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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: September 30, 2013
FROM: Nina Ni, Ph.D., Review Chemist, Branch IV, DNDQA II/ONDQA
THROUGH: Moo-Jhong Rhee, Ph.D., Branch Chief, Branch IV, DNDQA II/ONDQA
TO: NDA 205175
SUBJECT: Addendum to CMC Review #1 for NDA 205175

In CMC Review #1, dated 08-20-2013, this NDA was not ready for “Approval” due to
the following issue:

 Label/labeling issues were not satisfactorily resolved. 

As of the date of this memorandum, label/labeling issues were satisfactorily resolved 
through amendment 0018, dated September 20, 2013 (labels) and amendment 0019
which was submitted through email, dated September 26, 2013 (package insert). The 
final version of labeling (Attachment-1) and carton/container labels (Attachment-2) 
agreed upon by the applicant and the Agency are attached to this memorandum.

Note that the applicant has decided to only market the 70 g canister for the initial launch 
of the drug product. 

Final Recommendation:

From the ONDQA’s perspective, this NDA is now recommended for APPROVAL with 
an expiration dating period of 24 months when store at controlled room temperature 20º -
25°C with excursions permitted between 15º and 30ºC.
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Attachments: 

Attachment-1: PI

Highlights of Prescribing Information

ECOZA (econazole nitrate) topical foam, 1%, for topical use
Initial U.S. Approval: 1982

#3 Dosage Forms and Strengths

Foam, 1%. Each gram of Ecoza topical foam, 1%, contains 10 mg of econazole 
nitrate in a white to off-white foam.

#11 Description

Ecoza (econazole nitrate) topical foam, 1% contains the azole antifungal agent, 
econazole nitrate in an oil-in-water emulsion base consisting of the following 
inactive ingredients: dimethicone, glycerin, polysorbate 20, povidone, propylene 
glycol, stearic acid, trolamine, purified water and butane as a propellant. Each gram 
of Ecoza topical foam, 1% contains 10 mg of econazole nitrate, USP, in a white to 
off-white foam. Ecoza topical foam, 1% is alcohol (ethanol)-free and for topical use 
only.

Chemically, econazole nitrate is 1-[2-{(4-chloro-phenyl)methoxy}-2-(2,4-
dichlorophenyl)ethyl]-1H-imidazole mononitrate. Econazole nitrate has the 
molecular formula C18H15Cl3N2O.HNO3 and a molecular weight of 444.70. Its 
molecular structure is as follows:

#16 How Supplied 

Ecoza topical foam, 1% is white to off-white foam supplied in 70 g (NDC 23710-
100-70) aluminum pressurized canister.

Store at controlled room temperature 20°C to 25°C (68°F to 77°F) with excursions 
permitted between 15°C and 30°C (59°F and 86°F). Do not refrigerate or freeze.

Ecoza topical foam is flammable. Avoid heat, flame, and smoking during and 
immediately following application. 
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Contents under pressure. Do not puncture and/or incinerate the containers. 

Do not expose containers to heat and/or store at temperatures above 120°F (49°C) 
even when empty.

Do not store in direct sunlight.
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RECOMMENDATION:  
The in vitro drug release rate comparison data support the approval of the proposed drug 
product manufacturing site change  to  
USA. From the Biopharmaceutics perspective, NDA 205175 for Econazole Nitrate 
Foam, 1% is recommended for approval. 
 
 
Signature                                                             Signature   
Kelly M. Kitchens, Ph.D.                                     Tapash Ghosh, Ph.D.   
Biopharmaceutics Reviewer                                 Biopharmaceutics Team Leader  
Office of New Drug Quality Assessment             Office of New Drug Quality Assessment
 
cc. RLostritto. 
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Recommendation: 
 
The in vitro drug release rate comparison data support the approval of the proposed drug 
product manufacturing site change  to  
USA. From the Biopharmaceutics perspective, NDA 205175 for Econazole Nitrate Foam, 
1% is recommended for approval. 
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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  

The  facility is missing 
from Form 356h in the initial submission.  The 

complete information with the statement of 
readiness for inspection is submitted in 2/7/13 

amendment. 
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PRODUCT QUALITY - BIOPHARMACEUTICS  
FILING REVIEW  
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 The applicant may consult ONDQA for specific guidelines in this respect. 
 

2. Please explain precisely how the foam was applied   
 
 
RECOMMENDATION:  
 
From the ONDQA-Biopharmaceutics perspective, NDA 205175 is fileable. The ONDQA 
Biopharmaceutics team will further evaluate the IVRT method development, validation and results. 
 
 
 
 
 
{See appended electronic signature page}  
Kelly M. Kitchens, Ph.D.  02/08/13 
Biopharmaceutics Reviewer        Date 
Office of New Drug Quality Assessment 
 
{See appended electronic signature page}  
Tapash Ghosh, Ph.D.  02/08/13 
Acting Biopharmaceutics Team Leader    Date 
Office of New Drug Quality Assessment 
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