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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:

Micheal Taylor:

Here thing why this Development and Validation of Analytical Methods (Progress in Pharmaceutical and
Biomedical Analysis) are different and trustworthy to be yours. First of all looking at a book is good
nevertheless it depends in the content of the usb ports which is the content is as yummy as food or not.
Development and Validation of Analytical Methods (Progress in Pharmaceutical and Biomedical Analysis)
giving you information deeper and in different ways, you can find any book out there but there is no e-book
that similar with Development and Validation of Analytical Methods (Progress in Pharmaceutical and
Biomedical Analysis). It gives you thrill examining journey, its open up your own eyes about the thing this
happened in the world which is possibly can be happened around you. It is possible to bring everywhere like
in recreation area, café, or even in your means home by train. In case you are having difficulties in bringing
the printed book maybe the form of Development and Validation of Analytical Methods (Progress in
Pharmaceutical and Biomedical Analysis) in e-book can be your choice.

Howard Benedict:

Your reading 6th sense will not betray anyone, why because this Development and Validation of Analytical
Methods (Progress in Pharmaceutical and Biomedical Analysis) publication written by well-known writer
who knows well how to make book that may be understand by anyone who also read the book. Written
inside good manner for you, still dripping wet every ideas and producing skill only for eliminate your current
hunger then you still doubt Development and Validation of Analytical Methods (Progress in Pharmaceutical
and Biomedical Analysis) as good book not just by the cover but also through the content. This is one e-book
that can break don't judge book by its cover, so do you still needing another sixth sense to pick that!? Oh
come on your examining sixth sense already told you so why you have to listening to yet another sixth sense.

Henry Slaughter:

The book untitled Development and Validation of Analytical Methods (Progress in Pharmaceutical and
Biomedical Analysis) contain a lot of information on the idea. The writer explains her idea with easy
technique. The language is very simple to implement all the people, so do not necessarily worry, you can
easy to read it. The book was written by famous author. The author provides you in the new era of literary
works. You can actually read this book because you can continue reading your smart phone, or program, so
you can read the book inside anywhere and anytime. In a situation you wish to purchase the e-book, you can
open their official web-site in addition to order it. Have a nice go through.

Catherine Gates:

A lot of publication has printed but it takes a different approach. You can get it by world wide web on social
media. You can choose the most effective book for you, science, comedy, novel, or whatever by searching
from it. It is identified as of book Development and Validation of Analytical Methods (Progress in



Pharmaceutical and Biomedical Analysis). You'll be able to your knowledge by it. Without making the
printed book, it might add your knowledge and make a person happier to read. It is most crucial that, you
must aware about reserve. It can bring you from one destination to other place.
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