
Depart, then report to the 
IRB within 10 working days 

using the Protocol 
Deviation/Violation Form*

NO YES

Submit the Single Subject 
Exception Request Form 
and obtain IRB approval 

before departure

Report to the IRB within 10 
working days using the 

Protocol 
Deviation/Violation Form*

Is the decision to depart from protocol 
intended to reduce risk to the subject?

YES NO

Flow Chart for When and How to Report
Deviations, Violations, and Single Subject Exception Requests

Is the departure from protocol under the PI’s control?

YES
e.g., lab values out of range, etc.

NO
e.g., scheduling conflict, missed appointment, etc.

Will subjects’ rights, safety or welfare be (or possibly be) 
adversely affected by the departure from the protocol? 

Did the departure 
already occur?

YES NO

Did/will the departure possibly 
impact the science of the study?

YES NO
Possible violation, report to 

the IRB within 10 working 
days using the Protocol 

Deviation/Violation Form*

Track and report at time 
of Continuing Review

UToledo HRPP Deviation Flow Chart 3/5/20 *Device studies: deviations must be reported within 5 days.
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