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This is the fifth edition of a very successful textbook on clinical trials methodology, written by recognized
leaders who have long and extensive experience in all areas of clinical trials. The three authors of the first
four editions have been joined by two others who add great expertise. Most chapters have been revised
considerably from the fourth edition. A chapter on regulatory issues has been included and the chapter on
data monitoring has been split into two and expanded. Many contemporary clinical trial examples have been
added. There is much new material on adverse events, adherence, issues in analysis, electronic data, data
sharing and international trials.

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 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.  
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From reader reviews:

Todd Quesinberry:

In this 21st one hundred year, people become competitive in each way. By being competitive now, people
have do something to make these individuals survives, being in the middle of the crowded place and notice
by means of surrounding. One thing that at times many people have underestimated the item for a while is
reading. Sure, by reading a e-book your ability to survive increase then having chance to stand up than other
is high. To suit your needs who want to start reading some sort of book, we give you this particular
Fundamentals of Clinical Trials book as nice and daily reading e-book. Why, because this book is greater
than just a book.

Jaime Howell:

Reading a book to get new life style in this yr; every people loves to learn a book. When you go through a
book you can get a large amount of benefit. When you read publications, you can improve your knowledge,
since book has a lot of information into it. The information that you will get depend on what types of book
that you have read. In order to get information about your research, you can read education books, but if you
want to entertain yourself you can read a fiction books, these kinds of us novel, comics, along with soon. The
Fundamentals of Clinical Trials provide you with a new experience in reading a book.

Lionel Gutierrez:

You could spend your free time to learn this book this guide. This Fundamentals of Clinical Trials is simple
to create you can read it in the park your car, in the beach, train and soon. If you did not possess much space
to bring the printed book, you can buy the e-book. It is make you quicker to read it. You can save often the
book in your smart phone. Therefore there are a lot of benefits that you will get when one buys this book.

Patrice Eubanks:

That book can make you to feel relax. That book Fundamentals of Clinical Trials was vibrant and of course
has pictures on the website. As we know that book Fundamentals of Clinical Trials has many kinds or genre.
Start from kids until teens. For example Naruto or Investigator Conan you can read and believe you are the
character on there. Therefore , not at all of book are generally make you bored, any it offers up you feel
happy, fun and chill out. Try to choose the best book for yourself and try to like reading in which.
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