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DATE:  6 AUG 2018 
 
TO:  NDA 209311 
 
THROUGH:  DPP/OND 

 
FROM:  David Claffey, OPQ 
 
SUBJECT:  OPQ Second Cycle Approval Recommendation  
 
APPLICATION/DRUG:  NDA 209311 Jornay PM  

(methylphenidate hydrochloride) extended-release capsules 
 
 
 

OPQ made an approval recommendation for NDA 209311 on 13 JUN 2017 after the first 
review cycle.  A reevaluation of the manufacturing sites was made during this review cycle and 
they were found to be adequate by Steven Hertz on 20 JUL 2018.  OPQ provided labeling 
edits which were accepted by the applicant. Therefore, OPQ recommends approval of this 
application from a product quality perspective.  
 
Note that discussion took place during this review cycle concerning the dosage form 
designation. ‘ ’ was proposed by the applicant. The 
use of ‘delayed release’ was also discussed due to the product’s unique 6-8 hour delayed 
release characteristics.  The use of either of these options would have helped differentiate this 
product from other marketed products with the same strength and nonproprietary name, but 
different pharmacokinetics/dosing.  However, the draft ‘Product Title’ guidance, and USP 
guidelines state that a product with delayed release and extended release characteristics, such as 
this product, should be labeled as an ‘extended release’ product. The clinical review team 
accepted the ‘extended release’ dosage form designation with additional labeling language to 
alert HCP and patients that this product needs to be taken only in the evening – not the morning 
like all other marketed methylphenidate products.   
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