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Event Reporting Form
	INSTRUCTIONS for INVESTIGATORS:
	IRB LOG #:      

	1. Complete this form to summarize adverse or noncompliant events (initial or continuing). 
2. Review the IRB policies on Adverse and Noncompliant events.

a. The policies include important information that will assist you in completing this form.

b. Review OHRP’s guide document
3. Submit this completed document to RESEARCHCOMPLIANCE@kent.edu.  To submit the form with a typed signature, the form must be submitted from the Investigator’s @kent.edu email account. If completed form is signed and then scanned as a PDF attachment, the @kent.edu email requirement does not apply.   

	IRB Office use only

APPENDIX R – UNEXPECTED ADVERSE EVENT
AGENDA DATE

Date received
Date of IRB Determination/acknowledgement email to Investigator



To complete this form: Single left-click to complete text fields. To check a box, double left-click on the box, then click “checked”. Click OK.

	Section I - KSU Investigator Information

	PI Last Name:

	Title of Study (should match Human Subjects Research Application)

	     

	Is the study externally funded?
	 FORMCHECKBOX 
 Yes ( Provide KUALI number:      
 FORMCHECKBOX 
 No

	Section II - External IRB Review

	Is the event related to a research study that has been reviewed/approved by an external IRB?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No (Skip to Section III

	Has the external IRB been notified of the event? 

	 FORMCHECKBOX 
  Yes(attach copy
[image: image1]
 FORMCHECKBOX 
  No

	Name of Institution providing external IRB approval: 
	     

	Name of contact person at external IRB:
	     

	Section III – Event type and Description 

	1. Is the event related or unrelated to the research? Select one.

	 FORMCHECKBOX 
 Related – associated with or having a timely relationship with, as in a reasonable possibility exists that an outcome may have been caused or influenced by the research, even if an alternative explanation is present.
	 FORMCHECKBOX 
 Unrelated

	2. Has there been a failure to comply with applicable policies, laws, regulations, protocols, or IRB requirements?

	 FORMCHECKBOX 

	No

	 FORMCHECKBOX 

	Yes 

	3. Have there been any unanticipated problems involving risks to subjects or others?

	The Office of Human Research Protections considers unanticipated problems, in general, to include those events that:

 (1) Are not expected given the nature of the research procedures and the subject population being studied; and 

(2) Suggest that the research places subjects or others at a greater risk of harm or discomfort related to the research than was previously known or recognized. 

	
	 FORMCHECKBOX 

	No

	
	 FORMCHECKBOX 

	Yes 

	4. Have there been any adverse events that were unexpected or that occurred at GREATER THAN the expected frequency or level of severity as documented in the research protocol, the consent form, and/or other available information?

	
	 FORMCHECKBOX 

	No

	
	 FORMCHECKBOX 

	Yes

	5. Is the event serious or nonserious? Select one.

	 FORMCHECKBOX 
 Serious - increases risk to research participants, compromises participant rights or welfare, or affects the integrity of the research/date or the human subjects protection program.
	 FORMCHECKBOX 
 Nonserious

	6. Provide a detailed narrative of the event. 

Do not include subject names, identities, or other personally identifiable information. 

	     

	Section IV – Event Follow-up 

	1. Describe any corrective action already taken in response to the event. 
State “N/A” if no action has been taken and describe why no action has been taken.  

	     

	2. Describe any subject follow-up that has been or will be conducted by the research team.

State “N/A” if no action has been taken and describe why no action has been taken.  



	     

	Section V – PI Signature

	I verify that the information provided in this Continuing/Annual Review form is accurate and complete.  

	
	
	

	Signature of Principal Investigator
	
	Date

	
	
	

	Printed name of Principal Investigator
	
	

	
	
	

	This section for IRB use only

	IRB Determination
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