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Intent:

The intent of this policy/guideline is to provide information to the prescribing practitioner
outlining the coverage criteria for Xyrem, Lumryz, sodium oxybate under the patient’s
prescription drug benefit.

Description:

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 cataplexy or excessive daytime sleepiness (EDS) in patients 7 years of age and
older with narcolepsy.

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

Applicable Drug List:

Xyrem
Lumryz
sodium oxybate

Policy/Guideline:

Documentation:
Submission of the following information is necessary to initiate the prior authorization

review:

A. Initial requests, all of the following (if applicable):
1. Documentation of a sleep lab evaluation
2. Chart notes, medical record documentation, or claims history supporting previous
medications tried (if applicable), including response to therapy. If therapy is not
advisable, documentation of clinical reason to avoid therapy
B. Continuation requests, chart notes or medical record documentation supporting a
beneficial response to therapy (e.g., decrease in daytime sleepiness, decrease in
cataplexy episodes from baseline)

Prescriber Specialty:
This medication must be prescribed by or in consultation with a sleep specialist (e.g.,
neurologist experienced with sleep disorders, physician certified in sleep medicine).
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Criteria for Initial Approval:

The patient is unable to take the required formulary alternative, sodium oxybate, due to a
trial and inadequate treatment response, or intolerance, or a contraindication.
Documentation is required for approval

A. Excessive Daytime Sleepiness with Narcolepsy
Authorization of 12 months may be granted for treatment of excessive daytime
sleepiness when ALL the following criteria are met:
1. The member is 7 years of age or older

2. The diagnosis of narcolepsy is confirmed by a sleep lab evaluation
B. Cataplexy with Narcolepsy
Authorization of 12 months may be granted for treatment of cataplexy with narcolepsy
when ALL the following criteria are met:
1. The member is 7 years of age or older (for sodium oxybate and Xyrem)
2. The member is 18 years or older (for Lumryz)
3. The diagnosis of narcolepsy is confirmed by a sleep lab evaluation
4. The member has a baseline history of at least 14 cataplexy attacks in a typical 2
week period

Continuation of Therapy:

A. 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.

B. 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 daytime sleepiness with
narcolepsy from baseline.

Approval Duration and Quantity Restrictions:

Approval: 12 months

Quantity Level Limit:
Xyrem (sodium oxybate) 0.5 g/mL oral solution 540 mL per 30 days
sodium oxybate 0.5 g/mL oral solution 540 mL per 30 days
Lumryz (sodium oxybate) granules ER oral susp 4.5g pckts 30 packets per 30 days
Lumryz (sodium oxybate) granules ER oral susp 6g pckts 30 packets per 30 days
Lumryz (sodium oxybate) granules ER oral susp 7.5g pckts 30 packets per 30 days
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I Lumryz (sodium oxybate) granules ER oral susp 99 pckts 30 packets per 30 days

I Lumryz (sodium oxybate) 28-day starter pk (4.5g pckts, 6g pckts, 7.5g pckt) 28 packets per 28 days I
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