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Abstract 

In a clinical development of a new drug, after evaluating safety of the candidate treatment 
in healthy volunteers, the safety and efficacy of the product is evaluated in patients.  The 
first step is to estimate maximum safety dose in patients as well as and roughly estimate 
maximum and minimum effective doses.  The second step is to evaluate the existence of 
dose-response relationship and estimate appropriate clinical doses, which are tested by 
confirmatory trials. 

I will give an overview of objectives of trials in the first and second steps, and discuss trial 
designs and statistical inference procedures, with examples.  
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at 
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Visitors Please Note that the University has limited parking space.   If you are 
driving please call the Department at 2859 2466 for parking arrangement. 
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