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REQUEST FOR single patient Treatment (non-EMERGENCY) 

with an Investigational Drug or Device
FOLLOW-UP REPORT

	Date
	

	Name of Physician Requesting Use

(Last, First, Credentials)
	

	Division/Department
	

	Email Address
	

	Phone number
	

	


	Name of Drug or Device
	

	Performance Site
	

	Title:
	


· Use Form 15 to report:
· unexpected adverse drug experiences
· unanticipated adverse device effects or;

· other unanticipated problems involving risks to participants or others 
· Submit the report within 1 working day if the event results in death, otherwise within 10 working days.
                                                                           _____________________________________________________

                                                                           Signature of Physician
                                               Date

For HRPO Office Use Only

ACKNOWLEDGEMENT OF FOLLOW-UP REPORT

_______________________________________
___________________________________

Date
Signature of IRB Chair or designee
1. Describe the event that resulted from the use of the drug or device.   Include a description of the event, the patient’s current condition and what actions have been taken to address the problem. 
	


2. Confirm that this information was reported to the sponsor (if applicable) and the FDA.
[ ]  
This information was reported to the sponsor (if applicable) and the FDA

[ ] 
This information has not been reported to the sponsor (if applicable) and the FDA.  
      
Explain why:
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