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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:

Shirley Daniels:

Why don't make it to be your habit? Right now, try to ready your time to do the important behave, like
looking for your favorite e-book and reading a book. Beside you can solve your trouble; you can add your
knowledge by the reserve entitled Biosimilars: Design and Analysis of Follow-on Biologics (Chapman &
Hall/CRC Biostatistics Series). Try to make the book Biosimilars: Design and Analysis of Follow-on
Biologics (Chapman & Hall/CRC Biostatistics Series) as your friend. It means that it can to get your friend
when you experience alone and beside regarding course make you smarter than ever before. Yeah, it is very
fortuned for yourself. The book makes you far more confidence because you can know every thing by the
book. So , let's make new experience along with knowledge with this book.

Gloria Pruitt:

The knowledge that you get from Biosimilars: Design and Analysis of Follow-on Biologics (Chapman &
Hall/CRC Biostatistics Series) is the more deep you rooting the information that hide into the words the more
you get interested in reading it. It doesn't mean that this book is hard to know but Biosimilars: Design and
Analysis of Follow-on Biologics (Chapman & Hall/CRC Biostatistics Series) giving you enjoyment feeling
of reading. The article author conveys their point in particular way that can be understood by means of
anyone who read it because the author of this guide is well-known enough. This specific book also makes
your current vocabulary increase well. It is therefore easy to understand then can go together with you, both
in printed or e-book style are available. We advise you for having this specific Biosimilars: Design and
Analysis of Follow-on Biologics (Chapman & Hall/CRC Biostatistics Series) instantly.

Elaine Sitz:

Typically the book Biosimilars: Design and Analysis of Follow-on Biologics (Chapman & Hall/CRC
Biostatistics Series) will bring you to the new experience of reading the book. The author style to elucidate
the idea is very unique. In case you try to find new book to read, this book very acceptable to you. The book
Biosimilars: Design and Analysis of Follow-on Biologics (Chapman & Hall/CRC Biostatistics Series) is
much recommended to you to read. You can also get the e-book in the official web site, so you can more
readily to read the book.

Phyllis Granger:

Do you like reading a guide? Confuse to looking for your best book? Or your book was rare? Why so many
concern for the book? But almost any people feel that they enjoy for reading. Some people likes reading, not
only science book but in addition novel and Biosimilars: Design and Analysis of Follow-on Biologics
(Chapman & Hall/CRC Biostatistics Series) or even others sources were given expertise for you. After you
know how the truly amazing a book, you feel would like to read more and more. Science guide was created
for teacher or students especially. Those publications are helping them to include their knowledge. In



different case, beside science reserve, any other book likes Biosimilars: Design and Analysis of Follow-on
Biologics (Chapman & Hall/CRC Biostatistics Series) to make your spare time far more colorful. Many
types of book like this.
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