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Drug Product Name 

Proprietary:   (not approved at the time of review 
submission) 
Non-proprietary:  Deoxycholic Acid  

 
Review Number:  1 
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
13 MAY 2014 13 MAY 2014 23 MAY 2014 28 MAY 2014 
25 JUL 2014 25 JUL 2014 N/A N/A 
29 OCT 2014 29 OCT 2014 N/A N/A 

 
Applicant/Sponsor 

Name:  Kythera Biopharmaceuticals, Inc. 
Address:  27200 West Agoura Road, Calabasas, CA  91301 
Representative:  Diane Stroehmann 
Telephone:  818-587-4521 

 
Name of Reviewer:  Erika Pfeiler, Ph.D.  
 
Conclusion:  Recommended for Approval  
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B. Final Risk Assessment – The applicant has presented adequate 
information to mitigate risks outlined in the initial product quality microbiology 
risk assessment. 
 
IV. Administrative 
 

A. Reviewer's Signature _____________________________ 
Erika Pfeiler, Ph.D. 
Microbiologist 

 
B. Endorsement Block_____________________________ 

Stephen Langille, Ph.D. 
Senior Review Microbiologist 

 
C. CC Block 

N/A 

9 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately 
following this page





PRODUCT QUALITY MICROBIOLOGY FILING CHECKLIST

NDA Number:  206333 Applicant: Kythera 
Biopharmaceuticals, Inc.

Letter Date: 13 May 2014

Drug Name:  KYBELLA™
(proposed)

NDA Type:  505(b)(1) Stamp Date:  13 May 2014

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 protocols and results of 
validation studies concerning microbiological control 
processes used in the manufacture of the drug product?

X

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

The submission is in 
English.

5 Has the applicant submitted preservative effectiveness 
studies (if applicable) and container-closure integrity 
studies?

X

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

X

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

X See Additional 
Comments.

8 Has the applicant submitted all special/critical studies/data 
requested during pre-submission meetings and/or 
discussions?

N/A

9 If sterile, are extended post-constitution and/or post-
dilution hold times in the draft labeling supported by 
microbiological data?

X

10 Is this NDA fileable?  If not, then describe why. X

Additional Comments:  This product is a sterile solution for subcutaneous injection, 2 mL in a 2 
mL vial, intended for single use.  The drug product is terminally sterilized  

.  The application did not contain method verification studies for sterility and 
endotoxin testing.  An information request for these and other minor deficiencies will be 
conveyed to the applicant in the 74-day letter.

Reference ID: 3530556

(b) (4)
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