Study-specific Event Reporting Plan

	Tool/Resource:
	Example and template of a study-specific reporting plan

	Purpose:
	To assist study team members in creating study-specific event reporting plans that support regulatory compliance and reporting requirements

	Audience:
	Study team members responsible for drafting and implementing study protocols related to participant safety and adverse events

	Best Practice Recommendations:
	· Adapt the plan to align with the risk level and complexity of your study design and your IRB and/or sponsor requirements; instructions are presented in <italics>
· Use the template to identify key events or activities that are subject to monitoring and/or reporting requirements
· Include examples of common events to provide context for study team members
· Use the plan as a training tool when launching a new study
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	Protocol Title
	Diet and Exercise Study for Painful Knee Osteoarthritis: The DESK-OA Study

	Protocol Number:
	IRBNo 12345678

	Principal Investigator:
	Marc Blackshirt, ScD, OTR-L

	Version Number:
	1.0 – Sept 07, 2022

	Special Considerations:
e.g., related to the study population or procedures that may influence your plan
	Older adults with knee OA more likely to have concomitant conditions with adverse health effects unrelated to the study procedures or intervention.  May have changes in mood across duration in study



	Event
	Reporting Plan
	Mechanism

	
	Participant screening
	· Bi-monthly report
· Evaluate for trends
· CONSORT diagram
	· Study database
· Team meetings

	
	Enrollment and attrition
	
	

	Com-plaints
	Participant complaints not associated with potential for increased risk profile or changes to research
· Delay in receiving incentive, having to drive to lab in inclement weather, etc. 
	· PI/Project Manager within 1 business day
· Evaluate for trends
· Not reported to IRB 
	· Email
· Study database - Issues Log

	
	Participant complaints associated with potential for increased risk profile or changes to research
· Complaints that suggest a systemic problem with research implementation or procedures
	· PI/Project Manager within 1 business day
· Evaluate for trends
· Report to IRB within 7 days
	· Email to PI
· Other Reportable Incident or Occurrence (ORIO) to IRB

	Abnor-mal Clinical Findings
	Expected (e.g., given study population) or unexpected abnormal clinical findings secondary to any research procedures
· Abnormal lab values, findings on X-rays, possible depression based on survey responses, etc. 
	· PI/Project Manager with timeline depending on urgency of finding
· Report to participant with timeline dependent on urgency of finding; provide with resources if applicable
· Not reported to IRB
	· Email to PI
· Study database – Adverse Events Log
· Phone call to participant

	
	Expected or unexpected clinical changes associated with participant’s baseline health status that are unrelated to any research procedures
· Exacerbations of pre-existing conditions and/or development of new symptoms
	· PI/Project Manager with timeline depending on urgency of change in health status and impact to study participation
· Evaluate for impact on participant enrollment status
· Not reported to IRB
	· Email to PI or team meetings
· Study database – Adverse Events Log

	Related Events
	Expected events that are related to participation in research
· Symptoms associated new onset of new exercise program or diet plan, including deleterious changes in mood
	· PI/Project Manager with timeline depending on urgency of issue
· Evaluate for trends
· Serious events reported to IRB within XXX days; non-serious events are not reported to IRB
· All expected related events reported to sponsor at time of annual progress report
	· Email to PI or study team meetings
· Study database – Adverse Events Log
· Adverse Event submission to IRB as needed
· Sponsor progress report

	
	Unexpected events that are related to participation in research
	· PI/Project Manager with timeline depending on urgency of issue
· Evaluate for trends
· Serious events reported to IRB within XXX days
· Non-serious events reported to IRB at time of annual renewal
· All unexpected related events reported to sponsor at time of annual progress report
	· Email to PI or study team meetings
· Study database – Adverse Events Log
· Adverse Event submission to IRB

	Un-related Events
	Unexpected events that are not related to participation in research
· Accidents, new onset illnesses, etc. 
	· PI/Project Manager with timeline depending on urgency of issue
· Evaluate for trends
· Not reported to IRB
	· Email to PI or study team meetings
· Study database – Adverse Events Log

	Summary of events NOT reported to the IRB:
· Participant complaints that do not impact risk or require a protocol change
· Abnormal clinical findings that arise during research procedures and changes in baseline health conditions unrelated to research participation
· Non-serious, expected, and related events
· Unexpected events that are not related to research participation





	Protocol Title
	

	Protocol Number:
	

	Principal Investigator:
	

	Version Number:
	

	Special Considerations:
e.g., related to the study population or procedures that may influence your plan
	



	Reporting Timeframe
	Mechanism

	
	<List events below; delete un-needed rows>
	· <List who needs to know about the event and timelines for sharing the information>
	· <List how the information will be shared and/or reported>

	
	Participant screening
	· 
	· 

	
	Enrollment and attrition
	
	

	Com-plaints
	Participant complaints not associated with potential for increased risk profile or changes to research
· 
	·  
	· 

	
	Participant complaints associated with potential for increased risk profile or changes to research
· 
	· 
	· 

	Abnor-mal clinical findings
	Expected (e.g., given study population) or unexpected abnormal clinical findings secondary to any research procedures
· 
	· 
	· 

	
	Expected or unexpected clinical changes associated with participant’s baseline health status that are unrelated to any research procedures
· 
	· 
	· 

	Related Events
	Expected events that are related to participation in research
· 
	· 
	· 

	
	Unexpected events that are related to participation in research
	· 
	· 

	Un-related Events
	Unexpected events that are not related to participation in research
· 
	· 
	· 

	Summary of events NOT reported to the IRB:
· 



