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The need to validate an analytical or bioanalytical method is encountered by analysts in the pharmaceutical
industry on an almost daily basis, because adequately validated methods are a necessity for approvable
regulatory filings. What constitutes a validated method, however, is subject to analyst interpretation because
there is no universally accepted industry practice for assay validation. This book is intended to serve as a
guide to the analyst in terms of the issues and parameters that must be considered in the development and
validation of analytical methods. In addition to the critical issues surrounding method validation, this book
also deals with other related factors such as method development, data acquisition, automation, cleaning
validation and regulatory considerations.

The book is divided into three parts. Part One, comprising two chapters, looks at some of the basic concepts
of method validation. Chapter 1 discusses the general concept of validation and its role in the process of
transferring methods from laboratory to laboratory. Chapter 2 looks at some of the critical parameters
included in a validation program and the various statistical treatments given to these parameters.

Part Two (Chapters 3, 4 and 5) of the book focuses on the regulatory perspective of analytical validation.
Chapter 3 discusses in some detail how validation is treated by various regulatory agencies around the world,
including the United States, Canada, the European Community, Australia and Japan. This chapter also
discusses the International Conference on Harmonization (ICH) treatment of assay validation. Chapters 4
and 5 cover the issues and various perspectives of the recent United States vs. Barr Laboratories Inc. case
involving the retesting of samples.

Part Three (Chapters 6 - 12) covers the development and validation of various analytical components of the
pharmaceutical product development process. This part of the book contains specific chapters dedicated to
bulk drug substances and finished products, dissolution studies, robotics and automated workstations,
biotechnology products, biological samples, analytical methods for cleaning procedures and computer
systems and computer-aided validation. Each chapter goes into some detail describing the critical
development and related validation considerations for each topic.

This book is not intended to be a practical description of the analytical validation process, but more of a
guide to the critical parameters and considerations that must be attended to in a pharmaceutical development
program. Despite the existence of numerous guidelines including the recent attempts by the ICH to be
implemented in 1998, the practical part of assay validation will always remain, to a certain extent, a matter of
the personal preference of the analyst or company. Nevertheless, this book brings together the perspectives
of several experts having extensive experience in different capacities in the pharmaceutical industry in an
attempt to bring some consistency to analytical method development and validation.
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From reader reviews:

Eleanor Landa:

Book is to be different for each and every grade. Book for children until eventually adult are different
content. We all know that that book is very important for all of us. The book Development and Validation of
Analytical Methods (Progress in Pharmaceutical and Biomedical Analysis) seemed to be making you to
know about other understanding and of course you can take more information. It doesn't matter what
advantages for you. The e-book Development and Validation of Analytical Methods (Progress in
Pharmaceutical and Biomedical Analysis) is not only giving you considerably more new information but also
to get your friend when you sense bored. You can spend your spend time to read your e-book. Try to make
relationship with the book Development and Validation of Analytical Methods (Progress in Pharmaceutical
and Biomedical Analysis). You never sense lose out for everything in case you read some books.

Bettina Cutler:

Nowadays reading books become more and more than want or need but also turn into a life style. This
reading routine give you lot of advantages. The benefits you got of course the knowledge the particular
information inside the book that will improve your knowledge and information. The information you get
based on what kind of reserve you read, if you want have more knowledge just go with education books but
if you want really feel happy read one along with theme for entertaining such as comic or novel. Typically
the Development and Validation of Analytical Methods (Progress in Pharmaceutical and Biomedical
Analysis) is kind of e-book which is giving the reader unpredictable experience.

Sandra Hughes:

The guide untitled Development and Validation of Analytical Methods (Progress in Pharmaceutical and
Biomedical Analysis) is the guide that recommended to you to learn. You can see the quality of the e-book
content that will be shown to a person. The language that author use to explained their way of doing
something is easily to understand. The writer was did a lot of exploration when write the book, hence the
information that they share to you personally is absolutely accurate. You also can get the e-book of
Development and Validation of Analytical Methods (Progress in Pharmaceutical and Biomedical Analysis)
from the publisher to make you a lot more enjoy free time.

Randolph Urban:

Development and Validation of Analytical Methods (Progress in Pharmaceutical and Biomedical Analysis)
can be one of your basic books that are good idea. Most of us recommend that straight away because this
publication has good vocabulary that will increase your knowledge in words, easy to understand, bit
entertaining but nevertheless delivering the information. The copy writer giving his/her effort to put every
word into satisfaction arrangement in writing Development and Validation of Analytical Methods (Progress
in Pharmaceutical and Biomedical Analysis) but doesn't forget the main level, giving the reader the hottest



along with based confirm resource data that maybe you can be certainly one of it. This great information can
drawn you into new stage of crucial imagining.
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