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Abstract: Objective To systematically evaluate the efficacy and safety of Aidi Injection in combination with FOLFOX4
chemotherapy regimen for the treatment of intermediate to advanced colorectal cancer. Methods PubMed, Cochrane Library,
Embase, Medline, CNKI, SinoMed, VIP, Wanfang were searched for RCTs of Aidi Injection combined with FOLFOX4
chemotherapy regimen for the treatment of intermediate to advanced colorectal cancer from the establisment of database to April 1,
2022, and Meta-analysis was performed using RevMan 5.3 software. Results A total of 18 RCTs with 1 515 patients were included,
with 775 patients in the test group and 740 in the control group. A Meta-analysis after pooling all studies showed that the objective
response rate (ORR) [RR = 1.22, 95%CI (1.11, 1.34)] and disease control rate (DCR) [RR = 1.10,95%CI (1.05, 1.16)] were better in
the test group than in control group (P < 0.05). The test group improved quality of life [RR = 1.30, 95%CI (1.18, 1.44), P < 0.01].
The test group reduced the incidence of leukopenia [RR = 0.53, 95%CI (0.41, 0.70), P < 0.01]; thrombocytopenia [RR = 0.53,
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95%CI (0.28, 0.98), P < 0.05], nausea and vomiting [RR = 0.57, 95%CI (0.47, 0.70), P < 0.01], and diarrhea [RR = 0.30, 95%CI
(0.14, 0.65), P < 0.05] than in control group. Sensitivity analysis showed that the ORR and DCR study results were robust and

reliable. Conclusions Aidi Injection combined with FOLFOX4 regimen for the treatment of intermediate to advanced colorectal

cancer can significantly improve the therapeutic effect, improve patients' quality of life and reduce the incidence of related adverse

reactions than chemotherapy alone, with good efficacy and safety. However, in view of the limitations of the study, further validation

of the study results by high-quality, large-sample RCTs is still needed.
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Table 1 Basic information of included studies
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Table 2 Evaluation of the methodological quality of the included literature
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Fig.1 Meta-analysis of forest plot in ORR between two groups
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Fig.2 Meta-analysis of forest plot in DCR between two groups
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Fig.3 Meta-analysis of forest plot in KPS improvement rate between two groups
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Fig. 4 Meta-analysis of forest plot in incidence of leukopenia between two groups
AE AR FOLFOX4 Risk Ratio Risk Ratio
Study or Subgroup  Events  Total BEvents Total Weight M-H, Fixed, 95% CI M-H. Fixed, 95% CI
gk 2012 4] a6 3] 52 23.5% 0.931[0.32, 2.70] -
3 2004 2 30 5 30 18.8%  0.40[0.08,1.90] —
FES 2007 o 65 352 146% 011001, 2.17] —
FHIE 2014 2 a0 4 TH 15.3%  0.49[0.09, 2.59] —_—
HERA 2016 3 45 5 41 187% 055[0.14,2.15] —
|/ 2008 1 30 2 26 81% 0.431[0.04, 4.51] - 1
Total (95% CI) 306 279 100.0% 0.53 [0.28, 0.98] <&
Total events 14 25
Heterogeneity: Chif= 2.27, df= 5 (P = 0.81); F= 0% t t ; |
o N 0.001 0.1 1 10 1000
Testfor overall effect 2= 2.03 (P =0.04) FOLFOX4 it
B 5 PEM/NMRTR D& EZE K Meta TR E
Fig.5 Meta-analysis of forest plot in incidence of thrombocytopenia between two groups
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Fig. 6 Meta-analysis of forest plot in incidence of nausea and vomiting between two groups
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Fig.7 Meta-analysis of forest plot in incidence of diarrhea between two groups
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