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SUBJECT: Final ONDQA Recommendation on NDA 203389 

Procysbi (cysteamine bitartrate) Delayed-release Capsules  
 
 
SUMMARY 
 
In NDA 203389 CMC Review #1 dated 05-Mar-2013, it was recommended that the NDA 
was not ready for approval in its present form because labeling issues were not resolved. 
 
Subsequently, the applicant provided a revised package insert labeling, in which revisions 
were made to sections ‘Highlights’, ‘Dosage Forms and Strengths’, ‘Description’ and 
‘How Supplied/Storage and Handling’ per ONDQA’s recommendation. In addition, the 
capsule color for the 25 mg strength has been changed 

 to a single-tone color in response to DMEPA’s recommendation dated 13-
Mar-2013. Consequently, revised drug product sections, including the drug product 
specification, and container labels were provided in the 28-Mar-2013 and 24-Apr-2013 
amendments, respectively. The revised labeling and drug product specification are 
satisfactory from the ONDQA perspective.  
 
A post marketing commitment for inclusion of elemental impurities for the drug product 
specification, which will be completed by June 5, 2013, remains unchanged (See 
PMR/CMC Development Template dated 01-Apr-2013). 
 
RECOMMENDATION 
This NDA is now recommended for approval from the ONDQA perspective.  
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NDA 203389 CMC Review #1 Addendum 

Reviewer's Assessment: The information is acceptable. The change in capsule color 
for the 25 mg strength to a single-tone color will not have any negative impact on 
the purity and quality of the drug product because the same light blue color has 
been used for the capsule body for the clinical and primary stability batches.  
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