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	College/Department/Unit
	Area/study/process  under assessment (refer to specific SOP where appropriate)



	Building
	Room/Laboratory


	Details of Risk Assessor

	Name:


	

	Position:


	


	Brief Description of Procedure / study 




Refer to point 1 in guidance notes in Appendix A for completion of risks 1-8

	Risk 1 – Tissue Procurement
	

	Potential risk(s)


	

	Risk reduction measures


	


	Risk 2 – Consent Process
	

	Potential risk(s)


	

	Risk reduction measures


	


	Risk 3 – Collection of Tissue
	

	Potential risk(s)


	

	Risk reduction measures

	


	Risk 4 – Tissue processing / analysis
	

	Potential risk(s)


	

	Risk reduction measures


	


	Risk 5 – Tissue Storage
	

	Potential risk(s)


	

	Risk reduction measures


	


	Risk 6 – Tissue transfer / transportation
	

	Potential risk(s)


	

	Risk reduction measures


	


	Risk 7 – Tissue Disposal
	

	Potential risk(s)


	

	Risk reduction measures


	


	Risk 8 – Training
	

	Potential risk(s)


	

	Risk reduction measures


	


	Risk 9 - Other
	

	Potential risk(s)

	

	Risk reduction measures


	


Risk Rating:

Likelihood of Hazards and Risks causing harm/damage 
	1
Rare
	2
Unlikely
	3
Possible
	4
Likely
	5
Certain

	
	
	
	
	


Consequence/severity of outcome should hazard(s) come to fruition

	1
No tissue damage
	2
Minor loss of  tissue integrity
	3
Moderate loss to tissue integrity
	4
Loss of replaceable tissue
	5
Loss of irreplaceable tissue

	
	
	
	
	


Current Risk Rating 

     
Likelihood      

x     Consequence
                       Risk Rating

            Rating         


       Rating

                    = Number

 Risk Rating remaining following implementation of additional recommended risk reduction measures.

            Likelihood      

x     Consequence
                       Risk Rating

            Rating         


       Rating

                    = Number

Risk Rating and Review

Risk assessments should be reviewed regularly, especially where a procedure changes significantly. The frequency of unchanged processes can be based on the level of estimated risk:

· 1-5  Low risk – review every 3 years

· 6-10 Medium risk – review every 2 years

· 12-25 High risk – review annually
	Conclusions / additional comments:




Name of assessor:
Signature of assessor:
Date of assessment:
Review date:

To be signed by all members of the research team:

	Read by (Print)
	Signature
	Date

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Appendix A - Guidance notes for tissue risk assessment
1. The risk assessment should consider the risks of all tissue-related activities including, but not limited to the steps and associated guidance below:
· Risk 1 - Procurement Process:
· Does a suitable patient population exist in adequate numbers to fulfill the tissue requirements for the study?
· Are expectations of agreement to donate realistic for the tissue type and amount required, particularly where samples are required from healthy volunteers.
· Risk 2 - Consent Process
· Consider whether consent covers all possible future plans for the tissue to avoid unnecessary disposal at study end e.g. 
· genetic testing

· commercial use

· export 
· retention under a licence for future use

· use in animal testing

· Risk 3 - Tissue Collection
· Consider if sample anonymisation processes at the point of collection are sufficiently robust?

· Are all sample collection supplies available and are there any special requirements e.g. formalin/culture media
· Are there any risks associated with collection, consider training requirements for exposure to formalin etc.

· Risk 4 - Tissue Processing/Analysis
· Is there a documented sample labeling procedure for labeling secondary samples processed from the primary sample? All secondary samples should be uniquely identified from the primary sample and from each other (e.g.primary sample identifier followed by “1 of 3”,”2 of 3” etc).
· Is there a mechanism in place for ensuring sample traceability and maintaining sample identification throughout analysis?
· Is any tissue being disposed of at this point – if so will it be documented?
· Risk 5 - Tissue Storage
· What measures are in place to avoid sample contamination?
· Are storage arrangements suitable?
· What measures are in place to ensure that samples are secure from theft or damage?
· Are storage units linked to temperature monitoring systems where storage temperature is critical?
· Are storage units subject to regular, documented cleaning and maintenance procedures?
· Are there contact details and contingency plans available in the event of storage unit failure?

· Risk 6 - Tissue Transfer/Transportation
A risk assessment must be completed where researchers plan to transport human material in private vehicles.
· If necessary are there contingency arrangements in place in case of breakdown?
· Are there documented requirements for transport e.g. specific area of the vehicle where samples should be placed?
· Are all drivers aware that they must not leave the vehicle unattended during transportation?
· Is there a chain of custody for recording sample dispatch and arrival?

· Do sample packaging arrangements comply with HTA-05-SOP-Transportation?

· Risk 7 - Tissue Disposal
· Consider the risk of accidental disposal of samples
· Is there a documented procedure for tissue disposal including completion of disposal logs throughout the study and at study end?
· Risk  8 - Training
· Consider if all research staff involved in the study are trained appropriately (GCP, consent, HTA)
· Is all training documented and periodically reviewed?
· Are all members of the research team trained in the protocol?
2. Risk assessments should be read by all members of the research team. Evidence that each member has seen the assessment should be documented and be available for inspection.
3. The focus of this risk assessment process should be on the possible risks to tissue integrity. Human tissue is donated to research altruistically and as such researchers have a responsibility to take all reasonable steps to avoid damage or loss. 
4. Where possible the risk assessment should be based on a SOP or group of SOPs relating to a specific activity or study.
5. Risk assessment and adverse event reporting are linked. Where investigations into adverse events highlight previously unconsidered issues of risk, these should be incorporated into a revised risk assessment to be read and acknowledged by all relevant personnel.
6. Contingency plans detailing actions to be taken in the event of storage unit failure should be in place for all human tissue stored for research in Swansea University and ABM UHB. Such plans should be robust and cover failure outside of core hours unless documented risk assessment details why this is not required.

For queries contact:
Abm.HTA@wales.nhs.uk
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