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Preamble 
The frontispiece includes the quotation: 
“And then, even if the cure should be performed, how can he be sure that this was not because 
the illness had reached its term, or a result of chance, or the effect of something else he had eaten 
or drunk or touched that day, or the merit of his grandmother’s prayers? Moreover, even if this 
proof had been perfect, how many times was the experiment repeated? How many times was the 
long string of chances and coincidences strung again for a rule to be derived from it? … Perhaps 
we would see some light if all the judgments and reasonings of men were known to us.” 
Michel de Montaigne (1533 – 1592) 
 
Aims 
This book is written for all who will participate in the complex field of drug investigation. No 
attempt has been made to cover specific pharmacologic techniques or methodology, for numerous 
texts on these subjects already exist. Rather, I have attempted to characterize the individuals who 
participate in clinical investigation programs today as well as their activities. For it is these 
individuals and their extensive experimentation on human subjects and patients that are vital to 
the evaluation, development, and establishment of new therapeutic agents for medical science 
(Preface, pages xix and xx). 
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