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Date:   March 9, 2017 
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Through:  Moo-Jhong Rhee, Ph.D. 
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To:   CMC Review #1 of NDA 208854 
 
Subject:  Final Recommendation 
 
The CMC review #1 was based on proposed draft labeling/label and, although it was 
deemed acceptable as they were, but final approval recommendation was pending.  
 
On February 23, 2017, the revised label and labeling were submitted with some editorial 
changes from the original draft labeling and those changes as noted below are deemed 
acceptable from the OPQ perspective. 
 

1. In Highlight section of PI,  
 

SYMPROIC® (naldemedine) tablets, for oral use  
Initial U.S. Approval: 2017 

 

     Was changed to  
SYMPROIC® (naldemedine) tablets, for oral use, C-X  
Initial U.S. Approval: 2017  

 
2. In #3 Dosage and Strength section of PI 

 
Equivalency statement is deleted. 
 

*This is acceptable since the equivalency statement is in the Description section. 
 

3. In #11 Description section of PI, 
 

SYMPROIC (naldemedine), an opioid  antagonist, contains naldemedine tosylate as 
the active ingredient. 

(b) (4)



 
Was changed to, 

 

SYMPROIC (naldemedine), an opioid antagonist, contains naldemedine tosylate as the active 
ingredient. 

*Deletion of  is acceptable. 

 

4. In How Supplied/ Storage and Handling section of PI 

SYPROIC 0.2mg tablets are supplied in a bottle of 90 tablets-NDC 59630-222-90 
 

Was changed to,  

SYMPROIC is supplied as 0.2 mg naldemedine tablets in a bottle of 90 tablets - NDC 59630-
222-90.  

 
*This editorial change is acceptable 

 
Recommendation: 
 
This NDA is now recommended for approval from the OPQ perspective.  
 

 
 

(b) (4)
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ATTACHMENT I: Method Validation Summary 
 

 
  



 
  
















