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	Full title of Study:
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	UHBW Study Reference no:
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	AE No:
	Patient ID
	Description of Event
	Start date
	Duration/End date
	Outcome
	**Sequelae
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|_| Resolved
|_| Resolved with sequelae**
|_| Ongoing 
|_| Patient died*
|_| Unknown 
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	Assessment

	Causality:
Relationship to
study drug/device/ intervention
	|_| Not related
|_| Unlikely to be related
|_| Possibly related
|_| Probably related
|_| Definitely related
	Seriousness
	[bookmark: Check29]|_| Not serious 
|_| Resulted in death*
|_| Is/was life threatening*
|_| Resulted in hospitalisation or prolongation of existing hospitalisation*
|_| Resulted in persistent or significant   disability or incapacity*
|_| Resulted in congenital anomaly or birth defect*
|_| Other (please specify)*



* Event is considered serious – report to the sponsor within 24 hours using the form provided. Where none is provided use the UHBW Research
   Related SAE/SUSAR Initial Report Form (TMPL_025)	

	Name of person completing the form :                                                Signed:                                          Date:   
 
*Name of person undertaking the causality and seriousness assessment review :                                                   Signed:                                          Date:
*For CTIMPs and Medical Device trials causality and seriousness assessment must be undertaken by a medically qualified doctor
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