Reportable Event Form (REF) for Atlanta VAMC Research
The PI must use this form to report local reportable events. 
*Refer to local Reportable Event policy for guidance and reporting timelines at:
http://www.atlanta.va.gov/services/New_For_Investigators_and_Staff.asp
	[bookmark: Text1]Principal Investigator:      
	Tel:      
	Fax:      

	Coordinator:      
	Tel:      
	Fax:      

	Study Title:      

	IRB #:                                Subject ID#:                    Event Date:            Date Event Discovered:      


[bookmark: Check1]Initial Report |_|		OR	Follow-up Report |_|
A. Did the event/problem occur while the participant was enrolled in VA approved research performed at the Atlanta VAMC (or local affiliated site with approved off-site waiver for VA funded studies)? 
|_| Yes		|_| No
B. Are the study funds administered through Emory, conducted at Emory, & IRB lists Atlanta VAMC as a study site? 	|_| Yes		|_| No
C. The event does not meet the local threshold for reporting; however the Sponsor requires reporting to the IRB
|_| Yes		|_| No
*Please provide a written explanation/justification in the space after questions where applicable.
1. Serious Adverse Event? No |_| Yes |_| If yes, please check the reason(s) below that apply:
|_| Death*	
|_| Life-threatening*				|_| Hospitalization* (inpatient or prolongation)
|_| Persistent or significant disability/incapacity*	|_|  Congenital anomaly or birth defect*
|_| Medical, surgical, behavioral, social, or other intervention(s) is needed to prevent outcome listed above (*).

2. Serious Problem? No |_| Yes |_| If yes, please check the reason(s) below that apply:
|_| Interruption of subject enrollment or other research activity due to concern(s) about the safety, rights, or welfare of human research subjects, research staff, or others
|_| Any work-related injury to personnel involved in human research, or any research-related injury to any other person, that requires more than minor medical intervention, requires extended surveillance of the affected individuals, or leads to serious complications or death
|_|  Any action taken in response to a VA Pharmacy Benefits Management (PBM) Bulletin or Communication
|_| A DMC, DSMB, or DSMC report describing a safety problem
|_| Sponsor analysis describing a safety problem for which action at the facility level may be warranted
        (Note: Sponsor AE reports lacking meaningful analysis do not constitute “problems”)
|_| A problem involving substantive harm (or a genuine risk of substantive harm) to the safety, rights or welfare of human subjects, research staff, or others
|_| A problem reflecting a deficiency that substantively compromises the effectiveness of the AVAMC’s human research protection program or oversight
|_| An anticipated AE or anticipated problem that occurs with greater frequency, duration or at a higher level of severity than expected 
|_|Other; Explain:      

3. Unanticipated? No |_| If No, and the event is a death, go to #4. 
If No, and the event is not a death, you do not need to complete and submit this form; however, please refer to policy for continuing review reporting. 
Yes |_| If yes, check the reasons below that apply:
|_| Event or Problem is new for this study
|_| Event or Problem is greater than previously known in terms of nature
|_| Event or Problem is greater than previously known in terms of severity
|_| Event or Problem is greater than previously known in terms of frequency or duration
AND check the study documents below that apply:
|_| Event or problem was not listed in the study protocol
|_| Event or problem was not listed in the Informed Consent
|_| Event or problem was not listed in the Investigator’s Brochure or in the Sponsor’s information
|_| Event or problem was not expected in the study population

4. Was the event related to the research procedure, drug, device, or the study? 
|_| Definitely Yes      	|_| Probably Yes 		|_| Possibly Yes 
|_| Definitely No  	|_| Probably No		|_| Possibly No 
|_| Unknown, please explain:      


  


5. If you answered either “Possibly, Probably, or Definitely No” to question #4, please check the reason(s) below that apply:
|_| Not related because event was caused by an underlying disease or condition. OR   |_|Other; 
Please explain:      



	
	

6. If you answered “Yes” to question #4 please check the reason(s) below that apply:
|_| Related to the research because of the study drug administered as part of the study
|_| Related to the research because of the study device used as part of the study
|_| Related to the research because of a procedure or intervention used as part of the study
|_| Related to the research because it probably would not have occurred without research participation
|_| Other; Please provide an explanation:      





7.    Is the overall risk-benefit relationship of the research still acceptable?
|_| Yes, please explain:	OR	|_| No, please explain:      





8.   In your opinion, does the event(s) require a change in the currently approved informed consent document?
|_| Yes. Please submit an amendment to the IRB.
|_| No. Please explain why these events should not be included in the consent form.      







9.  In your opinion, does the protocol need to be modified to protect subjects?
|_| Yes. Please submit an amendment to the IRB.
|_| No. Please explain why the study should be continued without modification of the protocol:      




10.   Do current and/or past subjects need to be notified of this event?
|_| Yes	If you intend to notify current and/or past subjects, please submit an amendment to the IRB describing how you intend to accomplish this.
|_| No     Please provide a justification for your answer.      



11. Have you completed all applicable reporting requirements? (e.g., of the Sponsor and/or FDA, etc.)
|_| Yes		|_| No		|_| N/A


	PI: Please provide a complete detailed description (what, when, where, how) of the event. You can copy and paste this information here from the medical record and redact identifiable information before submitting OR attach a separate de-identified document.  
     







  



	 










Principal Investigator: 
     					__________________________________             	
Print name			                Signature				  Date

 IRB member-Reviewer:  If PI answered “Yes” to questions 1 or 2 and 3, and “Definitely Yes” or “Probably Yes” to question 4 and you agree or disagree, please refer to CoRe team for Convened IRB review. Please check below for action(s) taken.
|_| Acknowledge, no further action taken			     
|_| Disagree with PI’s assessment (refer to CoRe team for review)
|_| Refer to the CoRe team for Convened IRB review		          			

______________________________	___________________
Signature IRB Member-Reviewer		Date of review/categorization by IRB Member-Reviewer
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