2016 version approved by the IRB committee on:

Austin College IRB
Unanticipated Event, Policy Violation/Noncompliance, or Data Breach

Human Subjects Incident Report Form
Researchers are required to file a report, using this form within 10 days, for any incident occurring in the course of IRB approved human subjects research.  A report should be filed with the IRB for any unanticipated problem, data breach, departure from an approved procedure or for any event resulting in or having the potential to result in physical injury, psychological distress, or other events that introduce the potential for harm into the research process. Events should be reported if the injury, distress, or other event was directly related to participating in the research. In addition to reporting the event, the researcher has the responsibility of informing the participant(s) of the contact information for the chair for the IRB. 

Date Submitted :

Project IRB#:
PI information:

Principal  Investigator  (PI)   
Telephone  
Email      

Faculty Supervisor  (if the PI is a student) 
Telephone  

Email  
Name of person making the report (note reports must be made by the faculty supervisor in case of a student project):

Name(s) of people present during event and description of their role:  

Date and time of the incident: 
Provide a detailed description of the incident. In your descriptions make sure to address what, if any, harms were experienced by participants or increased risks were present.:  
Does the incident meet the criteria for an Unanticipated Problem? 
 ___ Y   ____ N

Was the incident a result of protocol violation or noncompliance? 
 ___ Y   ____ N

Did the incident involve a data breach? 
 ___ Y   ____ N

Did the incident involve HIPPA or FERPA protected information? 
 ___ Y   ____ N
Corrective action(s) taken by the researcher(s)/PI/faculty supervisor prior to reporting to the IRB (make sure that actions are appropriate based on the type of incident – see AC policies for guidance):
Attach supporting documentation (revised protocols, increased monitoring plan, changes to informed consent document or IRB application, etc.)
__________________________________________________________________________
The area below this line will be completed by the IRB committee upon investigation of the event.

Do personnel outside of the IRB committee need to be involved in the investigation of this incident?

Results of IRB investigation into the incident:

For Unanticipated Problems evaluate:

1. The situation or event was unanticipated (expectedness).
2. The situation or event was related or possibly related to participation in the research (relatedness).

3. The situation or event suggests the research places participants or others at greater risk of harm than originally known (risk).

See AC policy on Unanticipated Problems for details that must be addressed related to each of these three questions.
IRB actions (if any):

Incident reporting (document which IRB member reported the incident, date report was made, and who they report to – institutional official, federal agency, etc.):

  

