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Bert Spilker : Guideto Clinical Trials before purchasing it in order to gage whether or not it would be worth my
time, and al praised Guide to Clinical Trials:

16 of 17 people found the following review helpful. Mediocre book - full of fluffBy A CustomerThisis a decent book,
but packed with padding. Y ou have to read 50 pages to get 1 page worth of useful information. Spilker is adequately
familiar with clinical trials, but hiswriting style tends to meander alot.If you're a complete novice, it may be of use,
but you will outgrow it after afew months. And unfortunately, the book is somewhat outdated--clinical trials are much
more sophisticated now. I'm not sure what the person below is talking about--using it after 30 yearsin the industry! ?!
Anyone who's been in the industry for more than couple of years should know everything there isin this book.4 of 5
people found the following review helpful. The best guideline book on the subject.By A CustomerA basic handbook
for management of clinical trials. Thisisa"must" reading for anyone who deals with clinical trials. It covers areas of
protocol development, regulatory issuesin human clinical trials. There is a detailed section on data collection,
handling data and statistical issues.Also an introduction to project management.The book contains a large amount of
tables easy to read and with great "tips'.7 of 8 people found the following review helpful. Good reference for Start-up
CompaniesBy A CustomerWorking in asmall biotech start-up company, | think this book is a great reference
especially if you have limited resources and interested in conducting drug development the "right" way. This text
coversall areas of drug development and useful for people in regulatory affairs, project management, clinical affairs,
and data management.
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Guideto Clinical Trialsisthe definitive text and reference that sets the standard in contemporary clinical trial
methodology. More than 130 chapters grouped into twelve sections take the reader step by step through every phase of
aclinical trial--from planning trials and writing protocols to analyzing data, publishing results, and evaluating
published literature. Dr. Spilker's approach is uniquely practical, addressing problems of study design and data
interpretation from aclinical, nonmathematical perspective. Another particularly helpful feature of the book is an
extensive collection of tables, figures, and checklists.

Lancet -- "An encyclopedic overview of the important steps in the planning, execution, and interpretation of clinical
trials~A AN Spilker's methodical and non-partisan handling of the many controversiesin design and analysis make it
highly readable for anyone involved in clinical research." --Lancet Journal of Medicinal Chemistry -- "[ This volume]
clearly represents the definitive work on the topic.A. A [Thisis al monumental work. It is a superb reference source
for active participantsin clinical research." --Journal of Medicinal Chemistry New England Journal of Medicine --
"This book is aformidable collection of practical information...Thereis agood deal of valuable information here." --
New England Journal of Medicine



