Flowchart for identifying ADVERSE REACTIONS (AR) that occurred at WSU or WSU serves as

coordinating center

Did the Adverse Reaction (AR) occur within 60 days of the study
intervention/activity?

No q Do not report to the HIC

May need to be reported to the sponsor

Yesv

Yes
Did a death or immediate life-threatening event occur? ¥

Nov

Did an AR occur that meets one of the following conditions?

Report to HIC within 3 business days of
awareness using AR/UE form
Coordinating Centers must notify all
participating sites

If a change to the informed consent is <
needed, submit an amendment to HIC

a) Resulted in a hospitalization or prolonged
hospitalization

b) Resulted in a permanent or significant disability

c) Resulted in a congenital anomaly

No

Yes Is the AR definitely or probably

d) Was judged to be serious by the principal investigator

ot

related to study intervention? **
(If unable to determine
relationship follow YES arrow)

Did a moderate or minor non-serious event occur that was listed in the risk

section consent form?

Was the event more frequent, more
intense, or longer lasting than

Is the AR definitely or probably related to study intervention? **
(If unable to determine relationship follow YES arrow)

expected?
No l No l
Yes Yes
Do not report to the HIC.
May need to be reported to the sponsor
h 4

Yes

No Yes

Was the risk
listed in the risk
section of the
consent form
and in the PI’s
Opinion no
greater than
expected?

Report to the HIC within 10 business days of awareness of event using AR/UE form, Coordinating Centers must notify all participating

sites. If a change to the informed consent is needed, submit an amendment to the HIC

**See policy when sponsor requires “possibly related” adverse reactions to be reported to the HIC
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