[bookmark: _Hlk33605803][image: Imperial College London logo][image: Imperial College Healthcare Logo]
		Research Governance
	       	    and Integrity Team

[image: Safety Reporting Overview]
Template Ref: RGIT_TEMP_004
Template V2.0 06Feb2024								Page 1 of 1
© Imperial College of Science, Technology and Medicine  	
image1.jpeg
Safety Reporting Overview

Adverse Event

Serious

Seriousness l
Serious Adverse Event

N

—

Not serious

v
Adverse Event

N

Related Not related Related Not related
Gausait
Rusaly toIMP toIMP to IMP toIMP
Serious Serious Adverse Adverse
Adverse Adverse Reaction Event
Reaction Event
Record in notes +

I

Expectedness  Expected Not Expected

I i

Serious Suspected

Adverse Unexpected

Reaction Serious
Adverse
Reaction

SSAR
=

Record in notes + CRF + SAE form
Report to Sponsor Immediately*
Include in Annual Safety Report

AR=— < — CrF

AE/

Record in notes + CRF + SAE form
Report to Sponsor Immediately®

Expedited Reporting!
Record in notes + CRF + SAE form

SUSAR == Report to Sponsor Immediately”

Report to MHRA & EC (7/14 days)
Include in Annual Safety Report

* Urnless identified in the protocol as not requiring immediate reporting
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