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Introduction
The Luzu (luriconazol) cream, 1%, is white cream available as 30g and 60g per an aluminum 
tube, and each gram of cream contains 10mg of luriconazol. The drug product was developed for 
the treatment of interdigital tinea pedis, tinea cruris, and tinea corporis caused by the 
organisms trichophyton rubrum, or epidermophyton floccosum in patients 18 years of age 
and older.

All CMC-related deficiencies have been resolved for this application, and all related reviews are 
complete.  There are no outstanding review deficiencies that would preclude a recommendation 
of approval from a CMC standpoint.  An overall acceptable recommendation from the Office of 
Compliance was issued on 13-Jun-2013. All label and labeling issues have been also satisfactorily 
resolved on 10-SEP-2013 and 08-Oct-2013, respectively.

All CMC review issues have been resolved, and ONDQA recommends approval of this NDA.

Administrative
The original submission of this 505(b)(1) NME NDA was received on 11-DEC-2012 from
Medicis Pharmaceutical Corp. Seven (7) CMC amendments were also reviewed during the 
review cycle.  The comprehensive CMC assessment is captured in the following reviews, 
respectively: Chemistry Review #1 (16-JUL-2013, Dr. Raymond Frankewich), Addendum to 
Chemistry Review #1 (27-SEP-2013, Dr. Raymond Frankewich), and the Biopharmaceutics 
Review (17-JUL-2013, Dr. Kelly Kitchens).    

All DMFs were assessed for adequacy in the chemistry review.

Summary and Recommendation
Chemistry Review #1 (16-JUL-2013, Dr. Raymond Frankewich) recommended a Complete 
Response due to incomplete resolution of CMC related labeling issues.  The Addendum to 
Chemistry Review #1 (27-SEP-2013, Dr. Raymond Frankewich) now recommends an Approval 
action as all the previously identified labeling issues have been resolved.

I concur that there are no outstanding CMC deficiencies for this NDA, and I concur with the 
Reviewer’s recommendation of approval for this application.

As per the 27-SEP-2013 Addendum to Chemistry Review #1, the 18-month of expiration dating 
period for the drug product can be granted.
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  PUBLIC HEALTH SERVICE 
  FOOD AND DRUG ADMINISTRATION 
  CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
DATE: September 27, 2013 
 
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, NDA 204153 
 
SUBJECT: Final Recommendation 
 
The previous CMC Review #1, dated 7-16-2013, made a recommendation of not approval of this 
NDA because of the following unresolved issues: 
 

• Issues concerning labels/labeling had not been satisfactorily resolved from the CMC 
perspective. 

 
 
Labels/labeling are now satisfactorily revised according to our recommendations in the CMC 
Review #1 (see the Attachment-1). 
 
One note: The recommended dug product title is Luzu (luliconazole) cream, 1%.   The 
nomenclature of the dosage form, cream, conforms to the standardized format prescribed by 
USP<1121> Nomenclature, and the draft Guidance for Industry: Product Title and Initial U.S. 
Approval in the Highlights of Prescribing Information for Human Prescription Drug and 
Biological Products, March 2012.  A description is provided in Attachment-2 for the 
standardized format pertinent to dermatological dosage forms. 
 
The CMC review team concurs with the conclusions of the Patient Labeling Review dated July 17, 
2013, which evaluated the Patient Package Insert (PPI).    
 
Recommendation: 
 
Therefore, from the ONDQA’s perspective, this NDA is now recommended for APPROVAL with 
an expiration dating period of 18 months. 
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Attachment-2: Product Title Format for Dermatological Dosage 
Forms 
 
The standardized format prescribed by USP<1121> for USP (or NF) monograph titles is 
[DRUG][ROUTE OF ADMINISTRATION][DOSAGE FORM].  USP<1121> instructs that the 
term for route of administration is omitted for those dosage forms for which the route of 
administration is understood.  The general form then becomes simply [DRUG][DOSAGE 
FORM].  For dermatological dosage forms, USP<1121> lists creams, ointments, lotions, and 
pastes as dosage forms applied topically, unless otherwise indicated by the name.   
 
The same recommendation is adopted by the draft guidance, but with a more expanded list of 
dermatological dosage forms in the category of "assumed to be topical".  Below are the lists of 
dosage forms that are "assumed to be topical" and "not assumed to be topical" according to the 
draft guidance: 

 
 Assumed to be topical: cream, lotion, ointment, paste, plaster, shampoo, swab, and tape. 
 
 Not assumed to be topical: aerosol, film, foam, gel, implant, insert, powder, rinse, 

solution, spray, suspension, system 
 
Those dosage forms assumed to be topical will have "route of administration" omitted from the 
product title whereas dosage forms not assumed to be topical will have the word "topical" 
inserted between the established name and dosage form. 
 
It is the intent of ONDQA to comply with USP<1121> and the draft guidance for Industry for the 
product title of package insert.  Since July 2013, product titles approved for dermatological gels 
and foams have had the word "topical" inserted between the established name and dosage form. 
Despite being unprecedented for these two dosage forms, concurrence has been obtained from 
ONDQA Precedence Committee for Mirvaso (brimonidine) topical gel, 0.33% (NDA 204708) 
and Ecoza (econazole nitrate) topical foam, 1% (NDA 205175).   
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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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