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Clinical study on Compound Kushen Injection combined with lenvatinib in treatment
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Abstract: Objective To investigate the efficacy of Compound Kushen Injection combined with Lenvatinib Mesilate Capsules in
treatment of primary liver cancer. Methods 94 Patients with primary liver cancer who visited Handan Hospital of Integrated TCM-
WM from April 2023 to December 2025 were divided into control group and treatment group using a random number table method,
with 47 patients in each group. The control group took orally Lenvatinib Mesilate Capsules, with 2 capsules/time for body weight < 60
kg and 3 capsules/time for body weight > 60 kg, once daily. The treatment group received intravenous infusion of Compound Kushen
Injection on the basis of the control group, with 20 mL diluted with 200 mL physiological saline each time, once daily, and continued
treatment for 14 days. One course of treatment was 3 weeks, and the efficacy of the two groups was calculated after completing 3
courses. The total effective rate, quality of life, immune indicators, serum tumor markers, liver function indicators, and adverse
reactions were compared between two groups. Results The total effective rate of the treatment group was 80.85%, the total effective
rate of the control group was 61.70%, and the difference between two groups was significant (P < 0.05). After treatment, the QOL-LC

scores of two groups significantly increased (P < 0.05), and the QOL-LC scores in the treatment group were higher than those in the
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control group (P < 0.05). After treatment, the levels of fatty acid binding protein 5 (FABPS), lymphocyte/monocyte ratio (LMR), and
neutrophil to lymphocyte ratio (NLR) in two groups were significantly reduced (P < 0.05), and the levels of FABPS5, LMR, and NLR
in the treatment group were significantly lower than those in the control group (P < 0.05). After treatment, the serum levels of alpha
fetoprotein (AFP), carbohydrate antigen 242 (CA242), and carbohydrate antigen 199 (CA199) in two groups were significantly reduced
(P <0.05), and the serum levels of AFP, CA242, and CA199 in the treatment group were lower than those in the control group (P <
0.05). After treatment, the levels of aspartate aminotransferase (AST), alkaline phosphatase, and alanine aminotransferase (ALT) in
two groups were significantly reduced (P < 0.05), and the AST, alkaline phosphatase, and ALT levels in the treatment group were lower
than those in the control group (P < 0.05). The incidence of hypertension, diarrhea, fatigue, decreased appetite, proteinuria, and joint/
muscle pain in the treatment group was significantly lower than that in the control group (P < 0.05). Conclusion The combination of
Compound Kushen Injection and Lenvatinib Mesylate Capsules can improve the clinical efficacy in treatment of primary liver cancer,
enhance immune and liver function, and reduce the occurrence of adverse reactions.

Key words: Compound Kushen Injection; Lenvatinib Mesilate Capsules; primary liver cancer; QOL-LC score; FABPS; LMR; NLR;

AFP; CA242; CA199; alkaline phosphatase; ALT
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Table 1 Comparison on total effective rates between groups

151 n/f5l CR/fI PR/# SD/f5 PD/#f S B Y%
X iR 47 1 8 20 18 61.70
IRIT 47 2 13 23 9 80.85"
EHxiRAxfth: *P<0.05.
*P < 0.05 vs control group.
&2 4H QOL-LC TS ( x %s)
Table 2 Comparison on QOL-LC scores between two groups ( x* s)
415 /Bl y— QOLLC ¥4 \
YBIT T BTG
pagi 47 139.04+21.25 162.47 +20.93"
1BIT 47 138.37+21.98 186.93+25.68"4
HRMEBITRIN G "P<0.05; SXTEHIRIT EXE: 4P<<0.05.

*P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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Table 3 Comparison on FABPS, LMR, and NLR between two groups ( x*s)

ZH53 n/f WL EL I} 8] FABP5/(ug 171 LMR NLR

il 47 YRITHT 12514273 6.12+1.62 1.79+0.46
wITE 9.29+2.01" 4.83+1.35" 1.40+0.38"

BT 47 YRITHT 12.67+2.56 6.34+1.51 1.85+0.42
wITE 7.38+£1.49"4 3.57+1.09"4 1.07+0.35"4

SFRABITRINE: "P<0.05; SXTHRAGITEX: 4P<0.05.

P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment.
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Table 4 Comparison on AFP, CA242, and CA199 between two groups ( Xz*s )

2H 5 n/f5l WLEZH [A] AFP/(ng mL™) CA242/(kU L1 CA199/(kU L1

it R 47 YBIT R 180.65+54.03 14.87+3.62 98.57+22.11
HIT 120.38+25.16" 8.99+2.02" 48.39+13.05

RIT 47 bEE R[] 182.39+52.66 15.03+3.28 99.42+21.08
BIT A 93.474+22.48°4 6.31+1.49°4 35.68+9.92"4

H5RMEBITRIX: "P<0.05; SXTEEAIRITEXTE: 4P<<0.05.

P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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Table 5 Comparison on AST, alkaline phosphatase, and ALT between two groups ( X*s )
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BT R 37.43+7.91" 232.37+42.17" 32.56+6.61"
BIT 47 VRITHT 53.09+10.48 389.14+57.23 42.67+7.09
BT E 30.52+6.74"4 195.06+34.58%4 28.40+5.37*4
SRALGRITHIS G "P<0.05: SXHRALIGTTEXTH: 4P<0.05.
“P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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