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VIROLOGY FILING CHECKLIST FOR NDA or Supplement

File name: 5_Microbiology Filing Checklist for a NDA or Supplement 010908

NDA Number: 207931 Applicant: AbbVie, Inc. Stamp Date: 2/25/2015

Drug Name: ombitasvir/paritaprevir/ritonavir NDA Type: Original/Priority

On initial overview of the NDA application for filing:

Content Parameter Yes No Comments
1 Is the virology information (nonclinical and clinical) 

provided and described in different sections of the NDA 
organized in a manner to allow substantive review to 
begin?

X

2 Is the virology information (nonclinical and clinical) 
indexed, paginated and/or linked in a manner to allow 
substantive review to begin?

X

3 Is the virology information (nonclinical and clinical) 
legible so that substantive review can begin? X

4 On its face, has the applicant submitted cell culture data in 
necessary quantity, using necessary clinical and non-
clinical strains/isolates, and using necessary numbers of 
approved current divisional standard of approvability of the 
submitted draft labeling?

X

5 Has the applicant submitted any required animal model 
studies necessary for approvability of the product based on 
the submitted draft labeling?

X Not applicable

6 Has the applicant submitted all special/critical studies/data 
requested by the Division during pre-submission 
discussions?

X

7 Has the applicant submitted the clinical virology datasets in 
the appropriate format as described in the relevant guidance 
documents and are the datasets complete?

X

8 Has the applicant used standardized or nonstandardized 
methods for virologic outcome measures?  If 
nonstandardized methods were used, has the applicant 
included complete details of the method, the name of the 
laboratory where actual testing was done and performance 
characteristics of the assay in the laboratory where the 
actual testing was done?

X

Standardized reporting 
of HCV RNA and 

resistance-associated 
substitutions

9 Has the applicant submitted draft labeling consistent with 
current regulation, divisional and Center policy, and the 
design of the development package?

X

10 Has the applicant submitted annotated microbiology draft 
labeling consistent with current divisional policy, and the 
design of the development package?

X

11 Have all the study reports, published articles, and other 
references been included and cross-referenced in the 

X
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Content Parameter Yes No Comments
annotated draft labeling or summary section of the 
submission?  

12 Are any study reports or published articles in a foreign 
language?  If yes, has the translated version been included 
in the submission for review?

X

IS THE MICROBIOLOGY SECTION OF THE APPLICATION FILEABLE? __Yes___

If the NDA is not fileable from the microbiology perspective, state the reasons and provide 
comments to be sent to the Applicant.

Please identify and list any potential review issues to be forwarded to the Applicant for the 74-
day letter.

None at this time.

Reviewing Microbiologist Date

Microbiology Team Leader Date
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