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The focus of early drug development has been the submission of an
Investigational New Drug application to regulatory agencies. Early Drug
Development: Strategies and Routes to First-in-Human Trials guides drug
development organizations in preparing and submitting an Investigational New
Drug (IND) application. By explaining the nuts and bolts of preclinical
development activities and their interplay in effectively identifying successful
clinical candidates, the book helps pharmaceutical scientists determine what
types of discovery and preclinical research studies are needed in order to support
a submission to regulatory agencies.
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The focus of early drug development has been the submission of an Investigational New Drug application to
regulatory agencies. Early Drug Development: Strategies and Routes to First-in-Human Trials guides drug
development organizations in preparing and submitting an Investigational New Drug (IND) application. By
explaining the nuts and bolts of preclinical development activities and their interplay in effectively
identifying successful clinical candidates, the book helps pharmaceutical scientists determine what types of
discovery and preclinical research studies are needed in order to support a submission to regulatory agencies.
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Editorial Review

Review
"As such, it may serve both as an introduction for newcomers but also as a reference for the more
experienced ... The reader will find valuable advice on how to find the best strategy towards entry into the
clinic." (ChemMedChem, 2011)

From the Back Cover
Learn how to improve your odds of developing a successful drug candidate

Drug development is a highly resource intensive effort. The high attrition rate during nonclinical and
especially clinical evaluation demands that the candidate drug selection process be as cost and time effective
as possible. Focusing on the critical early stages of drug development, this book guides investigators through
the continuum of disciplines that play a role in determining whether a new chemical entity with
demonstrated pharmacological activity should progress to clinical evaluation in human subjects. Moreover, it
will help them prepare and submit an Investigational New Drug (IND) application.

The book is divided into five parts:

Part I: Introduction●

Part II: Lead Optimization Strategies●

Part III: Bridging from Discovery to Development●

Part IV: Pre-IND Drug Development●

Part V: Planning the First-in-Human Study and Regulatory Submission●

Each chapter, written by a leading expert, examines a specific discipline, such as ADME and
pharmacokinetics, bioanalysis, safety pharmacology, toxicology and toxicokinetics, chemistry/manufacturing
and controls (CMC), and exploratory INDs. Authors explore strategies, study designs, challenges, and
decision-making criteria for both small molecules and, where relevant, biopharmaceutics, offering specific
examples for illustration. They also discuss the interdisciplinary coordination needed to develop a candidate
drug that has the best potential of demonstrating a high level of efficacy and safety in its target patient
population. In addition, most chapters guide readers through relevant international regulatory guidelines and
requirements to help streamline the approval process.

This book is recommended for all investigators involved in nonclinical and clinical drug development,
helping them focus their scientific efforts and resources on the best drug candidates and mini

About the Author
MITCHELL N. CAYEN, PhD, is Principal of Cayen Pharmaceutical Consulting, LLC, a firm that advises
pharmaceutical companies in nonclinical and clinical drug develop-ment, with specific focus on candidate
drug selection, discovery, drug metabolism and pharmacokinetics, drug development strategies, and
regulatory submissions. Previously, he was senior director of drug metabolism and pharmacokinetics at
Schering-Plough Research Institute.



Users Review

From reader reviews:

Carolyn Livingston:

Have you spare time for the day? What do you do when you have much more or little spare time? That's
why, you can choose the suitable activity to get spend your time. Any person spent their spare time to take a
walk, shopping, or went to often the Mall. How about open or read a book allowed Early Drug Development:
Strategies and Routes to First-in-Human Trials? Maybe it is to become best activity for you. You realize
beside you can spend your time along with your favorite's book, you can better than before. Do you agree
with the opinion or you have some other opinion?

Wilhelmina Kane:

The ability that you get from Early Drug Development: Strategies and Routes to First-in-Human Trials is the
more deep you rooting the information that hide into the words the more you get enthusiastic about reading
it. It doesn't mean that this book is hard to be aware of but Early Drug Development: Strategies and Routes
to First-in-Human Trials giving you thrill feeling of reading. The copy writer conveys their point in specific
way that can be understood through anyone who read the idea because the author of this reserve is well-
known enough. This kind of book also makes your vocabulary increase well. Making it easy to understand
then can go together with you, both in printed or e-book style are available. We highly recommend you for
having this particular Early Drug Development: Strategies and Routes to First-in-Human Trials instantly.

Lawrence Abbate:

Information is provisions for individuals to get better life, information presently can get by anyone at
everywhere. The information can be a information or any news even restricted. What people must be
consider whenever those information which is from the former life are challenging be find than now's taking
seriously which one is suitable to believe or which one the actual resource are convinced. If you get the
unstable resource then you obtain it as your main information you will see huge disadvantage for you. All
those possibilities will not happen within you if you take Early Drug Development: Strategies and Routes to
First-in-Human Trials as your daily resource information.

Brenda Moulton:

As a university student exactly feel bored to reading. If their teacher expected them to go to the library or
even make summary for some publication, they are complained. Just tiny students that has reading's spirit or
real their hobby. They just do what the educator want, like asked to go to the library. They go to presently
there but nothing reading very seriously. Any students feel that reading through is not important, boring
along with can't see colorful pictures on there. Yeah, it is for being complicated. Book is very important to
suit your needs. As we know that on this period of time, many ways to get whatever we really wish for.
Likewise word says, ways to reach Chinese's country. Therefore this Early Drug Development: Strategies
and Routes to First-in-Human Trials can make you truly feel more interested to read.
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