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New Drug Development: Second Edition provides an overview of the design
concepts and statistical practices involved in therapeutic drug development. This
wide spectrum of activities begins with identifying a potentially useful drug
candidate that can perhaps be used in the treatment or prevention of a condition
of clinical concern, and ends with marketing approval being granted by one or
more regulatory agencies. In between, it includes drug molecule optimization,
nonclinical and clinical evaluations of the drug’s safety and efficacy profiles, and
manufacturing considerations. The more inclusive term lifecycle drug
development can be used to encompass the postmarketing surveillance that is
conducted all the time that a drug is on the market and being prescribed to
patients with the relevant clinical condition. Information gathered during this
time can be used to modify the drug (for example, dose prescribed, formulation,
and mode of administration) in terms of its safety and its effectiveness. The
central focus of the first edition of this book is captured by its subtitle, 'Design,
Methodology, and Analysis'. Optimum quality study design and experimental
research methodology must be employed if the data collected?numerical
representations of biological information?are to be of optimum quality. Optimum
quality data facilitate optimum quality statistical analysis and interpretation of the
results obtained, which in turn permit optimum quality decisions to be made:
Rational decision making is predicated on appropriate research questions and
optimum quality numerical information. The book took a non-computational
approach to statistics, presenting instead a conceptual framework and providing
readers with a sound working knowledge of the importance of design,
methodology, and analysis. Not everyone needs to be an expert in statistical
analysis, but it is very helpful for work (or aspire to work) in the pharmaceutical
and biologics industries to be aware of the fundamental importance of a sound
scientific and clinical approach to the planning, conduct, and analysis of clinical
trials.
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New Drug Development: Second Edition provides an overview of the design concepts and statistical
practices involved in therapeutic drug development. This wide spectrum of activities begins with identifying
a potentially useful drug candidate that can perhaps be used in the treatment or prevention of a condition of
clinical concern, and ends with marketing approval being granted by one or more regulatory agencies. In
between, it includes drug molecule optimization, nonclinical and clinical evaluations of the drug’s safety and
efficacy profiles, and manufacturing considerations. The more inclusive term lifecycle drug development can
be used to encompass the postmarketing surveillance that is conducted all the time that a drug is on the
market and being prescribed to patients with the relevant clinical condition. Information gathered during this
time can be used to modify the drug (for example, dose prescribed, formulation, and mode of administration)
in terms of its safety and its effectiveness. The central focus of the first edition of this book is captured by its
subtitle, 'Design, Methodology, and Analysis'. Optimum quality study design and experimental research
methodology must be employed if the data collected?numerical representations of biological information?are
to be of optimum quality. Optimum quality data facilitate optimum quality statistical analysis and
interpretation of the results obtained, which in turn permit optimum quality decisions to be made: Rational
decision making is predicated on appropriate research questions and optimum quality numerical information.
The book took a non-computational approach to statistics, presenting instead a conceptual framework and
providing readers with a sound working knowledge of the importance of design, methodology, and analysis.
Not everyone needs to be an expert in statistical analysis, but it is very helpful for work (or aspire to work) in
the pharmaceutical and biologics industries to be aware of the fundamental importance of a sound scientific
and clinical approach to the planning, conduct, and analysis of clinical trials.
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Editorial Review

Review

From the reviews of the second edition:

“‘New Drug Development: An Introduction to Clinical Trials, 2nd Edition’ is a solid introduction to the
process of drug development, with an emphasis on clinical research, especially the statistical aspects. It is
ideal for readers interested in clinical research within the broader context. The book is written in a practical
and straightforward manner … .” (Norman M. Goldfarb, Journal of Clinical Research Best Practices, Vol. 9
(5), May, 2013)

From the Back Cover
New Drug Development, 2nd Edition, is a reader-friendly introduction to clinical trials that is written
specifically for entry-level professionals in the pharmaceutical, biopharmaceutical, and contract research
organization (CRO) industries. It is also excellent reading for seasoned clinical research professionals who
wish to refresh their knowledge in areas outside their immediate fields of expertise, and for students of
clinical research, pharmacy, medicine, nursing, and allied health professions. While the main focus is on
preapproval clinical trials, the book adopts a lifecycle drug development approach, placing these trials in the
overall continuum from drug discovery to postmarketing surveillance. It therefore contains brief discussions
of medicinal chemistry, nonclinical research, drug manufacturing, and the latest techniques for gathering
information concerning adverse drug reactions. This edition builds on the success of the first edition by
keeping the discussions that were most helpful to readers, and adding new chapters addressing important
contemporary topics in drug development. The chapters dealing with the design and analysis of clinical trials
in the first edition received praise from many sources. This new edition incorporates extended discussions of
the operational aspects of conducting various kinds of trials, ranging from highly specialized and relatively
small cardiac safety studies to very large, multi-site Phase III trials run in several different countries.

