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Overall Recommendation: The development and validation results for the analytical 
sections involved in this NDA are acceptable.  
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3) uniformity test result was not part of the submitted executed batch record. 
This is a relatively high risk since the drug content is low. The reviewer would 
appreciate if uniformity data of the registration and clinical batches be 
examined for appropriate sampling technique and results.  
 
Furthermore, the applicant is using NIR for determination of uniformity 
(written as: “for information only” in the executed batch record). The reviewer 
would appreciate determination during inspection of whether the  uniformity 
determination by NIR is included in the MBR, and if the quality of NIR data 

 assures uniformity, especially for the 1 mg tablet 
formula.   

 
4) The applicant’s control strategy for drug product quality consists of a combination 

of conventional specification, control of key and critical attributes/parameters, 
and control of non-critical attributes/parameters (See Attachment 4).  

 
The sponsor proposed a design space to support flexibility in operating conditions 
for the drug product. The quality systems should be appropriate for handling 
movements within and outside the design space. Movements into previously 
unverified areas of the design space should trigger a more detailed evaluation of 
potential risks to product quality. The quality systems should also be appropriate 
for handling updates and changes to the design space and associated control 
strategy. 

 
 
 For questions regarding drug product Chemistry Manufacturing and Controls please 
contact Amit K. Mitra, Ph.D, Phone: 301-796-1420, E-mail: amit.mitra@fda.hhs.gov.  
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Attachment 3 
 
Summary of applicant’s control strategy 
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the reproducibility of retention time of the analyte when operating method within MODR have 
not been evaluated.   
Consideration for Inspection (Analytical) 
There are two elements included in the method control strategy:  adherence to the MODR and 
the chromatographic performance check (e.g. system suitability).  Firm’s internal procedures 
should be appropriate to ensure the method operation within MODR and system suitability upon 
movements within MODR.  
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