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Abstracts

"Biosimilars are highly-similar versions of biological drugs that are indicated for cancer,

kidney disorders and a wide range of autoimmune diseases. Originator biologics are the

most expensive drugs in the pharmaceutical industry and many of them cost nearly

$100,000 per patient per year. These expensive biologics impose a heavy financial

burden on patients and healthcare systems, limiting easy access and optimal care.

Patent protection for some of the biologics has already expired and many more are to

lose patent rights between now and 2020. This has given an opportunity to

biotechnology companies to develop and market biosimilars with a cost benefit of about

20% to 30%.

In order to gain a slice of the $190 billion worth of biologic’s market, many

biotechnology companies have ventured into the biosimilar sector bringing out less-

expensive copies of reference biologics. Biosimilars have been in the E.U. market since

2006 and less-regulated markets such as China, India, and South Korea have a number

of biosimilars in their domestic markets. After a long delay, finally, the FDA took a

historic decision to approve the first biosimilar Zarxio from Sandoz on March 6, 2015.

The coming years will witness the flooding of large number of biosimilars into the U.S.,

which happens to be the largest market for biopharmaceuticals.
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This report provides a comprehensive overview of the size of biosimilars’

market, the segmentation of the market, key players and the vast potential of therapies

that are in clinical trials. On total, about 44 biosimilars are available in the global market

and currently the E.U. is the major market with 19 approved biosimilars in use. A

significant number of biosimilars are available in the markets of China, India, South

Korea and Latin America. Biosimilars from these emerging countries are approved by a

less-stringent approval pathway and therefore, the commercialization of their products is

mostly confined to the domestic markets. The report describes how the long-awaited

FDA approval of Zarxio from Sandoz (biosimilar for Amgen’s Neupogen) in March 2015

is to transform the otherwise nascent market. The report includes:

An overview of biosimilars that includes differences between biologics;

biosimilars and generics, definition of biosimilars by different agencies, barriers

in developing biosimilars, cost of developing biosimilars.

A summary of regulatory pathways in various geographic regions.

Development of biosimilars in Europe, China, India, South Korea, Latin America

and the sudden spurt in the development of biosimilars in the U.S.

A list of biosimilar developers in different geographic locations.

An overview of biobetters that includes regulatory considerations, differences

between biosimilars and biobetters, various biobetters that are in developmental

stages, and the companies with the largest biobetter pipeline.

An overview of approved biosimilars in the E.U., U.S., India, South Korea and

Latin America.

The market impact of biosimilars on their reference biologics such as Epogen,

Humira, Remicade, Neupogen, Neulasta, Enbrel, Rituxan, Herceptin, Avastin

and Lantus through 2021.

The top ten biologics on the focus of biosimilar developers.

The five major classes of biologics and their biosimilar counterparts.

The current landscape of originators of biosimilars.
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Global market for biologics by region, through 2021.

Global market for biologics by indication, through 2021.

Global market for biologics by drug class, through 2021.

Global market for biosimilars by region, through 2021.

Global market for biosimilars by indication, through 2021.

Global market for biosimilars by drug class, through 2021.

Profiles of 95 biosimilar developers, their products in the market and their

product pipeline.

A newsletter in the appendix gives the latest news of biosimilar sector as of

February 2015.

1.3 Key Questions Answered in This Report

How do biologics, biosimilars and generics vary from each other?

What are the different quality, safety and efficacy assessment tests for

biosimilars?

How much is being spent for developing a biosimilar molecule?

How many years does a biosimilar take to reach the commercial market?

How do regulatory pathways differ from region to region?

What is the need for biosimilars?

What are the different platforms for the development of biosimilars?

What is the success rate in the development of a biosimilar when compared to a

biologic and generic?
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What are the most attractive target biologics for the development of biosimilars?

How many biosimilars are being developed for Avastin, Enbrel, Herceptin,

Humira, Neulasta, and Rituxan, and what are they?

How many biosimilar MAbs are being developed and what are they?

How much can the U.S. save by the introduction of biosimilars, through 2024?

Which companies are involved in developing biosimilar MAbs in South Korea?

Who are the Indian players active in Indian biosimilar industry?

What are the biosimilar drugs being developed by the Indian biosimilar

developers?

Name the biosimilars approved in the E.U., India, South Korea and Latin

America?

What is the current utilization rate of biosimilars in the E.U. countries?

The biosimilars approved for use in Germany, Netherlands, U.K., South Korea,

Japan, Latin America and India?

How far the markets of Epogen, Humira, Remicade, Neupogen, Neulasta,

Enbrel, Rituxan, Herceptin, Avastin and Lantus will be affected by the entry of

biosimilar counterparts?

What are the top ten biologics that have become the focus of biosimilar

developers?

What are the five major classes of biologics that have attracted the attention of

biosimilar developers and what are their current market shares?

What are the top ten biologic drugs from 2009 to 2014?

Which biologic drugs dominated the U.S. market, between 2010 and 2014?

How much is the Medicare Part B spending on biologics in the U.S.?
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What are the top-eight biologic drugs in the E.U. market?

How many biologics maintain absolute dominance in the German market?

What is the average cost of a biologic drug in the U.S.?

How did the market for biosimilars perform between 2007 and 2014?

