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The Applicant provided the following response on 12/20/2013:
Genzyme Response: 
Genzyme agrees to  the drug product release specifications 
and confirms that it will be performed as part of the ongoing commercial long term stability 
program. Genzyme proposes that all Module 2.3 and Module 3 sections which are impacted by 
this and future responses to Agency questions be submitted as product correspondence after the 
approval of NDA 205494. 

Acceptable

Reviewer's Comment: The in-process controls and the microbial limits testing within the ongoing
stability program provide adequate assurance of microbial control of the manufacturing process.
The Applicant's stated agreement is now a formal part of the NDA submission. The NDA 
submission is recommended for approval from microbiology product quality standpoint.

END
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