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3 of 5 people found the following review helpful. Terrible print qualityBy JHThe print quality of this book isterrible. |
returned the first copy thinking | just got abad copy. Thiswas not the case. It looks like the book was printed as the
ink was running out. Some letters are only partially there. Thisis aproblem for amathematical text that uses Greek as
well as Roman letters. Chapman Hall Books should be ashamed.6 of 6 people found the following review helpful.
modern approaches to mutliple comparisions applied to the pharmaceutical industryBy Michael R. ChernickThisisa
brand new text with applications to the pharmaceutical industry. Mutiple Testing problems are of great importance to
the FDA in reviewing new drug applications and also in genetics and bioinformatics. Thisis evident in the many
recent texts on the topic. Thisis another one of the fine texts in the biostatistics series that Professor Shein Chow edits
for Chapman Hall/CRC. The book editors Dmitrienko, Tamhane and Bretz are well known for their work in this area
and in addition to editing and organizing the text they are also major contributors to the chapters. Tamhane, Hsu and
Westfall have each written recent texts on multiple testing that include the modern advances over the traditional
methods of Scheffe, Tukey and Dunnett and the classical text Simultaneous Statistical Inference by Rupert Miller.
Tamhane is an academic, while Dmitrienko and bretz are internationally knwo statisticians who work in the
pharmaceutical industry. The first chapter of the book provides the FDA perspective and is coauthored by an FDA
statistician Mohammad Hugue Chapter 2 provides a broad picture of the various multiple comparison methods and is
an extensive chapter written by the three editors and Brian Wiens, Peter Westfall, James Troendle and Jason Hsu. It
includes at the end a section on software implementation in SAS and R. This chapter provides the foundation for the
rest of the book.Chapter 3 specializes to dose response problems that are important in phase I of clinical trial research
in the pharmaceutical industry. In recent years pharmaceutical companies strive to add more and more indications on
the label for adrug. In some cases this requires special phase IV trias but well-planned phase I11 trials that incorporate
hierarchical step-down procedures can often be used to get several of the most important endpoints accepted. These
multiple endpoint trials are becoming more and more common. Many of these methods control the familywise type |
error rate. More general concepts such as false discovery rate make it possible to control the number of mistakes while
testing avery large number of statistical hypotheses as often comes up with microarrays.Gatekeeping procedures
which generalize the hierarchical stepdown procedures are the subject of Chapter 5. Chapter 6 covers the adaptive
designs that are becoming more and more common and popular. Case studies are also included. Chapter 7 isthe final
chapter and it covers microarray experiments and pharmacogenomics.2 of 2 people found the following review
helpful. Needs worked examplesBy RonLevThisis awell-written book by the mastersin the field of multiplicity
testing in clinical trials. However, the examples described throughout the book are only described, they are not solved.
A few solutions appear on the accompanying website, but thisis not what one would want to pay $80+ for, and it does
not help support the pedagogical value of the text. Perhaps Alex Dmitrienko should consider writing a workbook that
could accompany the text and provide a more comprehensive collection of worked examples using SAS and R.RonLev

Useful Statistical Approaches for Addressing Multiplicity Issueslncludes practical examples from recent trials
Bringing together leading statisticians, scientists, and clinicians from the pharmaceutical industry, academia, and
regulatory agencies, Multiple Testing Problemsin Pharmaceutical Statistics explores the rapidly growing area of
multiple comparison research with an emphasis on pharmaceutical applications. In each chapter, the expert
contributors describe important multiplicity problems encountered in pre-clinical and clinical trial settings. The book
begins with a broad introduction from a regulatory perspective to different types of multiplicity problems that
commonly arise in confirmatory controlled clinical trials, before giving an overview of the concepts, principles, and
procedures of multiple testing. It then presents statistical methods for analyzing clinical dose response studies that
compare several dose levels with a control as well as statistical methods for analyzing multiple endpointsin clinical
trials. After covering gatekeeping procedures for testing hierarchically ordered hypotheses, the book discusses
statistical approaches for the design and analysis of adaptive designs and related confirmatory hypothesis testing
problems. The final chapter focuses on the design of pharmacogenomic studies based on established statistical
principles. It also describes the analysis of data collected in these studies, taking into account the numerous
multiplicity issues that occur. This volume explains how to solve critical issues in multiple testing encountered in pre-
clinical and clinical trial applications. It presents the necessary statistical methodology, along with examples and
software code to show how to use the methods in practice.

