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Reportable New Information
	

	1) Enter the study title:  Click or tap here to enter text.                                   

	2) I am reporting a/an (check all that apply):

☐ Deviation from the IRB-approved protocol or IRB-approved documents
☐ Adverse event 
☐ Unanticipated problem involving risks to participants 
☐ Participant complaint
☐ Suspension or termination by the sponsor, investigator, or institution
☐ Internal or external audit


	3) Provide the approximate date that the event occurred:
Click or tap here to enter text.                                                                                                    

	4) Provide the approximate date when the study team became aware of the event
Click or tap here to enter text.                                                                                                   

	5) Provide the number of participants affected by this event (if you are reporting an audit without findings or a study suspension/termination, please type “all”):
Click or tap here to enter text.                                                                                                   

	6) Provide a brief description of what occurred:  
Click or tap here to enter text.                                                                                                         

	7) Has the event created or exposed any participant to an increased risk of harm or violation of their rights and/or welfare:
Choose an item.

	8) Has the event compromised the scientific or scholarly integrity of the study:  
       Choose an item.

	9) If the event is an unanticipated problem, participant complaint, or an adverse event, please clarify if the event is related to participation in the research:  
Choose an item.

	10) If you are reporting a deviation, please attach a separate Word document containing a Corrective Action Plan that describes the deviation, provides the steps that have been or will be taken to resolve the deviation, and describes the steps that have been or will be taken to ensure the deviation does not reoccur.  

	11) If you are reporting an audit, please attach any copies of the audit report.
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