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HTA related Adverse Event Reporting Form (FRM119)
Adverse Event Reference: AE- 20XX- XXX


	

	Is this adverse event related to a specific project? 
	.
	[bookmark: Check1]  |_|  yes
	[bookmark: Check2]  |_|  no

	Project Information (if relevant) 

	Project ID: 

	Project Title:

	Investigator Name: 




	Adverse Event Information

	Describe event:












	

	Start Date of AE:                        (DD/MM/YYYY)          
	.…..…. / ……… / …….……
	Location: 

	Stop Date of AE:                  (DD/MM/YYYY)                     
	.…..…. / ……… / …….……
	 |_| Or Ongoing   

	


	Severity adverse event (i.e. severity of shortfall) – see SOP133 for guidance
(Assign the severity of the AE based on the most severe aspect of the event

	Initial assessment at time of reporting AE
	PD Severity review 

	|_|  Minor |_|  Major  |_|  Critical

	|_|  Minor |_|  Major  |_|  Critical

	Explanation of change in severity:



	



	Shortfall against which HTA standard

	|_| Consent             		 
|_| Governance & Quality    
|_| Traceability            
|_| Premises, Facilities & Equipment  



	Initial action taken

	



 



	Person completing report

	Name:
Position: 
Email / Contact no: 
Signature and Date (DD/MM/YYYY):

	Persons Designate acknowledging report and completing the appropriate Adverse Event Log if different from above

	Name: 
Position: 
Email / Contact no: 
Signature and Date (DD/MM/YYYY):


	Designated Individual approving report and initial actions taken

	Name:
Position: 
Email / Contact no: 
Signature and Date (DD/MM/YYYY):
Designate Individual comments: 






Please email this completed form to the QA safety reporting inbox: papworth.safety-reporting@nhs.net within 24 hours of knowledge of the event.
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