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e OnApril 16, 2021, Bristol Myers Squibb announced the FDA approval of Opdivo (nivolumab), in
combination with fluoropyrimidine- and platinum-containing chemotherapy, for the treatment of
patients withadvanced or metastatic gastric cancer, gastroesophageal junction cancer, and
esophageal adenocarcinoma.

e Opdivois also approved for unresectable or metastatic melanoma; adjuvant treatment of melanoma;
metastatic non-small cell lung cancer; malignant pleural mesothelioma; advanced renal cell
carcinoma; classical Hodgkin lymphoma; squamous cell carcinoma of the head and neck; urothelial
carcinoma; microsatellite instability-high or mismatch repair deficient metastatic colorectal cancer;
hepatocellular carcinoma; and esophageal squamous cell carcinoma.

e The approval of Opdivo for the new indication was based on a randomized, open-label study in
1,581 patients with previously untreated advanced or metastatic gastric cancer, gastroesophageal
junction cancer, and esophageal adenocarcinoma. Patients were randomized to receive Opdivo in
combination with chemotherapy or chemotherapy alone. The major efficacy outcome measures,
assessed in patients with PD-L1 combined positive score (CPS) = 5, were progression-free survival
(PFS) and overall survival (OS). Additional efficacy outcome measures included OS and PFSin
patients withPD-L1 CPS = 1 and in all randomized patients.

— In patients with PD-L1 CPS = 5, median PFS was 7.7 months for Opdivo plus chemotherapy
vs. 6.0 months for chemotherapy alone (hazard ratio [HR] 0.68, 95% CI: 0.58, 0.79; p <
0.0001). Median OS was 14.4 months vs. 11.1 months, respectfully (HR 0.71, 95% CI: 0.61,
0.83; p < 0.0001).

— In all randomized patients, median PFS was 7.7 months for Opdivo plus chemotherapy vs.
6.9 months for chemotherapy alone (HR 0.77, 95% CI: 0.68, 0.87; not evaluated for
statistical significance). Median OS was 13.8 months vs. 11.6 months, respectfully (HR 0.80,
95% CI: 0.71, 0.90; p = 0.0002).

o The most common adverse reactions (= 20%) with Opdivo use in combination with fluoropyrimidine-
and platinum-containing chemotherapy were peripheral neuropathy, nausea, fatigue, diarrhea,
vomiting, decreased appetite, abdominal pain, constipation, and musculoskeletal pain.

o The recommended dose of Opdivo for the treatment of gastric cancer, gastroesophageal junction

cancer, and esophageal adenocarcinoma is 240 mg with fluoropyrimidine- and platinum-containing
chemotherapy every 2 weeks or 360 mg with fluoropyrimidine- and platinum-containing
chemotherapy every 3 weeks. Opdivo is administered via intravenous infusion and should be
administered until disease progression, unacceptable toxicity, or up to 2 years.

o Referto the Opdivo drug label for dosing for all its other indications.

“\‘ OPTUM ’ optumrx.com

Optume® specializes in the delivery, clinical management and affordability of prescription medications and consumerhealth 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 OptumRx.

RxNews® is published by the OptumRx Clinical Services Department.
©2021 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://news.bms.com/news/corporate-financial/2021/U.S.-Food-and-Drug-Administration-Approves-Opdivo-nivolumab-in-Combination-with-Chemotherapy-for-Patients-with-Advanced-or-Metastatic-Gastric-Cancer-Gastroesophageal-Junction-Cancer-and-Esophageal-Adenocarcinoma/default.aspx
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/125554s091lbl.pdf

