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Develop Effective Immunogenicity Risk Mitigation Strategies

Immunogenicity assessment is a prerequisite for the successful development of biopharmaceuticals,
including safety and efficacy evaluation. Using advanced statistical methods in the study design and analysis
stages is therefore essential to immunogenicity risk assessment and mitigation strategies. Statistical
Methods for Immunogenicity Assessment provides a single source of information on statistical concepts,
principles, methods, and strategies for detection, quantification, assessment, and control of immunogenicity.

The book first gives an overview of the impact of immunogenicity on biopharmaceutical development,
regulatory requirements, and statistical methods and strategies used for immunogenicity detection,
quantification, and risk assessment and mitigation. It then covers anti-drug antibody (ADA) assay
development, optimization, validation, and transfer as well as the analysis of cut point, a key assay
performance parameter in ADA assay development and validation. The authors illustrate how to apply
statistical modeling approaches to establish associations between ADA and clinical outcomes, predict
immunogenicity risk, and develop risk mitigation strategies. They also present various strategies for
immunogenicity risk control. The book concludes with an explanation of the computer codes and algorithms
of the statistical methods.

A critical issue in the development of biologics, immunogenicity can cause early termination or limited use
of the products if not managed well. This book shows how to use robust statistical methods for detecting,
quantifying, assessing, and mitigating immunogenicity risk. It is an invaluable resource for anyone involved
in immunogenicity risk assessment and control in both non-clinical and clinical biopharmaceutical
development.
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From reader reviews:

Deanna Stewart:

The book Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC Biostatistics Series)
give you a sense of feeling enjoy for your spare time. You may use to make your capable far more increase.
Book can to get your best friend when you getting pressure or having big problem along with your subject. If
you can make studying a book Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC
Biostatistics Series) for being your habit, you can get more advantages, like add your personal capable,
increase your knowledge about some or all subjects. You may know everything if you like open and read a
publication Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC Biostatistics Series).
Kinds of book are a lot of. It means that, science e-book or encyclopedia or other people. So , how do you
think about this publication?

Joseph Jackson:

Reading a reserve can be one of a lot of pastime that everyone in the world adores. Do you like reading book
so. There are a lot of reasons why people love it. First reading a publication will give you a lot of new info.
When you read a reserve you will get new information since book is one of many ways to share the
information or their idea. Second, reading through a book will make anyone more imaginative. When you
examining a book especially tale fantasy book the author will bring one to imagine the story how the
characters do it anything. Third, you are able to share your knowledge to some others. When you read this
Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC Biostatistics Series), you could
tells your family, friends as well as soon about yours guide. Your knowledge can inspire others, make them
reading a reserve.

Leon King:

The book Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC Biostatistics Series)
has a lot info on it. So when you make sure to read this book you can get a lot of profit. The book was
written by the very famous author. This articles author makes some research ahead of write this book. This
particular book very easy to read you can get the point easily after looking over this book.

James Wood:

The book untitled Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC Biostatistics
Series) contain a lot of information on that. The writer explains her idea with easy means. The language is
very clear to see all the people, so do not really worry, you can easy to read this. The book was authored by
famous author. The author will take you in the new era of literary works. You can read this book because
you can read more your smart phone, or product, so you can read the book within anywhere and anytime. In
a situation you wish to purchase the e-book, you can open their official web-site and also order it. Have a
nice examine.
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