


 

considered treatment-related. The most common AEs reported, greater than 5 percent in either lemborexant 

treatment arm and greater than placebo, were somnolence, headache, and influenza. Discontinuation rates 

due to AEs were comparable between placebo and lemborexant 5 mg (3.8 percent and 4.1 percent, 

respectively), and higher for lemborexant 10 mg (8.3 percent). 
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treatment of insomnia, and we look forward to presenting 12-month results from the study in a future scientific 
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SUNRISE 2 is one of two Phase 3 safety and efficacy studies of lemborexant conducted by Eisai and Purdue 

Pharma. These studies supported the New Drug Application for lemborexant for the treatment of insomnia, 

filed with the U.S. Food and Drug Administration, on December 27, 2018. In Japan, an application is 

scheduled to be filed within fiscal 2018. 

 

�³The six-month findings from SUNRISE 2 are exciting, highlighting improvements in subjective measures of 
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on enabling the patient to both fall asleep faster and stay asleep longer.� ́

 

Lemborexant, which acts on the orexin neurotransmitter system and is believed to regulate sleep and wake 

by dampening wakefulness without impeding the ability to awaken to external stimuli, is being jointly 

developed by Eisai and Purdue Pharma for the treatment of multiple sleep-wake disorders, including 

insomnia disorder. In addition to the treatment of insomnia disorder, a Phase 2 clinical study of lemborexant 

in patients with irregular sleep-wake rhythm disorder and mild to moderate Alzheimer's dementia is underway. 

Information about ongoing clinical studies is available at clinicaltrials.gov. 
 

Eisai and Purdue Pharma are striving to address new unmet medical needs and to improve the lives of 

patients and their families. 

 

This release discusses investigational uses of an agent in development and is not intended to convey 

conclusions about efficacy or safety. There is no guarantee that such an investigational agent will 

successfully complete clinical development or gain health authority approval. 

 

 

 

<Notes to editors>  

 

1. About Lemborexant  

Lemborexant is a novel investigational small molecule compound, discovered and developed 

by Eisai in-house scientists, that inhibits orexin signaling by binding competitively to both orexin 

receptor subtypes (orexin receptor 1 and 2). In individuals with normal daily sleep-wake rhythms, 

orexin signaling is believed to promote periods of wakefulness. In individuals with sleep-wake 

disorders, it is possible that orexin signaling which regulates wakefulness is not functioning 

normally, suggesting that inhibiting inappropriate orexin signaling may enable initiation and 

maintenance of sleep.  
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