(Read free) Statistical Methods for Immunogenicity Assessment (Chapman Hall/CRC Biostatistics Series)

Statistical Methods for mmunogenicity Assessment (Chapman
Hall/CRC Biostatistics Series)

Harry Yang, Jianchun Zhang, Binbing Yu, Wei Zhao
ebooks | Download PDF | *ePub | DOC | audiobook

Chapman & Hall/CRC Biostatistics Series

Statistical
Methods for

Immunogenicity
Assessment

Harry Yang += Jianchun Zhang
Binbing Yu * Wel Zhao

Copyigteid Matirial

& Donwload & Read Online

#2639116 in Books 2015-09-030riginal language:EnglishPDF # 1 9.30 x .80 x 6.10l, 1.00 #File Name:
1498700349259 pages | File size: 47.Mb

Harry Yang, Jianchun Zhang, Binbing Yu, Wei Zhao : Statistical Methods for |mmunogenicity Assessment
(Chapman Hall/CRC Biostatistics Series) before purchasing it in order to gage whether or not it would be worth my
time, and all praised Statistical Methods for Immunogenicity Assessment (Chapman Hall/CRC Biostatistics Series):


http://f3db.com/pub/links.php?id=1498700349

Develop Effective Immunogenicity Risk Mitigation Strategies |mmunogenicity 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,
guantification, and risk assessment and mitigation. It then covers anti-drug antibody (ADA) assay devel opment,
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 isan
invaluable resource for anyone involved in immunogenicity risk assessment and control in both non-clinical and
clinical biopharmaceutical development.

"In summary, this book is a good resource to the professionals and practitioners devel oping the biological therapies,
including statisticians, clinicians, pharmacokineticists, regulatory reviewers, toxicologists, clinical assay developers,
and biopharmaceutical engineers." (Journa of Biopharmaceutical Statistics)About the AuthorHarry Yang is a senior
director, Jianchun Zhang is a principal statistician, Binbing Y u is an associate director, and Wei Zhao is a senior
principal statistician at Medimmune, LLC in Gaithersburg, Maryland, USA.



