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IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: NDA 206333

2. DATES AND GOALS:

Letter Date: 
May 12, 2014

Submission Received Date :
May 13, 2014

PDUFA Goal Date: 
May 13, 2015

3. PRODUCT PROPERTIES:

Trade or Proprietary Name: Kybella

Established or Non-Proprietary 
Name (USAN):

Deoxycholic acid
Note:  Although the title of NF monograph on this compound is desoxycholic acid, it has 
been verified with USAN Council that the correct United States Adopted Name is 
deoxycholic aicd.

Dosage Form: Injection
Route of Administration subcutaneous
Strength/Potency 1%

Rx/OTC Dispensed: Rx

4. INDICATION:  

Improvement in the appearance of moderate to severe convexity of fullness 
associated with submental fat (SMF) in adults

5. DRUG SUBSTANCE STRUCTURAL FORMULA:

Molecular formula:   C24H40O4                                                         
Molecularweight:      392.57  g/mol

Reference ID: 3533876
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6. NAME OF APPLICANT (as indicated on Form 356h):

Keythera Biopharmaceuticals

7. SUBMISSION PROPERTIES:

Review Priority: Standard   

Submission Classification 
(Chemical Classification 
Code):

Type 3

Application Type: 505(b)(1)   

Breakthrough Therapy No

Responsible Organization
(Clinical Division):

Division of Dermatology and Dental Products

Other Information

8. CONSULTS:

CONSULT YES NO COMMENTS: (list date of request if already sent)
Biometrics x
Clinical Pharmacology x
Establishment Evaluation 
Request (EER)

x Submitted on June 12, 2014

Pharmacology/Toxicology x Leachables
Methods Validation x New molecular entity
Environmental Assessment x Categorical exclusion claimed.  
CDRH x

Other x
Quality Microbiology. The assignment has been 
made to Erika Pfeiler.

Reference ID: 3533876
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Parameter Yes No Comment

7.

Are drug substance manufacturing 
sites identified on FDA Form 356h or 
associated continuation sheet?  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person. 

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

x

8.

Are drug product manufacturing sites 
identified on FDA Form 356h or 
associated continuation sheet.  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person.

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

x

Reference ID: 3533876
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This document will be sequentially signed in DARRTS by all of the following who authored or 
reviewed this assessment:

See appended electronic signature page}

Shulin Ding
CMC-Lead 
Division II
Office of New Drug Quality Assessment

{See appended electronic signature page}

Moo-Jhong Rhee
Branch Chief 
Division II
Office of New Drug Quality Assessment

Reference ID: 3533876
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
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/s/
----------------------------------------------------

SHULIN DING
06/27/2014

MOO JHONG RHEE
06/30/2014
Chief, Branch IV
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CHRISTINA A CAPACCI-DANIEL
06/23/2014

MAHESH R RAMANADHAM
06/23/2014
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