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Clinical Pharmacology Review Addendum 

NDA 21549/S-025; 

Submission Date 03/04/2014 

Drug Emend (aprepitant) 

Submission Type; Code Pediatric Supplement 

Indication Prevention of CINV 
(NDA 21549/S-025 Emend Capsules 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

Applicant Merck Sharp & Dohme
 

OCP PM Review Team Jian Wang, Ph.D., Nitin Mehrotra, Ph.D.
 

OCP CP Review Team Elizabeth Shang, Ph.D. Sue-Chih Lee, Ph.D.
 

Summary 

the Clinical 
Pharmacology review team was asked to evaluate whether pharmacokinetic (PK) data 

(b) (4)

(b) (4)

supported modifying the proposed pediatric dosing for the aprepitant capsule to include  
pediatric patients less than 12 years who weighed at least 30 kg since their weight based 
dose for the suspension formulation is equivalent to the adolescent (and adult) dose. 

In the phase 3 efficacy trial, pediatric patients less than 12 years who weighed at least 30 kg 
received oral suspension. 

The review team raised the question 

(b) (4)

(b) (4)

whether the capsule formulation could be used in patients less than 12 years who weighed at 
least 30 kg and can swallow oral capsules. 

There was no dedicated relative bioavailability study 
. Furthermore, the PK sampling schedule in the efficacy 

trial also limited the ability to assess the relative bioavailability 
. Therefore, population PK analysis was 

(b) (4)

(b) (4)

conducted to address this question. Please refer to the clinical pharmacology review by Dr. 
Elizabeth Shang for other details of the NDA review. 
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