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A real-world study of tislelizumab combined with chemotherapy as first-line treatment for

locally advanced or metastatic squamous non-small-cell lung cancer
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China

[Abstract] Objective: To evaluate the efficacy and safety of tislelizumab combined with chemotherapy as first-line treatment for
locally advanced or metastatic squamous non-small-cell lung cancer in the real -world. Methods: A total of 109 patients with lung
squamous cell carcinoma were included in the Affiliated Hospital of Inner Mongolia Medical University from January 2021 to
December 2023, of whom 66 patients in the tislelizumab combined with chemotherapy group and 43 patients in the chemotherapy
group. The objective response rate (ORR) , progression-free survival (PFS) , overall survival (OS) and the incidence of treatment-related
adverse events (TRAEs) of the two groups were evaluated. Results: At a median follow-up of 20.2 months, the ORR of the tislelizumab
combined with chemotherapy group was significantly higher than that of the chemotherapy group (75.8% vs. 51.2%). The median PFS
prolonged significantly in the tislelizumab combined with chemotherapy group compared to the chemotherapy group (17.3 months vs.
9.3 months). OS data were not reached in the tislelizumab combined with chemotherapy group, which was significantly longer than the
chemotherapy group (19.3 months, HR=0.38, 95%CI: 0.19-0.68, P=0.002). The incidence of overall TRAEs and TRAEs above grade
3 in the two groups was similar. The incidence of immune-related adverse events (irAEs) in the tislelizumab combined chemotherapy

group was 28.8% including one case(1.5%) of grade 3 and above immune-associated pneumonia. Conclusion: Tislelizumab combined
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with chemotherapy as first-line treatment significantly improves the efficacy and manageable safety/tolerability profile in patients with

locally advanced or metastatic lung squamous cell carcinoma.
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Table 1 Demographic and baseline disease characteristics of patients [n(%)]
Clinical characteristic Tislelizumab+CT group CT group P
Age 0.808
< 65 years 32(48.5) 20(46.5)
=65 years 34(51.5) 23(53.5)
Sex 0.585
Male 58(87.9) 40(93.0)
Female 8(12.1) 3(7.0)
Smoking status 0.068
Never 18(27.3) 19(44.2)
Smoker 48(72.7) 24(55.8)
ECOG performance status 0.175
0 8(12.1) 1(23)
1 50(75.8) 38(88.4)
2 8(12.1) 4(9.3)
TNM stage 0.942
A 21(31.8) 15(34.9)
MB+IIC 23(34.8) 14(32.6)
v 22(33.3) 14(32.6)
Different regimes 0.113
pC 18(27.3) 18(41.9)
nab-PC 48(72.7) 25(58.1)
PD-L1 expression in TC -
<1% 2(3.0) -
=1% 18(27.3) -
Unknow 46(69.7) -
Distant metastatis organ 0.332
Brain 6(9.1) 4(9.3)
Bone 5(7.6) 5(11.6)
Lung 7(10.6) 3(7.0)
Other 14(21.2) 3(7.0)
Number of metastatic site 0.758
1-3 16(24.2) 14(32.6)
4-7 5(7.6) 1(2.3)

CT: chemotherapy; PC: paclitaxel and carboplatin; nab: nanoparticle albumin-bound; TC: tumor cells.
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Table 2 Efficacy of tislelizumab plus chemotherapy and

H(95%C1:12.6~22.0 1 ), A7 L+ 2 PFS N 9.3 4~
H (95%CI: 6.1~12.5 4 H) , & & A 2k B hi e A1 y7

T Che“;‘::ltf;iizi":; — ["(%P)] Y # e Ak 9T 41 PFS . 3% 4E K (HR=0.40, 95% CI:
o 26D 03 ook 0.21~0.58, P < 0.001) , % Ji 1 F& LB T B 60% (14
PR 46(69.7) 210488) 0044 1A) . WA R, T 5 ER IR .
- 13(19.7) 15(349) 0115 ECOG V43 i 40 1 S BB & 5 8 5 5 I Bk SR BBk
PD 3(4.5) 6(14.0) 0317 BIT YIRE I B AE K PFS. AN[R#E RS SRAL .4 43 B
ORR 50(75.8) 22(512)  0.008 SR AL PRS o B 22 57, #E R 5H WA S by
DCR 63(95.5) 37(86.0)  0.165 SR IT AR PFS A ZE KA (- 1B) .

