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Drug Therapy Guidelines 
 

                                                                                            
 

  Applicable 

Recorlev (levoketoconazole) 

Medical Benefit  Effective: 4/4/22 

Pharmacy- Formulary 1 x Next Review: 01/23 

Pharmacy- Formulary 2 x Date of Origin: 04/22 

Pharmacy- Formulary 3/Exclusive x Review Dates: 01/22 

Pharmacy- Formulary 4/AON x 

 
I. Medication Description 

 
In vitro, Recorlev inhibits key steps in the synthesis of cortisol and testosterone, principally those mediated by 
CYP11B1 (11β hydroxylase), CYP11A1 (the cholesterol side-chain cleavage enzyme, the first step in the 
conversion of cholesterol to pregnenolone), and CYP17A1 (17α-hydroxylase) 
 

II. Position Statement 
 

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

 
III. Policy 
  
 Coverage of Recorlev is available when the following criteria have been met: 

 The member must be 18 years of age or older AND 
 The member has a documented diagnosis of endogenous Cushing’s syndrome AND 
 Recorlev is prescribed by an endocrinologist AND 
 The member meets ONE of the following criteria  

o The member is not a candidate for surgery OR 
o The member has experienced therapeutic failure to surgery (i.e., has not been curative) AND 

 The member has experienced therapeutic failure, contraindication, or intolerance to ketoconazole 
tablets. 

 
IV. Quantity Limitations 
  

Coverage is available for up to 240 tablets every 30 days 
 

V. Coverage Duration 
 

Coverage is available for 6 months and may be renewed.  
 
VI. Coverage Renewal Criteria 
 
 Coverage can be renewed based upon the following criteria: 
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 The prescriber attests that the member has urinary free cortisol (UFC) levels that meet ONE of the 
following normal values: 

o < 100 mcg/24 hours OR 
o < 276 nmol/day OR 
o Normal range per the laboratory reference range. 

 
VII. Billing/Coding Information 
 
 Recorlev is available as 150mg tablets. 
 
VIII. Summary of Policy Changes 
  

 4/4/22: new policy 
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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. 


