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Human Tissue Adverse Event / Incident
Reporting Form
(Please also see Guidance notes at end of this document)


	Surname:

	

	Forename:

	
	Title:
	

	Work Telephone Number:
	

	Job Title:

	

	Institute
Name:


	
	Group/section:
	



Adverse Event / Incident Details

	Event / Incident Date:
	
	Time of Event / Incident:
	

	Site:

	

	Location (please give 
specific details):



	



Description of Adverse Event / Incident:  Please give specific detail
	



















	Did the event / incident result in loss or damage to human tissue stored in the School/Unit? [delete as appropriate]
	
YES
	
NO



	Did the event / incident result in any personal injuries or ‘near misses’? [delete as appropriate]
If ‘yes’, please report the incident to the Institute Manager and SHE office 
	
YES
	 
NO



	Have recommendations been made by line management to prevent a similar incident recurring? [delete as appropriate]
	
YES
	
NO



Please record details of action taken:
	



















Form completed by:

	Print name of person completing the Accident / Incident Form:
	

	Name of School / Department HTA Person Designate:
	

	Has the School / Department HTA Person Designate been notified (please tick):

	
Yes
	
	
No
	

	Date:

	



Please keep a copy of this form in the School and the original should be sent to:-

Dr Priya Madhou
St Georges University of London
Cranmer Terrace
London
SW17 0RE





 What is an adverse event?

1	In the research and the teaching environment, the focus may be on non-compliance with the HT Act and codes of practice or damage to the tissue integrity.

2	Since the primary principle of the HT Act is underpinned by consent any removal of tissue, use or storage without appropriate consent (unless there are specific exceptions applying) should be regarded as a serious adverse event.

3	Other examples of adverse events can include but are not limited to human tissue being used for a different purpose than originally intended. A breach of donor confidentiality, labelling errors that led to unlinking of consent records, storage malfunction (e.g. freezer failure) or inappropriate storage that leads to damage of tissue integrity. Any breach or loss through compromised security arrangements should also be considered an adverse event.


Procedure

1	Any adverse event that occurs under the HTA licence must be reported to the designated individual (DI) immediately.

The DI will assess the adverse event and provide it with a preliminary grading depending on the severity of the incident.


	GQ6 Risk assessments of the establishment’s practices and processes are completed regularly, recorded and monitored



	a) There are documented risk assessments for all practices and processes requiring compliance with the HT Act and the HTA’s Codes of Practice.

Risk assessments should include the risks relating to the premises, practices and procedures connected with licensed activities, including: 

· receiving and/or storing specimens without appropriate consent documentation;
· storing or using human tissue after consent withdrawal;
· storage failure or other damage affecting human tissue quality for useful research;
· loss of human tissue;
· sample mix-up or loss of traceability;
· transport of specimens to and from the establishment ;
· security arrangements;
· incorrect disposal.
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