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Site Name:

Site ODS Code:

Participant Study ID (FLUSNxxxxxxx):

Date Deviation Identified:

Visit Affected (Day 0 / Day 28 / Other):

Description of Deviation:

Reason for Deviation:

Was IMP administered? (Yes/No):

Reported By (Name & Role):

Date of Report:

Principal Investigator Review & Sign-off:

Date:
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