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Introduction 

Tislelizumab - a humanized, monoclonal antibody for programmed cell death protein 1 - has 
demonstrated significantly improved progression-free survival (PFS) and reduced risk of 
progression versus standard of care in advanced lung cancer (NCT03432598, 
NCT03594747). We conducted a Phase 3, multicenter, randomized, open-label study to 
assess the safety and efficacy of tislelizumab plus chemotherapy in patients with advanced 
squamous non-small cell lung cancer (NSCLC) (NCT03594747). Here, we report results 
from patients with stage IIIB disease. 

Methods 

Adults in China with treatment-naïve histologically confirmed locally advanced or metastatic 
(stage IIIB or IV) squamous NSCLC not amenable to surgery or not suitable for 
chemoradiation were randomized 1:1:1 to Arm A: tislelizumab (200 mg) plus paclitaxel 175 
mg/m2 and carboplatin AUC 5 (every 3 weeks [Q3W] on day 1); Arm B: tislelizumab plus 
nab-paclitaxel 100 mg/m2 (Q3W on days 1, 8 and 15) plus carboplatin (Q3W on day 1); or 
Arm C: paclitaxel plus carboplatin (Q3W on day 1). Paclitaxel, nab-paclitaxel and carboplatin 
were administered for 4–6 cycles. All treatments were administered intravenously. 
Stratification factors were disease stage (IIIB vs IV), and programmed death-ligand 1 
expression (<1% vs 1–49% vs ≥50% tumor cells). Tislelizumab was administered until loss 
of benefit, withdrawal or start of new anticancer therapy. In this subgroup analysis, PFS, 
objective response rate (ORR) (assessed by independent review committee) and safety 
were evaluated in patients with stage IIIB disease. 

Results 

Overall, 122/360 (33.9%) patients had stage IIIB NSCLC. Patients were randomized to Arm 
A (38 patients), B (40 patients) or C (44 patients). The median age was 61 years (range 34–
74 years). At median follow-up time of 8.6 months across all arms, PFS was numerically 
longer, and ORR higher, respectively, with tislelizumab (Arms A and B) versus 
chemotherapy alone (Arm C) (Table, PFS: HR=0.402 [Arm A] vs 0.372 [Arm B]). The PFS 
benefit observed was consistent with the ITT population (Table). TEAEs (≥1) and Grade ≥3 
TEAEs were similar across all arms (Table). No new safety signals were observed. 
Laboratory abnormalities were the most commonly reported TEAEs across all arms.  

Conclusion 

In this subgroup analysis, a clinically meaningful improvement in PFS and higher ORR was 
observed with tislelizumab plus chemotherapy versus standard of care in patients with stage 
IIIB advanced squamous NSCLC. The safety and efficacy profile of tislelizumab was 
consistent with the overall population.  

Table 
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Arm A 
(N = 38) 

Arm B 
(N = 40) 

Arm C 
(N = 44) 

Number of patients discontinued from the study 5 (13.2) 5 (12.5) 5 (11.4) 
Primary reason for study discontinuation 

Death 4 (10.5) 3 (7.5) 4 (9.1) 
Voluntary withdrawal 1 (2.6) 2 (5.0) 1 (2.3) 

Number of patients remained on study 33 (86.8) 35 (87.5) 39 (88.6) 

Efficacy* Arm A 
(N = 38) 

Arm B 
(N = 40) 

Arm C 
(N = 44) 

Median PFS in patients with stage IIIB disease, 
months 9.8 11.0 5.6 

95% CI 5.95, NE 7.56, NE 4.17, 7.43 

HR† (95% CI) 0.402  
(0.215, 0.750) 

0.372  
(0.202, 0.686) - 

ORR, n (%) 32 (84.2) 33 (82.5) 26 (59.1) 
95% CI 68.7, 94.0 67.2, 92.7 43.2, 73.7 

Arm A 
(N = 120) 

Arm B 
(N = 119) 

Arm C 
(N = 121) 

Median PFS in the ITT population, months 7.6 7.6 5.5 
95% CI 5.95, 9.79 5.75, 11.01 4.21, 5.65 

HR‡ (95% CI) 0.524  
(0.370, 0.742) 

0.478  
(0.336, 0.679) - 

Safety§, n (%) Arm A 
(N = 38) 

Arm B 
(N = 40) 

Arm C 
(N = 43) 

 Patients with ≥1 TEAE 38 (100.0) 39 (97.5) 43 (100.0) 
Related to any component of study treatment 37 (97.4) 39 (97.5) 43 (100.0) 

Related to tislelizumab 34 (89.5) 35 (87.5) NA 
Related to any component of chemotherapy 37 (97.4) 39 (97.5) 43 (100.0) 

Grade ≥3 TEAEs 34 (89.5) 35 (87.5) 34 (79.1) 
Related to any component of study treatment 33 (86.8) 34 (85.0) 34 (79.1) 

Related to tislelizumab 14 (36.8) 16 (40.0) NA 
Related to any component of chemotherapy 33 (86.8) 34 (85.0) 34 (79.1) 
Laboratory abnormalities 25 (65.8) 24 (60.0) 18 (41.9) 

Serious TEAEs 12 (31.6) 18 (45.0) 7 (16.3) 
Grade ≥3 11 (28.9) 15 (37.5) 4 (9.3) 
Related to any component of study treatment 8 (21.1) 10 (25.0) 6 (14.0) 

Related to tislelizumab 8 (21.1) 7 (17.5) NA 
Related to any component of chemotherapy 5 (13.2) 7 (17.5) 6 (14.0) 
Laboratory abnormalities 4 (10.5) 2 (5.0) 1 (2.3) 

TEAEs that led to permanent discontinuation of 
any component of study treatment 5 (13.2) 12 (30.0) 6 (14.0) 

TEAEs that led to death 0 (0.0) 1 (2.5) 1 (2.3) 
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Data are reported for patients in the stage IIIB NSCLC subgroup unless otherwise indicated. 

*Efficacy analysis set (includes all randomized patients); †Unstratified; ‡Stratified; §Safety analysis set (includes all randomized patients who

received ≥1 dose of any component of study drug). 

CI, confidence interval; HR, hazard ratio; ITT, intent-to treat; NA, not applicable; NE, not estimable; NSCLC, non-small cell lung cancer; ORR, 

objective response rate; PFS, progression-free survival; TEAE, treatment-emergent adverse event. 
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