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e On November 7, 2018, and the FDA approval of
lotion, for the topical treatment of plaque psoriasis in adults.
e Halobetasol propionate is also available generically as a and ; and brand name
0.05% lotion ( ). a formulation in early 2019.

— Halobetasol propionate cream and ointment are indicated for the relief of the inflammatory
and pruritic manifestations of corticosteroid-responsive dermatoses.

— Ultravate and halobetasol propionate foam are indicated for the topical treatment of plaque
psoriasis in patients 18 years of age and older.

e The efficacy of Bryhali was demonstrated in two double-blind studies conducted in 430 patients with
moderate to severe plaque psoriasis. Patients applied Bryhali or vehicle to affected areas once daily
for 8 weeks. The primary efficacy endpoint was the proportion of patients with treatment success at
week 8. Treatment success was defined as at least a 2-grade improvement from baseline in
investigator global assessment (IGA) score and an IGA score equating to clear or almost clear.

— The IGA treatment success at week 8 in the first study was 37% for the Bryhali treated
patients vs. 8% for the vehicle treated patients.

— In the second study, the IGA treatment success at week 8 was 38% vs. 12% for the Bryhali
and vehicle treated patients, respectively.

e Warnings and precautions of Bryhali include hypothalamic-pituitary-adrenal axis suppression, local
adverse reaction, ophthalmic adverse reactions, concomitant skin infections, and allergic contact
dermatitis.

e The most common adverse effects (= 1%) with Bryhali use were upper respiratory tract infection,
application site dermatitis, and hyperglycemia.

e The recommended dosage for Bryhali is to apply a thin layer of lotion to affected areas and rub in
gently once daily.

— Treatment beyond 8 weeks is not recommended, and the total dosage should not exceed
approximately 50 g per week. Treatment should be discontinued if control is achieved before
8 weeks.

— Occlusive dressings should not be used with Bryhali unless directed by a physician.

— Bryhali should not be used on the face, groin, or in the axillae.

— Bryhali is not for oral, ophthalmic, or intravaginal use.

e Ortho Dermatologics plans to launch Bryhali later this month. Bryhali will be available as a 0.01%
lotion.

fa

) .
- 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.

©2018 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.bauschhealth.com/news-room/news-releases/news-details/201811070700pr_news_uspr_____ny64869
http://ortho-dermatologics.com/wp-content/uploads/20181107-Trade-Release-BRYHALI-Approval-and-US-Launch.pdf
https://www.bauschhealth.com/Portals/25/Pdf/PI/Bryhali-PI.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=1f57aaae-8d5f-bfdf-08d6-495b84221311
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=7f22c10f-2691-a0a5-901e-a7c0fe41611f
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=0d563d44-17fd-4976-9f2c-f1d509f29587
https://www.maynepharma.com/media/2211/myx-announces-acquisition-of-fda-approved-halobetasol-foam.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/210566s000lbl.pdf

