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PHARMACY POLICY STATEMENT

Marketplace

DRUG NAME Hetlioz and Hetlioz LQ (tasimelteon)
BENEFIT TYPE Pharmacy
STATUS Prior Authorization Required

Hetlioz is a melatonin receptor agonist that was originally FDA approved in 2014 for the treatment of Non-24-
Hour Sleep-Wake Disorder (non-24), and later approved in 2020 for the treatment of nighttime sleep
disturbances in Smith-Magenis Syndrome (SMS). It acts upon MT1 and MT2 receptors to entrain circadian
sleep phase timing.

Non-24 is a type of circadian rhythm sleep-wake disorder that is often present in blind individuals due to the
inability to perceive light, causing the hypothalamic circadian pacemaker to fail to entrain (synchronize) with
the 24-hour day. This results in nighttime insomnia and excessive daytime sleepiness.

SMS is a rare genetic neurodevelopmental disorder that affects multiple organ systems and is characterized
by cognitive impairment, behavioral problems, and sleep disturbances. The sleep disturbances are caused
by an inverted circadian rhythm with abnormal timing of melatonin release.

Hetlioz (tasimelteon) will be considered for coverage when the following criteria are
met:

Non-24-Hour Sleep-Wake Disorder (Non-24)

For initial authorization:

1. Member is at least 18 years of age; AND

2. Medication must be prescribed by or in consultation with a sleep specialist; AND

3. Member has a documented diagnosis of non-24 confirmed by at least one of the following:
a) Daily sleep logs and/or actigraphy for at least 14 days
b) Measurements of the circadian biomarker urinary 6-sulfatoxymelatonin (aMT6); AND

4. Member has at least a 3-month history of insomnia, excessive daytime sleepiness, or both, which
alternate with asymptomatic episodes; AND

5. Member is totally blind (has no perception of light); AND
6. Member has had at least a 3-6 month trial and failure of melatonin.
7. Dosage allowed/Quantity limit: 20 mg (1 capsule) one hour before bedtime, at the same time every

night.
(QL: 30 capsules per 30 days)

If all the above requirements are met, the medication will be approved for 4 months.
For reauthorization:

1. Chart notes must show improvement of signs and symptoms compared to baseline, including
entrainment, increased duration of nighttime sleep, and/or decreased unwanted daytime sleep.

If all the above requirements are met, the medication will be approved for an additional 12 months.
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Smith-Magenis Syndrome (SMS)

For initial authorization:

1.
2.
3.

o oA

Member is at least 3 years of age; AND

Medication is prescribed by or in consultation with a sleep specialist, geneticist, or neurologist; AND
Member has a documented diagnosis of SMS confirmed by genetic test results that show one of the
following:

a) Chromosome 17p11.2 deletion (encompasses the RAI1 gene)

b) Pathogenic variant in the RAI1 gene; AND

Member has documentation of nighttime sleep disturbances in SMS; AND

Member has had at least a 4-6 week trial and failure of melatonin.

Dosage allowed/Quantity limit:

Age 16 years and older: 20 mg (1 capsule) one hour before bedtime, at the same time every night.
(QL: 30 capsules per 30 days)

Age 3 to 15 years: Hetlioz LQ oral suspension, based on body weight:

Body Weight Daily Dose (oral suspension)
<28 kg ().7 mg/ke one hour before bedtine
=28 ko 20 me one hour before bedtme

(QL: 3 bottles per 30 days for the 48 mL bottle; 1 bottle per 30 days for the 158 mL bottle)

If all the above requirements are met, the medication will be approved for 3 months.

For reauthorization:

1.

Chart notes must document improved nighttime sleep disturbances compared to baseline, such as
improved sleep quality and/or total sleep time.

If all the above requirements are met, the medication will be approved for an additional 12 months.

CareSource considers Hetlioz (tasimelteon) not medically necessary for the
treatment of conditions that are not listed in this document. For any other
indication, please refer to the Off-Label policy.

| DATE ACTION/DESCRIPTION

01/31/2022 New policy for Hetlioz created.

03/12/2025 Updated references.

Non-24: Specified urinary aMT6 as the accepted circadian biomarker.

SMS: Added “and/or total sleep time” to reauth criterion. Split SMS diagnosis and
sleep disturbance into separate criteria, moved diagnostic confirmation under SMS.
Corrected wording of “microdeletion” to “deletion.”
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