Are You the Responsible Party for an Applicable Clinical Trial under FDAAA?
· This flowchart presents basic guidance on determining whether or not you would be considered to be the “responsible party” under FDAAA. It may not address every situation. 

·  The flowchart begins once you have determined that your NIH grant or cooperative agreement funds (in whole or in part) an “applicable clinical trial” that must be registered under FDAAA.  

· Consult with your Institution’s sponsored research office, general counsel, or other similar official when determining whether or not you are the responsible party for an applicable clinical trial. 

	Row
	Question
	Answer

	1.
	Does the “applicable clinical trial” involve an IND/IDE?
	If yes, go to row 2. If no, go to row 3.

	2.
	Are you the IND/IDE holder?
	If yes, you would generally be considered the sponsor under FDAAA.  Go to row 4.  If no, you would not generally be considered the sponsor under FDAAA, and not considered the responsible part unless you answer “Yes” to the question in row 5. Go to row 5.

	3.
	Would you be considered the “initiator” of the trial?  For example: (A) Grants: are you the recipient of a research assistance funding agreement such as a grant or sponsored research agreement? (B) Contracts: are you obtaining the goods or services for direct benefit or use under a procurement funding agreement such as a contract?
	If yes, you would generally be considered the sponsor under FDAAA. Go to row 4 to determine if you are the responsible party.  If no, you would not generally be considered the sponsor under FDAAA, and not considered the responsible party unless you answer “Yes” to the question in row 5. Go to row 5.

	4.
	As sponsor, did you designate a PI as the “responsible party”?
	If yes, you would not generally be considered the responsible party under FDAAA.  If no, you would generally be considered the responsible party under FDAAA.  


	5. 
	Are you a PI designated as “responsible party” by the sponsor? 
	If yes, you would generally be considered the responsible party under FDAAA.  If no, you would not generally be considered the responsible party under FDAAA.



