Embase,The Cochrane Library, Web of Science, CNKI, WanFang, VIP,and CBM databases from their
inception to November 19, 2023 were searched. The Cochrane risk assessment scale was used to evaluate the quality of the
included literature , and RevMan 5.3 software was used for Meta - analysis. Results Eight RCTs were included, involving
455 patients. Meta — analysis results showed that the disease control rate [OR = 4.18,95% CI (2.59,6.75),P < 0.000 01],3 -
month progression — free survival (PFS) rate [OR = 4.18,95% CI (2.69,6.48),P < 0.000 01],and 6 — month PFS rate
[OR = 3.99,95% CI (2.29,6.93),P < 0.000 O1] in the experimental group (treated with regofinib) were significantly higher
than those in the control group (treated with placebo). The sub — group analysis results showed that the 3 — month PFS rate
[OR = 6.22,95% CI (2.93,13.23),P < 0.000 01] and 6 — month PFS rate [OR = 3.62,95% CI (1.57,8.38),P = 0.003]
of patients with osteosarcoma in the experimental group were significantly better than those in the control group;the 3 - month
PFS rate [OR = 6.63,95% CI (3.17,13.86),P < 0.000 01] and 6 — month PFS rate [OR = 6.84,95% CI (2.57,18.19),
P = 0.000 1] of patients with soft tissue sarcoma without liposarcoma in the experimental group were significantly higher than
those in the control group. The incidence of hypertension, hand - foot skin reactions, and diarrhea, as well as the incidence of
grade > 3 hypertension, hand — foot skin reactions, diarrhea, and fatigue in the experimental group were significantly higher than
those in the control group (P < 0.05). Conclusion Regofinib is effective in the treatment of patients with soft tissue sarcoma and
osteosarcoma without liposarcoma,and the risk of adverse reactions is basically controllable.
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Tab.1 Basic characteristics of included studies
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Note: — refers to not mentioned;a refers to liposarcoma,b refers to leiomyosarcoma,c refers to synovial sarcoma,and d refers to other sarcoma.
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A. Osteosarcoma and soft tissue sarcoma B. Liposarcoma

C. Soft tissue sarcoma without liposarcoma D. Osteosarcoma

Fig.4 Forest plot of Meta — analysis:3 — month PFS rate in the two groups
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110

Odds Ratio Odds Ratio
M-H, Fixed, 95% CI M-H, Fixed, 95% CI
8.14 [0.88, 75.48] 1
3.57 [0.72, 255.43] T
1.80 [0.44, 7.31] —
4.2410.45, 39.87) e
1.94[0.29, 13.19] I B —
5.20 [2.13, 12.71] —
210 [0.60, 243.04] I e —
1.40 [0.28, 7.06] e e —
3.99 [2.29, 6.93] -
0.01 0.1 10 100
Favours [experimental] Favours [control]
A
Odds Ratio Odds Ratio
H.Fi o -H_ Fixed, 95% CI
2.63[0.43, 16.16] =
1.40 [0.28, 7.06] =
1.86 [0.56, 6.16] f
b } } f i
0.01 0.1 1 10 100

Favours [experimental] Favours [control]



20244 12 7 5 H 4533 45 23 ) ¥ &) % BT

Vol. 33,No. 23, December 5,2024 China Pharmaceuticals Drug Evaluation
Experimental Control Odds Ratio Odds Ratio
__Study or Subgro Events Total Events Total Weight M-H. Fixed. 95% Cl M-H. Fixed. g§_°é Cl
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A. Osteosarcoma and soft tissue sarcoma B. Liposarcoma C. Soft tissue sarcoma without liposarcoma D. Osteosarcoma
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Fig.5 Forest plot of Meta — analysis:6 — month PFS rate in the two groups
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Test for overall effect: Z = 0.64 (P = 0.52) Favours [experimental] Favours [control]
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Fig. 6 Forest plot of Meta — analysis:3 — month OS rate in the two groups
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Fig.8 Forest plot of Meta — analysis:the incidence of adverse events in the two groups
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