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that the newly proposed acceptance criteria for 
total impurities are safe from a P/T standpoint.  

 
Therefore, widening of the acceptance criteria for these impurities is acceptable.  
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Memo 
 

From:   Rajiv Agarwal, Ph.D., Ph.D., Expert Regulatory Review Scientist 

Through:  Xing Wang, Ph.D., SPQA 

IND: NDA 214657 (amendment SDN 27 (11/26/2021)) 

Date:  4/25/2022 

Re: Resubmission/Class 2 

CMC information was originally reviewed on 2/23/2021 and on 8/16/2021 and 
provided information was deemed adequate. No additional CMC information is 
submitted via this amendment/Resubmission. 
 
Adequate 
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CHAPTER III: ENVIRONMENTAL 
IQA NDA Assessment Guide Reference 

 
R REGIONAL INFORMATION 

EA assessment is covered under Chapter 2 Drug Product review  
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P.7 CONTAINER CLOSURE 
See P.1. 

 

P.8 STABILITY 
 

P.8.1 STABILITY SUMMARY AND CONCLUSION 

Section 3.8.1, pg. 2, 17 of 56 
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