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O patients with locally advanced or metastatic urothelial %@Hﬂ%‘u’]
carcinoma who have disease progression during or O Age > 18 years
following platinum-containing chemotherapy or have O ecoc performance status 0 - 1
disease progression within 12 months of neoadjuvant or O po-L1 expression on tumour cells was determined at

adjuvant treatment with platinum-containing chemotherapy | screening

O previous palliative radiotherapy must have been
completed at least 2 weeks

A33239

[ active brain metastases

O previous malignancy within the past 3 years

D any serious or uncontrolled medical disorder, autoimmune
disease

O immunosuppressive treatment with corticosteroids or other|
drugs within 14 days of study drug administration

D previous treatment with an anti-PD-1, anti-PD-L1, anti-PD-
L2, anti-CTLA-4 antibody, or any other antibody or drug
specifically O targeting T-cell costimulation or immune
checkpoint pathways

[ treatment with any chemotherapy, radiotherapy, biologics
for cancer, or investigational therapy

O previous palliative radiotherapy had to have been

completed at least 2 weeks before nivolumab administration
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Ref. 1. Sharma, Padmanee, et al. "Nivolumab in metastatic urothelial carcinoma after platinum therapy (CheckMate 275): a
multicentre, single-arm, phase 2 trial." The Lancet Oncology 18.3 (2017): 312-322.

2. U.S. Food and Drug Administration. Available at https://

https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/125554s022Ibl.pdf [Accessed March, 5 2017].
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3¢l Grade

NSNS/ HARNE

Gl disorder

diarrhea

nausea

vomiting

constipation

Respiratory

cough/ productive cough

upper espiratory tract infection

shortness of breath

Skin and subcutaneous tissue disorders

rash

pruritus/ generalized pruritus

Musculoskeletal and connective tissue disorders

arthralgia

back pain

General

asthenic conditions

pyrexia

Metabolism and nutrition disorders

decrease appetite

Hematology

anemia

neutropenia

Lab Abnormality
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TYAN

NSNS/ HARNE

Chemistry

increased AST

increased alkaline phosphatase

increase ALT

increased creatinine

hyponatreamia

hyperkalemia

hypocalcemia

hypercalcemia

Lipids

increased triglycerides

increase cholesterol

Hematology

lymphopenia
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