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	Drug/Device Supplement (HRP-509)

	Click Study#:
	




1.0	Describe the study investigational agent (e.g., drug, device) that is being evaluated and list the IND/IDE number 	
	Investigational Agent
	IND/IDE #

	
	

	
	


2.0	Describe your plans to store, handle, and administer those drugs or devices so that they will be used only on study subjects and be used only by authorized investigators. 
If the control of the drugs or devices used in this protocol will be accomplished by following an established, approved organizational SOP (e.g., Research Pharmacy SOP for the Control of Investigational Drugs, etc.), please reference that SOP in this section.
	


3.0	If the drug is investigational (has an IND) or the device has an IDE or a claim of abbreviated IDE (non-significant risk device), include the following information:
3.1	Identify the holder of the IND/IDE/Abbreviated IDE:
☐ Sponsor 
☐ Investigator
3.2	Explain procedures followed to comply with sponsor requirements for   FDA regulated research for the following. Refer to table below.
	


			
	Applicable to:

	FDA Regulation
	IND Studies
	IDE studies
	Abbreviated IDE studies

	21 CFR 11
	X
	X
	

	21 CFR 54
	X
	X
	

	21 CFR 210
	X
	
	

	21 CFR 211
	X
	
	

	21 CFR 312
	X
	
	

	21 CFR 812
	
	X
	X

	21 CFR 820
	
	X
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