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Appendix 5 - SAE Sponsor Report Form template                                                                            


SAE/SUSAR SPONSOR REPORT FORM

	This page for R&D Use Only

	WAHT sponsored Studies


	Case reference number
	     

	WAHT Project Registration No:
	     

	EudraCT No (IMP trials only):
	     


	1. Sponsor assessment of causality

	Is the SAE related to the drug/device/intervention?

 FORMCHECKBOX 
 Not related

 FORMCHECKBOX 
 Unlikely to be related

 FORMCHECKBOX 
 Possibly related*

 FORMCHECKBOX 
 Probably related*

 FORMCHECKBOX 
 Definitely related*
	*If possibly, probably or definitely related, was the SAE unexpected?

 FORMCHECKBOX 
 Yes1
 FORMCHECKBOX 
 No2
(Unexpected means not described in the protocol or other product information)
	1 - Ensure all required sections of the follow up report form have been completed.

2 - Ensure sections 1, 2 and 3 of the follow up report form have been completed.

	Comments:      

	Name of person performing Sponsor assessment
:

     
	Contact Number:

     

	Signature of person performing Sponsor assessment:

     
	Date:

     


	2. Administrative and sponsor details

	Date report received from Investigator:

     
	CTA/DDX number (if applicable):

     

	Name and Address of Sponsor:

Weston Area Health Trust

R&D Department

Grange Road

Uphill

Weston-Super-Mare

BS23 4TQ
	Contact person at Sponsor

Name:      
Address: Same as Sponsor.

Telephone no: 01934 881135

Fax no: 01934 881139


� Where the assessment has been performed by the Data Safety Monitoring Board, give the name of the Chair and attach a list of names of the members of the Board who participated in the assessment.
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