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Zykadia® (ceritinib) — Expanded indication

e On May 26, 2017, Novartis announced the FDA approval of Zykadia (ceritinib) for the treatment of
patients with metastatic non-small cell lung cancer (NSCLC) whose tumors are anaplastic lymphoma
kinase (ALK)-positive as detected by an FDA-approved test.

— Previously, Zykadia was approved for the treatment of patients with ALK-positive metastatic
NSCLC who have progressed on or are intolerant to Xalkori~ (crizotinib).

e The expanded indication for Zykadia was approved based on the open-label ASCEND-4 study that
enrolled 376 patients with ALK-positive NSCLC who had not received prior systemic therapy for
metastatic disease. Patients were randomized to Zykadia or chemotherapy plus maintenance
chemotherapy. The major efficacy outcome measure was progression-free survival (PFS).

— The PFS was 16.6 months for Zykadia patients vs. 8.1 months for chemotherapy treated
patients (Hazard ratio = 0.55; 95% CI: 0.42, 0.73; p < 0.001).

— The overall response rate was 73% (95% CI: 66, 79) for Zykadia patients vs. 27% (95% CI:
21, 34) for chemotherapy treated patients.

— The duration of response was 23.9 months (95% CI: 16.6, not estimable) for Zykadia
patients vs. 11.1 months (95% CI: 7.8, 16.4) for chemotherapy treated patients.

e The recommended dose of Zykadia is 750 mg orally once daily until disease progression or
unacceptable toxicity.

.

& N
- N .
- 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.novartisoncology.com/news/media-releases/novartis-receives-fda-approval-expanded-use-zykadiar-first-line-alk-positive
https://www.pharma.us.novartis.com/sites/www.pharma.us.novartis.com/files/zykadia.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2a51b0de-47d6-455e-a94c-d2c737b04ff7

