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Fundamental Concepts for New Clinical Trialists describes the core scientific concepts of designing, data
monitoring, analyzing, and reporting clinical trials as well as the practical aspects of trials not typically
discussed in statistical methodology textbooks.

The first section of the book provides background information about clinical trials. It defines and compares
clinical trials to other types of research studies and discusses clinical trial phases, registration, the protocol
document, ethical issues, product development, and regulatory processes. It also includes a special chapter
outlining the valuable attributes that statisticians can develop to maximize their contributions to a clinical
trial.

The second section examines scientific issues faced in each progressive step of a clinical trial. It covers
issues in trial design, such as randomization, blinding, control-group selection, endpoint selection,
superiority versus noninferiority, and parallel group versus crossover designs; data monitoring; analyses of
efficacy, safety, and benefit-risk; and the reporting/publication of clinical trial results.

As clinical trials remain the gold standard research studies for evaluating the effects of a medical
intervention, newcomers to the field must have a fundamental understanding of the concepts to tackle real-
world issues in all stages of trials. Drawing on their experiences in academia and industry, the authors
provide a foundation for understanding the fundamental concepts necessary for working in clinical trials.
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From reader reviews:

Jeff Williams:

The book Fundamental Concepts for New Clinical Trialists (Chapman & Hall/CRC Biostatistics Series)
make one feel enjoy for your spare time. You can utilize to make your capable more increase. Book can to
get your best friend when you getting pressure or having big problem with your subject. If you can make
studying a book Fundamental Concepts for New Clinical Trialists (Chapman & Hall/CRC Biostatistics
Series) for being your habit, you can get considerably more advantages, like add your current capable,
increase your knowledge about some or all subjects. You may know everything if you like open up and read
a book Fundamental Concepts for New Clinical Trialists (Chapman & Hall/CRC Biostatistics Series). Kinds
of book are several. It means that, science book or encyclopedia or other folks. So , how do you think about
this reserve?

Katherine Herron:

A lot of people always spent their very own free time to vacation or go to the outside with them family
members or their friend. Are you aware? Many a lot of people spent they will free time just watching TV, or
even playing video games all day long. In order to try to find a new activity this is look different you can
read any book. It is really fun for you personally. If you enjoy the book that you read you can spent all day
every day to reading a book. The book Fundamental Concepts for New Clinical Trialists (Chapman &
Hall/CRC Biostatistics Series) it is very good to read. There are a lot of people that recommended this book.
They were enjoying reading this book. In case you did not have enough space bringing this book you can
buy the e-book. You can m0ore simply to read this book from a smart phone. The price is not very costly but
this book offers high quality.

Shalon Fisk:

Your reading sixth sense will not betray a person, why because this Fundamental Concepts for New Clinical
Trialists (Chapman & Hall/CRC Biostatistics Series) book written by well-known writer who knows well
how to make book which might be understand by anyone who all read the book. Written inside good manner
for you, leaking every ideas and producing skill only for eliminate your hunger then you still question
Fundamental Concepts for New Clinical Trialists (Chapman & Hall/CRC Biostatistics Series) as good book
not merely by the cover but also by the content. This is one publication that can break don't ascertain book
by its handle, so do you still needing an additional sixth sense to pick this particular!? Oh come on your
reading sixth sense already told you so why you have to listening to an additional sixth sense.

Melvin Smith:

Are you kind of stressful person, only have 10 as well as 15 minute in your morning to upgrading your mind
expertise or thinking skill actually analytical thinking? Then you are having problem with the book as
compared to can satisfy your short period of time to read it because pretty much everything time you only



find guide that need more time to be read. Fundamental Concepts for New Clinical Trialists (Chapman &
Hall/CRC Biostatistics Series) can be your answer mainly because it can be read by anyone who have those
short spare time problems.
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