
 
  

 

CONFIDENTIAL & PROPRIETARY, VENTEGRA, INC. WWW.VENTEGRA.COM 

MEDICATION POLICY: 

SKYCLARYS (OMAVELOXOLONE) 
  

Generic Name: omaveloxolone  

Therapeutic Class or Brand Name: Skyclarys 

Applicable Drugs (if Therapeutic Class): N/A 

Preferred: N/A 

Non-preferred: N/A 

Date of Origin: 10/25/2023  

Date Last Reviewed / Revised 5/11/2026

 

PRIOR AUTHORIZATION CRITERIA 
(May be considered medically necessary when criteria I through V are met) 

I. Documented diagnosis of Friedreich’s Ataxia and the following criteria A through C are met: 

A. Documented genetic testing confirmation of mutation in frataxin gene 

B. Documented baseline modified Friedreich’s Ataxia Rating Scale (mFARS) score of 20 to 
80 

C. Baseline labs including LFTs, BNP, and lipid panel 

II. Minimum age requirement: 16 years of age 

III. Skyclarys is prescribed by, or in consultation with, a neurologist, geneticist, or provider 
specializing in the management of physical medicine and rehabilitation (ie, physiatrist). 

IV. Request is for a medication with the appropriate FDA labeling, or its use is supported by 
current clinical practice guidelines.  

V. Refer to the plan document for the list of preferred products. If the requested agent is not 
listed as a preferred product, must have documented treatment failure or contraindication to 
the preferred product(s).  

EXCLUSION CRITERIA 

 Advanced cardiac disease (LVEF <40%) and/or clinically significant left-sided heart disease 

 Severe hepatic impairment (Child-Pugh Class C) 

 BNP levels > 200 pg/mL 

 Uncontrolled diabetes (HbA1c >11.0%) 

OTHER CRITERIA 

 If co-administered with strong CYP3A4 Inhibitors, consider avoiding use, or If unable to avoid, 
reduce dose to 50 mg daily  

 If co-administered with moderate CYP3A4 inhibitor, reduce dose to 100 mg daily or 50 mg 
daily  
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MEDICATION POLICY: 

SKYCLARYS® (OMAVELOXOLONE)  
 

 Moderate hepatic impairment (Child-Pugh Class B), reduce dose to 100 mg daily or 50 mg 
daily  

QUANTITY / DAYS SUPPLY RESTRICTIONS 

 90 capsules per 30 day  

 APPROVAL LENGTH 

 Authorization: 6 months 

 Re-authorization: 12 months with an updated letter of medical necessity or progress notes 
showing the following: 

o Member retains meaningful voluntary motor function (eg, manipulate objects using 
upper extremities, ambulates) 

APPENDIX 

NA 
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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 intended to dictate to providers how to practice medicine. Refer 
to 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.  


