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Editorial Review
From the Back Cover

A COMPREHENSIVE AND PRACTICAL GUIDE TO STABILITY TESTING IN PHARMACEUTICAL
DEVELOPMENT

Stability testing is required to demonstrate that a pharmaceutical product meets its acceptance criteria
throughout its shelf life and to gain regulatory approval for commercialization. Assessing drug product
stability and safety can be quite complicated, and stability profile can impact many functional areas,
including analytical testing, formulation development, toxicology, quality, and regulatory affairs.

Handbook of Stability Testing in Pharmaceutical Development: Regulations, Methodologies, and Best
Practicesisthe first volume to cover all aspects of stability testing in pharmaceutical development. It
presents a scientific understanding of regulations and balances methodol ogies and best practices. Comprising
17 chapters, it provides awealth of resources for pharmaceutical companies, educational institutions, and
manufacturing laboratories to use as either a supplementary text for stability training courses or asa
reference book for pharmaceutical practitioners.

Topics covered include:

- Latest regulations for stability testing, including cGMP requirements, ICH guidelines, and global guidances
from WHO, ASEAN, EMRO, and other regions.

- Post-approval considerations and regulatory filing strategies to support a global supply chain.

- Methodologies, including development of a stability-indicating method, method validation, and transfer.
This book also discusses physical stability, non-chromatographic methodologies, and spectroscopic
applications.

- Setting specifications, monitoring impurities, and establishing shelf-life of pharmaceutical products.

- Data management, including stability reports, CMC, and discussion of out-of-specification (OOS) and out-
of-trend (OOT).

- USP-NF testing in support of stability.

- Current industry best practices on stability operation, validation, and calibration of stability chambers
including considerations for photo-stability testing.

- Discussion of matrixing and bracketing to support reduced stability testing.

- Overview of stability programs for biologics and drug-in-devices pharmaceutical products.

This collective work was written by a group of prominent international experts, who have been directly
responsible for ingtituting industry best practices and establishing the current stability guidelines.
About the Author

Kim Huynh-Bais Technical Director of Pharmalytik. She has over 20 years of experiencesin various
analytical areas of pharmaceutical development, especialy in Stability Sciences. She has involved with



several projects harmonizing or optimizing analytical best practices in several companies, including those are
under Consent Decree. Ms. Huynh-Ba has authored numerous technical publications and book chapters. She
isafreguent invited speaker at national and international conferences. She has conducted several training
courses on stability compliance and quality issues for American Chemical Society, American Association of
Pharmaceutical Scientists, Pharmaceutical Training Institute, Eastern Analytical Symposium since 2001. She
isthe founder of AAPS Stability Focus Group and actively involved with Pharmaceutical Stability
Discussion Group. Sheis an active member of ACS, AAPS, PSDG, ASQ, POMA and servesin the
Governing Board of Eastern Analytical Symposium (EAS).

In my professional career as a pharmaceutical scientist, | have been involved with several aspects of the drug
development process from pre-IND to commercia and, somehow, | usually found myself coming back to a
stability related issue. Stability area seems to draw my utmost interest because in my day-to-day work, my
opportunities involved more than one product, and none of the issues was the same. Each situation posed
challenges that usually required an exercise of judgment, an understanding of regulations, knowledge of
science, agrasp of compliance, and an appreciation of common practices.

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

Asabook lover, | also have agood collection of technical books. Unfortunately, most of the stability related
books are outdated. In addition, many of these materials are theoretical and do not contain much practical
information. | understand that the pharmaceutical industry during this period is quite volatile, and guidelines
are changing rapidly while regulatory agencies are working closely with the pharmaceutical industry to
accommodate these changes; however, the fundamental information continues to remain quite the same as
current Good Manufacturing Practices (CGMP) continues to be the standard industry practice. Therefore, |
hope to assemble a practical handbook to fill this void.

Users Review
From reader reviews:
Kathy Hunnicutt:

As people who live in often the modest era should be upgrade about what going on or data even knowledge
to make these people keep up with the erawhich is always change and advance. Some of you maybe will
certainly update themselves by studying books. It is a good choice for yourself but the problems coming to a
person is you don't know which you should start with. This Handbook of Stahility Testing in Pharmaceutical
Development: Regulations, M ethodol ogies, and Best Practices is our recommendation to make you keep up
with the world. Why, because book serves what you want and wish in this era.

Donna Jost:

A lot of people always spent their own free time to vacation or even go to the outside with them friends and
family or their friend. Are you aware? Many alot of people spent they will free time just watching TV, or

playing video games all day long. If you need to try to find a new activity that islook different you can read
any book. Itisreally funinyour case. If you enjoy the book which you read you can spent all day every day



to reading areserve. The book Handbook of Stability Testing in Pharmaceutical Development: Regulations,
Methodologies, and Best Practicesit is very good to read. There are alot of folks that recommended this
book. These people were enjoying reading this book. In case you did not have enough space bringing this
book you can buy often the e-book. Y ou can mQOore simply to read this book from a smart phone. The priceis
not to cover but this book features high quality.

Mark Spears:

The book untitled Handbook of Stability Testing in Pharmaceutical Devel opment: Regulations,
Methodologies, and Best Practices contain alot of information on the item. The writer explains the girl idea
with easy method. The language is very clear to see all the people, so do definitely not worry, you can easy
to read it. The book was compiled by famous author. The author brings you in the new age of literary works.
Y ou can easily read this book because you can please read on your smart phone, or gadget, so you can read
the book with anywhere and anytime. In a situation you wish to purchase the e-book, you can available their
official web-site and order it. Have anice read.

Lanell Sessions:

Reading a guide make you to get more knowledge from it. Y ou can take knowledge and information from a
book. Book is composed or printed or highlighted from each source in which filled update of news. Within
this modern eralike today, many waysto get information are available for an individual. From media social
such as newspaper, magazines, science e-book, encyclopedia, reference book, story and comic. Y ou can add
your understanding by that book. Do you want to spend your spare time to spread out your book? Or just
looking for the Handbook of Stability Testing in Pharmaceutical Devel opment: Regulations, Methodologies,
and Best Practices when you necessary it?
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