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039032 Lorenzo Fornaro COMITATO ETICO REGIONE 
TOSCANA - AREA VASTA NORD 
OVEST 
Via Roma 67, Pisa 

14269_FORNARO dd 
16May2019 
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(30Sep2022 to site 
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Arkenau (24Oct2019 to 
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East Research Ethics 
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19/EE/0189 dd 
23Jul2019 
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Skłodowskiej-Curie 3a Poland 
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NKBBN/598/2018 dd 
06Dec2018 
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BIOETYCZNA DO SPRAW BADAŃ 
NAUKOWYCH, PRZY GDAŃSKIM 
UNIWERSYTECIE MEDYCZNYM, 
80-210 Gdańsk, ul. M. 
Skłodowskiej-Curie 3a Poland 

NKBBN/598/2018 dd 
06Dec2018 

081001 Taroh Satoh Osaka University Hospital IRB, 
Yamadaoka 2-15, Suita-shi, 
Osaka-Fu,Japan,  565-0871 

190040-B 

Approval date-
24Oct2019 

 

081003 Hiroki Hara Saitama Cancer Center IRB, Ina-
machi Oaza Komuro 780, 
Kitaadachi-gun, Saitama-Ken, 
Japan, 362-0806 

AA019-06 

Approval date-
28May2019 

 

081004 Keiko Minashi Chiba Cancer Center IRB/Chuo-
ku Nitona-cho 666-2, Chiba-shi, 
Chiba-Ken, Japan, 260-8717 

201911 

Approval date-
21Aug2019 

 

081015 Hidekazu Hirano 
(Jul2020 to site 
closure) 

National Cancer Center Hospital 
IRB, Tsukiji 5-1-1, Chuo-ku, 
Tokyo-To, Japan, 104-0045 
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Approval date-
03Sep2019 
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Ken Kato (Aug2019 to 
Jul2020) 

081016 Takashi Oshima Kanagawa Cancer Center IRB, 
Asahi-ku Nakao 2-3-2, 
Yokohama-shi, Kanagawa-Ken, 
Japan, 241-8515 

治320 

Approval date-
27Nov2019 

 

081018 Kazuhiko Yamada Center Hospital of the National 
Center for Global Health and 
Medicine IRB/Toyama 1-21-1, 
Shinjuku-ku, Tokyo-To, Japan, 
162-8655 

A-261-19a  

Approval date-
22Apr2019 

 

081019 Yoshito Komatsu Hokkaido University Hospital 
IRB, Kita-ku Kita 14jo Nishi 5, 
Sapporo-shi, Hokkaido, Japan, 
060-8648 

520 

Approval date-
16Jul2019 

081030 Taito Esaki NHO Kyushu Cancer Center IRB, 
Minami-ku Notame 3-1-1, 
Fukuoka-shi, Fukuoka-Ken, 
Japan, 811-1395 

520 

Approval date-
20Nov2019 

081032 Tomohiro Nishina NHO Shikoku Cancer Center IRB, 
Minamiumemoto-machi Ko 160, 
Matsuyama-shi, Ehime-Ken, 
Japan, 791-0280 

2019-14 

Approval date-
05Sep2019 

081033 Akihito Tsuji Kagawa University Hospital IRB, 
Miki-cho Ikenobe 1750-1, Kita-
gun, Kagawa-Ken, Japan, 761-
0793 

N/A - IRB does not 
issue an approval 
number.  
 
