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The vast majority of drugs are organic molecular entities. A clear understanding
of the organic chemistry of drug degradation is essential to maintaining the
stability, efficacy, and safety of a drug product throughout its shelf-life. During
analytical method development, stability testing, and pharmaceutical
manufacturing troubleshooting activities, one of the frequently occurring and
usually challenging events would be the identification of drug degradants and
understanding of drug degradation mechanisms and pathways. This book is
written by a veteran of the pharmaceutical industry who has first-hand experience
in drug design and development, drug degradation mechanism studies, analytical
development, and manufacturing process troubleshooting and improvement. The
author discusses various degradation pathways with an emphasis on the
mechanisms of the underlying organic chemistry, which should aid greatly in the
efforts of degradant identification, formulation development, analytical
development, and manufacturing process improvement. Organic reactions that
are significant in drug degradation will first be reviewed and then illustrated by
examples of drug degradation reported in the literature. The author brings the
book to a close with a final chapter dedicated to the strategy for rapid elucidation
of drug degradants with regard to the current regulatory requirements and
guidelines. One chapter that should be given special attention is Chapter 3,
Oxidative Degradation. Oxidative degradation is one of the most common
degradation pathways but perhaps the most complex one. This chapter employs
more than sixty drug degradation case studies with in-depth discussion in regard
to their unique degradation pathways. With the increasing regulatory
requirements on the quality and safety of pharmaceutical products, in particular
with regard to drug impurities and degradants, the book will be an invaluable
resource for pharmaceutical and analytical scientists who engage in formulation
development, analytical development, stability studies, degradant identification,
and support of manufacturing process improvement. In addition, it will also be
helpful to scientists engaged in drug discovery and development as well as in
drug metabolism studies.
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The vast majority of drugs are organic molecular entities. A clear understanding of the organic chemistry of
drug degradation is essential to maintaining the stability, efficacy, and safety of a drug product throughout its
shelf-life. During analytical method development, stability testing, and pharmaceutical manufacturing
troubleshooting activities, one of the frequently occurring and usually challenging events would be the
identification of drug degradants and understanding of drug degradation mechanisms and pathways. This
book is written by a veteran of the pharmaceutical industry who has first-hand experience in drug design and
development, drug degradation mechanism studies, analytical development, and manufacturing process
troubleshooting and improvement. The author discusses various degradation pathways with an emphasis on
the mechanisms of the underlying organic chemistry, which should aid greatly in the efforts of degradant
identification, formulation development, analytical development, and manufacturing process improvement.
Organic reactions that are significant in drug degradation will first be reviewed and then illustrated by
examples of drug degradation reported in the literature. The author brings the book to a close with a final
chapter dedicated to the strategy for rapid elucidation of drug degradants with regard to the current
regulatory requirements and guidelines. One chapter that should be given special attention is Chapter 3,
Oxidative Degradation. Oxidative degradation is one of the most common degradation pathways but perhaps
the most complex one. This chapter employs more than sixty drug degradation case studies with in-depth
discussion in regard to their unique degradation pathways. With the increasing regulatory requirements on
the quality and safety of pharmaceutical products, in particular with regard to drug impurities and
degradants, the book will be an invaluable resource for pharmaceutical and analytical scientists who engage
in formulation development, analytical development, stability studies, degradant identification, and support
of manufacturing process improvement. In addition, it will also be helpful to scientists engaged in drug
discovery and development as well as in drug metabolism studies.
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Editorial Review

Review
"Overall, Organic Chemistry of Drug Degradation is an interesting read and provides the reader with concise
information and up-to-date knowledge on chemical as well as analytical aspects of drug degradation." (Prof.
Dr. Mario Thevis, German Sport University Cologne (Germany) ChemMedChem, DOI:
10.1002/cmdc.201300109)

"Due to the book’s broad scope and well-balanced coverage of obligatory and new aspects in drug stability
research and quality assurance, it is of particular value to students and scientists in the field of
pharmaceutical sciences."
"The book superbly introduces a broad readership into the arena of drug degradation and impurity testing."
(Prof. Dr. Mario Thevis, German Sport University Cologne (Germany) ChemMedChem, DOI:
10.1002/cmdc.201300109)

"...the book provides the interested reader with a comprehensive, overview on all relevant aspects of drug
degradation chemistries and analytical strategies." (Prof. Dr. Mario Thevis, German Sport University
Cologne (Germany) ChemMedChem, DOI: 10.1002/cmdc.201300109)

