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e OnApril 17, 2017, the FDA approval of injection, to
expand its use to patients with locally advanced or metastatic urothelial carcinoma (UC) who are not
eligible for cisplatin chemotherapy.

— Tecentrig was already approved for the treatment of patients with locally advanced or
metastatic UC who have disease progression during or following platinum-containing
chemotherapy or have disease progression within 12 months of neoadjuvant or adjuvant
treatment with platinum-containing chemotherapy.

e Tecentriq is also approved for the treatment of patients with metastatic non-small cell lung cancer
(NSCLC) who have disease progression during or following platinum-containing chemotherapy.

— Patients with epidermal growth factor receptor (EGFR) or anaplastic lymphoma kinase
(ALK) genomic tumor aberrations should have disease progression on FDA-approved
therapy for these aberrations prior to receiving Tecentriq.

e Tecentrig’'s expanded indication was granted based on an open-label, single-arm trial in 119 patients
with locally advanced or metastatic UC who were ineligible for cisplatin-containing chemotherapy or
were either previously untreated or had disease progression at least 12 months after neoadjuvant or
adjuvant chemotherapy. The primary endpoints were objective response rate (ORR), duration of
response (DoR), and overall survival (OS).

— Overall, the ORR was 23.5% (95% CI: 16.2, 32.2). Among patients with programmed death
ligand-1 (PD-L1) expression = 5%, the ORR was 28.1% (95% CI: 13.8, 46.8). Among those
with PD-L1 expression < 5%, the ORR was 21.8% (95% CI: 13.7, 32.0).

— At the time of analysis, the DoR was not reached.

— The OS data are not reported in the drug label.

e The recommended dose of Tecentriq for all approved indications, including locally advanced or
metastatic UC and metastatic NSCLC, is 1,200 mg by intravenous infusion every 3 weeks until
disease progression or toxicity.

fa

r »
Y ;
- OPTUM optumrx.com
OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products.

We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com.

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their
respective owners.

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written
consent of OptumRXx.

RxNews® is published by the OptumRx Clinical Services Department.

©2017 Optum, Inc. All rights reserved.


file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/
https://www.gene.com/media/press-releases/14660/2017-04-17/fda-grants-genentechs-tecentriq-atezoliz
https://www.gene.com/download/pdf/tecentriq_prescribing.pdf

