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Supplementary Tables

Supplementary Table 1. Patient demographic and baseline characteristics in the PD-L1 CPS = 1

population
Demographic/characteristics Tislelizumab plus ICC  Placebo plus ICC
(n=233) (n=247)
Age
Median (range) 63.0 (38.0-81.0) 65.0 (40.0-84.0)
= 65 years, n (%) 100 (42.9) 125 (50.6)
Sex, n (%)
Female 35(15.0) 30(12.1)
Male 198 (85.0) 217 (87.9)
ECOG performance status, n (%)
0 78 (33.5) 86 (34.8)
1 155 (66.5) 161 (65.2)
Tobacco consumption, n (%)

Never 43 (18.5) 58 (23.5)

Former 141 (60.5) 140 (56.7)

Current 38 (16.3) 40(16.2)

Missing 11 (4.7) 9(3.6)

Region, n (%)

Asia 177 (76.0) 190 (76.9)
China including Taiwan 132 (56.7) 149 (60.3)
Japan 26 (11.2) 26 (10.5)
Korea 19 (8.2) 15 (6.1)

Rest of the world 56 (24.0) 57 (23.1)
Europe 54 (23.2) 55 (22.3)
Australia 2(0.9) 2(0.8)
us 0 0

Race, n (%)
Asian 177 (76.0) 190 (76.9)
Chinese 132 (56.7) 149 (60.3)
Japanese 26 (11.2) 26 (10.5)
Korean 19(8.2) 15(6.1)
White 54 (23.2) 53 (21.5)
Not reported 1(0.4) 2 (0.8)
Unknown 1(0.4) 1(0.4)
American Indian or Alaska Native 0 1(0.4)
Time from initial diagnosis to study entry, 2.0(0.1-152.7) 1.9 (0.2-116.8)
median (range), months
Disease status at study entry, n (%)

Metastatic 202 (86.7) 217 (87.9)

Locally advanced 31(13.3) 30(12.2)



Number of metastatic sites at study entry, n
(%)

0 31(13.3) 30(12.1)
1 102 (43.8) 112 (45.3)
2 62 (26.6) 62 (25.1)
>2 38(16.3) 43 (17.4)
Patients with = 1 prior definitive therapy, n 103 (44.2) 102 (41.3)
(%)
ICC option
Platinum with fluoropyrimidine 102 (43.8) 117 (47.4)
Platinum with paclitaxel 131 (56.2) 130 (52.6)

CPS combined positive score, ECOG Eastern Cooperative Oncology Group, ICC investigator-

chosen chemotherapy, US United States
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Supplementary Table 2. ORR and PFS in the PD-L1 CPS = 1 population at the primary analysis

Tislelizumab plus ICC  Placebo plus ICC

(n=233) (n=247)

ORR, n 134 89
% (95% CI)? 57.5 (50.9-63.9) 36.0(30.0-42.4)
Stratified odds ratio for ORR (95% CI)® 2.41 (1.67-3.49)
Two-sided nominal p-value® <0.0001

PFS
Events, n (%) 153 (65.7) 195 (78.9)
Median (95% ClI) 7.1(6.8-8.3) 5.5 (4.5-5.8)
HR (95% ClI)° 0.58 (0.46-0.72)

The data cutoff was February 28, 2022. ORR is confirmed and defined as the proportion of patients
with a partial response or complete response per Response Evaluation Criteria In Solid Tumors v1.1

“Two-sided 95% Cl was calculated using Clopper-Pearson method

®Odds ratio and p-value between arms were calculated using the Cochran-Mantel-Haenszel
method stratified by pooled geographic region (Asia vs. rest of the world), prior definitive therapy
(yes vs. no), and ICC option (platinum with fluoropyrimidine vs. platinum with paclitaxel)

°HR (tislelizumab plus ICC vs. placebo plus ICC) was based on Cox regression model including
treatment as covariate, and pooled geographic region (Asia vs. rest of the world), prior definitive
therapy (yes vs. no), and ICC option (platinum with fluoropyrimidine vs. platinum with paclitaxel) as
strata

CPS combined positive score, C/ confidence interval, IRT interactive response technology, ORR
objective response rate, PFS progression-free survival
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Supplementary Figures

Supplementary Fig. S1. Kaplan—-Meier curve of OS by baseline PD-L1 CPS = 1 at the primary

analysis (A) and 3-year follow-up (B) (efficacy-evaluable population)

