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Michael R. Chernickln phase 2 of the drug development process after a drug has shown to satisfy proof of concept on
efficacy aclinical trial is generally run with subjects randomized to a placebo or one of several dose of the drug. This
is done to find the dose that is most effective but still safe for use. This book covers the various methods for
accomplishing thistask. The goal is often to find what is called the maximally tolerated dose (MTD, highest dose
meeting safety requirements). Two of the chapters are devoted to the challenging problem of doing this for oncology
trials. Methods for determining sample size requirements and the need for PK/PD studies are all considered in this
book.

If you have ever wondered when visiting the pharmacy how the dosage of your prescription is determined this book
will answer your questions. Dosing information on drug labels is based on discussion between the pharmaceutical
manufacturer and the drug regulatory agency, and the label is a summary of results obtained from many scientific
experiments. The book introduces the drug development process, the design and the analysis of clinical trials. Many of
the discussions are based on applications of statistical methods in the design and analysis of dose response studies.
Important procedural steps from a pharmaceutical industry perspective are aso examined.

From the reviews: "The book will be of particular interest to statisticians with some pharmaceutical industry
experience who find themselves working on phase |l dose finding problems. It will also be valuable for clinicians and
pharmacokineticists with some statistical background. All chaptersin the book are extensively referenced as they each
do not pretend to exhaust their subject.” Journal of Biopharmaceutical Statistics, Issue #2, 2007 "The book is a
collection of chapters contributed by different authors, each addressing a different aspect of the important problem of
how to identify appropriate doses of medication during the drug development process . Consequently the most
appropriate audience is statisticians and biostatisticians who desire an overview of the medical and regulatory contexts
of the design and analysis of dose response studies . On the whole the individual chapters are well written, and the
book overall isanicereference.” (C. A. Fung, Short Book s, Vol. 26 (2), 2006) "Dose Finding in Drug Devel opment
is acontemporary roadmap to the statistical design and analysis of dose-response studies, particularly those in phases
[1 and 111 of drug development. ...In general, the book is easy to read. ...At roughly $5.71 per chapters, with each
chapter authored by between one and three established experts, the book is a high-yield investment of any reader's
time and money." (Thomas E. Bradstreet, Journal of the American Statistical Association, Vol. 102, No. 477,
2007)From the Back CoverWhen you go to the pharmacy and fill a prescription, have you ever wondered if the dose
of the medication is right for you? Can the dose be too low so that the drug will not work? Can the dose be too high
that it may cause some potential problem? How do people learn about dosing information? This book answers some of
these questions. Dosing information on the drug label is based on discussion and agreement between the
pharmaceutical manufacturer and the drug regulatory agency. A drug label is ahigh level summary of results obtained
from many scientific experiments. Scientists with biological, chemical, medical, or statistical background working in
the pharmaceutical industry designed and executed these experiments to obtain information to help understand the
dosing information. This book introduces the drug development process, the design and analysis of clinical trials.
Many of the discussions are based on applications of statistical methods in the design and analysis of dose response
studies. Although the book is prepared mainly for statisticians/biostatisticians, it also serves as a useful referenceto a
variety of professionals working for the pharmaceutical industry. The potential readers include pharmacokienticists,
clinical scientists, clinical pharmacol ogists, pharmacists, project managers, pharmaceutical scientists, clinicians,
programmers, data managers, regulatory specialists, and study report writers. This book is also a good reference for
professionals working in a drug regulatory environment, for example, the FDA. Scientists and/or reviewers from both
U.S. and foreign drug regulatory agencies can benefit greatly from this book. In addition, statistical and medical
professionals in academia may find this book helpful in understanding the drug development process and practical
concerns in selecting doses for a new drug. Naitee Ting received his Ph. D. in statistics from Colorado State University
in 1987 and joined Pfizer Research right after obtaining his Ph. D. Dr. Ting is currently an Associate Director of
Biostatistics in Pfizer Global Research and Devel opment, supporting clinical development of new drugs. He has over
18 years of experiencesin designing and analyzing late phase clinical trials. During his tenure at Pfizer, Dr. Ting has
published more than 20 statistical papersin peer-reviewed journals and book chapters. He has also taught clinical trials
courses at the University of Connecticut and University of Rhode Island.



