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This book was the 46th in a series of statistics textbooks and monographs edited by DB Owen
(Department of Statistics, Southern Methodist University, Dallas, Texas, USA) and RG Cornell
(School of Public Health, University of Michigan, Ann Arbor, Michigan, USA, for the
publisher Marcel Dekker.
Aims
Advances in clinical research methodology during the past few decades have been extensive in
both scope and volume, contributions have appeared in the medical, statistical,
epidemiological, social science, and other related literatures, and continue to do so. As a
result, becoming well informed can at times seem a Herculean (or even Sisyphean) task. It is
thus reasonable to ask why we are adding to this already voluminous literature. Simply put, we
feel that this book, rather than compounding the problem, contributes to its solution. Despite
increasing efforts to improve communications, the pathways between disciplines can often
appear tortuous and discouraging. Although some of the difficulty is substantive, much is
attributable to the use of discipline-specific jargon or shorthand. Accordingly, in planning this
work we sought a level of presentation that would be useful both to clinicians with varying
degrees of methodological expertise (from medical students to seasoned investigators) and to
methodologists with differing levels of clinical experience (from theoretical statisticians with
an interest in medical applications to applied biostatisticians). This volume is designed to
encourage critical thinking about the design and execution of a randomised clinical trial, the
strategy generally regarded as the most powerful for the evaluation of medical interventions.
By providing a careful examination of fundamental design, conduct, analysis, and reporting
issues, this book should improve communication between producers and consumers of clinical
trial results, advance both the conduct and understanding of these ethically and scientifically
challenging endeavors, and ultimately help promote the development and utilization of
effective therapeutic interventions (Preface, pages v and vi).
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