Approval date-
23Apr2019  

081048 Kensei Yamaguchi Cancer Institute Hospital of JFCR 
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Approval date-
23May2019 
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Oita University Hospital IRB, 
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Yufu-shi, Oita-Ken, Japan, 879-
5593 

A19-001 

Approval date-
24May2019 
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Approval date-
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Approval date-
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(Sep2019 to site 
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Approval date-
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Tokyo Metropolitan Tama 
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Approval date-
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082001 Sun Young Rha 
(29Jul2021 to site 
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082006 Young-Iee Park National Cancer Center 
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NCC2019-0163 



 
 
 

16 
 

Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

082013 Do-Youn Oh 
(30Jan2020 to site 
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Seoul National University 
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Bundang Hospital Institutional 
Review Board, 7th floor, 821-
dong, 173, Gumi-ro, Bundang-
gu, Seongnam-si, Gyeonggi-do, 
463-707 

B-1901/517-401 

082032 Min-Hee Ryu (08 Nov 
2023 to site closure) 
 
Yoon-Koo Kang (27 May 
2019 to 08 Nov 2023) 

Asan Medical Center 
Institutional Review Board, 88 
Olympic-ro, 43-gil, Songpa-gu, 
Seoul, 05505, Korea 

2018-1415 

082034 Ik Joo Chung Chonnam National University 
Hwasun Hospital Institutional 
Review Board, Institutional 
Review Board, Chonnam 
National University Hwasun 
Hospital, 160, Ilsim-ri, Hwasun-

CNUHH-2018-170 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

eup, Hwasun-gun, Jeollanam-do, 
519-809, Korea 

082036 Jong Gwang Kim Kyungpook National University 
Chilgok Hospital Institutional 
Review Board, 807, Hoguk-ro, 
Buk-gu, Daegu, 41404, Korea 

KNUCH 2019-05-021-
001 

086001 Lin Shen Medical Ethics Committee of 
Beijing Cancer Hospital, No. 81 
Fucheng Road, Haidian District, 
Beijing, China 

2018YW39 

 

086005 Dong Ma Ethics Committee of Guangdong 
People`s Hospital, 23F, Haiyin 
Center, No 98 Donghua South 
Road, Yuexiu District, 
Guangzhou, Guangdong 
Province, China 

2018-44-1 

086006 Jufeng Wang Ethics Committee of Henan 
Cancer Hospital, No.127 
Dongming Road, Jinshui District, 
Zhengzhou, Henan Province, 
China. 

2018106, 23Aug2028 

 

086009 Chunmei Bai Drug Clinical Trail Ethics 
Committee of Peking Union 
Medical College Hospital, No.41 
Damucang Hutong, Xicheng 
District, Beijing, China 

HS2018108 

 

086012 Jiuwei Cui Ethics Committee of The First 
Hospital of Jilin University, No.71 
Xinmin Street, Changchun, Jilin, 
China 

18Y107-001 

 

086021 Yang Yang (26Mar2019 
to site closure) 

Ethics Committee of Nanjing 
Drum Tower Hospital, the 
Affiliated Hospital of Nanjing 
University Medical School, No. 
321 Zhongshan Road, Gulou 

2018-145-01 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

 
Baorui Li (31Jan2019 to 
26Mar2019) 

District, Nanjing, Jiangsu 
Province, China 

086022 Yuxian Bai The Ethics Committee of Harbin 
Medical University Cancer 
Hospital, No.150 Haping Road, 
Nangang District, Harbin, 
Heilongjiang, China 

2018-131, 17Oct2018 

086024 Ruixing Zhang Medical Ethics Committee of The 
Fourth Hospital of Hebei Medical 
University, No.12 Jiankang Road, 
Shijiazhuang City, Hebei 
Province, China 

2018131, 4Jan2019 

 

086027 Haijun Zhong Ethics Committee of Zhejiang 
Cancer Hospital, 1 Banshan 
Dong Lu, Gongshu District, 
Hangzhou City, Zhejiang 
Province, China 

IRB-[2018]438 

086030 Rongsheng Zheng Clinical Medical Research Ethics 
Committee of the First Affiliated 
Hospital of Bengbu Medical 
College, 287 Changhuai Road, 
Longzihu District, Bengbu City, 
Anhui Province 

[2018]057 

086031 Zhendong Chen Ethics Committee of The Second 
Hospital of Anhui Medical 
University, No. 678 Furong Road, 
Jingkai District, Hefei, Anhui 
Province, China 

YW2018-033(F1) 

086032 Tianshu Liu Ethics Committee of Zhongshan 
Hospital Fudan University, 
No.180 Fenglin Road, Xuhui 
District Shanghai, 200032, China 

2018-113 

 

086036 Zengqing Guo Ethics Committee of Fujian 
Cancer Hospital, 420 Fumu 

2018-038-01 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

Road, Jin 'an District, Fuzhou 
City, Fujian Province, China 

086037 Anwen Liu Clinical Trial Ethic Committee of 
The Second Affiliated Hospital of 
Nanchang University, No.1 Minde 
Road, Nanchang City, Jiangxi 
Province, China 330006 

[2018] No.14 

086038 Hongming Pan Ethics Committee of Sir Run Run 
Shaw Hospital, Zhejiang 
University School of Medicine, 
9th Floor, Building 4, 3 Qingchun 
East Road, Shangcheng District, 
Hangzhou City, Zhejiang 
Province, China 

20181016-4 

 

086040 Tao Zhang Clinical Trial Ethic Committee of 
Huazhong University of Science 
and Technology, No.1277, Jiefang 
Avenue, Jianghan District, 
Wuhan, China 

[2018] No.135 

086042 Weiwei Shi  Ethics Committee of Chinese 
PLA General Hospital, No.28 
Fuxing Road Beijing, 100853, 
China 

C2018-035-01 

 

086044 Lin Yang Ethics Committee of Cancer 
Hospital Chinese Academy of 
Medical Sciences, NO.17 
Panjiayuan Nanli, Chaoyang 
District, Beijing, China 

18-122/1700 

 

086047 Xiaochun Zhang Medical Ethics Committee of the 
Affiliated Hospital of Qingdao 
University, No.16 Jiangsu Road., 
Qingdao, 266000, China 

QYFYEC 2018-053-01 

086048 Yi Ba Ethics Committee of Tianjin 
Medical University Cancer 
Institute & Hospital, West Huan-

E2018155 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

Hu Rd, Ti Yuan Bei, Hexi District, 
Tianjin, 300060, China 

086049 Xianli Yin Ethics Committee of Hunan 
Cancer Hospital, No.283 
Tongzipo Road, Yuelu District, 
Changsha City, Hunan Province, 
China 

2018 Drug No. [222] 

086050 Liwen Ma Ethics Committee Peking 
University Third Hospital, 6 / F, 
Great Wall Computer Building, 
Huayuan North Road, Haidian 
District, Beijing, China 

(2018)DrugNo. 064-
01) 

086052 Ruihua Xu  Ethics Committee of Sun Yat-
sen University Cancer Center, 
Room 315, Cuiyuan Building, 23 
Xianlie South Road, Guangzhou 
City, Guangdong Province, China 

A2018-015-01 

086054 Xi Shi Ethics Committee of The First 
Affiliated Hospital of Fujian 
Medical University, 11th floor, 
Outpatient Building, 20 
Chazhong Road, Fuzhou City, 
Fujian Province, China 

LY2018-016-01 

 

086055 Sheng Hu Ethics Committee of Hubei 
Cancer Hospital, 116 
Zhuodaoquan South Road, 
Hongshan District, Wuhan City, 
Hubei Province, China  

[2018] No.26 

 

086060 Ping Gan Ethics Committee of Yunnan 
Cancer Hospital, No. 519 
Kunzhou Road, Xishan District, 
Kunming, Yunnan Province, 
China 

YW201827-
27Aug2018 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

086072 Yunpeng Liu Ethics Committee of The First 
Hospital of China Medical 
University, No.155 of Nanjing 
North Street, Heping District, 
and No.210 of Baita First Street, 
Hunnan District Shenyang City, 
Liaoning Province, China 

2018YL035 

 

086074 Jianhua Shi Ethics Committee of Linyi 
Cancer Hospital, Intersection of 
Zhicheng Road and Zhongsheng 
Street, Hedong District, Linyi, 
Shandong Province, China, 
276034 