CR: complete response; PR: partial response; SD: stable disease;
PD: progressive disease; ORR: objective response rate; DCR: disease

control rate.

B AR IS T A A #i A PFS
23.9 H (95%CI: 12.6~35.2 > A) M B+ C # 4 f7
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PFS A 1124 H (95%CI:5.1~172 M A), ZRH S
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All patients
Sex
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Smoking status
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Never
ECOG status
PS0-1
ESP)
TNM stage
Jil|

v
Chemotherapy regimes
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1=3
4-7

Progression free survival (%)
W
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TWBAEWIT T REHFELEROEAS S
RUEHIZIE, 354 PFS 3R, B BRI ER hie & 45
I WEH PFS s RIS B, B HFIZR BBk G HE N
GEA K RE AL P AL PFS N 16.8 4 H (95%CI: 14.0~
19.5 M H), B ZE F TG 575 L (P=0.445) .

24 OSHH

Tislelizumab+CT ~ CT PFS HR(95%C1)
17.3 9.3 —— 0.4(0.2-0.6)
17.3 9.3 —— 0.4(0.2-0.6)
193 50 —e— 03(0.1-1.4)
211 7.6 —e— 0.4(0.2-0.7)
152 10.6 —e 0.7(0.4-1.3)
16.8 105 —e—i 0.6(03-1.1)
173 6.9 —e—i 0.4(0.2-0.9)
17.3 9.4 —e— 0.4(0.2-0.6)

65 7.6 — e 1.2(0.3-4.3)
7.8 —— 0.4(0.2-0.6)
112 103 — e 0.9(0.4-1.9)
NR 10.0 —.— 0.4(0.2-0.8)
16.8 7.4 R 0.4(0.2-0.8)
19.3 12.9 S 0.7(02-2.7)
7.8 18.1 — . 23(0.6-9.2)
16.0 99 — ot 0.6(0.1-3.2)
113 11.2 —_—— 1.000.4-2.2)
43 16.8 . 3.5(0.4-31.6)
0.1 1.0 10.0

A: Comparison of progression-free survival between tislelizumab plus chemotherapy and chemotherapy alone. B: Progression-free survival analysis

in different subgroups. NR: not reached.
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Figure 1 Comparison and subgroup analysis of Kaplan-Meier curves of progression-free survival in two groups
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B TR R IR BRI A T A e A A R F A
(immune -related adverse event, irAE) & 4= % 28.8%
(19/66) , ' WL I irAE 2 FUIR IR D RE R (21.2%)
AR HOIR IR R KT (7.6%) < 292 (6.1%) - 1L fig
97 Bl T i1 (6.19%) « Fo e AH R ME M %6 (3.0%) , KZH
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A B Subgroup Tislelizumab+CT CT 0S HR(95%CD)
All Patients NR 19.3 —e— 0.4€0.2-0.7)
Sex
Male NR 19.0 —— 0.4(0.2-0.8)
Female NR 201 ——— 0.2€0.0-2.00
Age
< 65 years NR 193 +——e— 0.3¢0.1-0.7)
=065 years NR 19.0 —— 0.500.2-1.2>
Smoking status
100" Current/former NR 175 +——e— 0.3(0.1-0.6)
= Never NR 215 +——e—n 0.4(0.1-1.2)
N ECOG status
= 757 PS 0-1 NR 19.0 ——i 0.3(0.2-0.6)
2 PS2 NR 232 . 0.8(0.1-6.0)
2 50 TNM stage
- ] NR 185 +—e— 0.2€0.1-0.6)
g v 24.7 21.5 ——— 0.9(0.3-2.3)
S 25 —CT Chemotherapy regimes
— Tislelizumab+CT pc NR 25.1 e 0.7€0.2-1.9)
0 . . . . . . nab-PC NR 190 +—e— 0.2€0.1-0.4)
0 6 12 18 24 30 36 Distant metastatic organ
Time (months) Brain 24.7 242 1.0€0.1-9.4)
Bone 18.8 21.5 I — 1.1€0.2-6.8)
Lung 24.7 21.3 o 0.9€0.1-6.1)
Number of metastatic site
1-3 NR 198 +—e—— 0.3(0.1-0.9
4-7 18.8 254 . 1.3(0.1-12.8)
0.1 1.0 10.0

