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Urothelial Carcinoma

IMFINZI is indicated for the treatment of patients with PD-L1 high (Tumor cell 225% or IC 225%) locally
advanced or metastatic urothelial carcinoma who:

- have disease progression during or following platinum-containing chemotherapy.

- have disease progression within 12 months of neoadjuvant or adjuvant treatment with platinum
containing chemotherapy.

Non-Small Cell Lung Cancer

- IMFINZI is indicated for the treatment of patients with unresectable Stage Ill non-small cell lung
cancer (NSCLC) whose disease has not progressed following concurrent platinum-based
chemotherapy and radiation therapy.

- IMFINZI in combination with tremelimumab and platinum-based chemotherapy is indicated for the
first-line treatment of adults with metastatic NSCLC with no sensitising EGFR mutations or ALK
positive mutations.

Small Cell Lung Cancer

IMFINZI, in combination with etoposide and either carboplatin or cisplatin, is indicated for the first-line
treatment of adult patients with extensive-stage small cell lung cancer (ES-SCLC).

Biliary Tract Cancers

IMFINZI in combination with gemcitabine and cisplatin is indicated for the first-line treatment of adults
with locally advanced, unresectable, or metastatic biliary tract cancer (BTC).

Hepatocellular Carcinoma

IMFINZI in combination with tremelimumab is indicated for the first line treatment of adults with
advanced or unresectable hepatocellular carcinoma (HCC).
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5 WARNINGS AND PRECAUTIONS
5.1 Immune-Mediated Adverse Reactions

Other (hematologic/immune): Hemolytic anemia, aplastic anemia, hemophagocytic lymphohistiocytosis,
systemic inflammatory response syndrome, histiocytic necrotizing lymphadenitis (Kikuchi
lymphadenitis), sarcoidosis, immune thrombocytopenia, solid organ transplant rejection, other transplant
(including corneal graft) rejection.
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