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On September 26, 2016, the of for the
treatment of adult patients with moderately to severely active Crohn’s disease (CD) who have failed or
were intolerant to treatment with immunomodulators or corticosteroids, but never failed treatment with a
tumor necrosis factor (TNF) blocker; or failed or were intolerant to treatment with one or more TNF
blockers.

Stelara is also FDA approved for the treatment of adult patients with moderate to severe plaque psoriasis
who are candidates for phototherapy or systemic therapy, and for the treatment of adult patients with
active psoriatic arthritis (PsA).

Stelara can be used alone or in combination with methotrexate (MTX) for PsA.

The approval of Stelara’s new indication was based on data from three clinical studies of 1,756 adults with
moderately to severely active CD. Two studies were 8-week intravenous (V) induction studies followed by
a 44-week subcutaneous (SC) maintenance study representing 52 weeks of therapy.

In the induction studies, a greater proportion of patients treated with Stelara achieved clinical
response at week 6 vs. placebo [34% vs. 21% (p < 0.01) and 56% vs. 29% (p < 0.001)] and
clinical remission at week 8 vs. placebo [21% vs. 7% (p < 0.001) and 40% vs. 20% (p < 0.001)].
In the maintenance study, a greater proportion of patients treated with Stelara achieved clinical
response vs. placebo (59% vs. 44%, p < 0.05) and clinical remission vs. placebo (53% vs. 36%, p
<0.01).

The most common adverse reaction (= 3%) with Stelara for induction use in patients with CD was
vomiting.

The most common adverse reactions (= 3%) with Stelara for maintenance use in patients with CD were
nasopharyngitis, injection site erythema, vulvovaginal candidiasis/mycotic infection, bronchitis, pruritus,
urinary tract infection, and sinusitis.

The recommended IV induction dose of Stelara for CD is based on the patient’s body weight. Refer to the
Stelara prescribing information for details. The recommended maintenance regimen of Stelara is 90 mg
SC administered 8 weeks after the initial IV dose, then every 8 weeks thereafter.

Refer to the Stelara prescribing information for the recommended dosage regimens for all other FDA
approved indications.
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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.

Rx News® is published by the OptumRx Clinical Services Department.

©2016 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://janssen.com/us/sites/www_janssen_com_usa/files/059919-160912_stelara_cd_final_fda_approval_press_release.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2016/761044Orig1s000ltr.pdf
https://www.stelarainfo.com/pdf/prescribinginformation.pdf

