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To Medical Monitor: Submit completed assessment to Study Project Manager by 07-Nov-2024

E^Yes
□ N o

Is the event “Ser ious”? '

Is the event “Related” to study intervention?

(Is the event at least possibly related to study intervention?)

□ Y e s
/

□fNo

□TYesIs the event “Unexpected”?
(is the event not listed in Investigator’s Brochure or Product
Monograph?)

□ N o

Is this an Expedited Report? (Check one)
(Is the event serious, related and unexpected?)

□YES, 7-day report (death or life-
threatening)

Reporting Deadline to Health Canada:
[DD-MMM-YYYY]The timeline for reporting to Health Canada begins when the Si

first learns about aserious and unexpected Adverse Drug
Reaction (ADR).

An ADR is subject to expedited reporting when it is serious and
unexpected and suspected to be related to study drug:

Where it is neither fatal or life-threatening, report within 15
calendar days after becoming aware of the information, or

Where it is fatal or life-threatening, report within 7calendar
days after becoming aware of the information. Within 8
calendar days after initially informing Health Canada of the fatal
or life-threatening ADR, submit as complete areport as
possible.

□YES, 8-day follow-up report (death or life-
threatening)

Reporting Deadline to Health Canada;
[DD-MMM-YYYY]

□YES, 15-day report (other unexpected
SADR)

Reporting Deadline to Health Canada:
[DD-MMM-YYYY]

□1mo

S/Yes
□ N o

Medica l Moni tor assessment cons is tent w i th Ql
or sub-investigator assessment
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