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Abstract 

Clinical trials play the important role during the drug development. A well controlled 

and designed trial is highly expected in order to achieve the desired therapeutic effect. 

To obtain the valid clinical data, it is evident that statistics is crucial in the clinical 

trials. In this talk, the following materials will be covered:  

• An introduction of clinical trials. 

• Statistical issues in the protocol. 

• Case studies in the regulatory review. 
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