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Service Category 

☐ Anesthesia 

☐ Surgery 

☐ Radiology Procedures 

☐ Pathology and Laboratory Procedures 

 

☐ Medicine Services and Procedures 

☐ Evaluation and Management Services 

☐ DME/Prosthetics or Supplies 

☒              Part B DRUG 

Service Description 

This document addresses the use of edaravone (Radicava®), a free Radical Scavenger approved by the Food 

and Drug Administration (FDA) for the treatment of Amyotrophic Lateral Sclerosis (ALS). 

 
Background Information 

 
This document addresses the use of Radicava® (edaravone) for the treatment of Amyotrophic Lateral Sclerosis 

(ALS). ALS (commonly known as Lou Gehrig’s disease) is a refractory and progressive neuromuscular disease 

that attacks nerve cells in the spine and brain that are responsible for controlling voluntary movement; the 

cause of the disease is not known. Median survival from onset to death in ALS is reported to vary from 20 to 48 

months. Radicava® is available intravenously (IV) and as an oral suspension (ORS). It is a free radical scavenger 

that is thought to reduce oxidative stress, which may contribute to ALS. Radicava® may be used alone or in 

combination with the oral ALS drug riluzole. 

 
Early studies of Radicava® IV included patients with a wide range of disease severity. These studies suggested 

that Radicava® may be effective in a subgroup of patients who were in an earlier stage of the disease. This 

prompted a phase 3 study (Writing Group 2017) which included patients with definite or probable ALS with a 

disease duration of 2 years or less, Japan ALS severity classification grade <3, preserved functionality in most 

activities of daily living (defined as a score of 2 or higher on all items of the ALS Functional Rating 

Scale-revised; ALSFRS-R), and normal respiratory function with FVC ≥ 80%. 

 
Of note, a 24-week, exploratory double-blind, parallel group, placebo-controlled study of Radicava IV (n=25) 

was also conducted in patients with later stages or more advanced disease, specifically, those with Japan ALS 

severity classification of Grade 3. This exploratory analysis did not show a statistically significant difference in 

the ALSFRS-R score compared to placebo. Due to various limitations of the study, the authors concluded that 

the effect of Radicava® in those with Japan ALS Grade 3 disease remains a topic to be explored. 

 
Radicava® ORS FDA-approval was based on a bioavailability study comparing it to Radicava® IV. Radicava® ORS 

may be taken orally or via feeding tube. 
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Approved Indications 

 
A. Amyotrophic Lateral Sclerosis (ALS) 

 

 
Other Uses 

i. N/A 
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Applicable Codes 

The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not 

be all inclusive. Inclusion or exclusion of a procedure, diagnosis or device code(s) does not constitute or imply 

member coverage or provider reimbursement policy. Benefit coverage for health services is determined by the 

member specific benefit plan document and applicable laws that may require coverage for a specific service. 

The inclusion of a code does not imply any right to reimbursement or guarantee claim payment. Other Policies 

and Guidelines may apply. 

 

HCPCS Description 

J1301 Injection, edaravone, 1 mg [Radicava®] 

J8499 Prescription drug, oral, non-chemotherapeutic, NOS [when specified as Radicava ORS 
(edaravone oral suspension] 

  

ICD-10 Description 

G12.21 Amyotrophic lateral sclerosis 
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Medical Necessity Guidelines 

When a drug is being reviewed for coverage under a member’s medical benefit plan or is otherwise subject to 

clinical review (including prior authorization), the following criteria will be used to determine whether the drug 

meets any applicable medical necessity requirements for the intended/prescribed purpose. 

 
Provider must submit documentation (such as office chart notes, lab results or other clinical information) 

supporting that member has met all approval criteria. 

 

edaravone (Radicava®) 

A. Criteria For Initial Approval 

Initial requests for Radicava® (edaravone) may be approved if the following criteria are met (Writing 

Group 2017): 

i. Individual is diagnosed with definite or probable amyotrophic lateral sclerosis (based on El 

Escorial/revised Airlie House criteria or Awaji-Shima criteria); AND 

ii. Onset of amyotrophic lateral sclerosis (ALS) has been less than 2 years at time of therapy 

initiation; AND 

iii. Documentation is provided that Japan ALS severity classification grade is less than 3 at time of 

therapy initiation; AND 

iv. Documentation is provided that there is a score of 2 or more points on each single revised ALS 

Functional Rating Scale (ALSFRSR) item at time of therapy initiation; AND 

v. Documentation is provided that individual has normal respiratory function defined as forced 

vital capacity (FVC) of greater than or equal to 80% at the time of initiation. 

B. Criteria For Continuation of Therapy 

Continuation requests for Radicava® (edaravone) may be if approved if the following criteria is met: 

i. Individual does not require mechanical ventilation by intubation or tracheostomy. 

C. Authorization Duration 

i. Initial Approval Duration: 6 months 

ii. Reauthorization Approval Duration: 12 months 

D. Conditions Not Covered 

i. Requests for Radicava® (edaravone) may not be approved when the above criteria are not 
met and for all other indications. 
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Limits or Restrictions 

 
A. Therapeutic Alternatives 

 
The list below includes preferred alternative therapies recommended in the approval criteria and may 

be subject to prior authorization. 

 
i. N/A 

 
B. Quantity Limitations 

 
Approvals may be subject to dosing limits in accordance with FDA-approved labeling, accepted 

compendia, and/or evidence-based practice guidelines. The chart below includes dosing 

recommendations as per the FDA-approved prescribing information. 

  

Drug Dosage Recommended Dosing Schedule 

Radivaca® (edaravone) 

Injection: 30 mg/100mL 

Generic: 60 mg/100 mL (100 
mL); 30 mg/100 mL (100 mL) 

• 60 mg IV • Initial treatment cycle: daily dosing for 14 

days followed by a 14- day drug-free 

period. 

• Subsequent treatment cycles: daily dosing 

for 10 days out of 14- day periods, 

followed by 14-day drug-free periods. 
Radicava ORS® 

Oral Suspension: 105 mg/5 mL 
(50 mL) 

Radicava ORS Starter Kit: 105 
mg/5 mL (35 mL) 

• 105 mg (5mL) taken 

orally or via feeding 

tube in the morning 

after overnight 

fasting. 

Exceptions 

None 
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No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by 

any means, electronic, mechanical, photocopying, or otherwise, without permission from the health plan. 

 
© CPT Only – American Medical Association 
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