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Comprehensive clinical evaluation of dual orexin receptor antagonists (DORASs)
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Abstract: Objective To clinically assess two domestically marketed dual orexin receptor antagonists (DORAs), Lemborexant Tablets
and Daridorexant Hydrochloride Tablets, to provide a scientific basis for drug selection, formulary optimization, and rational clinical
use in healthcare institutions. Methods Publicly available data on the evaluated drugs were systematically collected and organized.
Based on the evaluation framework established in the Quick Guideline for Drug Evaluation and Selection in Chinese Medical
Institutions (the Second Edition), a 100-point quantitative assessment was conducted across five dimensions: pharmaceutical
properties, efficacy, safety, economy, and other attributes. Results The overall comprehensive evaluation scores, in descending order,
were as follows: Lemborexant Tablets (82.4 points) and Daridorexant Hydrochloride Tablets (79.8 points). Both drugs achieved a
“strong recommendation” rating. Lemborexant showed advantages in efficacy (particularly in reducing sleep onset latency and wake
after sleep onset), pharmaceutical properties, economy, and other attributes. Daridorexant, however, performed better in safety, with a
relatively lower risk of severe adverse reactions. Conclusion Both Lemborexant Tablets and Daridorexant Hydrochloride Tablets are
recommended as preferred treatments for adult insomnia. Healthcare institutions are advised to make differentiated selections based
on specific clinical requirements (e.g., prioritizing efficacy or emphasizing safety). Given the relatively recent market entry of DORAs,
their evaluation should be updated dynamically, incorporating new evidence-based data and economic information to ensure the
timeliness and accuracy of the assessment results.
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Table2 Recommendations of DORAs in clinical diagnosis and treatment protocols, specifications, guidelines and expert consensus
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term insomnialt®l not available or is unsuitable

W PR AANAREE A O E SR B, NICE P AR Y i) 21Uk DORAS M55
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Guideline:  An  Sleep ( 4% sedating antidepressants (B) can be used for the short-term treatment of insomnia (< 4

update on the Research  J#  Weeks).
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insomnia 2023011 sy e DURAITEAEAERZ i TR EMA 3Rt
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Treatment strategy for Frontiers in 3€1# & The primary pharmacological treatment, lemborexant (7.3 £2.0), was categorized as a first-line
insomnia disorder:  Psychiatry 4. recommendation for sleep initiation insomnia, and lemborexant (7.3 +1.8) and suvorexant

Japanese  expert Jik (6.8 1.8)were categorized as the first-line recommendations for sleep maintenance insomnia

Delphi consensus Sleep DORAs Treatment statement 4: Emerging evidence suggests that DORAs may have benefits that
recommendatio  Medicine outweigh their risks in the pharmacological management of insomnia disorder (Consensus
ns  for the strength: Strong, Evidence quality: Moderate)

Treatment statement 12: DORAs have a side effect profile that may be more favorable

compared to benzodiazepines, BZRA agents, and some commonly prescribed
insomnia in pharmacotherapies for insomnia. (Consensus strength: Moderate, Evidence quality:
Canadal'4l Moderate)

management of

chronic
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