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Clinical Research?*


(Patient/Human Subject Oriented)





Yes





No





Phase III Clinical Trial*, Multisite, High-Risk?





Yes





No





Intervention?*





Yes





No





DSMP + DSMB





DSMP





DSMP Decision Tree





*Note: See Human Subjects Section Instructions for the PHS 398 or SF424-R&R for NIH definitions of Clinical Research, Clinical Trial; � HYPERLINK "http://grants1.nih.gov/grants/funding/phs398/instructions2/phs398instructions.htm" ��http://grants1.nih.gov/grants/funding/phs398/instructions2/phs398instructions.htm�; � HYPERLINK "http://grants1.nih.gov/grants/funding/424/SF424_RR_Guide_General.pdf" ��http://grants1.nih.gov/grants/funding/424/SF424_RR_Guide_General.pdf�











