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The US Food and Drug Administration's Report to the Nation in 2004 and 2005
indicated that one of the top reasons for drug recall was that stability data did not
support existing expiration dates. Pharmaceutical companies conduct stability
studies to characterize the degradation of drug products and to estimate drug
shelf life. Illustrating how stability studies play an important role in drug safety
and quality assurance, Statistical Design and Analysis of Stability Studies
presents the principles and methodologies in the design and analysis of stability
studies.

After introducing the basic concepts of stability testing, the book focuses on
short-term stability studies and reviews several methods for estimating drug
expiration dating periods. It then compares some commonly employed study
designs and discusses both fixed and random batch statistical analyses. Following
a chapter on the statistical methods for stability analysis under a linear mixed
effects model, the book examines stability analyses with discrete responses,
multiple components, and frozen drug products. In addition, the author provides
statistical methods for dissolution testing and explores current issues and recent
developments in stability studies.

To ensure the safety of consumers, professionals in the field must carry out
stability studies to determine the reliability of drug products during their
expiration period. This book provides the material necessary for you to perform
stability designs and analyses in pharmaceutical research and development.
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The US Food and Drug Administration's Report to the Nation in 2004 and 2005 indicated that one of the top
reasons for drug recall was that stability data did not support existing expiration dates. Pharmaceutical
companies conduct stability studies to characterize the degradation of drug products and to estimate drug
shelf life. Illustrating how stability studies play an important role in drug safety and quality assurance,
Statistical Design and Analysis of Stability Studies presents the principles and methodologies in the design
and analysis of stability studies.

After introducing the basic concepts of stability testing, the book focuses on short-term stability studies and
reviews several methods for estimating drug expiration dating periods. It then compares some commonly
employed study designs and discusses both fixed and random batch statistical analyses. Following a chapter
on the statistical methods for stability analysis under a linear mixed effects model, the book examines
stability analyses with discrete responses, multiple components, and frozen drug products. In addition, the
author provides statistical methods for dissolution testing and explores current issues and recent
developments in stability studies.

To ensure the safety of consumers, professionals in the field must carry out stability studies to determine the
reliability of drug products during their expiration period. This book provides the material necessary for you
to perform stability designs and analyses in pharmaceutical research and development.
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Editorial Review

About the Author
Duke University School of Medicine, Durham, North Carolina,

Users Review

From reader reviews:

Bernard Lewis:

Book is to be different for every grade. Book for children until finally adult are different content. We all
know that that book is very important normally. The book Statistical Design and Analysis of Stability
Studies (Chapman & Hall/CRC Biostatistics Series) has been making you to know about other expertise and
of course you can take more information. It is extremely advantages for you. The publication Statistical
Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) is not only giving you a
lot more new information but also being your friend when you sense bored. You can spend your own spend
time to read your e-book. Try to make relationship while using book Statistical Design and Analysis of
Stability Studies (Chapman & Hall/CRC Biostatistics Series). You never sense lose out for everything in
case you read some books.

Susan Crowell:

The event that you get from Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC
Biostatistics Series) will be the more deep you rooting the information that hide inside words the more you
get interested in reading it. It does not mean that this book is hard to comprehend but Statistical Design and
Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) giving you joy feeling of reading.
The article author conveys their point in particular way that can be understood by anyone who read the item
because the author of this guide is well-known enough. This kind of book also makes your current
vocabulary increase well. That makes it easy to understand then can go along, both in printed or e-book style
are available. We recommend you for having this Statistical Design and Analysis of Stability Studies
(Chapman & Hall/CRC Biostatistics Series) instantly.

Rosario Jones:

Hey guys, do you desires to finds a new book to learn? May be the book with the headline Statistical Design
and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) suitable to you? The particular
book was written by well-known writer in this era. The book untitled Statistical Design and Analysis of
Stability Studies (Chapman & Hall/CRC Biostatistics Series)is a single of several books that everyone read
now. That book was inspired lots of people in the world. When you read this publication you will enter the
new dimensions that you ever know ahead of. The author explained their concept in the simple way, thus all
of people can easily to comprehend the core of this e-book. This book will give you a large amount of
information about this world now. In order to see the represented of the world with this book.



John Martindale:

What is your hobby? Have you heard that question when you got pupils? We believe that that query was
given by teacher on their students. Many kinds of hobby, Everyone has different hobby. And you also know
that little person including reading or as looking at become their hobby. You need to understand that reading
is very important and also book as to be the matter. Book is important thing to add you knowledge, except
your personal teacher or lecturer. You get good news or update concerning something by book. Many kinds
of books that can you take to be your object. One of them is niagra Statistical Design and Analysis of
Stability Studies (Chapman & Hall/CRC Biostatistics Series).
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