XY1825 

 

086075 Jingdong Zhang Ethics Committee of Liaoning 
Cancer Hospital, No.44 of 
Xiaoheyan Road, Dadong 
District, Shenyang City, Liaoning 
Province, China 

20180754 

 

086077 Hong Shen Human Research Ethics 
Committee, The Second 
Affiliated Hospital of Zhejiang 
University School of Medicine, 88 
Jiefang Road, Hangzhou City, 
Zhejiang Province, China 

(2018) Drug No. (534) 

 

086078 Shan Zeng Ethics Committee of Xiangya 
Hospital Central South 
University, No.87 Xiangya Road, 
Kaifu District, Changsha City, 
Hunan Province, China 

No. 201812161 

 

086080 Jun Zhang Ethics Committee of Drug 
Clinical Trials of Ruijin Hospital 
Shanghai Jiaotong University 
School of Medicine, No.197 
Ruijin Second Road, Huangpu 
District, Shanghai, China 

(2018) No. (81) -3 

 

086083 Lei Yang Ethics Committee of Nantong 
Tumor Hospital, No.48 Qingnian 

[2018-009], 7Sep2018 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

West Road, Chongchuan 
District, Nantong, 226000, China 

086086 Yulong Zheng Clinical Research Ethics 
Committee, The First Affiliated 
Hospital of Zhejiang University 
School of Medicine, 79 Qingchun 
Road, Hangzhou 310003, 
Zhejiang Province, China 

(2018) No. (268） 

086089 Lin Wang Ethics Committee of Hainan 
General Hospital, No.19 Xiuhua 
Road, Xiuying District, Haikou, 
Hainan, China, 570311. 

[2018] No.72 

 

086102 Changzheng Li  Medical Ethics Committee of 
Shandong First Medical 
University Affiliated Cancer 
Hospital, No.440 Jiyan Road 
Jinan, Shandong, China 

SDZLEC2018-052-01 

 

086103 Yanru Qin Scientific Research and Clinical 
Trial Ethics Committee of The 
First Affiliated Hospital of 
Zhengzhou University, NO.1 East 
Jianshe Road, Erqi District, 
Zhengzhou City, Henan Province, 
China 

Drug-2018-119 

 

086113 Bangwei Cao Bioethics Committee, Beijing 
Friendship Hospital, Capital 
Medical University, 95 Yong 'an 
Road, Xicheng District, Beijing, 
602, Unit 2, Physical Examination 
Center, Beijing Friendship 
Hospital, 92 Yong 'an Road, 
Xicheng District, Beijing, China 

2018-P1-Drug 021-01 

 

086115 Yifu He Ethics Committee of Anhui 
Provincial Cancer Hospital, 
No.107 Huanhudong Road, 
Hefei, Anhui Province, China 

2018-EC comments-
19-01 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

086124 Dong Wang Ethics Committee of Army 
Specialty Medical Center of the 
Chinese People’s Liberation 
Army, No.10 Changjiang Road, 
Daping, Yuzhong District, 
Chongqing, China 

Drug (2018) No. 03 

 

086127 Diansheng Zhong Ethics Committee of Tianjin 
Medical University General 
Hospital,154 Anshan Road, 
Heping District, Tianjin, China 

IRB2018-055-01 

 

086144 Mafei Kang Ethics Committee of Affiliated 
Hospital of Guilin Medical 
University, No. 15 Lequn Road, 
Xiufeng District, Guilin, Guangxi 
Province, China 

No. (F2019009) 

 

086150 Zhendong Zheng Ethics Committee of Northern 
Theater Command of Chinese 
People’s Liberation Army, No.83 
Wenhua Road, Shenhe District, 
Shenyang City, Liaoning 
Province, China 

No. (2018) 15 

 

