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e On March 28, 2019, the the of , for the
treatment of adults with active non-radiographic axial spondyloarthritis (nr-axSpA) with objective
signs of inflammation.

e Cimzia is also approved for Crohn’s disease, rheumatoid arthritis, psoriatic arthritis, ankylosing
spondylitis, and plaque psoriasis.

o Nr-axSpA is a type of inflammatory arthritis that causes inflammation in the spine and other
symptoms. There is no visible damage seen on x-rays, so it is referred to as non-radiographic.

e The approval of Cimzia’s new indication was based on a double-blind study in 317 patients with
active axial spondyloarthritis without definitive radiographic evidence of structural damage on
sacroiliac joints. Patients were randomized to Cimzia or placebo. The primary endpoint was the
proportion of patients achieving an Ankylosing Spondylitis Disease Activity Score-Major
Improvement (ASDAS-MI) response at week 52.

— Atweek 52, 47% of patients treated with Cimzia had an ASDAS-MI response vs. 7% of
patients treated with placebo (Odds Ratio: 15.2; 95% CI: 7.3, 31.6).

e Cimzia carries a boxed warning for serious infections and malignancy.

e The recommended dose of Cimzia for adult patients with nr-axSpA is 400 mg (given as 2
subcutaneous injections of 200 mg each) initially and at weeks 2 and 4, followed by 200 mg every 2
weeks or 400 mg every 4 weeks.

— Cimzia may be used as monotherapy or concomitantly with non-biological disease modifying
anti-rheumatic drugs (DMARDS).

— The use of Cimzia in combination with biological DMARDSs or other tumor necrosis factor
blocker therapy is not recommended.

— Refer to the Cimzia drug label for dosing recommendations for its other indications.

fa

“SWOPTUM®  optummcom

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.

©2019 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.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm634671.htm
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/125160Orig1s237ltr.pdf
https://www.ucb.com/stories-media/Press-Releases/article/CIMZIA-certolizumab-pegol-is-Now-the-First-and-Only-U-S-FDA-Approved-Treatment-for-nbsp-Non-Radiographic-Axial-Spondyloarthritis-nbsp
https://ucb-usa.com/_up/ucb_usa_com_kopie/documents/Cimzia_PI.pdf

