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Clinical study on Shenyi Capsules combined with nivolumab in treatment of
advanced gastric cancer

LENG Bao, ZHANG Chong
Department of Gastrointestinal Surgery, Affiliated Hospital of Xuzhou Medical University, Xuzhou 221000, China

Abstract: Objective To investigate the clinical efficacy of Shenyi Capsules combined with Nivolumab Injection in treatment of
advanced gastric cancer. Methods A total of 86 patients with advanced gastric cancer admitted to Affiliated Hospital of Xuzhou
Medical University from April 2023 to November 2025 were selected and divided into control group and treatment group according to
the random number table method, with 43 cases in each group. The control group received intravenous infusion of Nivolumab Injection
at 3 mg/kg every 2 weeks. The treatment group was additionally administered oral Shenyi Capsules on top of the control group regimen,
at 2 tablets per dose, twice daily. Two groups underwent continuous treatment for 8§ weeks. The treatment effects, physical condition,
serum tumor markers, and peripheral blood T lymphocyte subsets were compared between two groups. Results After treatment, the
objective remission rates of the control group and the treatment group were 51.16% and 62.79%, respectively, with significant
differences between two groups (P < 0.05). After treatment, the ECOG scores were significantly reduced in two groups (P <0.05), and
the ECOG scores of the treatment group were significantly lower than those of the control group (P < 0.05). After treatment, the serum
levels of carbohydrate antigen 72-4 (CA724), carbohydrate antigen 19-9 (CA199), and neuron specific enolase (NSE) in two groups
were significantly reduced (P < 0.05). The serum levels of CA724, CA199, and NSE in the treatment group were significantly lower
than those in the control group (P < 0.05). After treatment, Treg and CD8"CD28- levels were significantly reduced in two groups, while
CD8'CD28" levels were significantly increased (P < 0.05). The Treg and CD8"CD28- levels in the treatment group were significantly
lower than those in the control group, while CD8"CD28" levels were significantly higher than those in the control group (P < 0.05).
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Conclusion The combination of Shenyi Capsules and Nivolumab Injection can improve the disease control rate of advanced gastric

cancer patients, enhance their physical condition, reduce tumor marker levels, and improve immune function.
Key words: Shenyi Capsules; Nivolumab Injection; advanced gastric cancer; ECOG score; CA724; CA199; NSE; Treg; CD8*CD28;
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Table 1 Comparison on treatment effects between two groups

Mmoo il CR/1 PR/ SD/f3l PD/fl G I% FEHI 1%
X i 43 2 20 7 14 51.16 67.44
18IT 43 4 23 10 6 62.79" 86.05
5 A2 A L. *P<<0.05
*P<C0.05 vs control group
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Table 2 Comparison on ECOG scores between two groups ( x*s)
411 it —— ECOG 7 —
BT HI BITIE
X i 43 3.15+0.71 1.82+0.45"
T 43 3.22+0.68 1.3540.40"4
H5RAGITHTHE: "P<0.05; SxMARITIGHE: 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 serum levels of tumor markers between two groups ( x* s)

2 5 n/fg MLLZ I [A] CAT724/(kU L™ CA199/(kU L) NSE/(ng mL™?)

xof R 43 BIT T 11.60+3.19 64.15+13.20 73.09+8.61
BT IR 6.74+2.03" 47.36+11.09" 47.24+6.28"

BT 43 BT HT 11.8243.07 64.99+13.46 73.14+8.57
BT IR 4.90+1.26%4 38.07+8.45"4 42.10+5.36"4

HRMBEITRTH: "P<0.05; SXTERARITEE: 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 4 Comparison on peripheral blood T lymphocyte subset indicators between two groups ( x s)
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BIT)E 6.83+1.26" 19.36+2.03" 11.85+2.03"
bt 43 YRITHT 9.61+1.38 22841214 10.06+1.39
BT A 5.4941.14"4 17.65+1.8074 13.274+2.05"4
HRMERTRTHE: "P<0.05; S5XHAGITELR: 4P<0.05.
P < 0.05 vs same group before treatment; 4P < 0.05 vs control group after treatment.
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