How to determine whether your adverse event is an UPIRSO and requires prompt reporting to the IRB

Is the event unexpected in nature,
severity or frequency?

v

Event is not an UPIRSO. The
event does not need to be
promptly reported, however a
summary should be provided at
continuing review.
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Is the event related or possibly related to
> participation in the research?
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Does the event suggest that the research places
subjects or others at a greater risk of physical or
psychological harm than was previously known or
recognized?

NOTE: Answer YES if you are reporting a serious
adverse event.

Event is an UPIRSO. Submit form Event
Requiring Prompt Reporting to the IRB.




