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  Indication in labeling will be for ADHD and the population studied will be described 
in the clinical trials area.  
 

13. Recommendations/Risk Benefit Assessment  
 

• Recommended Regulatory Action  
Approve for the indication of ADHD 
 
• Risk Benefit Assessment 

The benefits outweigh the risks for all the proposed doses  
  

 
• Recommendation for Postmarketing Risk Evaluation and Management Strategies 

 
None 

 
• Recommendation for other Postmarketing Requirements and Commitments 
 

A deferred pediatric study under PREA for the treatment of Attention Deficit Hyperactivity 
Disorder in pediatric patients ages 4 to less than 6 years old. A randomized, double-blind, 
placebo-controlled, flexible-dose titration study of methylphenidate hydrochloride 
extended-release capsules (Aptensio XR®) in children ages 4 to 5 years diagnosed with 
ADHD. 
Final Protocol Submission Date: by December 31, 2015 
Study/Trial Completion Date: by March 31, 2019  
Final Report Submission: by December 31, 2019 
 
A deferred pediatric study under PREA for the treatment of Attention Deficit Hyperactivity 
Disorder in pediatric patients ages 4 to less than 6 years old. A single-dose, open-label, 
randomized pharmacokinetic study of Aptensio XR® capsules in male or female children (4 
to less than 6 years of age) with ADHD in fed condition 
Final Protocol Submission Date: by March 31, 2015  
Study/Trial Completion Date: by December 31, 2016  
Final Report Submission: by June 30, 2017 

 
A deferred pediatric study under PREA for the treatment of Attention Deficit Hyperactivity 
Disorder in pediatric patients ages 4 to less than 6 years old. A one year Pediatric Open-
Label Safety Study for patients age 4 to 5 years (at the time of entry into Study 1 or Study 
2 or at the time of enrollment if directly enrolled into Study 3) with ADHD. 
 

 
• Recommended Comments to Applicant 
 

N/A 

Reference ID: 3732342

(b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

LUCAS P KEMPF
04/15/2015

MITCHELL V Mathis
04/16/2015

Reference ID: 3732342




