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When requesting Radicava® (edaravone injection), the individual requiring treatment must
be diagnosed with an FDA-approved indication and meet the specific coverage guidelines
and applicable safety criteria for the covered indication.

FDA-approved indication

Radicava is indicated for the treatment of amyotrophic lateral sclerosis (ALS).

Approved Off-label Compendial use(s)

None

Coverage Guidelines

The individual must meet all of the following criteria for approval:

e Meet the following El Escorial revised criteria for the diagnosis of amyotrophic lateral
sclerosis (ALS):

% Has signs of degeneration of lower motor neurons

++ Has signs of degeneration of upper motor neurons

% Has progressive spread of signs within a region or to other regions

+ No evidence of other disease process that might explain the observed clinical
and electrophysiological signs

e Has normal respiratory function defined as percent-predicted forced vital capacity
[%0FVC] greater than or equal to 80%

e Is retaining functionality in most activities of daily living (i.e., defined as scores of 2
points or better on each individual item of the ALS functional Rating Scale-Revised
[ALSFRS-R])

e Is 18 years of age or older

e For an initial authorization, an individual's disease duration has been 2 years or less

e For re-authorization, an individual is benefiting from Radicava therapy (e.g., delayed
progression of ALS, less decline in ALS Functional Rating Scale-Revised [ALSFRS-
R] score)

Approval duration (initial and renewal): 12 months
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