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Written by awell-known lecturer and consultant to the pharmaceutical industry, this book focuses on the
pharmaceutical non-statistician working within avery strict regulatory environment. Statistical Thinking for
Clinical Trialsin Drug Regulation presents the concepts and statistical thinking behind medical studies with
adirect connection to the regul atory environment so that readers can be clear where the statistical
methodology fitsin with industry requirements. Pharmaceutical-related examples are used throughout to set
the information in context. As aresult, this book provides a detailed overview of the statistical aspects of the
design, conduct, analysis and presentation of data from clinical trials within drug regulation.

Statistical Thinking for Clinical Trialsin Drug Regulation:

- Assists pharmaceutical personnel in communicating effectively with statisticians using statistical language

- Improves the ability to read and understand statistical methodology in papers and reports and to critically
appraise that methodol ogy

- Helpsto understand the statistical aspects of the regulatory framework better quoting extensively from
regulatory guidelinesissued by the EMEA (European Medicines Evaluation Agency), ICH (International
Committee on Harmonization and the FDA (Food and Drug Administration)
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From reader reviews:
Barbara Richardson:

Why don't make it to become your habit? Right now, try to ready your time to do the important act, like
looking for your favorite e-book and reading a book. Beside you can solve your condition; you can add your
knowledge by the publication entitled Statistical Thinking for Non-Statisticians in Drug Regulation. Try to
make book Statistical Thinking for Non-Statisticians in Drug Regulation as your good friend. It means that it
can to become your friend when you feel aone and beside that of course make you smarter than before.
Yeah, it isvery fortuned for you personally. The book makes you much more confidence because you can
know every thing by the book. So , we should make new experience in addition to knowledge with this book.

Adam Allen:

Book is actually written, printed, or created for everything. Y ou can understand everything you want by a
book. Book has a different type. Asyou may know that book isimportant matter to bring us around the
world. Close to that you can your reading talent was fluently. A e-book Statistical Thinking for Non-
Statisticians in Drug Regulation will make you to become smarter. Y ou can feel alot more confidenceif you
can know about every little thing. But some of you think that will open or reading some sort of book make
you bored. It isn't make you fun. Why they can be thought like that? Have you seeking best book or ideal
book with you?

Erick Graf:

Reading a book to get new life style in this 12 months; every people lovesto read a book. When you learn a
book you can get awide range of benefit. When you read textbooks, you can improve your knowledge,
because book has alot of information onto it. The information that you will get depend on what types of
book that you have read. If you want to get information about your study, you can read education books, but
if you act like you want to entertain yourself read a fiction books, this kind of us novel, comics, in addition to
soon. The Statistical Thinking for Non-Statisticians in Drug Regulation will give you new experience in
reading through a book.

Rachel Wessels;

In this erawhich isthe greater man or woman or who has ability to do something more are more valuable
than other. Do you want to become among it? It isjust simple solution to have that. What you needto dois
just spending your time little but quite enough to get alook at some books. One of many booksin the top
collection in your reading list is definitely Statistical Thinking for Non-Statisticians in Drug Regulation. This
book that is certainly qualified as The Hungry Slopes can get you closer in turning into precious person. By
looking upward and review this reserve you can get many advantages.
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