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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:

Bethany Hall:

Book is written, printed, or created for everything. You can know everything you want by a book. Book has
a different type. We all know that that book is important factor to bring us around the world. Alongside that
you can your reading talent was fluently. A guide Clinical Trial Methodology (Chapman & Hall/CRC
Biostatistics Series) will make you to become smarter. You can feel a lot more confidence if you can know
about every thing. But some of you think that open or reading the book make you bored. It is not make you
fun. Why they could be thought like that? Have you trying to find best book or suitable book with you?

Nelson Wyatt:

What do you with regards to book? It is not important to you? Or just adding material when you really need
something to explain what the ones you have problem? How about your extra time? Or are you busy person?
If you don't have spare time to complete others business, it is make one feel bored faster. And you have free
time? What did you do? All people has many questions above. The doctor has to answer that question due to
the fact just their can do which. It said that about reserve. Book is familiar in each person. Yes, it is suitable.
Because start from on kindergarten until university need this particular Clinical Trial Methodology
(Chapman & Hall/CRC Biostatistics Series) to read.

Barbara Bell:

The particular book Clinical Trial Methodology (Chapman & Hall/CRC Biostatistics Series) will bring you
to definitely the new experience of reading any book. The author style to elucidate the idea is very unique.
When you try to find new book you just read, this book very appropriate to you. The book Clinical Trial
Methodology (Chapman & Hall/CRC Biostatistics Series) is much recommended to you you just read. You
can also get the e-book from the official web site, so you can more readily to read the book.

Dale Fain:

Reading can called imagination hangout, why? Because if you find yourself reading a book particularly book
entitled Clinical Trial Methodology (Chapman & Hall/CRC Biostatistics Series) your brain will drift away
trough every dimension, wandering in every single aspect that maybe unidentified for but surely might be
your mind friends. Imaging each word written in a e-book then become one web form conclusion and
explanation this maybe you never get before. The Clinical Trial Methodology (Chapman & Hall/CRC
Biostatistics Series) giving you yet another experience more than blown away the mind but also giving you
useful data for your better life within this era. So now let us present to you the relaxing pattern at this point is
your body and mind will likely be pleased when you are finished looking at it, like winning a sport. Do you
want to try this extraordinary paying spare time activity?
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