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	The University of South Dakota IRB Tracking Log for Non Reportable Events
	

	Per USD IRB policy, investigators are required to submit ONLY those adverse events and safety reports that are unexpected AND more likely than not related to the research procedures. Those that do not meet the three criteria do not require submission to the USD IRB office. However, reports should be reviewed and dated by the principal investigator and filed with research documents. If required by the sponsor, you may notify the USD IRB office of these events with this form.
Local Serious (SAE) or Unanticipated Adverse Events must complete a Adverse Event/Unanticipated Problem Form
Non-local and Local non-serious events may be reported using this form.

	Principle Investigator:
Protocol Title:
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	Mfr. Control #
Or
Reference No.
	


Is this a
Local SAE or Local Unanticipated
Event?

If yes, do not use this form, fill out an Unanticipated
Form
	Report Type
Initial or  Follow-up

(N / F #)
	Name of Event
	In the opinion of the principal investigator:
	PI Initials and Date of Review 

Reports received w/o PI initials/date will be returned without review.


	
	
	
	
	Was the event’s specificity and severity inconsistent with the informed consent document?
	Was the event more likely than not to be associated with the research procedures?
	

	
	
	
	
	If the answers to both questions are YES, you must report this event within 5 days using an Unanticipated Problem Involving Risk to Participants or Others Form.
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