From the Back Cover
A clear understanding of the organic chemistry of drug degradation is essential for maintaining the stability,
efficacy, and safety of a drug product throughout its shelf-life. During analytical method development,
stability testing, and pharmaceutical manufacturing troubleshooting activities, one of the frequently
occurring and usually challenging events is the identification of drug degradants and the understanding of
drug degradation mechanisms and pathways. This book is written by a veteran who has first-hand experience
in drug design and development, degradation mechanism studies, analytical development, and manufacturing
process troubleshooting and improvement. The author discusses various degradation pathways with an
emphasis on the mechanisms of the underlying organic chemistry, which will aid greatly in efforts of
degradant identification, formulation and analytical development, and manufacturing process improvement.
Organic reactions that are significant in drug degradation are discussed and illustrated with examples. The
author brings the book to a close with two chapters on strategy for rapid elucidation of drug degradants and
control of drug degradation with regard to the current regulatory requirements and guidelines. One chapter
that should be given special attention is the one on Oxidative Degradation. Oxidative degradation is one of
the most common degradation pathways but perhaps the most complex of all. This chapter employs more
than sixty drug degradation case studies with in-depth discussion on their unique degradation pathways. With
increasing regulatory requirements on quality and safety of pharmaceutical products, this book will be an
invaluable resource for pharmaceutical and analytical scientists as well as medicinal chemists.

About the Author
Dr. Min Li is an Associate Director at Analytical Chemistry in Development and Supply - Supply Analytical
Sciences Department of Merck & Co., Inc. He has led technical teams of senior-level scientists (Senior and
Principal Scientists) for various analytical and pharmaceutical manufacturing process investigation and
troubleshooting, impurity peak identification, study of drug degradation mechanisms, analytical method
development, validation, specification setting, and support for new drug filing. He graduated from Fudan
University and received his Ph.D. in Organic Chemistry from Johns Hopkins University, followed by a
postdoctoral research at University of Illinois at Chicago in medicinal chemistry. Dr. Li was a Principal



Scientist at Roche (1995 - 1998), a Scientific Fellow at Merck (1998 - 2005), and a manager at Schering-
Plough (2005 - 2010). He was president of Sino-American Pharmaceutical Professionals Association
(SAPA) between 2003 and 2004. Dr. Li is the first/primary author of more than 40 publications in a multi-
disciplinary arena including organic, medicinal, bioconjugate, and analytical chemistry, as well as mass
spectrometry. He has been invited to present in numerous international scientific meetings and conferences.

Users Review

From reader reviews:

Wanda Sousa:

Have you spare time to get a day? What do you do when you have much more or little spare time? Yeah, you
can choose the suitable activity intended for spend your time. Any person spent their particular spare time to
take a stroll, shopping, or went to the actual Mall. How about open or even read a book titled Organic
Chemistry of Drug Degradation (Drug Discovery)? Maybe it is for being best activity for you. You realize
beside you can spend your time using your favorite's book, you can smarter than before. Do you agree with
the opinion or you have other opinion?

Aida Zambrana:

Your reading sixth sense will not betray anyone, why because this Organic Chemistry of Drug Degradation
(Drug Discovery) publication written by well-known writer we are excited for well how to make book that
could be understand by anyone who read the book. Written within good manner for you, still dripping wet
every ideas and writing skill only for eliminate your own hunger then you still skepticism Organic Chemistry
of Drug Degradation (Drug Discovery) as good book not merely by the cover but also from the content. This
is one guide that can break don't determine book by its include, so do you still needing yet another sixth
sense to pick that!? Oh come on your studying sixth sense already said so why you have to listening to
another sixth sense.

Lynne Young:

Guide is one of source of understanding. We can add our know-how from it. Not only for students and also
native or citizen want book to know the change information of year to be able to year. As we know those
publications have many advantages. Beside we add our knowledge, also can bring us to around the world.
From the book Organic Chemistry of Drug Degradation (Drug Discovery) we can consider more advantage.
Don't one to be creative people? To get creative person must prefer to read a book. Just choose the best book
that appropriate with your aim. Don't possibly be doubt to change your life at this time book Organic
Chemistry of Drug Degradation (Drug Discovery). You can more desirable than now.

Audra Yoder:

A number of people said that they feel bored stiff when they reading a book. They are directly felt it when
they get a half elements of the book. You can choose often the book Organic Chemistry of Drug Degradation
(Drug Discovery) to make your personal reading is interesting. Your current skill of reading talent is



developing when you just like reading. Try to choose simple book to make you enjoy you just read it and
mingle the idea about book and examining especially. It is to be initial opinion for you to like to start a book
and read it. Beside that the reserve Organic Chemistry of Drug Degradation (Drug Discovery) can to be your
new friend when you're really feel alone and confuse in what must you're doing of these time.
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