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Does the study involve 

one or more human 

subjects? 

Does the study involve 

the use of one or more 

interventions? 

Does the study 

prospectively assign 

human subject(s) to an 

intervention(s)? 

Does the study have a 

health related 

biomedical or behavioral 

outcome(s)? 

The study is a clinical trial.  

Then:  

 indicate “Clinical Trial” on your SPA and IRB application. 

 Complete Good Clinical Practice Course in CITI 

The study is 

not a 

clinical 

trial. 
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