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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Radicava® (edaravone), Radicava ORS® 
(edaravone oral suspension) 

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1 x Next Review: 9/23 

Pharmacy- Formulary 2 x Date of Origin: 10/17 

Pharmacy- Formulary 3/Exclusive x Review Dates: 6/17, 9/18, 9/19, 12/19, 9/20, 12/20, 9/21, 6/22, 

8/22 Pharmacy- Formulary 4/AON x 

 

I. Medication DescriptionQ 

 

Edaravone is a potent free radical scavenger and antioxidant that may provide neuroprotection against oxidative 

stress. In motor neurons, oxidative stress may contribute to neurodegeneration and the development of 

amyotrophic lateral sclerosis (ALS). Antioxidant properties of edaravone include enhancement of prostacyclin 

production, hydroxyl radical trapping, and quenching of active oxygen. 

 

II. Position Statement 

 

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

request.  

 

Radicava injection is available through the medical benefit 

Radicava ORS (oral suspension) is available through the pharmacy benefit 

 

III. Policy 

  

Coverage of Radicava or Radicava ORS is provided when the following criteria are met: 

• Member is 18 years of age or older AND 

• The medication is prescribed by or in consultation with a neurologist AND 

• Member must have a diagnosis of “definite” or “probable” amyotrophic lateral sclerosis (ALS) (e.g., Lou 

Gehrig’s disease) based on El Escorial revised criteria AND 

• Member must meet ALL of the following: 

o Disease duration of 2 years or less 

o Normal respiratory function (defined as percent-predicted forced vital capacity values [%FVC] ≥ 

80% at the start of the treatment) 

o Functionality retained most activities of daily living (defined as scores of 2 points or better on 

each individual item of the ALS Functional Rating Scale – Revised [ALSFRS-R]) 

 

IV. Quantity Limitations 

 

 Coverage is available to allow for FDA-approved dosing: 

• Radicava: 

o Initial treatment: 60 mg (administered as two consecutive 30 mg intravenous infusions) daily for 

14 days, followed by a 14-day drug-free period (64 doses over 24 weeks). 
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o Subsequent treatment cycles: 60 mg (administered as two consecutive 30 mg intravenous 

infusions) daily for 10 days out of 14-day periods, followed by 14-day drug-free periods (60 

doses over 24 weeks). 

• Radicava ORS: 

o Initial treatment: 105 mg (5 mL) taken orally or via feeding tube in the morning after overnight 

fasting for 14 days, followed by a 14-day drug-free period 

o Subsequent treatment cycles: 105 mg (5 mL) taken orally or via feeding tube in the morning 

after overnight fasting daily for 10 days out of 14-day periods, followed by 14-day drug-free 

periods (60 doses over 24 weeks). 

 

V. Coverage Duration 

 

Coverage is provided for 24 weeks (6 cycles) and may be renewed.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed in 24 week intervals (6 cycles) based upon the following criteria: 

• Benefit from Radicava or Radicava ORS therapy has been documented and established with ONE of the 
following: 

o Adequate clinical response is maintained with continued use:  
▪ Documented member’s ALSFRS-R score confirms improvement or maintenance of response 

OR 
o Radicava or Radicava ORS has slowed decline of functional abilities due to ALS progression: 

▪ Member’s overall function is superior relative to that projected to the natural course of ALS 
AND 

• Member is not dependent on invasive ventilation or tracheostomy AND 

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

 

• J1301: 1 billable unit = 1 mg 

• Radicava: Available as 30mg/100mL solution for injection 

• Radicava ORS: Available as a 105mg/5mL oral suspension 

• Pertinent Diagnosis:  

o Amyotrophic lateral sclerosis (ALS): G12.21 

 

VIII. Summary of Policy Changes 

  

• 10/10/2017: new policy 

• 11/1/18: criteria added pertaining to functionality, respiratory function, and duration of disease at 

beginning of treatment and upon renewal 

• 1/3/19: updated billing/coding information 

• 11/15/19: no policy changes 

• 1/30/20: clarified renewal criteria 
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• 1/1/21: no policy changes 

• 2/26/21: removed independent living requirement for treatment starts 

• 11/29/21: no policy changes 

• 8/1/22: no policy changes 

• 10/3/22: added Radicava ORS, added pharmacy benefit coverage for the oral solution. 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

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