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 Comparable Products   Preferred Drug List Status 
 Calcipotriene    Preferred  
Tazarotene     Preferred with Conditions           
Topical Corticosteroids   Preferred      

Pharmacology/Usage:  Tapinarof, the active ingredient of Vtama®, is an aryl hydrocarbon receptor (AhR) agonist. 
The specific mechanisms by which this cream exerts its therapeutic action in psoriasis patients are not known. 

Indication:  For the topical treatment of plaque psoriasis in adults.  

There is no pregnancy category for this medication; however, the risk summary indicates that the available data on 
use in pregnant women are not sufficient to assess for a drug-associated risk of major birth defects, miscarriage, or 
other adverse maternal or fetal outcomes. The safety and efficacy of use in the pediatric population have not been 
established. 

Dosage Form:   Cream, 1% (each gram of cream contains 10mg of tapinarof). 

Recommended Dosage:  Apply a thin layer of cream to affected areas once daily. Wash hands after application 
unless the cream is for treatment of the hands. 

Drug Interactions:  There are no drug interactions listed with this product.   

Box Warning:   There is no box warning listed with this product. 

Common Adverse Drug Reactions:  Listed % incidence for adverse drug reactions= reported % incidence for drug 
(Vtama® cream) minus reported % incidence for vehicle cream. Please note that an incidence of 0% means the 
incidence was the same as or less than vehicle. The most frequently reported adverse events included folliculitis 
(19%), nasopharyngitis (2%), contact dermatitis (6%), headache (3%), pruritus (2%), and influenza (1%). Two subjects 
(0.3%) using Vtama® cream developed urticaria. Adverse reactions leading to treatment discontinuation in >1% of 

subjects who received Vtama® cream were contact dermatitis (2.9%) and folliculitis (2.8%). 

Contraindications:   There are no contraindications listed with this product. 

Manufacturer:  Dermavant Sciences, Inc. 
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Analysis:   The safety and efficacy of Vtama® cream were assessed in two multicenter, randomized, double-blind, 
vehicle-controlled trials that included adults (N=1025) with plaque psoriasis (PSOARING 1 and PSOARING 2) who 
were randomized to Vtama® cream or vehicle cream once daily for 12 weeks to any lesion regardless of anatomic 
location. 

Baseline disease severity was graded using the 5-point Physician’s Global Assessment (PGA). Most included subjects 
had ‘moderate’ disease (82%), while 10% had ‘mild’ disease and 8% had ‘severe’ disease at baseline. The extent of 
disease involvement assessed by mean body surface area (BSA), excluding the scalp, palms, and soles, was 8% (range 
3 to 20%). In addition, subjects included in the studies ranged in age from 18 to 75 years (with a median age of 51 

years), while 57% of subjects were male and 85% were white. 

The primary efficacy endpoint in both trials was the proportion of subjects who achieved treatment success, defined 
as a PGA score of “clear” (0) or “almost clear” (1) and at least a 2-grade improvement from baseline. Efficacy results 
are presented in the table below, which was adapted from the prescribing information.    

 Study 1 (PSOARING 1) Study 2 (PSOARING 2) 

 
Vtama® cream 

(N=340) 
Vehicle cream 

(N=170) 
Vtama® cream 

(N=343) 
Vehicle cream 

(N=172) 

PGA Treatment Success 36% 6% 40% 6% 

Difference  29% 34% 

NNT calculated by CHC 4  3 

Following 12 weeks of treatment, 73 subjects randomized to Vtama® achieved complete disease clearance (PGA 0) 
and had Vtama® withdrawn. These subjects were followed for up to 40 additional weeks with a median time to first 
worsening (PGA ≥2 (‘mild’) of 114 days. 

Place in Therapy:  Vtama® cream is an aryl hydrocarbon receptor agonist indicated for the topical treatment of 
plaque psoriasis in adults. Its efficacy was assessed in two randomized, double-blind, vehicle-controlled studies that 
included adults with plaque psoriasis. The primary efficacy endpoint in both studies was the proportion of subjects 
who achieved treatment success, defined as a PGA score of ‘clear’ or ‘almost clear’ and at least a 2-grade 
improvement from baseline. Per the full-text study by Lebwohl et al2, the differences between the tapinarof group 
and vehicle group were statistically significantly different (p˂0.001 for both comparisons) and the authors concluded 
that tapinarof 1% cream was superior to vehicle in reducing the severity of plaque psoriasis over a period of 12 
weeks. Vtama® cream was, however, associated with local adverse events and headache. Longer studies are 
needed. Vtama® cream is a first-in-class topical treatment that provides another treatment option for plaque 
psoriasis. 

There is no evidence at this time to support that Vtama® is safer or more effective than the other currently preferred, 
more cost-effective medications. It is therefore recommended that Vtama® remain non-preferred and require prior 
authorization and be available to those who are unable to tolerate or who have failed on preferred medications.    

PDL Placement:        Preferred 
    Non-Preferred 
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