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SPECIALTY GUIDELINE MANAGEMENT

WAKIX (pitolisant)
POLICY
I. INDICATIONS
The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed

therapy.

FDA-Approved Indication
Treatment of excessive daytime sleepiness (EDS) or cataplexy in adult patients with narcolepsy.

All other indications are considered experimental/investigational and not medically necessary.

II. CRITERIA FOR INITIAL APPROVAL

A. Excessive Daytime Sleepiness with Narcolepsy
Authorization of 12 months may be granted for treatment of excessive daytime sleepiness (EDS) in adult
patients with narcolepsy when all of the following criteria are met:
1. The diagnosis of narcolepsy is confirmed by a sleep lab evaluation
2. The member has experienced an inadequate treatment response, intolerance or contraindication to
a central nervous system (CNS) stimulant (i.e., amphetamine, dextroamphetamine,
methylphenidate)
3. The member has experienced an inadequate treatment response, intolerance to armodafinil or
modafinil OR the member has a contraindication to both armodafinil and modafinil

B. Cataplexy with Narcolepsy
Authorization of 12 months may be granted for the treatment of cataplexy in adult patients with
narcolepsy when all of the following criteria are met:
1. The diagnosis of narcolepsy is confirmed by a sleep lab evaluation
2. The member experiences at least 3 cataplexy attacks per week

[ll. CONTINUATION OF THERAPY

A. Excessive Daytime Sleepiness with Narcolepsy
Authorization of 12 months may be granted for continued treatment of excessive daytime sleepiness
(EDS) with narcolepsy when the member has demonstrated beneficial response to treatment as defined
by a decrease in symptoms of daytime sleepiness from baseline.

B. Cataplexy with Narcolepsy
Authorization of 12 months may be granted for continued treatment of cataplexy with narcolepsy when the
member has demonstrated beneficial response to treatment as defined by a decrease in cataplexy
episodes from baseline.
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