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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:

Cory Denton:

Information is provisions for people to get better life, information currently can get by anyone with
everywhere. The information can be a knowledge or any news even a huge concern. What people must be
consider whenever those information which is from the former life are challenging to be find than now is
taking seriously which one would work to believe or which one the actual resource are convinced. If you get
the unstable resource then you have it as your main information there will be huge disadvantage for you. All
those possibilities will not happen throughout you if you take Handbook of Adaptive Designs in
Pharmaceutical and Clinical Development as the daily resource information.

Christopher Cunningham:

People live in this new morning of lifestyle always make an effort to and must have the spare time or they
will get wide range of stress from both lifestyle and work. So , if we ask do people have extra time, we will
say absolutely without a doubt. People is human not just a robot. Then we question again, what kind of
activity are you experiencing when the spare time coming to anyone of course your answer can unlimited
right. Then do you ever try this one, reading ebooks. It can be your alternative with spending your spare
time, typically the book you have read is Handbook of Adaptive Designs in Pharmaceutical and Clinical
Development.

Charles Jose:

Are you kind of stressful person, only have 10 or even 15 minute in your time to upgrading your mind
proficiency or thinking skill perhaps analytical thinking? Then you are having problem with the book in
comparison with can satisfy your short space of time to read it because all this time you only find book that
need more time to be examine. Handbook of Adaptive Designs in Pharmaceutical and Clinical Development
can be your answer given it can be read by anyone who have those short free time problems.

Robert Spann:

Reading a book to be new life style in this year; every people loves to read a book. When you read a book
you can get a large amount of benefit. When you read guides, you can improve your knowledge, simply
because book has a lot of information onto it. The information that you will get depend on what kinds of
book that you have read. If you wish to get information about your examine, you can read education books,
but if you want to entertain yourself you are able to a fiction books, this sort of us novel, comics, along with
soon. The Handbook of Adaptive Designs in Pharmaceutical and Clinical Development will give you new
experience in reading through a book.
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