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All SAEs to be entered on Sponsor database
SAE received by R&I admin staff

If a potential SUSAR -report to Sponsor/Monitors immediately
Sponsor to liase with Investigator to ensure unblinding occurs (where applicable). If SUSAR that is  related to IMP follow SUSAR Process Flowchart : T1008

UHL Sponsor
R&I Admin
RESPONSIBILITIES
Signed SAEs to be entered into EDGE  and acknowledgement email sent within 96 hours


Completed final / follow-up SAEs reviewed and if no further information is required will be signed off by sponsor with 7 days

If SAE report not returned in 7 days further, communication / escalation as per non-compliance SOP S-1016 will be implemented

R&I Admin to review and send reminder if report not returned. Further 7 days given for return of completed SAE.
If SAE report not returned in 7 days further, communication / escalation as per non-compliance SOP S-1016 will be implemented

R&I Admin to review and send reminder if report not returned. Further 7 days given for return of completed SAE.
REQUIRES FOLLOW-UP
Incomplete SAE form request for further information to be returned with 7 days
Completed initial SAE reports reviewed and signed off by sponsor. A request for follow up report to be sent, requiring return within 28 days
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