About the Author
Dr. Rick Turner is an experimental research scientist, clinical trialist, and author. He was awarded his
doctoral degree in the field of Cardiovascular Behavioral Medicine in 1984. His innovative genetic research
in that discipline led to 50 peer-reviewed papers, five books, and two international research awards. Fifteen
years ago Dr. Turner moved into the pharmaceutical industry, holding positions as a Clinical Submissions
Scientist at GlaxoSmithKline and as President and Chief Scientific Officer at Turner Medical
Communications LLC. He is now Senior Scientific Director, Cardiac Safety Services, at Quintiles, the
world’s largest pharmaceutical contract research organization. His work focuses on assessing the cardiac
safety of non-cardiac drugs. He has spoken before two FDA Advisory Committees on cardiovascular safety
issues, given numerous presentations at international conferences, and published several recent peer-
reviewed papers in this field. He is also the senior author of 'Integrated Cardiac Safety: Assessment
Methodologies for Noncardiac Drugs in Discovery, Development, and Postmarketing Surveillance' (Turner
and Durham, 2009).

Users Review

From reader reviews:
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John Moore:

Here thing why this specific New Drug Development: An Introduction to Clinical Trials: Second Edition are
different and trustworthy to be yours. First of all looking at a book is good nonetheless it depends in the
content of it which is the content is as delicious as food or not. New Drug Development: An Introduction to
Clinical Trials: Second Edition giving you information deeper as different ways, you can find any
publication out there but there is no publication that similar with New Drug Development: An Introduction
to Clinical Trials: Second Edition. It gives you thrill studying journey, its open up your personal eyes about
the thing which happened in the world which is maybe can be happened around you. It is possible to bring
everywhere like in park your car, café, or even in your means home by train. Should you be having
difficulties in bringing the paper book maybe the form of New Drug Development: An Introduction to
Clinical Trials: Second Edition in e-book can be your option.

Larry Artz:

This book untitled New Drug Development: An Introduction to Clinical Trials: Second Edition to be one of
several books that best seller in this year, this is because when you read this book you can get a lot of benefit
into it. You will easily to buy this book in the book store or you can order it by means of online. The
publisher in this book sells the e-book too. It makes you more easily to read this book, because you can read
this book in your Touch screen phone. So there is no reason to your account to past this guide from your list.

Ronald Dotson:

Reading a publication can be one of a lot of pastime that everyone in the world enjoys. Do you like reading
book and so. There are a lot of reasons why people fantastic. First reading a publication will give you a lot of
new details. When you read a book you will get new information mainly because book is one of numerous
ways to share the information or maybe their idea. Second, looking at a book will make you actually more
imaginative. When you examining a book especially fiction book the author will bring you to imagine the
story how the characters do it anything. Third, you may share your knowledge to other folks. When you read
this New Drug Development: An Introduction to Clinical Trials: Second Edition, you may tells your family,
friends as well as soon about yours guide. Your knowledge can inspire the mediocre, make them reading a
reserve.

Alberto Alvarez:

Beside this particular New Drug Development: An Introduction to Clinical Trials: Second Edition in your
phone, it could give you a way to get closer to the new knowledge or information. The information and the
knowledge you may got here is fresh through the oven so don't become worry if you feel like an outdated
people live in narrow town. It is good thing to have New Drug Development: An Introduction to Clinical
Trials: Second Edition because this book offers to your account readable information. Do you oftentimes
have book but you seldom get what it's all about. Oh come on, that wil happen if you have this in the hand.
The Enjoyable set up here cannot be questionable, including treasuring beautiful island. So do you still want
to miss it? Find this book along with read it from currently!
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