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Fig. S1. Change from baseline over time in the sum of target lesions per RECIST v1.1 

by BICR  

 

Abbreviations: BICR, blinded independent central review; RECIST v1.1, Response 

Evaluation Criteria in Solid Tumors, version 1.1. 
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Table S1 

Immune-mediated adverse events and infusion reactions. 

 All patients (n = 55) 

Immune-mediated adverse events and infusion reactions 

Any 14 (25) 

Grade 3–5 3 (5) 

Serious 3 (5) 

Led to discontinuation 5 (9) 

Led to death 1 (2)a 

Immune-mediated adverse events Any grade Grade 3–5 

Hyperthyroidism 3 (5) 0 

Hypothyroidism 3 (5) 0 

Colitis 2 (4) 1 (2) 

Hypophysitis 2 (4) 0 

Pneumonitis 2 (4) 0 

Adrenal insufficiency 1 (2) 0 

Encephalitis 1 (2) 1 (2) 

Guillain-Barré syndrome 1 (2) 1 (2) 

Nephritis 1 (2) 0 

Severe skin reaction 1 (2) 0 

Data are n (%). 

Adverse events of interest were based on a list of terms specified by the sponsor and were 

considered regardless of attribution to study treatment. 

aOne patient died of Guillain-Barré syndrome that was considered related to treatment. 
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Table S2 

Ethics committees and reference numbers 

IRB Name Reference Number 

Biomedical Research Alliance of New York IRB 3475-913-004 

NYU School of Medicine IRB 3475-913-006 

University Health Network Research Ethics Board 3475-913-0051 

Horizon Health Network Research Ethics Board 3475-913-0055 

CPP Sud-Ouest et Outre-Mer I 3475-913-0200  

3475-913-0201 

3475-913-0202 

3475-913-0203 

3475-913-0204 

Comitato Etcico Istituto Oncologico Veneto 3475-913-0221 

Comitato Etico INT Pascale 3475-913-0222 

Comitato Etico degli IRCCS Istituto Europeo di Oncologia e Centro 

Cardiologico Monzino 

3475-913-0223 

Comitato Etico Regione Toscana - Area Vasta Sud Est 3475-913-0224 

CEIm de la Comunidad Foral de Navarra C/ Irunlarrea 3 3475-913-0261 

3475-913-0262 

3475-913-0263 

3475-913-0264 

Regionala Etikprovningsnamnden Goteborg 3475-913-0281 

3475-913-0282 

St. Vincents Hospital Sydney HREC 3475-913-0400 

Hunter New England Human Research Ethics Committee 3475-913-0402 

Southern Health And Disability Ethics Committee 3475-913-0427 

 


