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Statistical Design and Analysis of Clinical Trials: Principles and Methods
concentrates on the biostatistics component of clinical trials. Developed from the
authors’ courses taught to public health and medical students, residents, and
fellows during the past 15 years, the text shows how biostatistics in clinical trials
is an integration of many fundamental scientific principles and statistical
methods.

Teach Your Students How to Design, Monitor, and Analyze Clinical Trials

The book begins with ethical and safety principles, core trial design concepts, the
principles and methods of sample size and power calculation, and analysis of
covariance and stratified analysis. It then focuses on sequential designs and
methods for two-stage Phase II cancer trials to Phase III group sequential trials,
covering monitoring safety, futility, and efficacy. The authors also discuss the
development of sample size reestimation and adaptive group sequential
procedures, explain the concept of different missing data processes, and describe
how to analyze incomplete data by proper multiple imputations.

Turn Your Students into Better Clinical Trial Investigators

This text reflects the academic research, commercial development, and public
health aspects of clinical trials. It gives students a multidisciplinary
understanding of the concepts and techniques involved in designing and
analyzing various types of trials. The book’s balanced set of homework
assignments and in-class exercises are appropriate for students in (bio)statistics,
epidemiology, medicine, pharmacy, and public health.
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Statistical Design and Analysis of Clinical Trials: Principles and Methods concentrates on the
biostatistics component of clinical trials. Developed from the authors’ courses taught to public health and
medical students, residents, and fellows during the past 15 years, the text shows how biostatistics in clinical
trials is an integration of many fundamental scientific principles and statistical methods.

Teach Your Students How to Design, Monitor, and Analyze Clinical Trials

The book begins with ethical and safety principles, core trial design concepts, the principles and methods of
sample size and power calculation, and analysis of covariance and stratified analysis. It then focuses on
sequential designs and methods for two-stage Phase II cancer trials to Phase III group sequential trials,
covering monitoring safety, futility, and efficacy. The authors also discuss the development of sample size
reestimation and adaptive group sequential procedures, explain the concept of different missing data
processes, and describe how to analyze incomplete data by proper multiple imputations.

Turn Your Students into Better Clinical Trial Investigators

This text reflects the academic research, commercial development, and public health aspects of clinical trials.
It gives students a multidisciplinary understanding of the concepts and techniques involved in designing and
analyzing various types of trials. The book’s balanced set of homework assignments and in-class exercises
are appropriate for students in (bio)statistics, epidemiology, medicine, pharmacy, and public health.
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Editorial Review

About the Author

Weichung Joe Shih, PhD, is professor and chair of the Department of Biostatistics in the Rutgers School of
Public Health at Rutgers University, and director of the Biometrics Division at the Rutgers Cancer Institute
of New Jersey. He is an elected fellow of the American Statistical Association and an elected member of the
International Statistical Institute. He served on the advisory board of the U.S. FDA for reviewing new drug
applications and was associate editor of professional journals, including Statistics in Medicine, Controlled
Clinical Trials, Clinical Cancer Research, Statistics in Biopharmaceutical Research, and Statistics in
Bioscience. His research interests include adaptive designs and missing data issues.

Joseph Aisner, MD, is a professor of medicine and a professor of environmental and occupational medicine
at the Robert Wood Johnson Medical School of Rutgers University, director of the Medical Oncology Unit at
the Robert Wood Johnson University Hospital, and co-leader of the Clinical Investigations Program at the
Rutgers Cancer Institute of New Jersey. He is a fellow of the American College of Physicians and the
American Society of Clinical Oncology. He serves on and chairs several National Data Monitoring
Committees and has served on the editorial board of multiple journals, including Journal of Clinical
Oncology, Cancer Therapeutics, Medical Oncology, Clinical Cancer Research, and Hematology-Oncology
Today. His research interests include cancer clinical trials and evaluation of therapeutic interventions.

Users Review

From reader reviews:

Gregory Stclair:

In other case, little men and women like to read book Statistical Design and Analysis of Clinical Trials:
Principles and Methods (Chapman & Hall/CRC Biostatistics Series). You can choose the best book if you
want reading a book. Given that we know about how is important a book Statistical Design and Analysis of
Clinical Trials: Principles and Methods (Chapman & Hall/CRC Biostatistics Series). You can add
understanding and of course you can around the world with a book. Absolutely right, because from book you
can realize everything! From your country until finally foreign or abroad you may be known. About simple
matter until wonderful thing you could know that. In this era, we can open a book or perhaps searching by
internet system. It is called e-book. You need to use it when you feel bored to go to the library. Let's learn.

Teresa Raap:

The particular book Statistical Design and Analysis of Clinical Trials: Principles and Methods (Chapman &
Hall/CRC Biostatistics Series) will bring that you the new experience of reading the book. The author style
to describe the idea is very unique. Should you try to find new book to learn, this book very acceptable to
you. The book Statistical Design and Analysis of Clinical Trials: Principles and Methods (Chapman &
Hall/CRC Biostatistics Series) is much recommended to you to see. You can also get the e-book from the
official web site, so you can more readily to read the book.



Mike Greene:

Reading can called brain hangout, why? Because while you are reading a book mainly book entitled
Statistical Design and Analysis of Clinical Trials: Principles and Methods (Chapman & Hall/CRC
Biostatistics Series) your thoughts will drift away trough every dimension, wandering in every aspect that
maybe unknown for but surely will become your mind friends. Imaging each word written in a guide then
become one web form conclusion and explanation that maybe you never get before. The Statistical Design
and Analysis of Clinical Trials: Principles and Methods (Chapman & Hall/CRC Biostatistics Series) giving
you an additional experience more than blown away your thoughts but also giving you useful data for your
better life within this era. So now let us demonstrate the relaxing pattern at this point is your body and mind
are going to be pleased when you are finished looking at it, like winning an activity. Do you want to try this
extraordinary spending spare time activity?

Eugene Howard:

As we know that book is essential thing to add our expertise for everything. By a e-book we can know
everything you want. A book is a pair of written, printed, illustrated as well as blank sheet. Every year had
been exactly added. This publication Statistical Design and Analysis of Clinical Trials: Principles and
Methods (Chapman & Hall/CRC Biostatistics Series) was filled in relation to science. Spend your extra time
to add your knowledge about your scientific research competence. Some people has several feel when they
reading the book. If you know how big good thing about a book, you can really feel enjoy to read a reserve.
In the modern era like at this point, many ways to get book that you wanted.
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