the Agile
Approach
to Adaptive
Research

Optimizing Efficiency
in Clinical Development

e

The Agile Approach to Adaptive Research:
Optimizing Efficiency in Clinical Development

By Michael J. Rosenberg

Read Online ©

The Agile Approach to Adaptive Resear ch: Optimizing Efficiency in Clinical
Development By Michael J. Rosenberg

Apply adaptive resear ch to improve resultsin drug development

The pharmaceutical industry today faces a deepening crisis: inefficiency in its
core business, the development of new drugs. The Agile Approach to Adaptive
Research offers a solution. It outlines how adaptive research, using already-
available tools and techniques, can enable the industry to streamline clinica trials
and reach decision points faster and more efficiently.

With awealth of real-world cases and examples, author Michael Rosenberg gives
readers a practical overview of drug development, the problemsinherent in
current practices, and the advantages of adaptive research technology and
methods. He explains the concepts, principles, and specific techniques of
adaptive research, and demonstrates why it is an essential evolutionary step
toward improving drug research and devel opment.

Chapters explore such subjects as:

- The adaptive concept

- Design and operational adaptations

- Sample-size reestimation

- Agileclinical development

- Safety and dose finding

- Statistics in adaptive research, including frequentist and Bayesian approaches
- Data management technologies

- Thefuture of clinical development

By combining centuries-old intellectual foundations, recent technological
advances, and modern management techniques, adaptive research preserves the
integrity and validity of clinical research but dramatically improves efficiency.
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development of new drugs. The Agile Approach to Adaptive Research offers a solution. It outlines how
adaptive research, using already-avail able tools and techniques, can enable the industry to streamline clinical
trials and reach decision points faster and more efficiently.

With awealth of real-world cases and examples, author Michael Rosenberg gives readers a practical
overview of drug development, the problems inherent in current practices, and the advantages of adaptive
research technology and methods. He explains the concepts, principles, and specific techniques of adaptive
research, and demonstrates why it is an essential evolutionary step toward improving drug research and
development.

Chapters explore such subjects as.

- The adaptive concept

- Design and operational adaptations

- Sample-size reestimation

- Agileclinical development

- Safety and dose finding

- Statistics in adaptive research, including frequentist and Bayesian approaches
- Data management technologies

- Thefuture of clinical development

By combining centuries-old intellectual foundations, recent technological advances, and modern
management techniques, adaptive research preserves the integrity and validity of clinical research but
dramatically improves efficiency.
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Editorial Review

Review
"Thisbook certainly brings the relevant issues upfront.” (Chemistry & Industry, June 2010)

"Itisideal for senior executives who want a strategic view of adaptive methods, managers looking for
practical opportunities to significantly improve the efficiency of their operations, and statisticians interested
in learning the broader ramifications of their arcane expertise." (Journal of Clinical Research Best Practices,
April 2010)

"Rosenberg captures the current excitement surrounding adaptive clinical research, and provides avery
readabl e introduction to the methodol ogies involved in implementing such research.” (Journal for Clinical
Sudies, March 2010)

About the Author

MICHAEL J. ROSENBERG, MD, MPH, is President and Chief Executive Officer of Health Decisions,
Inc. Involved in the design and execution of pharmaceutical development programs for more than twenty-
five years, Dr. Rosenberg was selected as Entrepreneur of the Y ear by Ernst & Y oung (Health Sector, SE).
His company's innovative applications of technology have been recognized by the CIO Enterprise Value
Award and the Cisco Growing with Technology Award. Health Decisions has a so been named three times to
the Deloitte & Touche Technology Fast 500 and the Inc. 500. Dr. Rosenberg is the author of more than 150
scientific articles and serves on advisory groupsin business, technology, and medicine.

Users Review
From reader reviews:
Cheryl Taylor:

The book The Agile Approach to Adaptive Research: Optimizing Efficiency in Clinical Development can
give more knowledge and information about everything you want. Why must we leave a good thing like a
book The Agile Approach to Adaptive Research: Optimizing Efficiency in Clinical Development? Some of
you have a different opinion about guide. But one aim that will book can give many information for us. It is
absolutely correct. Right now, try to closer with the book. Knowledge or details that you take for that, you
may give for each other; you could share all of these. Book The Agile Approach to Adaptive Research:
Optimizing Efficiency in Clinical Development has simple shape but you know: it has great and big function
for you. Y ou can seem the enormous world by open and read areserve. So it is very wonderful.

Margaret Wynkoop:

People livein this new day time of lifestyle always try and and must have the spare time or they will get
large amount of stress from both day to day life and work. So , if we ask do people have spare time, we will
say absolutely yes. People is human not just arobot. Then we question again, what kind of activity do you
possess when the spare time coming to you of course your answer will probably unlimited right. Then ever



try this one, reading ebooks. It can be your aternative with spending your spare time, the book you have read
is definitely The Agile Approach to Adaptive Research: Optimizing Efficiency in Clinical Development.

Lorretta Cox:

Playing with family within a park, coming to see the marine world or hanging out with palsisthing that
usually you will have done when you have spare time, then why you don't try matter that really opposite
from that. One activity that make you not experience tired but still relaxing, trilling like on roller coaster you
have been ride on and with addition of information. Even you love The Agile Approach to Adaptive
Research: Optimizing Efficiency in Clinical Development, you are able to enjoy both. It is fine combination
right, you still wish to missit? What kind of hang-out type isit? Oh occur its mind hangout folks. What? Still
don't buy it, oh come on itsreferred to as reading friends.

Jolene Rivera;

The book untitled The Agile Approach to Adaptive Research: Optimizing Efficiency in Clinical
Development contain alot of information on the idea. The writer explains the woman idea with easy
approach. The language is very clear and understandable all the people, so do not worry, you can easy to
read the item. The book was compiled by famous author. The author brings you in the new time of literary
works. Y ou can read this book because you can keep reading your smart phone, or model, so you can read
the book in anywhere and anytime. In a situation you wish to purchase the e-book, you can open their official
web-site along with order it. Have anice read.
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