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Clinical study of sintilimab combined with chemotherapy in patients with advanced
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Abstract; Objective To observe the clinical efficacy and safety of combination of sintilimab injection and
chemotherapy on patients with advanced gastric cancer. Methods  Patients with advanced gastric cancer in
gastrointestinal tumor center of the hospital were retrospectively analyzed and divided into control group and treatment
group. Control group was given XELOX chemotherapy regimen (intravenous drip of 130 mg - m ~> oxaliplatin injection
on the 1st day of each cycle; oral administration of 1 000 mg - m > capecitabine tablets in the morning and evening,
continuous medication from the 1st day to the 14th day of each cycle, 21 days as a cycle). On the basis of control
group, treatment group was given 200 mg of sintilimab injection by intravenous drip on the 1st day of each cycle, and
were treated no more than 8 cycles (21 days as a cycle) , and received maintenance regimen ( control group was given
single drug treatment, 1 000 mg + m ~* capecitabine tablets orally in the morning and evening, for 14 consecutive days
and 7 days of discontinuation, 21 days as a cycle; on the basis of control group, treatment group was given 200 mg of
sintilimab injection, intravenous drip, on the first day of each cycle, 21 days as a cycle) after disease control. The
patients were followed up until death. The remission rate, blood markers including matrix metalloproteinase — 9
(MMP -9), neutrophil — to — lymphocyte ratio ( NLR) and platelet — to — lymphocyte ratio (PLR) and survival
prognosis were compared between the two groups, and the safety was evaluated. Results A total of 86 patients with
advanced gastric cancer were selected from the hospital information system. According to the different treatment
regimens, they were classified into control group and treatment group, with 43 cases in each group. After excluding
those who changed the drug dose or changed the treatment method due to personal reasons during treatment process, 38
cases were included in control group and 42 cases were included in treatment group. After treatment, the levels of MMP
-9 in treatment group and control group were (230.74 +54.37) and (311.95 £69.76) ug + L™, the NLR were
1.44 £0.37 and 1.82 +0.47, the PLR were 134.42 +17.55 and 162.46 = 17. 17, respectively, and there were
statistical significantly differences in the above indexes between treatment group and control group (all P <0.05). The
objective remission rates in treatment group and control group were 54.76% (23 cases/42 cases) and 31.58%
(12 cases /38 cases), and the disease control rates were 96.83% (40 cases/42 cases) and 78.95% (30 cases/
38 cases) , respectively, the above indicators in treatment group were statistically significantly different from those in
control group (all P <0.05). The median progression — free survival [ 95% confidence interval ( CI) ] values in
treatment group and control group were 19.00 (95% CI; 16.89 —21.11) and 12.00 (95% CI; 12.74 - 17.26)
months, and the median overall survival (95% CI) values were 25.00 (95% CI. 23.78 —26.22) and 20.00 (95%
CI; 16.98 —23.02) months, respectively, the above indicators revealed statistical significantly differences between
treatment group and control group (all P <0.05). The incidence rates of myelosuppression in treatment group and
control group were 45.24% (19 cases/42 cases) and 60.53% (23 cases/38 cases), and the incidence rates of
gastrointestinal reaction were 35. 71% (15 cases/42 cases) and 39.47% (15 cases/38 cases) , and incidence rates of
liver function injury were 26. 19% (11 cases/42 cases) and 21. 05% (8 cases/38 cases), and the incidence rates of
hand — foot syndrome were 21.43% (9 cases/42 cases) and 15.79% (6 cases/38 cases), and the incidence rates of
neurotoxicity were 40. 48% (17 cases/42 cases) and 52. 63% (20 cases/38 cases) , and the incidence rates of thyroid
dysfunction were 7. 14% (3 cases/42 cases) and 0.00% (0O cases/38 cases), respectively, without statistical
significantly differences (all P >0.05). Conclusion The application of sintilimab injection combined with XELOX
chemotherapy regimen in patients with advanced gastric cancer can effectively enhance the remission rate, reduce the
levels of serum MMP -9, NLR and PLR, and improve the survival prognosis, with good safety.
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Table 1  Comparison of general data between the two groups of
patients
Item Control (n =38) Treatment(n =42)
Gender ( male/female ) 19/19 18/24
Age(years,x +5) 67.87 £6.92 67.95+7.72
Disease course(months ,x +s) 13.18 £5.33 13.55 +4.21
Performance status score( points,x +s) 0.95+0.23 0.98 +0. 15
Clinical staging(n, % )

Stage Il 27(71.05) 29(69.05)

Stage IV 11(28.95) 13(30.95)
Pathological result(n, %)

Squamous cell carcinoma 30(78.95) 32(76.19)

Adenocarcinoma 8(21.05) 10(23.81)
Metastatic site(n, % )

Liver metastasis 10(26.32) 12(28.57)

Peritoneal metastasis 9(23.68) 10(23.81)

Lymphatic metastasis 10(26.32) 12(28.57)

Non — metastasis 9(23.68) 8(19.05)
Heart rate(times + min ~! x +5) 75.34 £5.89 74.74 £5.58
Diastolic blood pressure(mm Hg,x +5) 122.84 +11.14  123.90 £9. 84
Systolic blood pressure(mm Hg,x ) 88. 11 +£6. 61 86.74 £7.04

Control group: XELOX (intravenous drip of 130 mg + m ~? oxaliplatin injec-
tion combined with administration of 1 000 mg - m ~2 capecitabine tablets)
chemotherapy regimen; Treatment group: Sintilimab on the basis of control

group.

Table 2 Comparison of blood markers between the two groups of patients (x +s)

Control (n =38)

Treatment(n =42)

Ttem
Before treatment

After treatment

Before treatment After treatment

MMP -9(pg - L") 445.72 +76. 64
NLR 2.24 £0. 56
PLR 175.13 £22.02

311.95+69.76 "
1.82+0.47"
162.46 £17.17 "

230.74 £54.37**%
1.44 0. 37 **
134.42 +17.55**

462. 87 +95.90
2.32£0.47
179. 11 £23.40

MMP -9 Matrix metalloproteinase —9; NLR: Neutrophil — to — lymphocyte ratio; PLR: Platelet — to — lymphocyte ratio; Compared with before treatment in

the same group, * P <0.05; Compared with control group at the same time point, *P <0. 05.

R3 2HBEEMRIILE (n, %)
Table 3 Comparison of remission rate between the two groups of

patients(n, % )

lem Control Treatment
(n=38) (n=42)
CR 4(10.53) 6(14.29)
PR 8(21.05) 17(40.48)
SD 18(47.37) 17(40.48)
PD 8(21.05) 2(4.76)
ORR 12(31.58) 23(54.76)"
DCR 30(78.95) 40(96.83)"

CR: Complete remission; PR: Partial remission; SD; Stable disease; PD:
Progressive disease; ORR: Objective remission rate; DCR: Disease control

rate; Compared with control group, *P <0. 05.
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