A: Comparison of overall survival between tislelizumab plus chemotherapy and chemotherapy alone. B: Overall survival analysis in different subgroups.

NR: not reached.

El2 40 OS BY Kaplan-Meier 4 77 # £ E F00 4B 4 59047

Figure 2 Comparison and subgroup analysis of Kaplan-Meier curves of overall survival in two groups
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Table 3 Incidence of treatment-related adverse event occurring in 10% or more of patients [n(%)]
TRAE Tislelizumab+CT group CT group
All grades Grade =3 All grades Grade =3

Anemia 45(68.2) 5(7.6) 29(67.4) 3(7.0)
Decreased neutrophil level 32(48.5) 12(18.2) 19(44.2) 5(11.6)
Decreased appetite 30(45.5) 0(0) 20(46.5) 1(2.3)
Decreased white blood cell count 28(42.4) 8(12.1) 19(44.2) 5(11.6)
Asthenia 25(37.9) 1(1.5) 13(30.2) 1(2.3)
Decreased platelet cell count 22(33.3) 2(3.0) 16(37.2) 2(4.7)
Nausea 21(31.8) 0(0) 14(32.6) 1(2.3)
Pain in extremity 18(27.3) 0(0) 13(30.2) 0(0)
Hypoesthesia 16(24.2) 0(0) 13(30.2) 0(0)
Immune-mediated hypothyroidism 14(21.2) 0(0) 0(0) 0(0)
Increased AST level 10(15.2) 1(1.5) 7(16.3) 0(0)
Vomiting 10(15.2) 0(0) 8(18.6) 0(0)

85%, H:H £ 709% 1) NSCLC 8 & 712 i £ 2 Toi2:
TR B 0 J50 30 06 A B A R o i e
NSCLC % WL 2H 25 207 7 — , BRAE A7 R #E )
TEITEHAR, SO R i 1 32 B — 2R VB 9T
L B BCRANAE 30% /24, ARG IR, #ua
DT EH a7 U 25, T R0 e AR AT .
IR, PLPD-1/PD-L1 fl CTLA-4 AfRFE K ICT
TEME IR YT R R G . il e B 2 IR

A 5L, 3 BB R 2L 0 vt PEE AN AR RE M RV AR TRAR A7 A
Mo R DRI AN A T S B 4
NI A i s 5885 DA DA TCT M ARER B S R 9 Hh 3k
R TARYE . B B iR T A T
LR Z B2, R 2RI TR
W7 B T B4R M AR T LA, de T DL
Ao 5 3 e SV A i A T R A G 2 A A R
TR G o R AR o AT 259 SR



FA4 B 11
2024411 H

TRELE, WNaE, #2455 B E AR BB AT — ZRI0 YT R SR 3 Bl R 1 A e 1)
BRI ], pE B E R 2 R CH AR B2 , 2024, 44(11): 1565-1572

*1571-

R4 REBEXTRREEZEER

Table 4 Incidence of immune-related adverse event

[n(%)]
irAE All grades  Grade =3

Immune-mediated hypothyroidism 14(21.2) 0(0)
Elevated thyroid stimulating hormone ~ 5(7.6) 0(0)
Rash 4(6.1) 0(0)
Elevated serum lipase 4(6.1) 0(0)
Immune-mediated pneumonitis 2(3.0) 1(1.5)
Immune-mediated hyperthyroidism 1(1.5) 0(0)

1(1.5) 0(0)

Elevated serum amylase
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