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Preamble 
This book was the 36th 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. A second edition was published in 1994 and a third in 2006. 
 
Aims 
This is the first book that we know of devoted to applied statistics in the pharmaceutical 
industry. The principal audience for this book is the graduate student in statistics or 
biostatistics. A second audience is statistics faculty members who have had little or no 
acquaintance with the pharmaceutical industry. A third audience consists of other persons 
interested in the pharmaceutical industry who are not statisticians. Finally we believe that the 
pharmaceutical industry currently documents its statistical and other evidence better than any 
other segment of our society. As more and more comparable problems become a greater 
problem for industry and regulatory agencies, we foresee that parts of industry and government 
other than the pharmaceutical industry and the Food and Drug Administration will be doing 
the same extensive work and documentation that has been pioneered in the pharmaceutical 
industry. We think that those other industrial / governmental interfaces will profit by learning 
the lessons of the pharmaceutical industry and applying them in their own spheres as 
appropriate (Preface, pages iii to v). 
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