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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:

Sharon Broome:

Do you have something that you like such as book? The guide lovers usually prefer to select book like
comic, small story and the biggest the first is novel. Now, why not trying Fundamental Concepts for New
Clinical Trialists (Chapman & Hall/CRC Biostatistics Series) that give your satisfaction preference will be
satisfied by simply reading this book. Reading practice all over the world can be said as the way for people
to know world far better then how they react towards the world. It can't be explained constantly that reading
practice only for the geeky particular person but for all of you who wants to always be success person. So ,
for all you who want to start looking at as your good habit, you could pick Fundamental Concepts for New
Clinical Trialists (Chapman & Hall/CRC Biostatistics Series) become your starter.

Sharon Hardin:

Do you one of the book lovers? If so, do you ever feeling doubt if you are in the book store? Try to pick one
book that you just dont know the inside because don't evaluate book by its handle may doesn't work at this
point is difficult job because you are scared that the inside maybe not as fantastic as in the outside seem
likes. Maybe you answer may be Fundamental Concepts for New Clinical Trialists (Chapman & Hall/CRC
Biostatistics Series) why because the wonderful cover that make you consider regarding the content will not
disappoint a person. The inside or content is usually fantastic as the outside or even cover. Your reading 6th
sense will directly direct you to pick up this book.

Christopher Jaeger:

You are able to spend your free time to see this book this guide. This Fundamental Concepts for New
Clinical Trialists (Chapman & Hall/CRC Biostatistics Series) is simple to create you can read it in the park
your car, in the beach, train along with soon. If you did not possess much space to bring the particular printed
book, you can buy often the e-book. It is make you simpler to read it. You can save the book in your smart
phone. Thus there are a lot of benefits that you will get when one buys this book.

Joseph Mattos:

Is it you actually who having spare time in that case spend it whole day through watching television
programs or just resting on the bed? Do you need something totally new? This Fundamental Concepts for
New Clinical Trialists (Chapman & Hall/CRC Biostatistics Series) can be the response, oh how comes? The
new book you know. You are and so out of date, spending your extra time by reading in this brand-new era is
common not a geek activity. So what these guides have than the others?
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