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e OnJuly 14, 2020, the FDA approval of , for the treatment
of adult patients with active psoriatic arthritis (PsA).

e Tremfya is also approved for the treatment of adults with moderate-to-severe plaque psoriasis who
are candidates for systemic therapy or phototherapy.

e Tremfya is the first FDA approved interleukin (IL)-23 inhibitor for the treatment of active PsA.

e PsAis a chronic, progressive, immune-mediated disease characterized by joint inflammation,
enthesitis, dactylitis, axial disease and the skin lesions associated with psoriasis. PsA affects about
1.5 million Americans.

e The approval of Tremfya for the new indication was based on two randomized, double-blind,
placebo-controlled studies in 1,120 patients with active PsA. In the first study, approximately 31% of
patients had been previously treated with up to 2 anti-tumor necrosis factor alpha agents whereas in
the second study all patients were biologic naive. The primary endpoint in both studies was the
percentage of patients achieving an ACR20 response at week 24,

— Inthe first study , 52% of patients receiving Tremfya 100 mg every 8 weeks after two starter
doses achieved an ACR20 response vs. 22% treated with placebo (difference of 30, 95%
Cl: 19, 41).

— In the second study, 64% of patients receiving Tremfya 100 mg every 8 weeks after two
starter doses achieved an ACR20 response vs. 33% treated with placebo (difference of 31;
95% CI: 23, 40).

e The recommended subcutaneous (SC) dose of Tremfya for the treatment of PsA is 100 mg at week
0, week 4, and every 8 weeks thereafter. Tremfya may be administered alone or in combination with
a conventional disease-modifying antirheumatic drug (eg, methotrexate).

— Tremfya is intended for use under the guidance and supervision of a physician. Tremfya
may be administered by a health care professional, or a patient may self-inject after proper
training in SC injection technique.

— Refer to the Tremfya drug label for dosing in plague psoriasis.

fa

L‘; 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.

©2020 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/sites/www_janssen_com_usa/files/tremfya_psa_fda_approval_press_release_071420_final.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761061s007lbl.pdf

