¥ OPTUMRX

e OnMay 21, 2021, the FDA approval of
, for the treatment of ad ult patients with locally advanced or metastatic non-small cell lung
cancer (NSCLC) with epidermal growth factor receptor (EGFR) exon 20 insertion mutations, as
detected by an FDA-approved test, whose disease has progressed on or after platinum-based
chemotherapy.

— This indication is approved under accelerated approval based on overall response rate and
duration of response. Continued approval for this indication may be contingent upon
verification and description of clinical benefit in the confirmatory trials.

e Lung cancer is one of the most common cancers, and NSCLC makes up 80 to 85% of all lung
cancers. Among the most common driver mutations in NSCLC are alterations in EGFR, which is a
receptor tyrosine kinase supporting cell growth and division.

— EGFR mutations are presentin 10 to 15%. EGFR exon 20 insertion mutations are the third
most prevalent activating EGFR mutation.

e Rybrevant is a bispecific antibody that targets EGFR exon 20 insertion mutations. It is the first
targeted therapy for this specific population.

o The efficacy of Rybrevant was established in CHRY SALIS, an open-label, multi-cohort clinical study
in 81 patients with locally advanced or metastatic NSCLC with EGFR exon 20 insertion mutation.
Patients received Rybrevant once weekly for 4 weeks, then every 2 weeks thereafter until disease
progression or unacceptable toxicity. The major efficacy outcome measure was overall response
rate (ORR). An additional efficacy outcome measure was duration of response (DOR).

— The ORR was 40% (95% CI: 29, 51).
— The median DOR was 11.1 months (95% CI: 6.9, not estimable).

o Warnings and precautions for Rybrevant include infusion-related reactions, interstitial lung
disease/pneumonitis, dermatologic ad verse reactions, ocular toxicity, and embryo-fetal toxicity.

¢ The most common adverse reactions (= 20%) with Rybrevant use were rash, infusion-related
reactions, paronychia, musculoskeletal pain, dyspnea, nausea, fatigue, edema, stomatitis, cough,
constipation, and vomiting.

e The most common Grade 3 or 4 laboratory abnormalities (= 2%) with Rybrevant use were
decreased lymphocytes, decreased albumin, decreased phosphate, decreased potassium,
increased alkaline phosphatase, increased glucose, increased gamma-glutamyl transferase, and
decreased sodium.

o The recommended dose of Rybrevant is based on baseline body weight. In patients weighing < 80
kg, the recommended doseis 1,050 mg. In patients weighing = 80 kg, the recommended dose is
1,400 mg. Rybrevant should be administered weekly for 4 weeks, with the initial dose as a split
infusion in week 1 on day 1 and day 2, then administer every 2 weeks thereafter until disease
progression or unacceptable toxicity.
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— Priorto initial infusion of Rybrevant (week 1, days 1 and 2), premedications should be
administered to reduce the risk of infusion-related reaction.

e Johnson & Johnson's launch plans for Rybrevant are pending. Rybrevant will be available as a 350
mg/7 mL (50 mg/mL) solution in a single-dose vial.

N

“‘; 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/

