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Preface—About this Book

This book represents the culmination of several years of
studying the intersection of patent and FDA law. The
statutes implementing the patent and FDA laws are ex-
tremely complex, and two decades of litigation have flushed
out many but not all of the pertinent issues. The distinguish-
ing feature of this book is that it is intensely practice-focused
and gives extensive depth of discussion to important issues
and nuances. The book is not a piece of academic scholarship
that simply synthesizes cases for easy research but is
divorced from the actual practical considerations of drug
development and litigation. The book starts with the
principles of patent law and patent infringement and then
adds the principles of FDA regulatory law. The remainder of
the book provides the extensive details and the issues sur-
rounding each and every aspect of generic drug develop-
ment, approval, and litigation.

Due to the complexity of the laws governing drug develop-
ment and marketing, this book is written in a style that pre-
sents the important legal issues in a clear manner initially
but then builds upon the issue by adding successive layers of
complexity. Examples and graphic illustrations are used to
clarify complicated points. Cases and statues are cited, where
possible, in their entirety to provide the actual language
cited.

This book is intended for multiple audiences. First, de-
spite its focus on generic drugs, brand-focused companies
and law firms will find this book very useful because it
describes the issues facing generic drug companies. Second,
judges and law clerks will find this useful because the issues
related to managing generic drug patent infringement are
complex and judges and clerks will benefit from the presen-
tation of the issues and the legal precedence supporting
them. Case citations generally include the precise language
quotation. Third, obviously, generic drug companies and law
firms will benefit from the precise details explained herein.
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Finally, finance managers such as hedge-fund and invest-
ment managers will benefit from the explanations and case
studies presented.

It is important for the reader to recognize and understand
that this book does not represent the views of any particular
company, employer, or client, past or present. Moreover, no
reader should attempt to pluck out isolated statements from
this book as any pronouncement of law or fact or as an
industry-accepted practice. In addition, it is recognized that
nothing in this book is applicable to any specific situation or
scenario unless so identified, as a myriad of facts or circum-
stances may apply to any given situation. Nothing in the
book, specifically in its practice tips, imposes obligations on
any company, unless otherwise required by law.
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