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Background: 
Non-24-hour sleep-wake disorder, formerly called free-running rhythm disorder or 
hypernychthemeral syndrome, refers to a condition in which the body clock becomes 
desynchronized from the environment. 

Hetlioz, is a melatonin receptor agonist with high affinity for MT1 and MT2 receptors in the 
suprachiasmatic nucleus of the brain; MT1 and MT2 are thought to synchronize the body's 
melatonin and cortisol circadian rhythms with the day-night cycle in patients with non-24-hour 
disorder 

Criteria for approval: 

Hetlioz capsules: 
1. The patient has a diagnosis of non‐24‐hour sleep‐wake disorder; OR 
2. Patient has diagnosis of nighttime sleep disturbances in Smith-Magenis Syndrome (SMS); AND 
3. The patient has inadequate response (at least 1 month) or has contraindication to melatonin 
4. The patient is 16 years of age or older 
5. Patient has no other concomitant sleep disorder (e.g., sleep apnea, insomnia) 
6. Medication is prescribed in accordance with Food and Drug Administration (FDA) established 
indication and dosing regimens or in accordance with medically appropriate off-label 
indication and dosing according to American Hospital Formulary Service, Micromedex, Clinical 
Pharmacology, Wolters Kluwer Lexi-Drugs (Lexicomp), national guidelines, or other peer-
reviewed evidence 

Hetlioz liquid: 
1. The patient has a diagnosis of nighttime sleep disturbances in Smith-Magenis Syndrome; AND 
2. The patient is 3 to 15 years old 

Initial Approval: 6 months  
Quantity Level Limit 
• Tasimelteon 20 mg capsules: 30 capsules per 30 days 
• Hetlioz LQ oral suspension 4 mg/mL: 5 mL per day 

Continuation of therapy: 
1. Documentation of positive clinical response to treatment 
2. Medication is prescribed in accordance with Food and Drug Administration (FDA) established 
indication and dosing regimens or in accordance with medically appropriate off-label 
indication and dosing according to American Hospital Formulary Service, Micromedex, Clinical 
Pharmacology, Wolters Kluwer Lexi-Drugs (Lexicomp), national guidelines, or other peer-
reviewed evidence. 

Renewal Approval: 12 months  
Quantity Level Limit 
• Tasimelteon 20 mg capsules: 30 capsules per 30 days 
• Hetlioz LQ oral suspension 4 mg/mL: 5 mL per day 
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