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

Date of This Review: January 3, 2018

Application Type and Number: NDA 210951

Product Name and Strength: Erleada (apalutamide) tablets, 60 mg 

Product Type: Single Ingredient Product

Rx or OTC: Rx

Applicant/Sponsor Name: Janssen Biotech, Inc.

Panorama #: 2017-18296267

DMEPA Primary Reviewer: Tingting Gao, PharmD 

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD

Reference ID: 4202719







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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