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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:

Pamela Adair:

People live in this new morning of lifestyle always try and and must have the time or they will get wide
range of stress from both way of life and work. So , when we ask do people have spare time, we will say
absolutely sure. People is human not really a robot. Then we consult again, what kind of activity have you
got when the spare time coming to you actually of course your answer will certainly unlimited right. Then do
you try this one, reading publications. It can be your alternative inside spending your spare time, the
particular book you have read is usually Statistical Design and Analysis of Clinical Trials: Principles and
Methods (Chapman & Hall/CRC Biostatistics Series).

Cornell Smith:

In this period of time globalization it is important to someone to acquire information. The information will
make someone to understand the condition of the world. The health of the world makes the information
easier to share. You can find a lot of recommendations to get information example: internet, classifieds,
book, and soon. You can view that now, a lot of publisher this print many kinds of book. The actual book
that recommended to you is Statistical Design and Analysis of Clinical Trials: Principles and Methods
(Chapman & Hall/CRC Biostatistics Series) this publication consist a lot of the information in the condition
of this world now. This specific book was represented how does the world has grown up. The language



styles that writer require to explain it is easy to understand. The writer made some study when he makes this
book. That's why this book appropriate all of you.

Carol Berry:

As a student exactly feel bored to help reading. If their teacher requested them to go to the library in order to
make summary for some book, they are complained. Just small students that has reading's heart or real their
interest. They just do what the teacher want, like asked to go to the library. They go to presently there but
nothing reading significantly. Any students feel that studying is not important, boring and can't see colorful
pics on there. Yeah, it is for being complicated. Book is very important for you personally. As we know that
on this time, many ways to get whatever you want. Likewise word says, ways to reach Chinese's country.
Therefore this Statistical Design and Analysis of Clinical Trials: Principles and Methods (Chapman &
Hall/CRC Biostatistics Series) can make you feel more interested to read.

Nolan Russell:

Guide is one of source of knowledge. We can add our understanding from it. Not only for students but also
native or citizen will need book to know the update information of year for you to year. As we know those
books have many advantages. Beside we all add our knowledge, also can bring us to around the world.
Through the book Statistical Design and Analysis of Clinical Trials: Principles and Methods (Chapman &
Hall/CRC Biostatistics Series) we can have more advantage. Don't one to be creative people? Being creative
person must love to read a book. Merely choose the best book that suitable with your aim. Don't end up
being doubt to change your life at this time book Statistical Design and Analysis of Clinical Trials: Principles
and Methods (Chapman & Hall/CRC Biostatistics Series). You can more pleasing than now.
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