086151 Leizhen Zheng Ethics Committee of Xinhua 
Hospital Affiliated to Shanghai 
Jiaotong University School of 
Medicine, No.1665, Kongjiang 
Road, Yangpu District, Shanghai, 
China 

XHEC-A-2018-005-1 

086152 Ruilian Xu  Ethics Committee of Shenzhen 
People’s Hospital, No. 1017 
Dongmen North Road, Luohu 
District, Shenzhen.Guangdong 
Province, China 

No. (2018) 72 

 

086153 Qi Li Medical Ethics Committee of 
Shanghai General Hospital, 85 
Wujin Road, Hongkou District, 
Shanghai, China 

No. (2018) 71 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

086154 Wei Wang Ethics Committee of The First 
People's Hospital of Foshan, 
No.81 North Lingnan Avenue, 
Foshan, Guangdong, China, 
528000. 

Drug No. (2018) 12 

 

086155 Xiuling Li Ethics Committee of Henan 
Provincial People's Hospital, 
No.7 Weiwu Road, Jinshui 
District, Zhengzhou, Henan 
Province, 450003, China 

2018-028-02 

086162 Guangyu An Ethics Committee of Beijing 
Chao Yang Hospital, No.8 Gongti 
Nan Road, Chaoyang District, 
Beijing, China 

2018-10-10-2  
No.2018-Drug-23 

 

086169 

Dong Yan 

Ethics Committee Beijing Luhe 
Hospital, Capital Medical 
University, Room 322, Building 4, 
Adult Education Center, 358 
Yudaihe East Street, Tongzhou 
District, Beijing, China  

2018-LHYW-061-03 

 

086206 

Qinghong Guo 

Ethics Committee of The First 
Hospital Of Lanzhou University, 
No.1 Donggang West Road 
Lanzhou, 730000, China 

2019 No.(20)号，
12Jun2019 

 

090001 Ali Murat 
Tatli(11Feb2022 to site 
closure)  
 
Hasan Senol Coskun 
(20Aug2019 to 
11Feb2022) 

Malatya Clinical Trials Ethics 
Committee, Inonu Universitesi 
Merkez Kampusu, 44280, 
Malatya, Turkey 

2018/155 dd 
14Nov2018 

 

090002 

Umut Disel 

Malatya Clinical Trials Ethics 
Committee, Inonu Universitesi 
Merkez Kampusu, 44280, 
Malatya, Turkey 

2018/155 dd 
14Nov2018 
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Site No. 
Principal Investigator 
Name 

Name/Address of Ethics 
Committee 

Approval number 

090003 

Hakan Harputluoglu 

Malatya Clinical Trials Ethics 
Committee, Inonu Universitesi 
Merkez Kampusu, 44280, 
Malatya, Turkey 

2018/155 dd 
14Nov2018 

 

090004 Ozturk 
Ates(04Nov2022 to site 
closure)  
 
Berna Oksuzoglu 
(08Nov2019 to 
04Nov2022) 

Malatya Clinical Trials Ethics 
Committee, Inonu Universitesi 
Merkez Kampusu, 44280, 
Malatya, Turkey 

2018/155 dd 
14Nov2018 

787001 

Marcia Cruz-Correa 

Copernicus Group IRB, 5000 
CentreGreen Way, Cary, NC 
27513 (part of WIRB) 

20182456 

886001 

Jawyuan Wang 

Institutional Review Board 
Kaohsiung Medical University 
Chung-Ho Memorial Hospital, 
No. 100, Tzyou 1st Road, 
Kaohsiung 807, Taiwan 

NA - IRB does not 
issue an approval 
number. 

886042 

Chiajui Yen 

Institutional Review Board 
National Cheng Kung University 
Hospital, No 138, Sheng-Li Road, 
Tainan 704, Taiwan 

NA - IRB does not 
issue an approval 
number. 

