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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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From reader reviews:

Peggy Witzel:

What do you think of book? It is just for students since they're still students or the item for all people in the
world, the particular best subject for that? Just you can be answered for that concern above. Every person has
distinct personality and hobby for every single other. Don't to be forced someone or something that they
don't would like do that. You must know how great in addition to important the book Statistical Design and
Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series). All type of book would you see on
many resources. You can look for the internet solutions or other social media.

Sylvia Langley:

This Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) are
usually reliable for you who want to become a successful person, why. The reason why of this Statistical
Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) can be one of several
great books you must have is actually giving you more than just simple looking at food but feed an
individual with information that probably will shock your before knowledge. This book is handy, you can
bring it everywhere you go and whenever your conditions in the e-book and printed ones. Beside that this
Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) forcing you
to have an enormous of experience like rich vocabulary, giving you test of critical thinking that could it
useful in your day pastime. So , let's have it and luxuriate in reading.

Rosario Jones:

Hey guys, do you really wants to finds a new book to study? May be the book with the title Statistical Design
and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) suitable to you? Often the book
was written by well-known writer in this era. Often the book untitled Statistical Design and Analysis of
Stability Studies (Chapman & Hall/CRC Biostatistics Series)is the main of several books that will everyone
read now. This book was inspired many men and women in the world. When you read this e-book you will
enter the new way of measuring that you ever know just before. The author explained their thought in the
simple way, and so all of people can easily to comprehend the core of this e-book. This book will give you a
wide range of information about this world now. So you can see the represented of the world with this book.

Gary Lewis:

Reading a reserve tends to be new life style on this era globalization. With reading you can get a lot of
information that may give you benefit in your life. Having book everyone in this world can share their idea.
Publications can also inspire a lot of people. Many author can inspire their own reader with their story or
maybe their experience. Not only the storyplot that share in the textbooks. But also they write about
advantage about something that you need illustration. How to get the good score toefl, or how to teach your
young ones, there are many kinds of book which exist now. The authors these days always try to improve



their skill in writing, they also doing some exploration before they write for their book. One of them is this
Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series).
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