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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 regul atory 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 Devel opment: 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 areference 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 arolein determining whether a new chemical entity with
demonstrated pharmacol ogical activity should progressto 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 Il: Lead Optimization Strategies

- Part I11: 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 aleading expert, examines a specific discipline, such as ADME and
pharmacokinetics, bioanalysis, safety pharmacol ogy, toxicology and toxicokinetics, chemistry/manufacturing
and controls (CMC), and exploratory INDs. Authors explore strategies, study designs, challenges, and
decision-making criteriafor 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 itstarget patient
population. In addition, most chapters guide readers through relevant international regulatory guidelines and
reguirements 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 Principa of Cayen Pharmaceutical Consulting, LLC, afirm that advises
pharmaceutical companiesin nonclinical and clinical drug devel op-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:
Jeffrey Nathanson:

Why don't make it to be your habit? Right now, try to prepare your time to do the important take action, like
looking for your favorite guide and reading a publication. Beside you can solve your trouble; you can add
your knowledge by the reserve entitled Early Drug Development: Strategies and Routes to First-in-Human
Trials. Try to face the book Early Drug Development: Strategies and Routes to First-in-Human Trials as your
close friend. It meansthat it can for being your friend when you really feel aone and beside associated with
course make you smarter than previously. Y eah, it isvery fortuned to suit your needs. The book makes you
much more confidence because you can know every little thing by the book. So , let's make new experience
along with knowledge with this book.

Sandra Passmore;

Hey guys, do you wants to finds a new book to see? May be the book with the name Early Drug
Development: Strategies and Routes to First-in-Human Trials suitable to you? Typically the book was
written by well known writer in this era. The actual book untitled Early Drug Development: Strategies and
Routes to First-in-Human Trialsis the one of several books that will everyone read now. This particular book
was inspired lots of people in the world. When you read this guide you will enter the new way of measuring
that you ever know previousto. The author explained their ideain the simple way, therefore all of people can
easily to comprehend the core of this reserve. This book will give you awide range of information about this
world now. To help you see the represented of the world within this book.

Florence Williams:

This Early Drug Development: Strategies and Routes to First-in-Human Trials is completely new way for
you who has attention to look for some information given it relief your hunger of knowledge. Getting deeper
you upon it getting knowledge more you know otherwise you who still having little digest in reading this
Early Drug Development: Strategies and Routes to First-in-Human Trials can be the light food to suit your
needs because the information inside that book is easy to get through anyone. These books create itself in the
form that is reachable by anyone, yes | mean in the e-book form. People who think that in book form make
them feel sleepy even dizzy thisreserveisthe answer. So thereisn't any in reading a e-book especially this
one. You can find actually looking for. It should be here for you actually. So , don't missit! Just read this e-
book type for your better life and also knowledge.

Tracy Laflamme:

A lot of book has printed but it is different. Y ou can get it by web on social media. Y ou can choose the best
book for you, science, amusing, novel, or whatever by means of searching from it. It isreferred to as of book
Early Drug Development: Strategies and Routesto First-in-Human Trials. Contain your knowledge by it.
Without making the printed book, it can add your knowledge and make you happier to read. It is most crucial
that, you must aware about publication. It can bring you from one location to other place.
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