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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:

Matthew Lyons:

In this 21st millennium, people become competitive in each way. By being competitive at this point, people
have do something to make them survives, being in the middle of often the crowded place and notice by
simply surrounding. One thing that at times many people have underestimated the idea for a while is reading.
Yep, by reading a book your ability to survive enhance then having chance to stand up than other is high. In
your case who want to start reading the book, we give you this specific Handbook of Adaptive Designs in
Pharmaceutical and Clinical Development book as basic and daily reading publication. Why, because this
book is usually more than just a book.

Rita Kirby:

Here thing why this specific Handbook of Adaptive Designs in Pharmaceutical and Clinical Development
are different and reliable to be yours. First of all looking at a book is good but it really depends in the content
of the usb ports which is the content is as delicious as food or not. Handbook of Adaptive Designs in
Pharmaceutical and Clinical Development giving you information deeper since different ways, you can find
any book out there but there is no reserve that similar with Handbook of Adaptive Designs in Pharmaceutical
and Clinical Development. It gives you thrill reading journey, its open up your personal eyes about the thing
that happened in the world which is maybe can be happened around you. You can bring everywhere like in
park, café, or even in your method home by train. For anyone who is having difficulties in bringing the
imprinted book maybe the form of Handbook of Adaptive Designs in Pharmaceutical and Clinical
Development in e-book can be your choice.

Paula Salas:

The particular book Handbook of Adaptive Designs in Pharmaceutical and Clinical Development has a lot
details on it. So when you check out this book you can get a lot of help. The book was published by the very
famous author. Mcdougal makes some research before write this book. That book very easy to read you may
get the point easily after reading this article book.

Gary Askew:

Your reading 6th sense will not betray you, why because this Handbook of Adaptive Designs in
Pharmaceutical and Clinical Development guide written by well-known writer who knows well how to make
book that may be understand by anyone who also read the book. Written in good manner for you, dripping
every ideas and producing skill only for eliminate your own hunger then you still uncertainty Handbook of
Adaptive Designs in Pharmaceutical and Clinical Development as good book but not only by the cover but
also from the content. This is one reserve that can break don't determine book by its cover, so do you still
needing one more sixth sense to pick that!? Oh come on your looking at sixth sense already alerted you so
why you have to listening to one more sixth sense.
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