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Office of Research Integrity						
Institutional Review Board (IRB)
2000 University Avenue								Phone: 765-285-5070
Muncie, IN  47306-0155								Fax:  765-285-1328

IRB Research Related Incident Report Form

	IRBNet Number:
	[bookmark: Text1]     
	     Date of Report:
	[bookmark: Text2]     



Protocol Title:
	[bookmark: Text3]     



INVESTIGATOR INFORMATION

  Principal Investigator
	Principal Investigator:
	[bookmark: Text4]     
	Department:
	[bookmark: Text6]     

	Phone:
	[bookmark: Text5]     
	Email:
	[bookmark: Text7]     



  Faculty Advisor (If PI is a BSU Student)
	Faculty Advisor:
	     
	Department:
	     

	Phone:
	     
	Email:
	     



Sponsor/Funding Agency (if applicable):
	[bookmark: Text8]     



[bookmark: Check1][bookmark: Check2]Was the sponsor/funding agency notified of the event?	|_| Yes		|_| No
If no, please explain:
	[bookmark: Text9]     



1. TYPE OF INCIDENT (Must be reported to the IRB within 5 business days)

	Check all that apply:
	
[bookmark: Check3][bookmark: Check26]	|_| Incident Report						|_| Possible FERPA Violation
[bookmark: Check4][bookmark: Check27]	|_| Breach of Privacy						|_| Possible HIPAA Violation
[bookmark: Check5][bookmark: Check28]	|_| Breach of Data/Research Security				|_| Psychological Harm or Injury
[bookmark: Check6][bookmark: Check29]	|_| Protocol Deviation						|_| Social Harm or Injury
[bookmark: Check7][bookmark: Check30]	|_| Subject Recruitment						|_| Economic Harm
[bookmark: Check8]	|_| Complaint Registered by Participant/Study Site
[bookmark: Check22]	|_| Medical (Emergency treatment, hospitalization, 
	      Disabled, incapacitated, etc.)
[bookmark: Check31]	|_| Other (Explain):
	[bookmark: Text33]     





[bookmark: Check9]|_| Unanticipated Problem
	An event that is:
a. Unexpected: and
b. be related or possibly related to participation in the research; and
c. suggest that the research places subjects or others at greater risk of harm (including physical, psychological, economic, or social harm) than previously known or recognized or
d. meet the definition of Serious Adverse Event.

[bookmark: Check10]|_| Adverse Event
	Any untoward or unfavorable medical occurrence in a human subject, including any 	abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease, 	temporally associated with the subject’s participation in the research, whether or not considered 	related to the subject’s participation in the research (OHRP Guidance January 15, 2007)

[bookmark: Check11]|_| Serious Adverse Event
	An event that results in any of the following:. 
	•	Death;
	•	Is life-threatening (places the subject at immediate risk of death from the event as it 			occurred);
	•	Inpatient hospitalization or prolongation of existing hospitalization;
	•	A persistent or significant disability/incapacity;
	•	A congenital anomaly/birth defect; or
	•	Based upon appropriate medical judgment, may jeopardize the subject's health and may 			require medical or surgical intervention to prevent one of the other outcomes listed in this 			definition.

**If this is a Serious Adverse Event, please fill out Attachment A and submit the entire Report to the Office of Research Integrity, through IRBNet, within 48 hrs.**

2. INCIDENT INFORMATION

	Start Date of Event:
	[bookmark: Text10]     
	End Date of the Event:
	[bookmark: Text11]     



[bookmark: Check12][bookmark: Check13]Report Type:	|_| Initial	|_| Follow-up (from previously reported event)

[bookmark: Check14][bookmark: Check15]Were there any key personnel involved in the incident?	|_| Yes		|_| No

If yes, please list the key personnel that were involved in the incident:

	Name
	Role on the Study (Co-PI, Research Assistant, etc.)

	[bookmark: Text12]     
	[bookmark: Text16]     

	[bookmark: Text13]     
	[bookmark: Text17]     

	[bookmark: Text14]     
	[bookmark: Text18]     

	[bookmark: Text15]     
	[bookmark: Text19]     


If additional space is needed, attach a separate document on IRBNet with personnel information.

[bookmark: Check16][bookmark: Check17]Were any participants/subjects directly involved in the incident?		|_| Yes		|_| No

[bookmark: Check20][bookmark: Check21]Were the participants/subjects not directly involved notified about the event?	|_| Yes		|_| No
If no, please explain:
	[bookmark: Text32]     




[bookmark: Check18][bookmark: Check19]If yes, was an internal incident or adverse event filed?			|_| Yes		|_| No
Please submit a copy of the internal incident/adverse event form on IRBNet.

If participants/subjects were directly involved in the incident, please fill out below:

	Name
	Sex
	Age

	[bookmark: Text20]     
	[bookmark: Text24]     
	[bookmark: Text28]     

	[bookmark: Text21]     
	[bookmark: Text25]     
	[bookmark: Text29]     

	[bookmark: Text22]     
	[bookmark: Text26]     
	[bookmark: Text30]     

	[bookmark: Text23]     
	[bookmark: Text27]     
	[bookmark: Text31]     


If additional names are needed, attach a separate document on IRBNet.

What was the subject’s participation level after the event (if applicable)?

