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Date of This Review: August 11, 2016

Application Type and Number: BLA 761024

Product Name and Strength: Amjevita (ABP-501) 
 Injection
20 mg/0.4 mL, 40 mg/0.8 mL

Product Type: Combination Product 

Rx or OTC: Rx

Applicant/Sponsor Name: Amgen

Panorama #: 2016-9120406

DMEPA Primary Reviewer: Teresa McMillan, PharmD

DMEPA Team Leader: Mishale Mistry, PharmD, MPH 

DMEPA Deputy Director: Lubna Merchant, MS, PharmD

1 INTRODUCTION

This memorandum is to reassess the proposed proprietary name, Amjevita, which was found 
conditionally acceptable under IND 111714 on June 22, 2016.a   

Amjevita has been developed as a proposed biosimilar to US-licensed Humira (adalimumab). Since the proper name for Amjevita has not yet 
been determined, ABP-501 is used throughout this review as the proper name for this product.
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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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