East Tennessee State University Tracking Log for Non Reportable Protocol Deviations
The policy of ETSU’s Human Research Protection Program is that investigators must promptly submit any accidental or unintentional change to the IRB-approved protocol that involves risks or has the potential to recur.  Protocol deviations that do not meet these criteria (as determined by the local PI) do not require submission to the IRB individually, but must be reported in summary form (table or spreadsheet) at the time of the next continuing review.   If the sponsor requires documentation of prompt reporting of individual protocol deviations to the IRB, you may notify the IRB of any accidental or unintentional change to the IRB-approved protocol that does not involve risk or have the potential to recur with this form.  If the accidental or unintentional change to the IRB-approved protocol does involve risks or have the potential to recur, a Form 109 must be submitted for each event that meets these criteria.  Please note that any deviation taken from the protocol without IRB approval to eliminate apparent immediate hazard to a research participant must be promptly submitted to the IRB within 10 working days using the Form 109. 
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