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Now viewed as its own scientific discipline, clinical trial methodology encompasses the methods required for
the protection of participants in a clinical trial and the methods necessary to provide a valid inference about
the objective of the trial. Drawing from the authors’ courses on the subject as well as the first author’s more
than 30 years working in the pharmaceutical industry, Clinical Trial Methodology emphasizes the
importance of statistical thinking in clinical research and presents the methodology as a key component of
clinical research.

From ethical issues and sample size considerations to adaptive design procedures and statistical analysis, the
book first covers the methodology that spans every clinical trial regardless of the area of application. Crucial
to the generic drug industry, bioequivalence clinical trials are then discussed. The authors describe a parallel
bioequivalence clinical trial of six formulations incorporating group sequential procedures that permit
sample size re-estimation. The final chapters incorporate real-world case studies of clinical trials from the
authors’ own experiences. These examples include a landmark Phase III clinical trial involving the treatment
of duodenal ulcers and Phase III clinical trials that contributed to the first drug approved for the treatment of
Alzheimer’s disease.

Aided by the U.S. FDA, the U.S. National Institutes of Health, the pharmaceutical industry, and academia,
the area of clinical trial methodology has evolved over the last six decades into a scientific discipline. This
guide explores the processes essential for developing and conducting a quality clinical trial protocol and
providing quality data collection, biostatistical analyses, and a clinical study report, all while maintaining the
highest standards of ethics and excellence.
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From reader reviews:

Robert Arnett:

Clinical Trial Methodology (Chapman & Hall/CRC Biostatistics Series) can be one of your beginner books
that are good idea. We all recommend that straight away because this reserve has good vocabulary that could
increase your knowledge in language, easy to understand, bit entertaining but delivering the information. The
writer giving his/her effort to get every word into pleasure arrangement in writing Clinical Trial
Methodology (Chapman & Hall/CRC Biostatistics Series) although doesn't forget the main level, giving the
reader the hottest along with based confirm resource information that maybe you can be one among it. This
great information can certainly drawn you into brand new stage of crucial thinking.

Ronna Rutledge:

Your reading sixth sense will not betray a person, why because this Clinical Trial Methodology (Chapman &
Hall/CRC Biostatistics Series) reserve written by well-known writer who really knows well how to make
book that could be understand by anyone who else read the book. Written in good manner for you, leaking
every ideas and publishing skill only for eliminate your hunger then you still hesitation Clinical Trial
Methodology (Chapman & Hall/CRC Biostatistics Series) as good book not merely by the cover but also
from the content. This is one publication that can break don't ascertain book by its protect, so do you still
needing another sixth sense to pick this particular!? Oh come on your studying sixth sense already told you
so why you have to listening to yet another sixth sense.

Nathaniel Mathis:

As we know that book is essential thing to add our know-how for everything. By a guide we can know
everything we want. A book is a list of written, printed, illustrated or even blank sheet. Every year seemed to
be exactly added. This e-book Clinical Trial Methodology (Chapman & Hall/CRC Biostatistics Series) was
filled concerning science. Spend your free time to add your knowledge about your technology competence.
Some people has various feel when they reading a book. If you know how big benefit of a book, you can
experience enjoy to read a book. In the modern era like now, many ways to get book that you simply wanted.

Rosemary Robinson:

A lot of guide has printed but it takes a different approach. You can get it by internet on social media. You
can choose the most beneficial book for you, science, comedy, novel, or whatever simply by searching from
it. It is referred to as of book Clinical Trial Methodology (Chapman & Hall/CRC Biostatistics Series). You
can add your knowledge by it. Without departing the printed book, it could add your knowledge and make a
person happier to read. It is most essential that, you must aware about publication. It can bring you from one
destination for a other place.
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