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Introduction

 Brand name: Duobrii

 Generic name: Halobetasol propionate, 

tazarotene

 Pharmacological class: Corticosteroid + 

retinoid

 Strength and Formulation: 0.01%/0.045%; 

lotion

 Manufacturer: Bausch Health Companies Inc

 How supplied: Lotion—100g

 Legal Classification: Rx



Duobrii



Indication 

 For the topical treatment of plaque 

psoriasis in adults



Dosage & Administration

 ≥18yrs: apply a thin layer to affected areas 

once daily; max 50g/week

 Discontinue when control is achieved 

 Do not occlude 

 Females of reproductive potential: initiate 

therapy during normal menses



Considerations for Special 

Populations

 Pregnancy: Contraindicated due to potential for 
embryo-fetal toxicity; obtain reliable negative 
pregnancy test within 2 weeks before initiating 
therapy

 Nursing mothers: Avoid direct infant exposure

 Pediatric use: Safety and effectiveness in patients 
under 18 years have not been evaluated

 Geriatric use:  Clinical trials did not include sufficient 
numbers of patients age 65 years and older to 
determine whether they respond differently from 
younger subjects



Contraindications

 Pregnancy

 May cause fetal harm when administered to a pregnant 

female

 Tazarotene is teratogenic; it is not known what level of 

exposure is required for teratogenicity in humans



Warnings/Precautions

 Not for oral, ophthalmic, or intravaginal use

 Avoid use on the face, groin, or axillae 

 Risk of HPA axis suppression with high-potency 

corticosteroids, application to large surface areas, 

occlusive use, altered skin barrier, concomitant 

multiple corticosteroid-containing products, liver 

failure, young age; discontinue gradually or reduce 

dose, if occurs



Warnings/Precautions

 Avoid use on eczematous or sunburned skin 

 Sun sensitivity 

 Increased risk of posterior subcapsular cataracts 

and glaucoma; monitor for visual symptoms 

 Treat infection if present or develops; discontinue 

until resolved 

 Reevaluate periodically 

 Advise females of reproductive potential to use 

effective contraception during therapy 



Interactions

 Caution with photosensitizers (eg, thiazides, 

tetracyclines, fluoroquinolones, 

phenothiazines, sulfonamides)



Adverse Reactions

 Most common: contact dermatitis, 

application site pain, folliculitis, skin atrophy, 

and excoriation 

 Others: rash, skin abrasion/exfoliation, local 

adverse reactions (eg, striae, 

telangiectasias), Cushing syndrome, 

hyperglycemia, glucosuria, HPA axis 

suppression (esp. in children)



Mechanism of Action

 Corticosteroids play a role in cellular signaling, 

immune function, inflammation, and protein 

regulation; however, the precise mechanism of 

action in plaque psoriasis is unknown

 Tazarotene is a retinoid prodrug which is 

converted to its active form, tazarotenic acid

 Tazarotenic acid binds to all 3 members of the retinoic 

acid receptor family; the clinical significance of these 

findings for the treatment of plaque psoriasis is 

unknown



Clinical Studies

 Safety and efficacy were evaluated in 2 prospective, 

multicenter, randomized, double blind trials

 These trials were conducted in 418 patients 18 

years of age and older with moderate to severe 

plaque psoriasis that covered a body surface area 

(BSA) between 3% and 12% excluding the face, 

scalp, palms, soles, axillae, and intertriginous areas



Clinical Studies

 Disease severity was determined by a 5-grade 

Investigator’s Global Assessment (IGA) 

 Patients applied Duobrii or vehicle to all affected 

areas once daily for up to 8 weeks 

 All patients returned for a 4-week follow-up visit (12-

Week visit) where safety and efficacy were 

evaluated 



Clinical Studies

 The primary efficacy endpoint was the proportion of 

subjects with “treatment success” at Week 8

 Treatment success was defined as at least a 2-

grade improvement from baseline in the IGA score 

and an IGA score equating to “clear” or “almost 

clear” 



Clinical Studies

 Trial 1

 IGA Treatment Success at Week 8: 36% for 

Duobrii (n=135) vs 7% for vehicle (n=68)

 Trial 2

 IGA Treatment Success at Week 8: 45% for 

Duobrii (n=141) vs 13% for vehicle (n=74)



Clinical Studies

 Phase 3, open label study evaluated the long 

term safety of Duobrii over 1 year 

 Continuous treatment was allowed for 24 

weeks and as needed for up to 52 weeks 

 The study found that adverse events were 

infrequent and were consistent with those 

seen with topical corticosteroids and retinoids



New Product Monograph

 For more information view the product 

monograph available at:

https://www.empr.com/drug/duobrii/