How small is the market for biosimilars, when compared to that of biologics?

What favorable signs are there in the industry to hope for an accelerated growth

for biosimilars?

What is the projected global and regional market for biosimilars from 2014 to

2021?

What is the projected market for biosimilars by major drug classes from 2014 to

2021?

Who are the market leaders in the biosimilar sector?

What was the market for biosimilars in the major E.U. countries between 2007

and 2013?

How much is the competition between biologics and biosimilars in the German

market between 2007 and 2020?

What is the potential market for biosimilars in the U.S., through 2020?

"
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  13.58.3 ISU302 &

  13.58.4 ISU201

13.59 Kyowa Hakko Kirin Pharma Inc

13.60 LG Life Sciences Co., Ltd

  13.60.1 Adalimumab Biosimilar

13.61 Lupin Ltd

  13.61.1 Lupin’s Biosimilar

13.62 Mabion SA

  13.62.1 Phase III for Rituximab Biosimilar

13.63 mAbxience S.A

  13.63.1 mAbxience’s Biosimilars

13.64 MacroGenics Inc

  13.64.1 Collaboration with Janssen

  13.64.2 Collaboration with Gilead
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  13.64.3 Collaboration with Boehringer Ingelheim

  13.64.4 Collaboration with Green Cross

  13.64.5 Collaboration with Takeda

  13.64.6 Collaboration with Pfizer

  13.64.7 MacroGenic’s Pipeline

    13.64.7.1 Margetuximab

    13.64.7.2 MGA271

    13.64.7.3 MGD006

    13.64.7.4 MGD007

    13.64.7.5 MGD001

    13.64.7.6 MGD010

    13.64.7.7 Teplizumab

13.65 Medice Arzneimittel Putter GmbH & Co. KG

  13.65.1 Abseamed

13.66 Merck Serono

  13.66.1 Serono’s Biosimilar Programs

13.67 Merck & Co., Inc

  13.67.1 Biosimilar Development and Commercialization Agreement with Samsung

Bioepis

13.68 MJ Biopharm Pvt. Ltd

13.69 Mochida Pharmaceutical Co. Ltd

  13.69.1 LBEC0101 Trial

  13.69.2 Collaboration wirh LG Life Sciences

13.70 Momenta Pharmaceuticals Inc

  13.70.1 Momenta’s Biosimilars Program

13.71 Mycenax Biotech Inc

  13.71.1 TuNEX

13.72 Mylan NV

  13.72.1 First Trastuzumab Biosimilar

  13.72.2 Two U.S. Phase III Clinical Trials for Insulin Glargine

  13.72.3 Partnership with Biocon

13.73 Nippon Kayaku Co. Ltd

  13.73.1 Nippon’s Biosimilars

13.74 Oncobiologics Inc

13.75 Pfizer Inc

13.76 Pharma Praxis

13.77 PlantForm Corporation

13.78 Polpharma SA

  13.78.1 Polpharma’s Collaboration for Biosimilars
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13.79 Probiomed S.A. de C.V

13.80 Protalix BioTherapeutics Inc

  13.80.1 Biobetters from Protalix

    13.80.1.1 PRX-102

    13.80.1.2 Oral Anti-TNF

    13.80.1.3 AIR DNase

    13.80.1.4 Oral GCD

13.81 Ranbaxy Laboratories Ltd. (Sun Pharmaceutical Industries Ltd.)

  13.81.1 Infimab

13.82 Ratiopharm GmbH

  13.82.1 Ratiograstim

13.83 Reliance Life Sciences Pvt. Ltd

  13.83.1 ReliFeron

  13.83.2 ReliPoietin

  13.83.3 ReliGrast

  13.83.4 MIRel

  13.83.5 FostiRel

  13.83.6 ReliBeta

  13.83.7 ChorioRel

  13.83.8 AbcixiRel

13.84 Samsung Bioepis Co., Ltd

13.85 Sandoz Inc

  13.85.1 Sandoz’s Biosimilars

  13.85.2 Sandoz’s Biosimilar Clinical Trials

13.86 Shanghai CP Guojian Pharmaceutical Co., Ltd

13.87 Shantha Biotechnics Ltd

  13.87.1 Shanpoietin

13.89 Stada Arzneimittel AG

  13.89.1 Biosimilars from Stada

13.90 Synthon BV

  13.90.1 SYD985

  13.90.2 Antibody Discovery Agreement

  13.90.3 Global License Agreement for Biosimilar Trastuzumab

13.91 Teva Pharmaceutical Industries Ltd

  13.91.1 TevaGrastim

  13.91.2 Ovaleap

13.92 USV Ltd

  13.92.1 PEG-Filgrastim

  13.92.2 Teriparatide Injection
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  13.92.3 Somatropin

  13.92.4 Filgrastim Injection

13.93 Wockhardt Ltd

  13.93.1 Glaritus

  13.93.2 Wepox

13.94 Xencor Inc

13.95 Xiamen Amoytop Biotech Co., Ltd

  13.95.1 Filgrastim (rHuG-CSF)

  13.95.2 Oprelvekin (rHuIL-11)

  13.95.3 Molgramostim (rHuGM-CSF)

14 BIOSIMILAR MARKET PARTICIPANTS AND THEIR FOCUSED PRODUCTS
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