
Dear Doctor,  

We are pleased to inform you about HETLIOZ® (tasimelteon), the first and only FDA-approved treatment 
available for Non-24-Hour Sleep-Wake Disorder (Non-24).   

Non-24 is a serious, chronic disorder highly prevalent—up to 70%—in people who are totally blind.1, 2 Non-24 
results from the misalignment of the endogenous circadian clock with the 24-hour day. Patients with Non-24 
experience continually shifting sleep-wake cycles, marked by periods of poor sleep, broken up by brief periods 
of symptomatic relief when the sleep-wake cycle is aligned with the 24-hour day.3 Because of individual 
differences in circadian rhythms, sleep-wake cycles vary from patient to patient.4  

Treat Non-24 with once-daily dosing 
The recommended dosing of HETLIOZ® is one 20mg capsule per day.  HETLIOZ® should be taken before 
bedtime, at the same time every night, without food.  After taking HETLIOZ®, patients should limit their activity 
to preparing for going to bed as HETLIOZ® can potentially impair the performance of activities requiring 
complete mental alertness.  If patients miss their HETLIOZ® dose at the prescribed time, they should skip the 
dose that night.    

Because of differences in circadian rhythms, daily use for several weeks or months may be necessary before 
benefit from HETLIOZ® is observed.5  

A novel approach to the treatment of Non-24 
The efficacy of HETLIOZ® was demonstrated in a robust clinical trial program involving 2 pivotal, Phase 3, 
multicenter, randomized, double-masked, placebo-controlled trials in patients who are totally blind with Non-24. 
In these trials, treatment with HETLIOZ® resulted in a significant improvement for both nighttime and daytime 
sleep endpoints. 

Study 1 – Safety and Efficacy of Tasimelteon (SET): 

During the 25% worst nights of sleep HETLIOZ® demonstrated a 56% difference vs placebo in increased 
nighttime sleep duration (50 min vs 22 min, respectively; P=.05)5, 6 

  

During the 25% worst days when patients were most symptomatic, HETLIOZ® demonstrated a 55% difference 
vs placebo in decreased daytime sleep duration (-49 min vs -22 min, respectively; P=.01) 5, 6 

  

 

 



Study 2 – Randomized Withdrawal Study of the Safety and Efficacy of Tasimelteon (RESET) to demonstrate 
maintenance of effect: 

HETLIOZ® treated patients maintained nighttime sleep improvements (7 min/night of sleep lost from time when 
patients’ sleep-wake cycles were aligned to the 24-hour day) vs. placebo (74 min/night of sleep lost) 

  

HETLIOZ® treated patients maintained daytime sleep reduction (decreased daytime sleep by 9 min/day from 
when patients’ sleep-wake cycles were aligned to the 24-hour day) vs. placebo (increased daytime sleep by 50 
min/day) 

 

Indication 

HETLIOZ® (tasimelteon) is indicated for the treatment of Non-24-Hour Sleep-Wake Disorder (Non-24). 



Important Safety Information about HETLIOZ®  

HETLIOZ® may cause somnolence: After taking HETLIOZ®, patients should limit their activity to preparing for 
going to bed, because HETLIOZ® can impair the performance of activities requiring complete mental alertness. 

The most common adverse reactions (incidence >5% and at least twice as high on HETLIOZ® than on 
placebo) were headache, increased alanine aminotransferase, nightmares or unusual dreams, and upper 
respiratory or urinary tract infection. The risk of adverse reactions may be greater in elderly (>65 years) 
patients than younger patients because exposure to HETLIOZ® is increased by approximately 2-fold compared 
with younger patients. 

Use of HETLIOZ® should be avoided in combination with fluvoxamine or other strong CYP1A2 inhibitors, 
because of a potentially large increase in exposure of HETLIOZ®, and a greater risk of adverse reactions. 
HETLIOZ® should be avoided in combination with rifampin or other CYP3A4 inducers, because of a potentially 
large decrease in exposure of HETLIOZ®, with reduced efficacy. 

There are no adequate and well-controlled studies of HETLIOZ® in pregnant women. Based on animal data, 
HETLIOZ® may cause fetal harm. HETLIOZ® should be used during pregnancy only if the potential benefit 
justifies the potential risks. Caution should be exercised when HETLIOZ® is administered to a nursing woman. 

HETLIOZ® has not been studied in patients with severe hepatic impairment and is not recommended in these 
patients. 

Safety and effectiveness of HETLIOZ® in pediatric patients have not been established. 

For additional information about HETLIOZ®, please refer to the full Prescribing Information, available at 
www.hetliozpro.com. 

Respectfully 

 

Salvatore Volpe, MD, FAAP, FACP, CHCQM 
Chief Medical Officer 
PDR Network® 
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