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	ABAC Institutional Review Board (IRB)
RESEARCH SUBJECT REPORT OF ADVERSE EVENT

	Complete this form, then submit to the Office of Sponsored Programs at SponsoredPrograms@abac.edu and IRB@stallions.abac.edu. 



	Both serious and either unexpected, or unusual incidents of injury or distress that are associated with the research experienced by subjects participating in ABAC approved research studies must be reported. This form, ALONG WITH A BLANK COPY OF THE CONSENT FORM should be submitted as soon as possible, immediately following the first awareness of the problem.

ALL BLOCKS MUST CONTAIN A RESPONSE. USE N/A IF NOT APPLICABLE

	[bookmark: Text37]Principle Investigator:      
	IRB Approval Number:      

	Advisor (if student):      
	Informed Consent on File:  ☐Yes  ☐No   ☐Waiver

	Subject’s Initials:      
	☐ Under 18 Years
☐ Over 18 years
	Date of Incident:          
Time of Incident (if known):      

	Research procedures involved:      

	Describe the subject’s injury, illness, or distress:      

	Describe in detail the nature and timing of event(s):      

	Describe actions taken immediately following the adverse event:      

	Describe treatment or follow up of the injury/distress (include who treated and where):      

	Describe in detail protocol changes and actions taken to correct or limit adverse effects in future interventions:      

	☐ Externally Funded                                                                     ☐ Self or internally Funded
[bookmark: Text38][bookmark: Text39]Grant Number:                Funding Agency:      

	[bookmark: Text15]This event has already been reported to: ☐NA    ☐Sponsor    ☐Co-Investigator(s)    ☐Advisor    ☐Other:     

	

_____________________________________________________                                       ________________________
Signature of PI                                                                                                                                 Date

PI Name (Typed):                                                                             PI Phone #:      

	

_____________________________________________________                                       ________________________
Signature of Advisor (if student)                                                                                                   Date

Advisor’s Name (Typed):                                                                             Advisor’s Phone #:      

	

_____________________________________________________                                       ________________________
Signature of Person Reporting                                                                                                      Date

Name of Person Reporting (Typed):                                                                             Reporter’s Phone #:      

Role of Person Reporting:                                                                                               Reporter’s Email:      

	DOES THIS EVENT REQUIRE REVISION TO THE PROTOCOL?  ☐Yes      ☐ No 
DOES THIS EVENT REQUIRE REVISION TO THE CONSENT?     ☐Yes      ☐ No
If YES To Either, Please Submit Appropriate Paperwork

	REMINDER: If there is any new information contained in this report that might have an impact on issues of risk connected with this study a revision must be made to the protocol and/or consent.



	(Office of Sponsored Projects use only) Recommendation:
□ Accept-File   □ Initiate investigation   □ Refer to subcommittee   □ full committee
□ Notify other sources (e.g., Legal, VPR, Institutional Official)  	          

Principal Investigator:  	                    
         IRB #:  	                                   
Level of risk of the study:   □ Minimal	□ Greater than Minimal

IRB Contact Name:   	                  
         Date:  	                                   
Final Disposition: □ File   □ Release with corrections    □ Release with no corrections    □ Cancel approval
	



Committee Procedure:

1.	When an adverse event is reported, sponsored programs will evaluate the report in cooperation with the committee chair within 2 working days to determine if an investigation is warranted.
2.	Research on the protocol shall be discontinued until cleared by the IRB (Institutional Review Board) or designated oversight committee.
3.	If circumstances surrounding the events are unclear, the committee chair will appoint a subcommittee of 2 or more members to investigate the events surrounding the adverse event.
4.	Investigation may result in one of the following:
a.	No additional precautions (study parameters did not precipitate the event), or
b.		Alterations are required in the study methodology/informed consent to assure the safety of participant (study parameters precipitated the event but can be corrected with protective measures) or
c.	Cancellation of the project approval and referral to full committee review (significant risk becomes evident under the current methodology)
5.	Researcher and study subjects affected by the adverse event will be notified of the outcome of the investigation by the IRB chair or designee
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