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In response to the US FDA’s Critical Path Initiative, innovative adaptive designs are being used more and
more in clinical trials due to their flexibility and efficiency, especially during early phase development.
Handbook of Adaptive Designs in Pharmaceutical and Clinical Development provides a comprehensive
and unified presentation of the principles and latest statistical methodologies used when modifying trial
procedures based on accrued data of ongoing clinical trials. The book also gives a well-balanced summary of
current regulatory perspectives.

The first several chapters focus on the fundamental theory behind adaptive trial design, the application of the
Bayesian approach to adaptive designs, and the impact of potential population shift due to protocol
amendments. The book then presents a variety of statistical methods for group sequential design, classical
design, dose-finding trials, Phase I/II and Phase II/III seamless adaptive designs, multiple stage seamless
adaptive trial design, adaptive randomization trials, hypotheses-adaptive design, and treatment-adaptive
design. It also covers predictive biomarker diagnostics for new drug development, clinical strategies for
endpoint selection in translational research, the role of independent data monitoring committees in adaptive
clinical trials, the enrichment process in targeted clinical trials for personalized medicine, applications of
adaptive designs that use genomic or genetic information, adaptive trial simulation, and the efficiency of
adaptive design. The final chapters discuss case studies as well as standard operating procedures for good
adaptive practices.

With contributions from leading clinical researchers in the pharmaceutical industry, academia, and
regulatory agencies, this handbook offers an up-to-date, complete treatment of the principles and methods of
adaptive design and analysis. Along with reviewing recent developments, it examines issues commonly
encountered when applying adaptive design methods in clinical trials.
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From reader reviews:

Lisa Auyeung:

Book is actually written, printed, or highlighted for everything. You can know everything you want by a e-
book. Book has a different type. As it is known to us that book is important factor to bring us around the
world. Alongside that you can your reading talent was fluently. A guide Handbook of Adaptive Designs in
Pharmaceutical and Clinical Development will make you to always be smarter. You can feel a lot more
confidence if you can know about almost everything. But some of you think that will open or reading a book
make you bored. It is far from make you fun. Why they might be thought like that? Have you seeking best
book or ideal book with you?

Edward Stewart:

Now a day people who Living in the era everywhere everything reachable by connect with the internet and
the resources in it can be true or not call for people to be aware of each information they get. How many
people to be smart in obtaining any information nowadays? Of course the solution is reading a book.
Looking at a book can help persons out of this uncertainty Information particularly this Handbook of
Adaptive Designs in Pharmaceutical and Clinical Development book as this book offers you rich facts and
knowledge. Of course the data in this book hundred per cent guarantees there is no doubt in it everbody
knows.

Rosemarie Cleveland:

This Handbook of Adaptive Designs in Pharmaceutical and Clinical Development usually are reliable for
you who want to be considered a successful person, why. The reason why of this Handbook of Adaptive
Designs in Pharmaceutical and Clinical Development can be among the great books you must have will be
giving you more than just simple reading through food but feed anyone with information that perhaps will
shock your preceding knowledge. This book will be handy, you can bring it just about everywhere and
whenever your conditions in e-book and printed people. Beside that this Handbook of Adaptive Designs in
Pharmaceutical and Clinical Development giving you an enormous of experience for example rich
vocabulary, giving you trial of critical thinking that we realize it useful in your day pastime. So , let's have it
and luxuriate in reading.

John Lambeth:

It is possible to spend your free time you just read this book this publication. This Handbook of Adaptive
Designs in Pharmaceutical and Clinical Development is simple to deliver you can read it in the playground,
in the beach, train in addition to soon. If you did not include much space to bring the printed book, you can
buy often the e-book. It is make you much easier to read it. You can save the actual book in your smart
phone. So there are a lot of benefits that you will get when one buys this book.
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