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	Human Tissue Risk Assessment Form

(Please contact your site PD or Assurance Team for help with completing this form)

	Project Title:

	Date assessment completed: 
	Description of activity being assessed:



	Planned review date (no later than 3 years): 
	

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

	1. Summary of assessment: The activity has been assessed against the existing control measures. The assessment has identified [enter number] issues and made [enter number] non-H&S recommendations. These findings are detailed in the action plan below.
Signature of Principal Investigator (assessor) ………………………….………………………….. 

Name (print)……………………………………………….…..    Date: 

2. Supervisor Approval (required for student/PGR/ECR investigators): 

I have reviewed this risk assessment and accept the issues identified. The actions defined in this risk assessment will be taken to reduce residual risks to a low and acceptable level.
Signature …………………………………………………………

Name (print)……………………………………………………… Date: 
3. To be completed by RIGO: HTROG Approval (Only required when a High Residual Risk is identified within the assessment). 

The University’s Human Tissue Research Operations Group (HTROG) has reviewed the risk and has agreed that the actions defined in this risk assessment will reduce residual risks to a low and acceptable level.
Date of HTROG approval: 
Work must not be started until a ‘green light’ letter for the work has been received form RIGO


	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

	
	
	
	

	
	
	
	

	
	
	
	


	STEP 1 – IDENTIFY THE HAZARDS

	Indicate (with an X) the significant hazards identified relevant to this risk assessment 

	MANDATORY
	
	OPTIONAL

	Receiving and/or storing specimens without appropriate consent documentation
	X
	Incorrect disposal
	X
	
	Incidents during transport of specimens to and from the establishment
	
	
	

	Storing or using human tissue after consent withdrawal
	X
	Inappropriate storage following completion of a project
	X
	
	Material transferred without ethical approval, consent, Material Transfer Agreement or to unlicensed site
	
	
	

	Storage failure or other damage affecting human tissue quality
	X
	
	
	
	Mechanical injury/harm whilst handling tissue
	
	
	

	Loss of human tissue
	X
	
	
	
	Contamination harm whilst handling potentially infectious tissue
	
	
	

	Sample mix-up or loss of traceability
	X
	
	
	
	[Add additional hazards where identified]
	
	
	

	Security breach
	X
	
	
	
	
	
	
	


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


	STEP 2 - ASSESSMENT OF RISK

	Assess the risks against each significant hazard identified in step 1

	Significant Hazard
(items 1-7 are mandatory and must be completed)
	Perceived Nature of Risk
	Existing Control Measures
	Likelihood

	Severity

	Residual Risk

(H,M,L,NS)
	Further action required

Y/N
(If Y - add to action plan)

	1. Receiving and/or storing specimens without appropriate consent documentation 
	Participant/donor has not consented for the proposed work
	Template consent form is reviewed and must be initialled by participant when consenting so no ambiguity. Current and future use must be consented using separate statements. For imported tissue an MTA should normally be in place and where needed letter of assurance. Individuals are trained and follow University processes.
	
	
	
	

	2. Storing or using human tissue after consent withdrawal
	Participant/donor has not consented for the proposed work
	Process for withdrawal is reviewed as part of the Human Tissue governance application. It must be noted who holds the link between participant names and sample codes and the process for disposing samples on withdrawal request provided.
	
	
	
	

	3. Storage failure or other damage affecting human tissue quality
	Participant/donor has wasted time effort
Researcher has wasted time/effort/ money and reduced research output
	Storage area is monitored and equipped with an alarm. A Business Continuity Plan and back up storage spaces are in place. Appropriate containers to be used.
	
	
	
	

	4. Loss of human tissue
	Participant/donor has wasted time/effort

Researcher has wasted time/effort/ money and reduced research output
	Each aliquot is labeled uniquely. Human tissue is separated from other tissue and chemicals. Dedicated storage areas are used and monitored. Appropriate sample storage/tracking logs are used.
	
	
	
	

	5. Sample mix-up or loss of traceability including when researchers leave the University
	Participant/donor has wasted time/effort and if samples have diagnostic value may receive the wrong diagnosis

Researcher has wasted time/effort/money and attributes data to the wrong participant
	Each aliquot is labeled uniquely. Tissue that is transferred must normally be accompanied by an MTA and the recipient must confirm they have received the tissue in good order.
Appropriate sample storage/tracking logs are used.
Process of notification from Faculty when researchers join/leave the University
	
	
	
	

	6. Security breach
	Breach of confidentiality/ anonymity and/or damage/loss of tissue
	Only authorized individuals can access the sample storage area. Documents including consent forms are stored in a controlled access, secure location. [Detail how labs and storage areas are secured]
	
	
	
	

	7. Incorrect disposal (in error or inappropriate method/route or record not retained)
	Participant/donor has wasted time/effort

Researcher has wasted time/effort/ money and reduced research output

Damage to the environment/public if incorrect disposal route is used
	Each aliquot is labeled uniquely. Appropriate sample storage/tracking logs are used. Individuals are trained and follow University processes for disposal.
	
	
	
	

	8. Incidents during transport of specimens to and from the establishment affecting the tissue/porter
	Participant/donor has wasted time effort

Researcher has wasted time/effort/ money and reduced research output

Injury to the porter

Damage to the public/ environment if spillage in a public space
	Appropriate packaging. Using an approved courier or a car approved for business use. Individuals are trained and follow University processes.
	
	
	
	

	9. 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
	Approvals, consent and need for MTA are reviewed during the Human Tissue application form review
	
	
	
	

	10. Mechanical injury/harm whilst handling tissue (e.g. needle stick injury)
	Pain/infection to participant/donor

Pain/infection to person handling tissue
	PPE. Using sterile equipment
	
	
	
	

	11. Contamination harm whilst handling potentially infectious tissue
	infection to participant/donor

infection to person handling tissue
	PPE, screening of participant/donor, vaccination of persons handling the tissue
	
	
	
	


	ACTION PLAN

	Develop a prioritised action plan to support the risk assessment

	Action to be taken to further reduce risk
	Person responsible for completing action
	Target completion date
	Action closure

	
	
	
	Signature
	Date
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