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Reference number(s) 
5556-C 

Initial Prior Authorization with Quantity 
Limit 

Opzelura 

Products Referenced by this Document 
Drugs that are listed in the following table include both brand and generic and all dosage forms and 
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise 
stated. 

Brand Name Generic Name 

Opzelura ruxolitinib cream 

Indications 

FDA-approved Indications 
Opzelura is indicated for the topical short-term and non-continuous chronic treatment of mild to moderate 
atopic dermatitis in non-immunocompromised adult and pediatric patients 12 years of age and older 
whose disease is not adequately controlled with topical prescription therapies or when those therapies are 
not advisable. 

Limitation of Use: 
Use of Opzelura in combination with therapeutic biologics, other JAK inhibitors, or potent 
immunosuppressants such as azathioprine or cyclosporine is not recommended. 

Coverage Criteria 

Atopic Dermatitis 
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Authorization may be granted when the requested drug is being prescribed for topical short-term and 
non-continuous chronic treatment of mild to moderate atopic dermatitis in a non-immunocompromised 
patient when ALL the following criteria are met: 

• The requested drug is NOT being prescribed in combination with therapeutic biologics, other 
janus kinase (JAK) inhibitors, or potent immunosuppressants such as azathioprine or 
cyclosporine. 

• The request is for an adult or pediatric patient 12 years of age or older. 
• The patient meets ONE of the following: 

 The patient’s disease is not adequately controlled with other topical prescription 
therapies (e.g., medium or higher potency topical corticosteroid, topical calcineurin 
inhibitor). 

 Other topical prescription therapies are NOT advisable (e.g., medium or higher potency 
topical corticosteroid, topical calcineurin inhibitor). 

• The requested drug will NOT be applied to affected areas of greater than 20% body surface 
area (BSA). 

• If additional quantities are being requested, then the requested drug is being prescribed to treat 
a body surface area that requires more than 60 grams per 28 days. 

Continuation of Therapy 

Atopic Dermatitis 
Authorization may be granted when the requested drug is being prescribed for topical short-term and 
non-continuous chronic treatment of mild to moderate atopic dermatitis in a non-immunocompromised 
patient when ALL the following criteria are met:  

 The requested drug is NOT being prescribed in combination with therapeutic biologics, other 
janus kinase (JAK) inhibitors, or potent immunosuppressants such as azathioprine or 
cyclosporine. 

 The request is for an adult or pediatric patient 12 years of age or older. 
 The patient has achieved or maintained a positive clinical response as evidenced by 

improvement [(e.g., improvement in or resolution of any of the following signs and symptoms: 
erythema (redness), edema (swelling), xerosis (dry skin), erosions, excoriations (evidence of 
scratching), oozing and crusting, lichenification (epidermal thickening), OR pruritus (itching)]. 

 The requested drug will NOT be applied to affected areas of greater than 20% body surface 
area (BSA). 

 If additional quantities are being requested, then the requested drug is being prescribed to treat 
a body surface area that requires more than 60 grams per 28 days. 
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Quantity Limits Apply 
60 grams per 21 days or 180 grams per 63 days 

For larger BSA: 240 grams per 21 days or 720 grams per 63 days 

The duration of 21 days is used for a 28-day fill period and 63 days is used for an 84-day fill period to allow 
time for refill processing. 

The intent is for prescriptions of the requested drug to be filled one month at a time for new starts; there 
should be no 3-month supplies filled for new starts. 

Duration of Approval (DOA) 
• 5556-C: Initial therapy DOA: 3 months; Continuation of therapy DOA: 12 months 
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