" the book iswell written and covers awide range of clinical trial settings in which multiple testing issues arise.
Descriptions of the procedures are supported with clinical trial-related examples, with many of the chapters providing
guidance into the implementation in commonly used software applications (SAS and R), making the book a useful tool
for biostatisticians dealing with multiple testing problemsin clinical trials. Each chapter begins with an overview of
the multiple testing issues faced within different clinical tria settings, which may be of interest to clinical tria
practitioners. the book is recommended as an initial handbook for biostatisticians who wish to understand more about
multiple testing control within clinical trials." Rebecca Finch, Pharmaceutical Statistics, 2014 This book offers a
detailed overview of multiple testing methodol ogies with examples from clinical studies, advice pertaining to



regulatory guidelines, and software implementation. What makes this book such a valuable resourceis its emphasis on
recent developments.Sylvia Tamara Lenz, Statistical Papers (2012) 53 All chaptersin the book are well written and
the methodologies are nicely introduced. To the best of the reviewers knowledge, many procedures considered are
neither mentioned nor covered in other textbooks. In particular, the diversity of different areas being covered in this
bookstarting from regulatory issues, up to dose-response problems and ending in microarray experimentsis
remarkable. Since real data examples and software codes are available, the textbook is a very useful learning tool. this
book can be highly recommended.Frank Konietschke, Biometrical Journal, 54, 2012 This book is an important
contribution to the increasing literature about multiple testing. The book focuses on pharmaceutical statistics with
emphasis on clinical research. The methodology and applications described are nonethel ess relevant to other fields.
The books strength lies in the completeness in the topics covered and the updated nature of material presented. Most of
the recently developed methods are results of investigations by the books authors, who are the leading scientistsin the
field. | find this book well structured and having fairly well-interconnected chapters. Thiswork has been conceived to
suit perfectly the bookshelf of aclinical statistician in the pharmaceutical sector and is a valuable resource and
reference for statisticians who are interested in the subject.Gonzal o Durn Pacheco and F. Hoffmann-La Roche, Journal
of the Royal Statistical Society: Series A, Vol. 174, October 2011 The book presents the subject matter in away that is
very thorough and is written by some of the top researchersin the field. the book is agood one and libraries should be
encouraged to purchase a copy. It will be useful to those researchers in both the biomedical and statistics fields.
Practising statisticiansin industry stand to benefit most from the book because of its completeness.Isaac Dialsingh,
Journal of Applied Statistics, 2011 The first part of the book is a cohesive exploration of the uses of methods of
multiple hypothesis testing. These chapters are understandable for a reader who wants to study multiple testing
methods beyond the post-hoc tests presented in a course on design of experiments. The final chapter provides an
accessible description of problemsin testing data from microarrays.Biometrics, September 2010 If you are a
statistician in the pharmaceutical industry looking for a comprehensive description of multiple testing in aclinical
trial, this book is for you. Each of the main sources of multiplicity in clinical trials, such as several doses, endpaints,
interim analyses etc., are discussed in detail. On the way, you will encounter dose-finding, adaptive designs and even
microarray experiments. The book can undoubtedly be of value to wider groups in fact we would rank it as the best
book on multiplicity given its up-to-date material the book certainly attains its objective of being a modern summary
of the approaches to multiplicity issues primarily in clinical trials, serving as an excellent guide for those who find
themselves face to face with simultaneous testing and would like to have an overview over possible ways of tackling
the problem. Vera Lisovskaja and Carl-Fredrik Burman, Journal of Biopharmaceutical Statistics, Issue 6, 2010About
the AuthorAlex Dmitrienko is aresearch advisor in Global Statistical Sciences at Eli Lilly and Company in
Indianapalis, Indiana. Ajit C. Tamhane is senior associate dean and professor of industrial engineering and
management sciences in the McCormick School of Engineering and Applied Science at Northwestern University in
[llinois. Frank Bretz is a biometrical fellow of clinical information sciences at Novartis Pharma AG in Switzerland. He
isaso an adjunct professor at Hannover Medical School in Germany.



