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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:

Charles Anthony:

The book Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series)
make you feel enjoy for your spare time. You need to use to make your capable a lot more increase. Book
can for being your best friend when you getting tension or having big problem together with your subject. If
you can make studying a book Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC
Biostatistics Series) to get your habit, you can get far more advantages, like add your own capable, increase
your knowledge about a number of or all subjects. You can know everything if you like start and read a e-
book Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series). Kinds
of book are a lot of. It means that, science reserve or encyclopedia or other folks. So , how do you think
about this publication?

Dorothy Shuler:

Typically the book Statistical Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics
Series) will bring you to the new experience of reading some sort of book. The author style to describe the
idea is very unique. Should you try to find new book to read, this book very ideal to you. The book Statistical
Design and Analysis of Stability Studies (Chapman & Hall/CRC Biostatistics Series) is much recommended
to you to read. You can also get the e-book from the official web site, so you can more easily to read the
book.

Charles Powers:

Spent a free time to be fun activity to try and do! A lot of people spent their spare time with their family, or
their friends. Usually they carrying out activity like watching television, likely to beach, or picnic from the
park. They actually doing ditto every week. Do you feel it? Do you want to something different to fill your
current free time/ holiday? Could possibly be reading a book might be option to fill your no cost time/
holiday. The first thing that you ask may be what kinds of e-book that you should read. If you want to test
look for book, may be the guide untitled Statistical Design and Analysis of Stability Studies (Chapman &
Hall/CRC Biostatistics Series) can be excellent book to read. May be it may be best activity to you.

Vickie Duke:

Playing with family inside a park, coming to see the marine world or hanging out with pals is thing that
usually you may have done when you have spare time, and then why you don't try thing that really opposite
from that. 1 activity that make you not sense tired but still relaxing, trilling like on roller coaster you are ride
on and with addition associated with. Even you love Statistical Design and Analysis of Stability Studies
(Chapman & Hall/CRC Biostatistics Series), you may enjoy both. It is good combination right, you still want
to miss it? What kind of hangout type is it? Oh occur its mind hangout people. What? Still don't understand
it, oh come on its identified as reading friends.
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