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Preamble 
There is a facsimile of the frontispiece at the James Lind Library 
(www.jameslindlibrary.org/waife-so-shapiro-ap-1959). The title page states simply “By Fourteen 
Authors” and the two editors, Waife and Shapiro, are identified only in the last sentence of the 
Preface. 
 
Aims 
This book is written for the many who participate in the search for and evaluation of better and 
safer drugs to treat human disease. Because more and more scientists, both medical and allied 
workers, find themselves planning clinical trials, administering new drugs, observing reactions, 
and evaluating results, dissemination of knowledge of the proper techniques for these activities 
has become extremely important. Interest in the methods and techniques of clinical research is 
high and, of course, reflects the realisation of the numerous pitfalls and problems in human 
experimentation. This book, then, deals with experimental method and design, in the proper 
evaluation of new drugs in that most unpredictable of animals – man. It is offered to both the 
career investigator and the part-time researcher with the objective of improving the calibre of the 
clinical trial in order to define more accurately and rapidly the potentials of new drugs (Preface, 
pages ix and x). 
 
Contents (xii+223 pages) 
Contributing authors 
Preface (SO Waife, AP Shapiro)  
Part I: Principles of drug evaluation 

1) Statement of the problem (SO Waife) 
2) Pharmacologic problems (KH Beyer) 
3) From animals to man (EL Severinghaus) 
4) Experimental design and statistical problems (L Lasagna, P Meier) 
5) Placebos and the evaluation of the subjective response (HK Beecher) 
6) The ethics of experimentation on human beings (WB Bean) 
7) Human beings as experimental subjects (S Wolf) 
8) The training of the investigator (DJ Ingle) 
9) The investigator himself (AP Shapiro) 

Part II: Clinical trials in practice 
     Introduction (AP Shapiro) 

10) Infectious diseases (HF Dowling) 
11) Cardiovascular disorders (AP Shapiro) 
12) Gastrointestinal diseases (TE Machella) 
13) Nutrition and metabolism (SO Waife) 
14) Endocrinologic problems (JL Gabrilove) 
15) Neuropsychiatric disorders (NS Kline) 
16) Problems of publication (SO Waife). 

Index 



 
Authors 
The authors are William Bennett Bean MD, FACP (Professor and Head of Department of 
Internal Medicine, College of Medicine, and Physician-in-Chief, University Hospitals, State 
University of Iowa, Iowa City, USA); Henry K Beecher MD (Henry I Doit Professor of Research 
in Anaesthesia, Harvard University, Boston, USA); Karl H Bayer MD, PhD, FACP (Vice 
President in Charge of Life Sciences, Merck Sharp and Dohme, Research Laboratories Division, 
Merck and Co Inc, West Point, Pennsylvania, and Lecturer in Pharmacology, Temple University 
School of Medicine and University of Pennsylvania, Graduate School of Medicine, Philadelphia, 
USA); Harry F Dowling MB, ScD, FACP (Professor and Head of Department of Medicine, 
College of Medicine, and Physician-in-Chief, Research and Educational Hospitals, University of 
Illinois, Chicago, USA); J Lester Gabrilove MD, FACP (Clinical Associate Professor of 
Medicine, State University of New York, Downstate Medical Center, Brooklyn, and Assistant 
Attending Physician, Mt. Sinai Hospital, New York, USA); Dwight J Ingle PhD (Professor of 
Physiology, The Ben May Laboratory for Cancer Research, University of Chicago, Chicago, 
USA); Nathan S Kline MD, FACP (Director of Research, Rockland State Hospital, Orangeburg, 
New York, and Assistant Professor of Clinical Psychiatry, Columbia University College of 
Physicians and Surgeons, New York, USA); Louis Lasagna MD (Associate Professor of 
Medicine, Assistant Professor of Pharmacology and Experimental Therapeutics, and Head of 
Division of Clinical Pharmacology, Johns Hopkins University School of Medicine, Baltimore, 
USA); Thomas E Machella MD, FACP (Associate Professor of Medicine, University of 
Pennsylvania School of Medicine, and Chief of Gastro-Intestinal Section of Medical Clinic, 
Hospital of the University of Pennsylvania, Philadelphia, USA); Paul Meier PhD (Associate 
Professor of Statistics, University of Chicago, Chicago, USA); Elmer L Severinghaus MD, 
FACP (Professor of Public Health Nutrition, Columbia University, New York, USA); Alvin P 
Shapiro MD (Assistant Professor of Clinical Science and Medicine, and Co-Director, 
Hypertension-Renal Clinic, University of Pittsburgh School of Medicine, Pittsburgh, USA); SO 
Waife MD, FACP (Head of Medical Editorial Department, Lilly Research Laboratories, 
Associate in Medicine, Indiana University School of Medicine, Indianapolis, USA, and Editor, 
American Journal of Clinical Nutrition); Stewart Wolf MD, FACP (Professor and Head of 
Department of Medicine and Consultant Professor of Neurology and Psychiatry, University of 
Oklahoma School of Medicine, Oklahoma City, USA). 
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