
Was the adverse event
(including deaths) serious,
 unexpected, AND probably

related to study
participation?

Yes No

Is the event immediately
life threatening or

potentially severely
debilitating to others?

Will the AE result in a
change of protocol, revised
consent documents, and/or

dissemination of new
information to subjects?

Does this
protocol have
a DSMB or

DMC?

Yes

Yes

No

No

Do NOT
report to the

IRB

Report w/in
10 days

Report w/in
10 days

Report to IRB
Chair/Director

w/in 48 hrs

Was the adverse
event the death of a

local subject?

Did the death
occur w/in 30
days of the

study
intervention?

Was the
adverse event

probably related
to the study?

Yes No

Yes YesNo No

Report w/in
10 days

Report at
continuing

review

Does this
protocol have
a DSMB or

DMC?

Yes No

Yes No

Report at
continuing

review

Do NOT
report to the

IRB

Do NOT
report to the

IRB

Do NOT
report to the

IRB

Was the AE
expected?
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