MEDICATION POLICY:
Recorlev®

V7 Ventegra

Generic Name: Levoketoconazole
Therapeutic Class or Brand Name: Recorlev®

Applicable Drugs (if Therapeutic Class): N/A

Preferred: N/A

Non-preferred: N/A

Date of Origin: 2/27/2023

Date Last Reviewed / Revised: 5/21/2025

PRIOR AUTHORIZATION CRITERIA

(May be considered medically necessary when criteria | through VII are met)

. Documented diagnosis of the following condition AND must meet criteria listed under

applicable diagnosis:

A. Endogenous hypercortisolemia in patients with Cushing's syndrome where pituitary
surgery is not an option or has not been curative and meets criteria 1 through 3:

1. Documentation of baseline elevated 24 hour urinary free cortisol at least 1.5 X

upper limit of normal

2. Documentation of baseline laboratory testing, including liver function tests (LFTs)
and electrocardiogram (ECG) prior to freatment initiation.

3. Documented trial and failure of, intolerance to, or contraindication to oral

ketoconazole.

ll. Documentation verifying the patient is not on chronic glucocorticoid therapy.

lIl. Documented inability to maintain clinically stable 24-hour urinary free cortisol levels (i.e,
below 1.5 x upper limit normal) with optimally dosed systemic ketoconazole.

IV. Minimum age requirement: 18 years old.

V. Recorlev is prescribed by, or in consultation with an endocrinologist.

VI. Request is for a medication with the appropriate FDA labeling, or its use is supported by

current clinical practice guidelines.

VII. Refer to plan document for the list of preferred products. If requested agent is not listed as a
preferred product, must have a documented failure, intolerance, or contraindication to a

preferred product(s).

EXCLUSION CRITERIA

¢ Diagnosis of pituitary or adrenal carcinoma

e Baseline alanine aminotransferase (ALT) or aspartate aminotransferase (AST) > 3 fimes the

upper limit of normal

e Cirrhosis, acute liver disease or poorly controlled chronic liver disease, recurrent symptomatic
cholelithiasis, a prior history of drug induced liver injury due to ketoconazole or any azole
antifungal therapy that required discontinuation of treatment, or extensive metastatic liver

disease
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e Taking drugs that cause QT prolongation associated with ventricular arrhythmias, including
torsades de pointes

e Prolonged QTcF interval > 470 ms at baseline, history of torsades de pointes, ventricular
tachycardia, ventricular fibrillation, or long QT syndrome

e Taking certain drugs that are sensitive substrates of CYP3A4 or CYP3A4 and P-gp

OTHER CRITERIA

o Treatment is not approved for the tfreatment of fungal infections.

QUANTITY / DAYS SUPPLY RESTRICTIONS
e Quantities of up to 240 tablets per 30 days.

APPROVAL LENGTH
e Avuthorization: 6 months

¢ Re-Authorization: 12 months: An updated letter of medical necessity or progress notes
demonstrating effective therapy as evidenced by stable 24-hour urinary free cortisol levels
(i.e., below 1.5 x ULN)

APPENDIX
N/A
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DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected
medications. They offer a guide to coverage and are not infended to dictate to providers how to practice medicine. Refer
fo Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement
in providing the most appropriate care for their patients.
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