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3. Nonclinical Pharmacology/Toxicology 
 
I concur with the conclusions reached by Dr. Siarey, pharmacology/toxicology reviewer, that 
there are no outstanding pharm/tox issues that preclude approval.  
 

4.    Clinical Pharmacology 
 
I concur with the conclusions reached by Dr. Dimova, clinical pharmacology reviewer, that 
there are no outstanding clinical pharmacology issues that preclude approval. 
 
Dr. Dimova notes that the submission contains two new relative bioavailability studies (Study 
P055 and P056). Study P055 and P056 respectively show similar pharmacokinetics between 
four 5 mg tablets and one 20 mg tablet of suvorexant, and between two 10 mg tablets and one 
20 mg tablet of suvorexant. Dr. Dimova finds these data adequate to support the approval of 5 
mg and 10 mg tablets, on a clinical pharmacology standpoint. 
 

5. Clinical Microbiology  
 
Not applicable. 
 

6. Clinical/Statistical-Efficacy 
 
No new efficacy data were included in this submission. In the first cycle, suvorexant was 
found to be effective for the treatment of insomnia characterized by difficulty with sleep onset 
and/or sleep maintenance, at doses of 10 mg, 15 mg, 20 mg, 30 mg, 40 mg, and 80 mg. 
 

7. Safety 
 
No new safety data were included in this submission. The sponsor has withdrawn the 30 mg 
and 40 mg dosage strengths from the dosage and administration section of labeling. 
 

8. Advisory Committee Meeting   
 
An advisory meeting was held in the first cycle. No new advisory meeting is needed for this 
application. 
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9. Pediatrics 
 
Pediatrics is discussed in detail by Dr. Farkas in his first cycle CDTL memo. As discussed by 
Dr. Farkas, a full waiver for pediatric studies should be issued. 
 
 

10. Other Relevant Regulatory Issues 
 
There are no other unresolved relevant regulatory issues. 
 
 

11. Labeling 
 
The proprietary name proposed by the applicant, Belsomra, was found acceptable by DMEPA. 
There are no outstanding labeling issues. 

 

12. Decision/Action/Risk Benefit Assessment 
 
As the applicant has provided adequate CMC/Biopharmaceutics and Clinical Pharmacology 
information to support approval of the 5 mg and 10 mg dosage strengths, which were found to 
constitute safe and effective starting doses in the first cycle (with the 5 mg dose to be used in 
patients taking concomitant CYP3A4 inhibitors), I recommend approval of this application. 
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