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3.2.
FDA BS
CDERLearn niFDA Overview

on Biosimilar Product

BS
FDA

BS FDA

Select amodule to begin.

Module 1: Introduction

Module 2: Biologics Price Competition and
Innovation (BPCI) Act of 2009

Module 3: What Is a Biological Product?
Module 4. Complexity of Biological Product
Manufacturing

Module 5: What |s a Biosimilar Product?
Module 6: Abbreviated Approval Pathway for
Biosimilar Products

Module 7: Standards for Approval

Module 8: Conclusion

URL
https.//www.fda.gov/Training/ForHealthProfess
ionals/default.htm
http://fdabiosimilars.e-paga.com/

http://fdabiosi milars.e-paga.com/course/framew

ork/index.html
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ZD(;TE US Sales Humira Enbrel Remicade | Lantus Neulasta Neupogen
($8B) $7.22 $5.51 $4.50 $4.47 $3.83 $0.84

Company AbbVie Amgen Sanofi Amgen Amgen
Treats Rheumatoid Rheumatoid Rheumatoid Diabetes Infections Infections
arthritis arthritis arthritis during during
chemo- chemo-
therapy therapy
Rivals Amgen, Baxter, Hospia, Eli Lilly, Apotex, Apotex,
Developing Boehringer  Novartis, Pfizer, Merck & Novartis, Novartis*
Biosimilars Ingelheim,  Samsung Samsung Co./Samsung, Hospira,
Novartis, Mylan Merck KGaA,
Pfizer, Mylan,
Samsung Teva
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