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BT FNK 200 mg FKIETE . 2 AI5ERE 4 D RIEIT IR AT BRI AR +
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Abstract; Objective

sintilimab injection combined with S — 1 capsules/oxaliplatin injection

To investigate the efficacy and safety of

(SOX) regimen as neoadjuvant therapy for patients with locally advanced
gastric cancer ( LAGC). Methods

control group and treatment group based on treatment methods. The

LAGC patients were divided into

control group received neoadjuvant chemotherapy with the SOX regimen,
with intravenous infusion of oxaliplatin injection 135 mg + m > on the first
day of each cycle, and S —1 capsules were administered orally according
to the patient’ s body surface area (40 mg each time for <1.25 m*, 50
mg each time for 1.25 —1. 50 m’, and 60 mg each time for >1.50 m*) ,
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twice a day, for 1 — 14 days, with every 3 weeks as one cycle. The treatment group received sintilimab injection 200
mg intravenously on the first day of each cycle (every 3 weeks as one cycle) in addition to the control group’ s
treatment. After both groups completed 4 cycles of treatment, radical gastrectomy + D, lymph node dissection was
performed. The clinical efficacy, tumor marker levels, safety, and survival status of the two groups were compared.
Results
control group and the treatment group were 52.08% (25 cases/48 cases) and 73.08% (38 cases/52 cases),

The control group included 48 cases, and the treatment group included 52 cases. The effective rates of the

respectively, After treatment, the levels of carcinoembryonic antigen (CEA) in the control group and the treatment
group were (21.08 £3.30) and (19.52 £2.90) ng - mL™", respectively; the levels of carbohydrate antigen (CA)
19 -9 were (43.89 +5.11) and (41.57 +4.73) U - mL"
(24.82+3.15) and (23.18 +2.79) U - mL™", respectively; the median progression — free survival was 27 and 40

months, respectively; and the median overall survival was 33 and 46 months, respectively. The above indicators of the

", respectively; the levels of CA 72 — 4 were

treatment group were all statistically significantly different from those of the control group (P <0.05, P <0.01). The
incidence rates of nausea and vomiting in the control group and the treatment group were 25. 00% (12 cases/48 cases)
and 15. 38% (8 cases/52 cases) , respectively; the incidence rates of diarrthea were 14. 58% (7 cases/48 cases) and
11.54% (6 cases/52 cases) , respectively; the incidence rates of bone marrow suppression were 29. 17% (14 cases/
48 cases) and 32.69% (17cases/52 caes) , respectively, with no statistically significant difference (all P >0.05).
Conclusion  Sintilimab combined with SOX regimen as neoadjuvant therapy for LAGC patients can achieve good

clinical efficacy, improve functional status, prolong survival, reduce tumor marker levels, and has fewer surgery —

related complications and good safety.

Key words: sintilimab injection; neoadjuvant therapy; locally advanced gastric cancer; efficacy; safety
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Table 1 Comparison of general data between two groups

Item Control Treatment
(n=48) (n=52)
Gender ( male/female) 33/15 39/13
Age(years) 62.52+7.21  61.92 £8.26
Body mass index(kg + m~2, % £s) 22.13£2.01  22.29%2.17
Eastern cooperative oncology group score
[ points, n(%) ]
0 29(60.42) 35(67.31)
1 19(39.58) 17(32.69)
Tumor node metastasis classification
(n,%)
I B 21(43.75) 20(38.46)
Ir c 27(56.25) 32(61.54)
Tumor location (n,% )
Upper stomach 29(60.42) 35(67.31)
Middle stomach 7(14.58) 6(11.54)
Lower stomach 12(25.00) 11(20.37)
Differentiation degree (n,% )
Low differentiation 31(64.58) 31(59.62)
Medium — high differentiation 17(35.42) 21(40.38)
HR(bpm, % +5) 71.67£7.61  71.88 +7.10
SBP(mmHg, x +s) 116.81 +10. 18 11.83 £10.26
DBP(mmHg, x £5) 80.48 £6.58  79.50 +5.85

HR : Heart rate ; SBP; Systolic blood pressure ; DBP ; Diastolic blood pressure ;
Control group; Received neoadjuvant chemotherapy with SOX regimen;
Treatment group: Received sintilimab injection on the first day of each cycle

in addition to the control group’s treatment.
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Table 3

Comparison of functional status between two groups

(points, x £s)

Item Control(n =48)  Treatment(n =52)
Before treatment 69.86 £7.05 71.54 £6.63
After 2 cycle of treatment 71.13 £7.97 73.49 £6.23

74.87 £6.36 " 78.15%5.65% " **

After 4 cycles of treatment

KPS ; Karnofsky performance status; Compared with before treatment in the
same group, “ ** P < 0.001; Compared with control group at the same

time, ™ P <0. 01

R4 2 HBIERS TR A (n, % )

Table 4  Comparison of clinical efficacy between two groups
(n, %)

Item Control(n =48) Treatment(n =52)
Grade 0 3(6.25) 12(23.08)

Grade 1 8(16.67) 10(19.23)

Grade 2 14(29.17) 16(30.77)

Grade 3 23(47.92) 14(26.92)
Effective 25(52.08) 38(73.08)"

Compared with the control group,*P <0. 05

x5 2HBELWA RN LG B (n, % )
Table 5

Comparison of incidence of adverse reactions between

two groups (n, %)

Ttem Control(n =48) Treatment(n =52)
Nausea and vomiting 12(25.00) 8(15.38)
Diarrhea 7(14.58) 6(11.54)
Fever 2(4.17) 7(13.46)
Myelosuppression 14(29.17) 17(32.69)
Abnormal liver and kidney function ~ 6(12.50) 9(17.31)
Peripheral nerve injury 10(20. 83) 9(17.31)
Hypothyroidism 0(0.00) 3(5.77)
Preumonia 0(0.00) 2(3.85)

Table 2 Comparison of levles of tumor marker levels between two groups (x )

Control (n =48)

Treatment(n =52)

Ttem
Before treatment

After treatment

Before treatment After treatment

CEA(ng - mL™") 48.74 +4.63 21.08 +3.30" "~ 48.91 £5.16 19.52£2.90* * **
CA19 -9(U - mL™") 85.10 +11.57 43.89 £5. 11" "~ 84.24 £10.01 41.57 £4.73 " **
CA72 -4(U - mL™1) 57.23 +6.39 24.82+3.15%** 57.75 +6. 01 23.18 £2,79 * * *#

CEA ; Carcinoembryonic antigen ; CA ; Carbohydrate antigen ; Compared with before treatment in the same group, * * * P <0. 001 ; Compared with control group at

the same time, P <0. 05, P <0. 01
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Table 6 Comparison of incidence of surgery — related complications

between two groups (n, % )

Item Control(n =48) Treatment(n =52)
Grade 0 -2
Intestinal obstruction 0(0.00) 1(1.92)
Abdominal pain 2(4.17) 1(1.92)
Hydropneumothorax 0(0.00) 1(1.92)
Anastomotic hemorrhage 1(2.08) 0(0.00)
Incision infection 2(4.17) 1(1.92)
Total incidence 5(10.42) 4(7.69)
Grade 3 -4
Anastomotic leakage 0(0.00) 1(1.92)
Intestinal obstruction 0(0.00) 1(1.92)
Shock 1(2.08) 0(0.00)
Total incidence 1(2.08) 2(3.85)
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Figure 1  Progression — free survival (PFS) survival curve
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Figure 2

Overall survival (OS) survival curve
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