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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:

William Reeves:

A lot of people always spent their very own free time to vacation or perhaps go to the outside with them
friends and family or their friend. Do you know? Many a lot of people spent these people free time just
watching TV, or maybe playing video games all day long. If you need to try to find a new activity that's look
different you can read a new book. It is really fun in your case. If you enjoy the book you read you can spent
the entire day to reading a book. The book Statistical Methods for Immunogenicity Assessment (Chapman &
Hall/CRC Biostatistics Series) it is extremely good to read. There are a lot of people that recommended this
book. These people were enjoying reading this book. If you did not have enough space to bring this book you
can buy the particular e-book. You can m0ore simply to read this book from the smart phone. The price is
not to fund but this book has high quality.

Jack Evans:

Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC Biostatistics Series) can be one
of your starter books that are good idea. Many of us recommend that straight away because this reserve has
good vocabulary that will increase your knowledge in vocabulary, easy to understand, bit entertaining but
nonetheless delivering the information. The author giving his/her effort that will put every word into joy
arrangement in writing Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC
Biostatistics Series) however doesn't forget the main level, giving the reader the hottest and based confirm
resource data that maybe you can be among it. This great information can certainly drawn you into brand-
new stage of crucial contemplating.

James Alvarez:

Would you one of the book lovers? If so, do you ever feeling doubt if you are in the book store? Make an
effort to pick one book that you find out the inside because don't assess book by its cover may doesn't work
this is difficult job because you are afraid that the inside maybe not since fantastic as in the outside appear
likes. Maybe you answer can be Statistical Methods for Immunogenicity Assessment (Chapman & Hall/CRC
Biostatistics Series) why because the fantastic cover that make you consider about the content will not
disappoint anyone. The inside or content is fantastic as the outside or even cover. Your reading sixth sense
will directly direct you to pick up this book.

Manuel Porter:

You are able to spend your free time to see this book this reserve. This Statistical Methods for
Immunogenicity Assessment (Chapman & Hall/CRC Biostatistics Series) is simple to deliver you can read it
in the park, in the beach, train as well as soon. If you did not have got much space to bring the actual printed
book, you can buy often the e-book. It is make you easier to read it. You can save the book in your smart
phone. Thus there are a lot of benefits that you will get when one buys this book.
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