886045 Yi-Ping Hung 
(3Nov2022 to site 
closure) 
 
Yee Chao (8May2019-
3Nov2022) 

Institutional Review Board Taipei 
Veterans General Hospital, No. 
201, Sec. 2, Shih-Pai Road, Taipei 
11217, Taiwan 

No.1084900050 
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Supplementary Tables 

Supplementary Table S1. Key patient demographic and baseline characteristics in the CPS ≥ 1 and PD-L1 TAP score 1 to < 5% 
populations 

Demographic/characteristics PD-L1 CPS ≥ 1 PD-L1 TAP score 1% to < 5% 

Tislelizumab  
plus ICC  
(n = 420) 

Placebo plus ICC  
(n = 434) 

Tislelizumab 
plus ICC  
(n = 158) 

Placebo plus ICC  
(n = 181) 

Age, n (%)      
Median (range) 60.5 (23.0–86.0) 61.0 (25.0–86.0) 60.0 (27.0–86.0) 59.0 (25.0–86.0) 
≥ 65 years, n (%) 143 (34.0) 162 (37.3) 50 (31.6) 53 (29.3) 

Sex, n (%)     

Female 127 (30.2) 132 (30.4) 46 (29.1) 66 (36.5) 
Male 293 (69.8) 302 (69.6) 112 (70.9) 115 (63.5) 

Race/ethnicity, n (%)     

Asian 319 (76.0) 331 (76.3) 123 (77.8) 137 (75.7) 
Chinese 211 (50.2) 223 (51.4) 84 (53.2) 97 (53.6) 
Korean 61 (14.5) 59 (13.6) 28 (17.7) 25 (13.8) 
Japanese 47 (11.2) 49 (11.3) 11 (7.0) 15 (8.3) 

White 93 (22.1) 91 (21.0) 34 (21.5) 38 (21.0) 
Othera 8 (1.9) 12 (2.7) 1 (0.6) 6 (3.3) 

Region, n (%)     

East Asia 319 (76.0) 331 (76.3) 123 (77.8) 137 (75.7) 
China (including Taiwan) 211 (50.2) 222 (51.2) 84 (53.2) 97 (53.6) 
South Korea 61 (14.5) 60 (13.8) 11 (7.0) 15 (8.3) 
Japan 47 (11.2) 49 (11.3) 28 (17.7) 25 (13.8) 

Rest of the world 101 (24.0) 103 (23.7) 35 (22.2) 44 (24.3) 
ECOG performance status, n (%)     

0 144 (34.3) 141 (32.5) 51 (32.3) 59 (32.6) 
1 276 (65.7) 293 (67.5) 107 (67.7) 122 (67.4) 
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Time from initial diagnosis to study entry, 
median (range), monthsb 

1.5 (0.3–442.1) 1.6 (0.2–190.2) 2.2 (0.5–175.3) 1.8 (0.2–138.1) 

Disease state at study entry, n (%)     
Locally advanced 6 (1.4) 4 (0.9)c 2 (1.3) 0 (0.0) 
Metastatic disease  414 (98.6) 430 (99.1)  156 (98.7) 181 (100.0) 

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

    

0–2 282 (67.1) 290 (66.8) 107 (67.7) 118 (65.2) 
≥ 3 138 (32.9) 143 (32.9) 51 (32.3) 62 (34.3) 

Liver metastases, n (%)  166 (39.5) 169 (38.9) 49 (31.0) 63 (34.8) 
Peritoneal metastases, n (%)  185 (44.0) 186 (42.9) 80 (50.6) 89 (49.2) 
Primary tumor location, n (%)e     

Stomach 338 (80.5) 349 (80.4) 124 (78.5) 148 (81.8) 
Gastroesophageal junction 82 (19.5) 85 (19.6) 34 (21.5) 33 (18.2) 

Histologic type (Lauren classification), n (%)     
Diffuse type 86 (20.5) 92 (21.2) 32 (20.3) 37 (20.4) 
Intestinal type 70 (16.7) 80 (18.4) 26 (16.5) 31 (17.1) 
Mixed type 25 (6.0) 32 (7.4) 10 (6.3) 8 (4.4) 
Unknown 239 (56.9) 230 (53.0) 90 (57.0) 105 (58.0) 

