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PRODUCT QUALITY MICROBIOLOGY NON-STERILE 

DRUG PRODUCT FILING CHECKLIST

NDA Number: 205-858 Applicant: Gilead Sciences Letter Date: 11 September 2013

Drug Name: Idelalisib NDA Type: NME NDA Stamp Date: 11 September 2013

Dosage Form: Oral tablet Reviewer: Jessica Cole, PhD

The following are necessary to initiate a review of the NDA application:

Content Parameter Yes No Comments

1 Is the product quality microbiology information described 
in the NDA and organized in a manner to allow substantive 
review to begin? Is it legible, indexed, and/or paginated 
adequately?

X

2 Has the applicant submitted an overall description of the 
manufacturing processes and microbiological controls used 
in the manufacture of the drug product?

X

3 Has the applicant submitted microbiological specifications 
for the drug product and a description of the test methods?

X No microbiological 
specification is proposed
but a justification was 
provided

4 Has the applicant submitted the results of analytical method 
verification studies?

X No test methods are 
proposed

5 Has the applicant submitted preservative effectiveness 
studies (if applicable)?

X USP<51> testing was 
conducted but this is a 
solid tablet, which are 
not included in the 
compendial test
methods.

6 Is this NDA fileable?  If not, then describe why. X This NDA is fileable but 
an information request is 
included below.

Product Quality Microbiology Information Request:

1. You propose  
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(b) (4)

(b) (4)



Jessica Cole, PhD 23 September 2013

Reviewing Microbiologist Date

Bryan Riley, PhD

Microbiology Team Leader Date
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