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Questions revolving around the impurity con-
tent in bulk drug substances and their dosage
forms are central to the successful (or unsuccess-
ful) registration of a chemical entity. Even the
presence of overwhelming favorable clinical trial
results cannot overcome deficiencies in the Chem-
istry and Manufacturing Control section of a new
drug application. Monographs which deal with
this area are often heavily salted with regulatory
citations and references to various ICH docu-
ments in their latest state of revision, but often the
basic science is given all too short shrift. The
present volume represents a most welcome presen-
tation of a large body of fundamental information
regarding impurities in pharmaceuticals.

The first chapter provides an overview, wherein
the contents of the following eight chapters are
defined in a clear and concise manner. Each sec-
tion in the overview has the same name as a
subsequent chapter, so prudent readers will con-
sult the overview before proceeding on to the
more detailed expositions which follow.

The other chapters in this volume are entitled,
‘Regulations and Requirements for Controlling
Impurities’, ‘Isolation and Characterization’, ‘An-

alytical Methodology’, ‘Synthesis-Related Impuri-
ties’, ‘Pharmaceutical Formulation-Related
Impurities’, ‘Kinetic Studies’, ‘Stability Studies’,
and ‘Applications’. Each chapter provides an ade-
quate coverage of the described topic, although
more extensive citation of leading literature refer-
ences (especially general review articles) would
have been desirable. Workers in any analytical
area will happily find that the chapter dealing
with applications is the most extensive.

The present volume provides a short and com-
pact introduction to the topics that concern the
qualification of impurity species in bulk drug sub-
stances and dosage forms. The old procedure of
impurity generation, isolation, identification, and
quantitation is certainly broadstroked in this
book. Workers who have executed such studies in
the past will find that this book summarizes what
they should already know, but those coming into
the field will benefit from its introductory stance.
The greatest application of this new volume
would be in courses covering pharmaceutical
analysis, and I would urge its consideration as a
text (or supplement) for such courses.
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