MSI or MMR status, n (%)      
MSI-H/dMMR 15 (3.6) 20 (4.6) 5 (3.2) 6 (3.3) 
MSI-L/MSS/pMMR  376 (89.5) 385 (88.7) 140 (88.6) 163 (90.1) 
Unknown  29 (6.9) 29 (6.7) 13 (8.2) 12 (6.6) 

Previous adjuvant/neoadjuvant treatment, n 
(%)  

87 (20.7) 83 (19.1)   

Adjuvant 73 (17.4) 77 (17.7) 47 (29.7) 42 (23.2) 
Neoadjuvant 25 (6.0) 12 (2.8) 11 (7.0) 8 (4.4) 

Previous gastrectomy/esophagectomy, n (%) 109 (26.0) 120 (27.6) 61 (38.6) 65 (35.9) 
ICC, n (%)     

Oxaliplatin and capecitabine  392 (93.3) 407 (93.8) 148 (93.7) 170 (93.9) 
Cisplatin and 5-fluorouracil  28 (6.7) 27 (6.2) 10 (6.3) 11 (6.1) 

PD-L1 CPS expression, n (%)     
≥ 5 254 (60.5) 269 (62.0) – – 
≥ 10 151 (36.0) 138 (31.8) – – 
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CPS combined positive score, dMMR mismatch repair deficient, ECOG Eastern Cooperative Oncology Group, ICC investigator-chosen 
chemotherapy, MSI-H/L microsatellite instability-high/low, MSS microsatellite stable, PD-L1 programmed death-ligand 1, pMMR 
mismatch repair proficient 

aIncludes not reported, unknown, and other 

bStudy entry date refers to randomization date 

cOne patient in the placebo plus chemotherapy arm had locally recurrent disease 

dOne patient in the placebo plus chemotherapy arm had the metastatic site removed by surgery before study entry 

eThe diagnosis of one patient the placebo plus chemotherapy arm was updated from gastric adenocarcinoma to pancreatic cancer after 
randomization 
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Supplementary Table S2. Efficacy outcomes in the PD-L1 CPS ≥ 1 and PD-L1 TAP score 1% to < 5% populations at the final analysis 

 PD-L1 CPS ≥ 1 PD-L1 TAP score 1% to < 5% 

 Tislelizumab  
plus ICC  
(n = 420) 

Placebo plus ICC  
(n = 434) 

Tislelizumab  
plus ICC  
(n = 158) 

Placebo plus ICC  
(n = 181) 

PFS     

Events, n (%) 303 (72.1) 348 (80.2) 127 (80.4) 148 (81.8) 

Median (95% CI), months 7.0 (5.7–7.7) 6.4 (5.6–6.9) 5.6 (5.1–6.9) 6.2 (5.5–7.1) 

HRa 0.77 (0.66–0.90) 0.98 (0.77–1.24) 

PFS rate at 12 months, % (95% CI) 31.5 (26.7–36.3) 21.5 (17.4–25.8) 23.8 (17.1–31.2) 22.6 (16.4–29.4) 

ORR     

n (%) 204 (48.6) 183 (42.2) 65 (41.1) 70 (38.7) 
95% CIb  43.7–53.5  37.5–47.0 33.4–49.2 31.5–46.2 
Odds ratio for ORR (95% CI)c 1.30 (0.99–1.71) 1.10 (0.71–1.70) 

DoRd     
Median (95% CI), months 8.6 (7.8–10.4) 7.2 (5.8–8.5) 6.8 (4.8–9.5) 7.2 (5.6–10.5) 

DCR     
n (%) 376 (89.5) 363 (83.6) 145 (91.8) 147 (81.2) 
95% CIb 86.2–92.3 79.8–87.0 86.3–95.5 74.8–86.6 

