HOSpital Site Initial identification of AE at hospital

N

CRFs collect certain AE

. . Seriousness assessment
information.

Does the event satisfy one of the ‘serious’ Criteria?

—Q-

No separate form required

\. J

[ Outcomes of death, \

Date investigator aware of SAE

S SAE process

Reporting Window

From the time that the patient is randomised, through
to and including 28 calendar days after the last
administration of IMP.

disability and organ failure
Checking for reportable events

Is this a reportable SAE has per the current protocol?

will be recorded on the
trial CRF’s and monitored

Follow-up information on existing
unresolved SAE becomes available —

by the independent Data
Monitoring Committee

Follow the same process making
consideration for any changes

A\ 4

Hospital site causality assessment

Is there a possibility of a causal relationship between event and administration of IMP?

A\ 4

Email form to WCTUQA@warwick.ac.uk within 24 hours of date investigator aware

Expectedness assessment using

\ 4

WCTU

If related and unexpected
RSI from relevant SmPC

Is it fatal/life-threatening?

- |

!

SUSAR notification to MHRA and REC
within 7 calendar days of investigator
site report to WCTU QA (day 0)

Cumulative monitoring of Safety
information and reporting to MHRA as
required

SUSAR notification to MHRA and REC
within 15 calendar days of investigator
site report to WCTU QA (day 0)

v

Follow up report within 8

further calendar days
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