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revised and expanded, with the number of examples illustrating the fundamentals
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Editorial Review

Review

From the reviews of the fourth edition:

“This book is clearly written for students in the arena of health care. Physicians and health care providers can
use it as a reference book. … The organization and structure is good and logical. … it deepens the
understanding of applications of statistical methods and the analysis of clinical trials. Also, it provides a list
of references at the end of each chapter. … In summary, this is an important contribution, providing up-to-
date coverage on clinical trial methodology in a logical and systematic manner.” (Technometrics, Vol. 53
(2), May, 2011)

From the Back Cover
This is the fourth edition of a very successful textbook on clinical trials methodology, written by three
recognized experts who have long and extensive experience in all areas of clinical trials. Most chapters have
been revised considerably from the third edition. A chapter on ethics has been added and topics such as
noninferiority and adaptive designs now receive considerable discussion. There is much new material on
adverse events, adherence, data monitoring, and issues in analysis. This book is intended for the clinical
researcher who is interested in designing a clinical trial and developing a protocol. It is also of value to
researchers and practitioners who must critically evaluate the literature of published clinical trials and assess
the merits of each trial and the implications for the care and treatment of patients. The authors use numerous
examples of published clinical trials from a variety of medical disciplines to illustrate the fundamentals. The
text is organized sequentially from defining the question to trial closeout. One chapter is devoted to each of
the critical areas to aid the clinical trial researcher. These areas include pre-specifying the scientific questions
to be tested and appropriate outcome measures, determining the organizational structure, estimating an
adequate sample size, specifying the randomization procedure, implementing the intervention and visit
schedules for participant evaluation, establishing an interim data and safety monitoring plan, detailing the
final analysis plan, and reporting the trial results according to the pre-specified objectives. Although a basic
introductory statistics course is helpful in maximizing the benefit of this book, a researcher or practitioner
with limited statistical background would still find most if not all the chapters understandable and helpful.
While the technical material has been kept to a minimum, the statistician may still find the principles and
fundamentals presented in this text useful. This book has been successfully used for teaching courses in
clinical trial methodology.

About the Author
Lawrence M. Friedman is Marion Rice Kirkwood Professor at Stanford Law School. He is the author, among
other works, of A History of American Law; The Legal System: A Social Science Perspective; Crime and
Punishment in American History; and The Human Rights Culture.

Users Review

From reader reviews:
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Jodie Long:

Reading a e-book can be one of a lot of exercise that everyone in the world adores. Do you like reading book
therefore. There are a lot of reasons why people enjoy it. First reading a book will give you a lot of new
facts. When you read a guide you will get new information simply because book is one of many ways to
share the information or perhaps their idea. Second, examining a book will make you more imaginative.
When you reading through a book especially fictional book the author will bring someone to imagine the
story how the characters do it anything. Third, you could share your knowledge to other individuals. When
you read this Fundamentals of Clinical Trials, you can tells your family, friends along with soon about yours
reserve. Your knowledge can inspire others, make them reading a reserve.

William Leininger:

As we know that book is important thing to add our knowledge for everything. By a reserve we can know
everything we really wish for. A book is a range of written, printed, illustrated or blank sheet. Every year has
been exactly added. This reserve Fundamentals of Clinical Trials was filled regarding science. Spend your
spare time to add your knowledge about your scientific research competence. Some people has several feel
when they reading some sort of book. If you know how big benefit of a book, you can truly feel enjoy to read
a publication. In the modern era like right now, many ways to get book that you wanted.

Ellis Cook:

As a student exactly feel bored for you to reading. If their teacher questioned them to go to the library or to
make summary for some book, they are complained. Just very little students that has reading's internal or real
their passion. They just do what the professor want, like asked to go to the library. They go to at this time
there but nothing reading really. Any students feel that reading through is not important, boring along with
can't see colorful pictures on there. Yeah, it is to become complicated. Book is very important for yourself.
As we know that on this period of time, many ways to get whatever we really wish for. Likewise word says,
many ways to reach Chinese's country. Therefore , this Fundamentals of Clinical Trials can make you sense
more interested to read.

Hayden Wolfe:

Many people said that they feel uninterested when they reading a e-book. They are directly felt that when
they get a half portions of the book. You can choose typically the book Fundamentals of Clinical Trials to
make your current reading is interesting. Your skill of reading expertise is developing when you such as
reading. Try to choose basic book to make you enjoy to study it and mingle the sensation about book and
studying especially. It is to be very first opinion for you to like to open up a book and examine it. Beside that
the publication Fundamentals of Clinical Trials can to be your new friend when you're really feel alone and
confuse with the information must you're doing of the time.
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