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RATIONALE FOR INCLUSION IN PA PROGRAM 

Background 

Radicava and Radicava ORS (edaravone) are indicated for the treatment of patients with 

amyotrophic lateral sclerosis (ALS). It is thought that Radicava and Radicava ORS are potent free 

radical scavengers and antioxidants that may provide neuroprotection against oxidative stress. In 

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

(2). ALS is a progressive neurodegenerative disease that affects nerve cells in the brain and spinal 

cord. The progressive degeneration of the motor neurons in ALS eventually leads to their death. 

When the motor neurons die, the ability of the brain to initiate and control muscle movement is lost. 

With voluntary muscle action progressively affected, patients in the later stages of the disease may 

become totally paralyzed (3).  

 

Regulatory Status 

FDA-approved indication: Radicava and Radicava ORS are indicated for the treatment of patients 

with amyotrophic lateral sclerosis (ALS) (1). 

 

Studies have shown that riluzole is safe and effective for slowing disease progression to a modest 

degree in ALS. Riluzole is considered first-line therapy along with nutritional supplements for 

patients with ALS (4). 

 

The safety and effectiveness of Radicava and Radicava ORS in pediatric patients have not been 

established (1). 

 

Summary 

Radicava and Radicava ORS are potent free radical scavengers and antioxidants used for patients 

with ALS. The safety and effectiveness of Radicava and Radicava ORS in pediatric patients have 

not been established (1).  

 

Prior authorization is required to ensure the safe, clinically appropriate, and cost-effective use of 

Radicava and Radicava ORS while maintaining optimal therapeutic outcomes. 
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