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As many biological products face losing their patents in the next decade, the pharmaceutical industry needs
an abbreviated regulatory pathway for approval of biosimilar drug products, which are cost-effective,
follow-on/subsequent versions of the innovator’s biologic products. But scientific challenges remain due to
the complexity of both the manufacturing process and the structures of biosimilar products.

Written by a top biostatistics researcher, Biosimilars: Design and Analysis of Follow-on Biologics is the
first book entirely devoted to the statistical design and analysis of biosimilarity and interchangeability of
biosimilar products. It includes comparability tests of important quality attributes at critical stages of the
manufacturing processes of biologic products.

Connecting the pharmaceutical/biotechnology industry, government regulatory agencies, and academia, this
state-of-the-art book focuses on the scientific factors and practical issues related to the design and analysis of
biosimilar studies. It covers most of the statistical questions encountered in various study designs at different
stages of research and development of biological products.
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From reader reviews:

Mark Blanding:

Reading a reserve can be one of a lot of activity that everyone in the world likes. Do you like reading book
and so. There are a lot of reasons why people love it. First reading a publication will give you a lot of new
details. When you read a e-book you will get new information because book is one of numerous ways to
share the information or their idea. Second, reading a book will make anyone more imaginative. When you
examining a book especially fictional works book the author will bring that you imagine the story how the
people do it anything. Third, you may share your knowledge to other individuals. When you read this
Biosimilars: Design and Analysis of Follow-on Biologics (Chapman & Hall/CRC Biostatistics Series), it is
possible to tells your family, friends as well as soon about yours book. Your knowledge can inspire different
ones, make them reading a book.

Bertha Montes:

The particular book Biosimilars: Design and Analysis of Follow-on Biologics (Chapman & Hall/CRC
Biostatistics Series) has a lot associated with on it. So when you read this book you can get a lot of gain. The
book was written by the very famous author. Mcdougal makes some research just before write this book.
This book very easy to read you can find the point easily after perusing this book.

Theodore Parish:

Your reading sixth sense will not betray anyone, why because this Biosimilars: Design and Analysis of
Follow-on Biologics (Chapman & Hall/CRC Biostatistics Series) book written by well-known writer who
really knows well how to make book that can be understand by anyone who all read the book. Written in
good manner for you, leaking every ideas and composing skill only for eliminate your own personal hunger
then you still skepticism Biosimilars: Design and Analysis of Follow-on Biologics (Chapman & Hall/CRC
Biostatistics Series) as good book not merely by the cover but also from the content. This is one e-book that
can break don't evaluate book by its protect, so do you still needing an additional sixth sense to pick this
specific!? Oh come on your looking at sixth sense already said so why you have to listening to a different
sixth sense.

Willie Dominguez:

Don't be worry if you are afraid that this book may filled the space in your house, you may have it in e-book
technique, more simple and reachable. That Biosimilars: Design and Analysis of Follow-on Biologics
(Chapman & Hall/CRC Biostatistics Series) can give you a lot of buddies because by you checking out this
one book you have matter that they don't and make you actually more like an interesting person. This kind of
book can be one of a step for you to get success. This reserve offer you information that might be your friend
doesn't realize, by knowing more than some other make you to be great men and women. So , why hesitate?
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