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Medical Device SAE/SADE Sponsor Review Process Flowchart
SAE/SADE received by EMAIL - Date stamped

USADE identified

			No
Yes

Enter onto database within 96 hours

Immediately report to the Sponsor
Completed / Signed off


No
Yes

Requires
Follow-up
Incomplete SAE/SADE forms request for further information to be returned with 7 days
Completed final / follow-up SAE/SADEs reviewed and if no further information is required will be signed off by Sponsor within 7 days
Completed initial SAE/SADE reports reviewed and signed off by Sponsor.  A request for follow up report to be sent, requiring return within 28 days



Sponsor to review and send reminder. Further 7 days given for return of completed SAE/SADE.
Sponsor to review and send reminder if report not returned. Further 7 days given for return of completed SAE/SADE.


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


Signed SAE/SADEs to be scanned and entered into electronic folder and acknowledgement email sent within 96 hours
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