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This memorandum serves as an official document andand may fall under the FDA and Department of 

Health and Human Services (DHHS) regulations. Studies involving human subjects involving drugs, devices or 
biologics must be in compliance with relevant FDA and DHHS laws and regulations, and investigators designing 
and implementing clinical studies need to be aware of these FDA and DHHS regulations.  
 
There are two types of clinical trials: industry sponsored and investigator initiated. Both types typically include an 
external funding source and FAU faculty investigators, however the most significant difference between the two 

, investigational product, scientific merit, conflict 
of interest, adverse patient events, etc. FAU is currently able to accommodate Phase II-IV industry sponsored 
studies through the Clinical Translational Research Unit (CTRU).  

 
In investigator-initiated studies, FAU is the party that takes responsibility for and initiates a clinical investigation 
(investigator designs the study) 


