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Abstract(영문): 

Medical device clinical trials come as hurdles to manufacturers, researchers, and healthcare 

professionals. Since the safety and effectiveness of medical devices can be verified at the highest 

level through clinical trials, strict regulations and methods are required in this field.  

To better understand medical device clinical trials lecture is divided into three components. 

First, understanding medical device clinical trials (including process) 

Second, the regulation of clinical trials for medical devices 

Third, Topics in preparation for change 

In general, clinical trials are conducted by medical doctors. However, it is helpful for researchers 

to know the procedure for planning the study. 
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