The data cutoff was February 28, 2023. ORR is defined as the proportion of patients with a confirmed PR or CR per RECIST v1.1. DCR is 
defined as the proportion of patients with a PR, CR, or SD (i.e., patients with non-CR or non-progressive disease) 

CPS combined positive score, CI confidence interval, CR complete response, DCR disease control rate, DoR duration of response, HR 
hazard ratio, ICC investigator-chosen chemotherapy, ORR objective response rate, PD-L1 programmed death-ligand 1, PFS progression-
free survival, PR partial response, SD stable disease 

aStratified by regions (East Asia vs. rest of the world) and presence of peritoneal metastasis 

bExact Clopper-Pearson 2-sided CI 
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cORR, ORR differences, and odds ratios between arms were calculated using the Cochran-Mantel-Haenszel method, stratified by regions 
(East Asia vs. rest of the world) and presence of peritoneal metastasis 

dDoR analysis included patients with confirmed CR or PR. Medians were estimated by Kaplan-Meier method with 95% CIs estimated using 
the method of Brookmeyer and Crowley
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Supplementary Figures 

Supplementary Fig. S1. Patient disposition in the PD-L1 TAP ≥ 1% population 

 

 

The data cutoff was February 28, 2023. 

COVID-19 Coronavirus disease 2019, ICC investigator-chosen chemotherapy, ITT intent-to treat, 
PD-L1 programmed death-ligand 1, TAP Tumor Area Positivity. 
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Supplementary Fig. S2. Kaplan–Meier curve of OS by baseline PD-L1 CPS of ≥ 1 at the final 
analysis (A) and 3-year follow-up (B)   

A 

 

B 

 

A The data cutoff was February 28, 2023. The red circles and gray triangles represent censored 
patients. B The data cutoff was February 28, 2024. The '+' symbol represents censored patients. 
Primary OS analysis: stratified by regions (East Asia vs. rest of the world) and presence of peritoneal 
metastasis. Medians were estimated by Kaplan-Meier method with 95% CIs estimated using the 
method of Brookmeyer and Crowley.  

OS rates were estimated by Kaplan-Meier method with 95% CIs estimated using Greenwood's 
formula. CI confidence interval, CPS combined positive score, ICC investigator-chosen 
chemotherapy, (m)OS (median) overall survival, PD-L1 programmed death-ligand 1. 
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Supplementary Fig. S3. Subgroup analysis of overall survival by baseline PD-L1 CPS score of ≥ 1 at 
the final analysis (efficacy-evaluable population)  

 

The data cutoff was February 28, 2023. Medians were estimated by Kaplan–Meier method, with 
95% CIs estimated using the method of Brookmeyer and Crowley using log-log transformation. The 
HR and its 95% CI were estimated from an unstratified Cox regression model including treatment as 
a covariate. The race subcategory 'Other' includes not reported, unknown, and other. The range of 
the x-axis for HR is (0, 3), some extreme 95% CI values greater than 3 are not shown in the plot. CI 
confidence interval, CPS combined positive score, dMMR mismatch repair deficient, HR hazard 
ratio, ICC investigator-chosen chemotherapy, MSI-H/L microsatellite instability high/low, MSS 
microsatellite stable, pMMR mismatch repair proficient 
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Supplementary Fig. S4. Kaplan–Meier curve of OS by baseline PD-L1 TAP score 1% to < 5% at the 
final analysis 

   

The data cutoff was February 28, 2023. The red circles and gray triangles represent censored 
patients. Primary OS analysis: stratified by regions (East Asia vs. rest of the world) and presence of 
peritoneal metastasis. Medians were estimated by Kaplan-Meier method, with 95% CIs estimated 
using the method of Brookmeyer and Crowley.  

CI confidence interval, CPS combined positive score, ICC investigator-chosen chemotherapy, 
(m)OS (median) overall survival, PD-L1 programmed death-ligand 1, TAP Tumor Area Positivity. 

 


