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PROPRIETARY NAME REQUEST 
CONDITIONALLY ACCEPTABLE 

Janssen Pharmaceuticals, Inc.
920 Route 202 South
P.O. Box 300
Raritan, NJ 08869-0602

ATTENTION: Andrea F. Kollath, DVM
Director, Global Regulatory Affairs

Dear Dr. Kollath:

Please refer to your New Drug Application (NDA) dated April 19, 2016, received April 19, 
2016, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for 
Mebendazole Chewable Tablets, 500 mg.

We also refer to your April 29, 2016, correspondence, received April 29, 2016, requesting review 
of your proposed proprietary name, Vermox Chewable.  

We have completed our review of the proposed proprietary name, Vermox Chewable and have 
concluded that it is conditionally acceptable. 

If any of the proposed product characteristics as stated in your April 29, 2016, submission are 
altered prior to approval of the marketing application, the proprietary name should be 
resubmitted for review. 

If you require information on submitting requests for proprietary name review or PDUFA 
performance goals associated with proprietary name reviews, we refer you to the following:

• Guidance for Industry Contents of a Complete Submission for the Evaluation of 
Proprietary Names 
(http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guid
ances/UCM075068.pdf) 

• PDUFA Reauthorization Performance Goals and Procedures Fiscal Years 2013 through 
2017,
(http://www.fda.gov/downloads/ForIndustry/UserFees/PrescriptionDrugUserFee/UCM27
0412.pdf)

If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Janet G. Higgins, Safety Regulatory Project Manager 
in the Office of Surveillance and Epidemiology, at (240) 402-0330.  For any other information 
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regarding this application, contact Alison Rodgers, Regulatory Project Manager, in the Office of 
New Drugs at (301) 796-0797.  

Sincerely,

{See appended electronic signature page}

Todd Bridges, RPh
Director
Division of Medication Error Prevention and Analysis
Office of Medication Error Prevention and Risk Management
Office of Surveillance and Epidemiology
Center for Drug Evaluation and Research
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PROPRIETARY NAME MEMORANDUM 

Division of Medication Error Prevention and Analysis (DMEPA)  
Office of Medication Error Prevention and Risk Management (OMEPRM) 

Office of Surveillance and Epidemiology (OSE) 
Center for Drug Evaluation and Research (CDER) 

 
*** This document contains proprietary information that cannot be released to the 

public*** 
 

Date of This Review: May 26, 2016 

Application Type and Number: NDA 208398 

Product Name and Strength: Vermox Chewable (mebendazole) Chewable Tablets, 
500 mg    

Product Type:   

Rx or OTC: Rx  

Applicant/Sponsor Name: Janssen Pharmaceuticals, Inc.   

Panorama #: 2016-7793829  

DMEPA Primary Reviewer: Deborah Myers, RPh, MBA  

DMEPA Team Leader: Vicky Borders-Hemphill, PharmD  
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(b) (4)





If any of the proposed product characteristics as stated in your April 29, 2016 submission are 
altered prior to approval of the marketing application, the name must be resubmitted for review. 

Reference ID: 3937204



4 REFERENCES  

1.   USAN Stems (http://www.ama-assn.org/ama/pub/physician-resources/medical-
science/united-states-adopted-names-council/naming-guidelines/approved-stems.page)  
USAN Stems List contains all the recognized USAN stems.   
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