	Human Tissue Risk Assessment Form
(Please contact research-governance@bath.ac.uk for help with completing this form)

	Project Title:
Ethics@Bath reference number: 

	Date assessment completed: 

	Date of next review (no later than 3 years): 

	Retention period (+3 yrs from completion of project): 


	Version Control: Risk assessments require review and in some cases revision to ensure the assessment continues to reflect current working practices e.g. a review should be initiated in response to significant changes to the area / activity or if an incident has occurred.


	Version Number
	Date of Review
	Reviewer
	Brief Description of Changes

	
	
	
	

	
	
	
	

	
	
	
	






Risk Ranking Matrix

	RISK MATRIX

	Use this Risk Matrix to complete step 2 below to assess likelihood, severity and residual risk

	LIKELIHOOD
(Use the likelihood matrix below)
	SEVERITY

	
	Slight
(first aid injury)
	Moderate
(Lost time/money, Medical Treatment)
	Severe
(Irretrievable loss of time / funding, major injury)
	Very Severe
(Reputational damage, Long Term Disability or fatality)

	Very Likely
(Common Occurrence)
	LOW
	MEDIUM
	HIGH
	HIGH

	Likely
(Easily Foreseeable)
	LOW
	MEDIUM
	MEDIUM
	HIGH

	Possible
(Foreseeable under certain circumstances)
	NOT SIGNIFICANT
	LOW
	MEDIUM
	MEDIUM

	Unlikely
(Unlikely sequence of events/ Unexplained event)
	NOT SIGNIFICANT
	NOT SIGNIFICANT
	LOW
	MEDIUM



Likelihood Matrix 

	Descriptor
	Frequency
	Incidence
	Probability

	Very Likely
(Common Occurrence)
	Expected to at least daily
	>50%
	Expected will occur

	Likely
(Easily Foreseeable)
	Expected to at least weekly
	21-50%
	Probably will occur

	Possible
(Foreseeable under certain circumstances)
	Expected to occur at least monthly
	6-20%
	Will occur at sometime

	Unlikely
(Unlikely sequence of events/ Unexplained event)
	Expected to occur at least annually
	1-5%
	Could occur at some point
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UoB_RAHTv1 (template adapted from the University of Leeds and UCL’s risk assessments resources available via their research governance websites)
	ASSESSMENT OF RISK

	Assess the risks against each significant hazard identified. For all that do not apply, please state ‘N/A’

	A. Consent

	Ref
	Potential risk
	Consequences
(if risk is realised)
	Control measures in place
	Probability (P) 1-5
	Impact (I) 1-5
	Risk P*I 1-25

	A1
	Incomplete consent details
	Consent is not valid until all sections on the form are completed. If the missing details cannot be completed (e.g. by returning to the donor), samples could not be used for intended research failing to meet the expectations of the donor
	
	
	
	

	A2
	Samples acquired without consent
	Major breach of the HT Act with potential legal consequences. Distress to donors and families. Reputational damage to staff involved and University.
	
	
	
	

	A3
	Completed consent form lost
	Samples could not be used for research and risk of patient identifiable data being revealed, breaching the Data Protection Act (DPA), 2018
	
	
	
	

	A4
	Consent obtained using the wrong documentation, e.g. an old version of the forms
	Consent may not be valid with loss of samples for intended research purposes, failing the expectations of the donor.
	
	
	
	

	A5
	Samples supplied to the researcher by external organisations are being stored without consent
	Samples could be stored and released for research without any consent, in breach of the HT Act.
	
	
	
	

	A6
	Work continues after donor withdraws consent
	Major breach of the HT Act with potential legal consequences. Distress to donors and families. Reputational damage to staff involved and to the University.
	
	
	
	

	A7
	Other (please insert as many other entries as required or delete this row if not applicable)
	Please provide details 
	
	
	
	



	B. Sample Collection and Processing

	Ref
	Potential risk
	Consequences
(if risk is realised)
	Control measures in place
	Probability (P) 1-5
	Impact (I) 1-5
	Risk P*I 1-25

	B1
	Samples mixed up
	Loss of traceability of samples involved therefore unable to retain them for research thereby failing to meet donors’ expectations
	
	
	
	

	B2
	Sample contaminated
	Unable to be sure whether contamination would affect results. Unable to use samples for research thereby failing to meet donors’ expectations
	
	
	
	

	
	
	
	
	
	
	

	B3
	Failure of equipment,
e.g. centrifuge,
resulting in tissue loss
	Loss of samples for intended research purposes failing donor expectations leading to donor distress. Reputational damage to the university.
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	Other (please insert as many other entries as required or delete this row if not applicable)
	Please provide details 
	
	
	
	






	C. Sample Use

	Ref
	Potential risk
	Consequences
(if risk is realised)
	Control measures in place
	Probability (P) 1-5
	Impact (I) 1-5
	Risk P*I 1-25

	C1
	Patients consented but samples released to researchers without the required ethical /governance approvals for project to exempt them from the requirements of the HT Act e.g. NHS REC project specific approval or approval granted by an NHS REC approved Research Tissue Bank.
	Breach of the HT Act if samples stored in unlicensed premises.
	
