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Date:   November 3, 2015 
From:   Yichun Sun, Ph.D.  
  Application Technical Lead, Branch V 

Division of New Drug Products II 
Office of New Drug Products 

 
Through:  Moo-Jhong Rhee, Ph.D. 

Chief, Branch V 
Division of New Drug Products II 
Office of New Drug Products 

 
To: CMC Review #1 of NDA 208183  
 
Subject: Final Approval Recommendation for NDA 208183  
 
At the time when the CMC review #1 was written, the NDA was recommended for 
approval from the ONDP’s perspective.  However, to eliminate the potential user 
confusion between Ultravate cream, Ultravate ointment and Ultravate lotion, it was 
decided that the labels and package insert (PI) for Ultravate lotion (NDA 208183) should 
be consistent with previously approved Ultravate products so describe the net content of 
Ultravate lotion, 0.05% as 60 mL (59 g) and maximum dosage as 50 grams per week. 
 
Label/Labeling 
The package insert and the container carton labels were revised and submitted on October 
29, 2015 by the NDA applicant.  The CMC sections of the final package insert, and 
mock-up container and carton labels have been reviewed by Dr. Hitesh Shroff and found 
acceptable.  The review of the CMC sections of the final package insert, and mock up 
container and carton labels is attached (Attachment - 1). 
 
Recommendation: 
The revised package insert and mock-up container and carton labels are acceptable from 
the CMC perspective, and therefore, the previous Approval recommendation for this 
application remains valid.  An expiration dating period of 24 months is granted for the 
drug product of NDA 208183.   
 
 Application Technical Lead’s Assessment and Signature 

 
The NDA is recommended for approval from quality perspective. 
 
Yichun Sun, Ph.D. 
Application Technical Lead, Branch V 
Division of New Drug Products II 
11/3/2015 
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Attachment - 1 (Review of CMC Sections of the Finalized Labeling and 
Labels) 
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