
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 
 

APPLICATION NUMBER: 
202428Orig1s000 

 
 
 
 
 

CHEMISTRY REVIEW(S) 
 



M E M O R A N D U M DEPARTMENT OF HEALTH AND HUMAN SERVICES 
  PUBLIC HEALTH SERVICE 
  FOOD AND DRUG ADMINISTRATION 
  CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
DATE: May 4, 2012 
 
FROM: Raymond P. Frankewich, Ph.D., Review Chemist, Branch IV, DNDQA II/ONDQA 
 
THROUGH: Moo-Jhong Rhee, Ph.D., Branch Chief, Branch IV, DNDQA II/ONDQA 
 
TO: CMC Review #1 for NDA 202-428 
 
SUBJECT: Final Recommendation  
 
The previous CMC Review #1, dated 3-19-2012, made a recommendation of not approval of this 
NDA because of the following unresolved issues: 
 

1. There has been no “Acceptable” recommendation from the Office of Compliance. 
2. Label/labeling issues were not considered acceptable from the CMC perspective. 

 
On May 3, 2012, the Office of Compliance has issued an overall “Acceptable” recommendation 
(see Attachment 1). 
 
In addition, the label/labeling issues have been satisfactorily resolved (see Attachment 2).  As of 
the date of this addendum, there is one outstanding issue involving labeling, which was noted in the 
review of this NDA dated May 4, 2012 by DMEPA (CDER / OSE / Office of Medication Error 
Prevention and Risk Management): 
 
Revise the presentation of the proprietary name, FABIOR, from UPPERCASE to Title Case 
“Fabior” to improve readability of the name.  Words set in upper and lower case form 
recognizable shapes, making them easier to read than the rectangular shape that is formed by 
words set in all capital letters. 
 
This concern does not affect the CMC status of this NDA.   
 
Therefore, from the ONDQA perspective, this NDA is now recommended for approval. 
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Attachment-2 
 
1) Final Labeling (Description and How Supplied sections) 
 
11 DESCRIPTION 
Fabior (tazarotene) Foam, 0.1% contains the compound tazarotene, a member of the acetylenic class of 
retinoids. It is for topical use only. 
 
Chemically, tazarotene is ethyl 6-[(4,4-dimethylthiochroman-6-yl)ethynyl]nicotinate. The structural formula 
is represented below: 
 

 

 

 
 
 
Molecular Formula:  C21H21NO2S   Molecular Weight:  351.46 
Tazarotene is a pale yellow to yellow substance. Fabior Foam contains tazarotene, 1 mg/g in aqueous-based 
white to off-white foam vehicle consisting of butylated hydroxytoluene, ceteareth-12, citric acid anhydrous, 
diisopropyl adipate, light mineral oil, potassium citrate monohydrate, potassium sorbate, purified water, and 
sorbic acid. Fabior Foam is dispensed from an aluminum can pressurized with a hydrocarbon (propane/n-
butane/isobutane) propellant. 
 
16 HOW SUPPLIED/STORAGE AND HANDLING 
How Supplied 
Fabior Foam, 0.1% (1 mg/g) is a white to off-white foam, supplied as follows: 
50 g aluminum can  NDC 0145-0020-03 
100 g aluminum can  NDC 0145-0020-02 
Storage and Handling 
 Store at 20°C to 25°C (68°F to 77°F); excursions permitted to 15°C to 30°C (59°F to 86°F). See USP-

controlled room temperature. 
 Store upright. 
 Protect from freezing. 
 Flammable. Avoid fire, flame, or smoking during and immediately following application. Contents under 

pressure. Do not puncture or incinerate. Do not expose to heat or store at temperatures above 120°F 
(49°C). 

 Shake can before use.  Hold can at an upright angle and press firmly to dispense. 
 
NOTE:  the statements “Avoid contact with the eyes” and “Keep out of the reach of children” are included in 
section 17 (Patent Counseling Information) of the package insert. 
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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 are 
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   
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