	
	
	

	C2
	Samples used for research purposes the donor has not consented to.
	Major breach of the HT Act with potential legal consequences for the university. Distress to donors and families. Reputational damage to staff involved and to the university.
	
	
	
	

	C3
	Inappropriate release of identifiable patient information with the samples
	Breach of the UK GDPR and DPA 2018 leading to potential legal penalties. Donor distress. Reputational damage to staff involved and the university
	
	
	
	

	C4
	Tissue handled inappropriately by research team/procedure damages/spoils the t sample making it unusable for its intended purpose..
	Loss of samples for intended research purposes and as intended by the donor. Donor distress. Reputational damage to the university.
	
	
	
	

	C5
	Failure to document tissue use on storage Logs.
	Breach of the traceability standard with potential legal consequences.
	
	
	
	

	C6
	Other (please insert as many other entries as required or delete this row if not applicable) 
	Please provide details 
	
	
	
	



	D. Sample storage

	Ref
	Potential risk
	Consequences
(if risk is realised)
	Control measures in place
	Probability (P) 1-5
	Impact (I) 1-5
	Risk P*I 1-25

	D1
	Incorrect storage conditions used.
	Loss of samples for intended research purposes and as intended by the donor. Donor distress. Reputational damage to the university.
	
	
	
	

	D2
	Loss of tissue integrity due to critical failure of a piece of storage equipment.
	Loss of samples for intended research purposes and as intended by the donor. Donor distress. Reputational damage to the university.
	
	
	
	

	D3
	Samples stolen or accessed and used accidentally by other researchers.
	Loss of samples for intended research purposes and as intended by the donor. Donor distress. Reputational damage to the university.
	
	
	
	

	D4
	Major incident (e.g. fire / flood) affects storage facility
	Loss of samples for intended research purposes and as intended by the donor. Donor distress. Reputational damage to the university.
	
	
	
	

	D5
	Loss of labelling of sample or sample misplacement
	Loss of samples for intended research purposes and as intended by the donor. Donor distress. Reputational damage to the university.
	
	
	
	

	
	Other (please insert as many other entries as required or delete this row if not applicable) 
	Please provide details 
	
	
	
	






	E. Sample transport

	Ref
	Potential risk
	Consequences
(if risk is realised)
	Control measures in place
	Probability (P) 1-5
	Impact (I) 1-5
	Risk P*I 1-25

	E1
	Sample fails to arrive
in the lab
	The sample would be unavailable for research and not used as donor intended.
	
	
	
	

	E2
	Loss of patient confidentiality during transport.
	Breach of the Data Protection Act leading to potential legal penalties. Donor distress. Reputational damage to staff involved and the university.
	
	
	
	

	E3
	Inappropriate condition of transportation used/ samples are damaged.
	Samples are lost for research purposes.
	
	
	
	

	E4
	Packaging failure/sample leakage during transit.
	Potential risk of exposure to pathogens. Loss of sample for research.
	
	
	
	

	E5
	Material transferred without ethical approval, consent, Material Transfer Agreement or to unlicensed site.
	Participant/donor has not consented for the proposed work. Assurance for University and participant/donor not in place
	
	
	
	

	E6
	Other (please insert as many other entries as required or delete this row if not applicable) 
	Please provide details 
	
	
	
	






	F. Sample traceability

	Ref
	Potential risk
	Consequences
(if risk is realised)
	Control measures in place
	Probability (P) 1-5
	Impact (I) 1-5
	Risk P*I 1-25

	F1
	Sample cannot be located
	Breach of the HT Act with potential legal consequences for the university. Distress to donors and families. Reputational damage to staff involved and the university
	
	
	
	

	F2
	Sample identifiers are lost or wrong so no linkage with the consent or clinical data is possible
	Breach of the HT Act with potential legal consequences for the university. Distress to donors and families. Reputational damage to staff involved and the university
	
	
	
	

	F3
	Other (please insert as many other entries as required or delete this row if not applicable) 
	Please provide details 
	
	
	
	


	G. Sample disposal

	 Ref
	Potential risk
	Consequences
(if risk is realised)
	Control measures in place
	Probability (P) 1-5
	Impact (I) 1-5
	Risk P*I 1-25

	G1
	Samples disposed of through incorrect route.
	Potential risk of accidental exposure to pathogens
	
	
	
	

	G2
	Accidental disposal of the wrong samples.
	Waste of donated sample and not used as donor intended
	
	
	
	

	G3
	Other (please insert as many other entries as required or delete this row if not applicable) 
	Please provide details 
	
	
	
	





Completion of this risk assessment, in line with the Governance and Quality Standard 6 of the HT Act code of practice for research, considers potential areas in which the project could possibly fail to comply with the HTA codes of practice. A separate risk assessment is still required to consider matters relating to H&S for the project. 

	Person responsible for initiating next review – Name: 


	Signed
	Date of next review (max 3 years post issuing) : 

	Assessor (Principal Investigator, or Supervisor for student projects) – Name:


	Signed
	Date: 
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