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Drug Therapy Guidelines 
 

                                                                                              Applicable 

Hetlioz® (tasimelteon) 

Medical Benefit  Effective: 12/15/15 
Pharmacy- Formulary 1 x Next Review:  9/16 
Pharmacy- Formulary 2 x Date of Origin: 6/15/14 
Pharmacy- Formulary 3/Exclusive x Review Dates: 3/14, 9/15 
Pharmacy- Formulary 4/AON x 

 
I. Medication Description 

 
Tasimelteon, a melatonin receptor agonist, is used for the treatment of non-24-hour sleep-wake disorder (non-
24) in patients that are completely blind and have difficulties falling asleep, staying asleep, or who feel drowsy 
upon wakening. Non-24 is a chronic circadian rhythm disorder that occurs in blind patients because they cannot 
synchronize their circadian rhythms to a light-dark cycle. 
 

II. Position Statement 
 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 
request. 

 
III. Policy 
 

Coverage is provided when the following criteria are met: 
• Member is at least 18 years old AND 
• Prescribed by a sleep specialist or neurologist AND 
• Chart notes are submitted verifying the diagnosis 

 
IV. Quantity Limitations 

 
Coverage is available for up to 30 capsules per each 30 days.  

 
V. Coverage Duration 

 
Coverage will be granted indefinitely through the life of this policy once the initial criteria are met. 

 
VI. Coverage Renewal Criteria 
 
 n/a 
 
VII. Billing/Coding Information 
 

Available as 20mg oral capsules 
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VIII. Summary of Policy Changes 
 

• 6/15/14: new policy 
• 7/1/15: formulary distinctions made 
• 12/15/15: no policy changes 

 
IX. References 

 
1. Hetlioz® [tasimelteon]. Prescribing Information. Vanda Pharmaceuticals Inc. Washington, DC. 12/2014. 
2. Clinical Pharmacology. Hetlioz monograph. Accessed 8/2015. 

 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 
reviews to assess the medical appropriateness of the above-referenced therapies.  

Drug therapy initiated with samples will not be considered as meeting medical necessity for coverage for non-preferred or prior authorized medications.  

The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary.  Members with 
closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary agent will be considered.   

 
The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 

 


