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e On December 1, 2021, the FDA approved
and , in combination with dexamethasone, for the treatment of
adult patients with relapsed or refractory multiple myeloma who have received one to three prior
lines of therapy.

o Darzalex Faspro and Kyprolis were each previously approved for various other uses in multiple
myeloma. Additionally, Darzalex Faspro is also approved for newly diagnosed light chain
amyloidosis.

o The approval of Darzalex Faspro and Kyprolis’ expanded indication was based on a single-arm
cohort of PLEIADES, an open-label study in 66 patients with relapsed or refractory multiple
myeloma. Patients received Darzalex Faspro, Kyprolis, and dexamethasone until disease
progression or unacceptable toxicity. The major efficacy outcome measure was overall response
rate (ORR).

— The ORR was 84.8% (95% CI: 73.9, 92.5).
— At a median follow-up of 9.2 months, the median duration of response had not been
reached.

e The recommended dose of Darzalex Faspro is 1,800 mg/30,000 units (1,800 mg daratumumab and
30,000 units hyaluronidase) administered subcutaneously over approximately 3 to 5 minutes. When
used in combination with Kyprolis and dexamethasone, Darzalex Faspro should be administered
weekly during weeks 1 to 8, every two weeks during weeks 9 to 24, and every four weeks from week
25 onwards until disease progression.

— Refer to the Darzalex Faspro drug label for dosing and administration recommendations for
its other uses.

e When used in combination with Darzalex Faspro and dexamethasone, Kyprolis is administered
intravenously and has two separate dosing regimens (twice weekly or once weekly regimen).

— For the twice weekly regimen, the recommended starting dose of Kyprolis is 20 mg/m? on
cycle 1, days 1 and 2. If tolerated, the dose is escalated to 56 mg/m? on cycle 1, day 8 and
thereafter. Kyprolis is administered as a 30-minute infusion on days 1, 2, 8, 9, 15 and 16 of
each 28-day cycle until disease progression or unacceptable toxicity.

— For the once weekly regimen, the recommended starting dose of Kyprolis is 20 mg/m? on
cycle 1, day 1. If tolerated, the dose is escalated to 70 mg/m? on cycle 1, day 8 and
thereafter. Kyprolis is administered on days 1, 8 and 15 of each 28-day cycle until disease
progression or unacceptable toxicity.

— Refer to the Kyprolis drug label for dosing and administration recommendations for its other
uses.

":\Y o PT U M § 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.
©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://www.janssen.com/us-fda-approves-darzalex-faspro-daratumumab-and-hyaluronidase-fihj-combination-carfilzomib-and
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/761145s009lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/761145s009lbl.pdf
https://www.amgen.com/newsroom/press-releases/2021/12/fda-approves-new-kyprolis-carfilzomib-combination-regimen-with-darzalex-faspro-daratumumab-and-hyaluronidasefihj-and-dexamethasone-for-patients-with-multiple-myeloma-at-first-or-subsequent-relapse
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/202714s033lbl.pdf

