Investigator –Sponsor Responsibilities Checklist

Regulatory Reporting Requirements

	
	INVESTIGATOR – SPONSOR REPORTING REQUIREMENTS

	Documentation and Amendments
	Any new clinical study must be submitted to the FDA under the IND/IDE prior to study initiation. This also holds true for any changes to any other information within the application that impacts subject safety

	IND Safety Reports (Drugs)


	Notify the FDA and participating investigators in writing of AEs that are serious, related (associated), and unexpected. (See IND Safety Reports in Module)

Format Options:  Narrative or FDA Form 3500A. Must be Marked “IND Safety Report” and filed with FDA no more than 15 calendar days after investigator-sponsor receives information.

Notify FDA by telephone of any unexpected fatal or life threatening experience associated (see IND Safety Reports in module) with the use of the drug no more than 7 days after investigator-sponsor receives information. 

	Unanticipated Device Effect Reports (Devices)
	For unanticipated adverse device effects that presents an unreasonable risk to subjects, the investigator-sponsor must terminate all investigations ASAP but no later than 5 working days after the investigator-sponsor makes this determination. This must occur within 15 working days of when the investigator-sponsor was notified of an adverse event.  

	Annual Reports
	An annual report for INDs and IDEs must be filed with the FDA no later than 60 calendar days after the anniversary date of an application going into effect.

	Final Study Reports
	A final report must be submitted to the FDA within 6 months of a clinical study completion.

	Withdrawal of Application
	When all studies are completed and no further work is planned, a letter must be sent to the FDA requesting withdrawal of the IND/IDE.  


