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治験データからみたsuvorexantの意義

小田　陽彦
兵庫県立姫路循環器病センター

The role of suvorexant as shown by the findings of clinical trials

Haruhiko Oda
Hyogo brain and heart center

Abstract
Background：In November 2014, a new sleep drug, “suvorexant (BelsomraⓇ ),” became available in the 
Japanese market for the first time worldwide. This drug is an orexin receptor antagonist. Orexin is a 
neurotransmitter that regulates the transition between arousal and sleep, and orexin receptor antagonists 
are presumed to induce sleep by suppressing the drive for wakefulness. Suvorexant is the first approved 
drug of this type in Japan.
Objective：To demonstrate the role of suvorexant in actual clinical practice.
Methods：A narrative review of public information of clinical trials of suvorexant.
Results：In a phase 3 clinical trial (P028), compared to treatment with a placebo, the administration of low-
dose suvorexant for three months reduced the subjective time to sleep onset by 5.2 minutes and increased 
the subjective total sleep time by 10.7 minutes. The most prominent adverse event of suvorexant therapy 
was somnolence. The laboratory data and vital signs did not show evidence of any deleterious clinical 
effects. In a driving study (P035), the ability to drive was impaired in some individuals taking suvorexant. 
The United States Food and Drug Administration has stated that suvorexant may induce complex sleep-
related behaviors, as well as narcolepsy-associated events and suicidal ideation. According to the results of 
a trial in recreational polydrug users (P025), treatment with suvorexant showed a greater potential for 
abuse than that observed with a placebo.
Conclusions：Suvorexant should not be the first-line treatment for insomnia because the drug’s potential 
risks outweigh its benefits for sleep.
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1．はじめに

2．Suvorexant開発の背景

3．作用機序

4．臨床試験プロトコール
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5．主要及び副次評価項目の結果
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6．安全性

Table 1　Comparisons of the findings obtained regarding sleep latency

ベースライン及び変化量の平均値 プラセボ群との変化量の差

プラセボ 低用量 高用量 低用量群 高用量群

主観的睡眠潜時の平均値

持続睡眠潜時

Table 2　Comparisons of the findings obtained regarding sleep maintenance

ベースライン及び変化量の平均値 プラセボ群との変化量の差

プラセボ 低用量 高用量 低用量群 高用量群

主観的総睡眠時間の平均値

中途覚醒時間
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7．FDAの指摘する重大な懸念事項

7.1　傾眠

7.2　睡眠時異常行動

7.3　ナルコレプシー様症状

Table 3　Percentage of patients experiencing adverse reactions

プラセボ群 本剤低用量群 本剤高用量群
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7.4　自殺関連有害事象

8．薬物動態

9．依存性及び乱用のリスク

10．長期安全性
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11．考察

Table 4　Summary of adverse events over the 1-year treatment phase

suvorexant群 プラセボ群
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12．まとめ
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