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Does the study involve 
human participants? 

No  

STOP. This 
study is not 

a clinical 
trial.  

Are participants 
prospectively assigned 

to an intervention? 

Is the study designed to 
evaluate the effect of 

the intervention on the 
participants? 

Is the effect being 
evaluated a health-

related biomedical or 
behavioral outcome? 

No  

No  

No  

STOP. This 
study is not 

a clinical 
trial.  

STOP. This 
study is not 

a clinical 
trial.  

STOP. This 
study is not 

a clinical 
trial.  

Yes 

Yes 

Yes 

Yes 

Your study 
qualifies as a 
clinical trial.  


