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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Vyleesi™ (bremelanotide) 

Medical Benefit  Effective: 8/1/22 

Pharmacy- Formulary 1 x Next Review: 9/23 

Pharmacy- Formulary 2 x Date of Origin: 10/19 

Pharmacy- Formulary 3/Exclusive x Review Dates: 9/19, 12/19, 9/20, 6/21, 6/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Vylees is a melanocortin receptor agonist indicated for the treatment of premenopausal patients with acquired, 

generalized hypoactive sexual desire disorder (HSDD) as characterized by low sexual desire that causes marked 

distress or interpersonal difficulty. Bremelanotide is a melanocortin receptor (MCR) agonist that nonselectively 

activates several receptor subtypes with the following order of potency: MC1R, MC4R, MC3R, MC5R, MC2R. At 

therapeutic dose levels, binding to MC1R and MC4R is most relevant. Neurons expressing MC4R are present in 

many areas of the central nervous system (CNS). The mechanism by which Vyleesi improves HSDD in patients is 

unknown. The MC1R is expressed on melanocytes; binding at this receptor leads to melanin expression and 

increased pigmentation. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request.  

 

III. Policy 

  

 Coverage of Vyleesi is available when the following criteria have been met: 

• Member is 18 years of age or older AND 

• Member is a premenopausal AND 

• Member has a diagnosis of acquired, generalized hypoactive sexual desire disorder (HSDD) as 

characterized by low sexual desire that causes marked distress or interpersonal difficulty and is not due 

to: 

o A co-existing medical or psychiatric condition, or 

o Problems with the relationship or 

o The effects of a medication or drug substance AND 

• The diagnosis of HSDD has been made using a validated diagnostic tool (for example, the Decreased 

Sexual Desire Screener [DSDS]) AND 

• Member does not have uncontrolled hypertension or known cardiovascular disease AND 

• Member will not be concomitantly receiving an orally administered naltrexone-containing product 
that is intended to treat alcohol and opioid addiction. 
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IV. Quantity Limitations 

  

 Coverage is available for up to 8 injections (2.4mL) per month. 

 

V. Coverage Duration 

 

Coverage is available for 2 months and may be renewed in 6-month intervals.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 

• Positive clinical response to therapy AND 

• Absence of unacceptable toxicity from the drug. 
 
VII. Billing/Coding Information 

 

Available 1.75 mg/0.3 mL solution in a single-dose, disposable prefilled autoinjector  

 

VIII. Summary of Policy Changes 

  

• 10/15/19: new policy 

• 1/30/20: added oral naltrexone usage exclusion to criteria 

• 1/1/21: no policy changes 

• 8/30/21: removed gender from policy  

• 8/1/22: no policy changes 
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The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary. Members with 

closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered. 

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


