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pre-specified, the 90% confidence interval of the GMR of these parameters was within the BE 
interval of 80.00-125.00%. The Clinical Pharmacology review concluded that the above findings 
were acceptable to support approval. 

Patient labeling review of the Medication Guide was conducted by Twanda Scales, RN, 
MSN/Ed, and was found acceptable. 

Nonclinical studies were also submitted by the sponsor in the Complete Response regarding 
retinal atrophy identified in the rat carcinogenicity study. The primary clinical reviewer for these 
studies was Dr. Richard Siarey. In two chronic toxicology studies in Sprague-Dawley and Long-
Evans rats, suvorexant was found to increase the incidence of retinal atrophy, with the atrophy 
occurring later and at a lower incidence in the Long-Evans rats, suggesting that pigmentation 
may slow the development of retinal atrophy.

3. Conclusions

Approval is recommended.
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