Tislelizumab +ICC Placebo+ ICC
n=233 n=247
100 mOS, months (95% Cl) 16.8 (15.3-20.8) 9.6 (8.9-11.8)
%0 Hazard ratio (95% CI) 0.64 (0.51-0.80), nominal one-sided p <0.0001
50 OS rate, % (95% CI)
12 months 65.8 (59.2-71.5) 42.8 (36.5-49.0)
70 24 months 38.0 (31.0-45.0) 23.7 (18.0-30.0)
= 60 -
S
~ 50
(2]
O 40
30
20
10 -
© Tislelizumab + 1CC
0 - £ Placebo +1CC
T T T T T T T T T T T T T T T T T T T T
0 2 4 ] 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38
Time (Months)
No. atrisk
Tislelizumab +1CC 233 224 210 193 184 166 149 135 122 99 70 52 37 23 19 8 6 2 1 1
Placebo +1CC 247 237 207 186 149 115 100 91 82 67 47 35 27 20 13 8 5 4 0 0
Tislelizumab +ICC Placebo + ICC
n=233 n=247
100 mOS, months (95% CI) 16.8(15.3-20.8) 9.6(8.9-11.8)
90 Hazard ratio (85% Cl) 0.66 (0.54-0.81)
80 - OS rate, % (95% CI)
70 = 12 months 65.8 (59.2-71.5) 42,8 (36.5-49.0)
g 60 24 months 38.2(31.9-44.5) 23.2(18.0-28.8)
» 50 - 36 months 21.6(16.5-27.2) 14.0(9.8-19.0)
O L 48 months 19.6(14.3-25.5) 11.4(7.3-16.5)
30 —
20 o 3}
10 9 < Tistelizumab + IGC
0 - Placebo+ICC
1 1 1 . 1. 1. 1. 1. 1. 1. 1. T1 T1T T T T T T T T T T T 7T T T T T
0o 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50 52 54 56 58 60
Time (Months)
No. atrisk
Tislelizumab+1CC 233 224 210 193 184 166 149 135 123 109 100 95 85 73 67 62 59 56 48 44 35 30 23 16 13 7 4 3 2 1 o]
247 237 207 186 149 115 100 91 83 72 67 59 52 48 43 41 38 33 28 28 23 19 15 13 8 6 2 2 1 o o

Placebo + 1CC

Stratified HRs were based on a Cox regression model including treatment as a covariate and pooled
geographic region (Asia vs. rest of world) per interactive response technology (IRT), prior definitive
therapy (yes vs. no), and ICC option (platinum with fluoropyrimidine vs. platinum with paclitaxel) as
strata. The red circles and grey triangles represent censored patients. (A) The data cutoff was

February 28, 2022. (B) The data cutoff was November 24, 2023.
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CI confidence interval, CPS combined positive score, ICC investigator-chosen chemotherapy, mOS
median overall survival, OS overall survival, PD-L1 programmed death-ligand 1
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Supplementary Fig. S2. Subgroup analysis of OS by baseline PD-L1 CPS =1 at the primary

analysis (efficacy-evaluable population)

Event/Total Hazard ratio for
Subgroup Tislelizumahb + Placebo + ICC death (95% CI) HR {95% CI)
ICC

Owverall 140/ 233 1757 247 - 064(051-080)
Age

Age <65 85/133 877122 B 069(051-093)

Age >=65 55 /100 88/125 —- 059(042-083)
Sex

Male 125/ 198 159/ 217 - 067(053-084)

Female 15/ 35 16/ 30 —a— 056(028-115)
Smoking Status

Former/Current Smoker 112/179 138/ 180 = B 061(048-079)

Non-smoker 22/43 30/58 —_—— 079(046-1.37)
1CC Options per IRT

Platinum with Flueropyrimidine 58 /102 79/ 117 —.— 0.60(043-0.85)

Platinum with Paclitaxel 82/131 96 /130 B 068(050-091)
1CC Options per CRF _

Platinum with Fluoropyrimidine 58/102 79/ 117 R 061(043-0.85)

Platinum with Paclitaxel 82/131 96 / 130 - 0.68(050-091)
ECOG Performance Score _

0 38 /78 53/ 86 - 062(041-095)

1 102/ 155 122/ 161 - 0.64(049-083)
Geographical region analysis 1

Asia 101/177 135/190 - 0.60 ( '3'-'!6-0-??}

Other regions 39/ 56 40/ 57 —a— 079(050-122)
Geographical region analysis 2

Asia (excluding Japan) 94 /151 118/ 164 - 0.66 (0.50-0.86)

Japan 7/26 17/ 26 _— 030(0.12-072)

Other regions 39/ 56 40/ 57 —a— 079(050-122)
Race

Asian and Other 103 /17 137/ 194 . 0.62(048-0.80)

White 37 /54 38/53 —a— 070(044-110)
Disease Status at Study Entry

Metastatic 126 / 202 155/ 217 - 068(0.53-085)

Locally Advanced 14/ 31 20/ 30 R 044(022-089)
Prior Definitive Therapy -IRT _

Yes 56/ 105 80 /111 Com 051(0.36-0.72)

No 84/128 95/136 —.— 0.76(0.57-1.02)
Prior Definitive Therapy -CRF _

Yes 55/103 73/102 —a— 055(0.38-078)

No 85/130 102/ 145 —— 072(054-096)

0.1 0.2 04 06 1 14

Favors tislelizumab Favors placebo
+ICC +ICC

The data cutoff was February 28, 2022. The HR was analyzed using an unstratified Cox regression
model including treatment as a covariate. The race subcategory “Other” includes American Indian
or Alaska Native, not reported, and unknown. “Unknown” refers to patients without sample
collection or not evaluable at baseline

Cl confidence interval, CPS combined positive score, CRF case report form, ECOG Eastern
Cooperate Oncology Group, HR hazard ratio, ICC investigator-chosen chemotherapy, IRT
interactive response technology
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