[bookmark: Check32]|_| Subject withdrew from the study
[bookmark: Check33]|_| Subject completed the study
[bookmark: Check34]|_| Subject continued research participation
[bookmark: Check35]|_| Investigator withdrew subject from further participation
[bookmark: Check36]|_| Subject continued participation with follow-up only
[bookmark: Check37]|_| Other (explain):
	[bookmark: Text37]     




Provide a brief description of the event:
	[bookmark: Text34]     



If the incident involved a privacy or security breach, please provide an explanation as to the nature of the breach, what was stolen/effected and what security measures were in place at the time of the incident:
	[bookmark: Text35]     



Explain what corrective actions and preventative measures have been taken as a result of the incident (including revisions to the Protocol, Informed Consent, and any study documents):
	[bookmark: Text36]     



[bookmark: Check38][bookmark: Check39]Has any previous research produced this type of event or outcome?	|_| Yes		|_| No


If yes, please explain:
	[bookmark: Text38]     




RELATION TO STATED RISKS

[bookmark: Check40][bookmark: Check41]In the PI’s judgment, are the probability, magnitude, and reversibility of this event consistent with the risk information in the IRB application and narrative, and informed consent document(s) previously reviewed and approved by the IRB?	|_| Yes		|_| No

If no, please explain:
	[bookmark: Text39]     


	

Status of the Research:

|_| Continue as planned (No changes to the research protocol or consent process)
[bookmark: Check43]|_| Continue with changes (Protocol or consent process)
[bookmark: Check44]|_| Suspend new subject enrollment (Until further assessment is complete)
[bookmark: Check45]|_| Terminate the study (all subjects are removed from the study and no data collection)
	(Please submit a Final Report/Study Closure Form if you are terminating the study)

Any additional information:
	[bookmark: Text40]     




Submission for this Research Related Incident Report Form must be electronically signed within IRBNet by the Principal Investigator (and Faculty Advisor, when applicable).  Your electronic signature indicates your certification that the information provided in this document is accurate and current.
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ATTACHMENT A:  BSU ADVERSE EVENT/SERIOUS ADVERSE EVENT FORM
IRBNet #: 
	[bookmark: Text41][bookmark: _GoBack]     


Protocol Title:
	[bookmark: Text44]     


Principal Investigator:
	[bookmark: Text43]     



Please list information about the Adverse Event/Serious Adverse Events below

[bookmark: Check46][bookmark: Check47]Has the participant had any other AE’s or SAE’s during this study? 	|_|Yes     |_|No    (If yes, please list them after the current incident)
	Severity
	Study Intervention Relationship
	Action Taken Regarding Study Intervention
	Outcome of AE/SAE
	Expected
	Serious

	1 = Mild
2 = Moderate
3 = Severe

	1 = Definitely related
2 = Possibly related  
3 = Not related

	1 = None
2 = Discontinued permanently
3 = Discontinued temporarily
4 = Procedure/Dose/Activity Reduced 
5 = Procedure/Dose/Activity Increased
6 = Procedure/Dose/Activity Delayed
	1 = Resolved, No Sequel
2 = AE/SAE still present- no treatment
3 = AE/SAE still present-being treated
4 = Residual effects present-not treated
5 = Residual effects present- treated
6 = Death
7 = Unknown
	1 = Yes
2 = No
	1 = Yes
2 = No




	Event
	Start Date
	Stop Date
	Severity
	Relationship to Study Treatment/Procedures
	Action Taken

	Outcome
of AE/SAE
	Expected?
	Serious Adverse Event?
	Initials

	[bookmark: Text45]1.     
	[bookmark: Text51]     
	[bookmark: Text57]     
	[bookmark: Text63]     
	[bookmark: Text69]     
	[bookmark: Text75]     
	[bookmark: Text81]     
	[bookmark: Text87]     
	[bookmark: Text93]     
	[bookmark: Text99]     

	[bookmark: Text46]2.     
	[bookmark: Text52]     
	[bookmark: Text58]     
	[bookmark: Text64]     
	[bookmark: Text70]     
	[bookmark: Text76]     
	[bookmark: Text82]     
	[bookmark: Text88]     
	[bookmark: Text94]     
	[bookmark: Text100]     

	[bookmark: Text47]3.     
	[bookmark: Text53]     
	[bookmark: Text59]     
	[bookmark: Text65]     
	[bookmark: Text71]     
	[bookmark: Text77]     
	[bookmark: Text83]     
	[bookmark: Text89]     
	[bookmark: Text95]     
	[bookmark: Text101]     

	[bookmark: Text48]4.      
	[bookmark: Text54]     
	[bookmark: Text60]     
	[bookmark: Text66]     
	[bookmark: Text72]     
	[bookmark: Text78]     
	[bookmark: Text84]     
	[bookmark: Text90]     
	[bookmark: Text96]     
	[bookmark: Text102]     

	[bookmark: Text49]5.     
	[bookmark: Text55]     
	[bookmark: Text61]     
	[bookmark: Text67]     
	[bookmark: Text73]     
	[bookmark: Text79]     
	[bookmark: Text85]     
	[bookmark: Text91]     
	[bookmark: Text97]     
	[bookmark: Text103]     

	[bookmark: Text50]6.     
	[bookmark: Text56]     
	[bookmark: Text62]     
	[bookmark: Text68]     
	[bookmark: Text74]     
	[bookmark: Text80]     
	[bookmark: Text86]     
	[bookmark: Text92]     
	[bookmark: Text98]     
	[bookmark: Text104]     
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