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A dream you dream alone is only a dream
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Preface

In my professional career as a pharmaceutical scientist, I have been involved with
several aspects of the drug development process from pre-IND to commercialization
and, somehow, I usually found myself coming back to a stability-related 1ssue. The
stability area seemed to draw my utmost interest because 1n my day-to-day work,
my opportunities involved more than one product, and none of the 1ssues were the
same. Each situation posed challenges that usually required an exercise of judgment,
an understanding of regulations, a knowledge of science, a grasp of compliance, and
an appreciation of common practices.

Since early 2000, I have also been involved with several training opportunities and
I struggled to find good, concise, practical resources, one of which I could just hand
to a new scientist who wishes to gain a greater understanding of stability sciences.
In addition, I encountered the same questions posted over and over on different
stability best practices discussion forums.

As a book lover, I also have a good collection of technical books. Unfortu-
nately, most of the stability related volumes are outdated. Many of these materials
are theoretical and do not contain much practical information. I understand that
the pharmaceutical industry during this period 1s quite volatile, and guidelines are
changing rapidly while regulatory agencies are working closely with the pharmaceu-
tical industry to accommodate these changes; however, the fundamental information
continues to remain quite the same, just as current Good Manufacturing Practices
(cGMP) continue to be the standard industry practice. Therefore, I hoped to assem-
ble a practical handbook to fill this void.

Handbook of Stability Testing in Pharmaceutical Development 1s a product of
several dedicated stability scientists. Collectively, we have over 300 years of experi-
ence working in all aspects of the pharmaceutical industry. This volume 1s intended
to bring together a comprehensive overview of a stability program coupled with
practical best practices. It can be used to serve the stability community as a hand-
book to train new scientists who find themselves involved with stability sciences in
multidisciplinary functions. It can also be used in an academic setting so students
can gain more practical understanding of the pharmaceutical industry.It contains
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essential information to guide best practices tor development and management of a
comphiant stability program.

July 2008 Kim Huynh-Ba
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Editorial Notes

Contributing authors are responsible for the content and ideas included in their
chapters. Although much information 1s presented and recommendations are drawn
based on scientific knowledge of the experts, review perspectives may vary depend-
ing on technical background, personal experiences, and discussion preterence. In
addition, many references are cited from web links that appear to be valid at time
of press. Great efforts were made to assure the book 1s as accurate as possible;
however, the editor wishes to hold no responsibility for, nor can she endorse, the
material published in this publication.
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