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GENETICALLY MODIFIED ORGANISMS (CONTAINED USE) REGULATIONS 2014
RISK ASSESSMENT FORM FOR ACTIVITIES INVOLVING GENETICALLY MODIFIED ANIMALS FORM GMAni (ver 3)

Notes
(1) It is the responsibility of the Principal Investigator (PI) to undertake a risk assessment in relation to any GM animals they, or members of their research group, use or hold irrespective of where the GMO was originally made. The risk assessment should then be reviewed and approved by the PIs parent Division/Unit GM Safety Committee. It is the responsibility of the PI/user to provide a copy of the risk assessment to the relevant Unit Chief Technician and/or NACWO whose responsibility it is to ensure the person responsible for the day to day care of the animals in the holding facility is informed that genetically modified animals are being used along with the relevant health and safety information. 

(2) In order to undertake the work detailed below the requirements of the Animals (Scientific Procedures) Act 1986 must also be met if the animals are protected under this Act. Where this is the case a Project Licence and Personal Licence will be required.  If necessary, investigators should contact either the Superintendent Technical Officer for College of Science and Engineering Animal Houses, or the Head of Biomedical Research Resources for College of Medicine and Veterinary Medicine Animal Houses or the Director of Biological Services for further details.

	SCHOOL:


	GM RA REF. NO:

	DIVISION/UNIT:

	Name and location of premise(s) where animals will be held and procedures will be undertaken:



	PRINCIPAL INVESTIGATOR:



	Name of PPL holder and PPL # under which this work is to be carried out:



	PROJECT TITLE:



	1. Outline Description of Project: (include aims and objectives. This section should be completed in simple terms and provide enough basic information in order that a person with no experience of this area can understand the work)


	2. Type of animals involved:


	3. Describe how the genetically modified animal was/will be produced: (eg micro injection, transfection of embryonic stem cells, viral vector etc)


	4. If new genetic material is incorporated into the animals, state source of the genetic material:


	5. Is the genetic material capable of horizontal transmission other than as a chromosomal element?


	6. Summarise the modification: (give details of the inserted/deleted gene, including known or speculative gene function or effect, how gene is modified and the expression system.  For multi-component systems continue on or use a separate page, if necessary)



	7. What effect is the modification likely to have on the genetically modified animal? (give full details, where known state effect of mutation/damage/over-expression etc of the gene in the donor species, for knock-outs give expected effect of losing the gene, consider also whether any physical or behavioural changes are likely to result)



	8. Are the products of gene expression harmful in any way? (consider also the possibility of the GM animals acting as a novel reservoir for pathogens)



	9. If the animal were to escape and could not be caught/retrieved could it

· establish, disseminate, have any selective advantage over the wild type population or compete with/or displace other animals? (if yes,  please describe)   

                 YES/NO

· result in problems associated with transmission of manipulated genes to other animals? 
(if yes, please describe. Consider the  potential for transfer of genetic material between the GMO and other organisms and if this is a possibility would it be likely to result in any problem)

                 YES/NO

· cause any particular problems or adverse effects, either direct or indirect, on animals, plants or the environment?  (if yes, please describe.  Consider products of gene expression, genetic and phenotypic stability, synergistic or cumulative effects)
                  YES/NO



	10. Have any potentially harmful effects have been identified above?          

                  YES/NO

If yes

Estimate the severity of the consequences of any hazard identified above: (assume worst case scenario that the GM animals have entered the environment)



Select from:
Severe / Medium / Low / Negligible



Estimate how likely it is that any hazards identified above will be manifest: (assume a basic standard level of containment that would be used for the equivalent non-GM animal)



Select from:
High / Medium / Low / Negligible




What is the resulting overall risk?



Select from:
High / Medium / Low / Effectively zero




	11. In order to reduce the risks to low or effectively zero the genetically modified animals will be held at Animal Containment Level:



Select from:
A  /  B




	12. If the genetically modified animal were to bite or scratch someone could the modification lead to any additional risks to humans compared to a bite or scratch from a wild type animal? (if yes, please describe)


YES/NO


	13. Does the genetically modified animal pose a greater risk of harm to human health and safety than the non-modified equivalent/parental organism? (if yes, please describe. Consider novel or increased allergenicity, possible toxic effects, behavioural changes, potential to act as a human disease reservoir etc)




YES*/NO


(*IF YES NOTIFICATION TO HSE REQUIRED)


	14. Are any additional control measures required to protect human health and safety? (if yes, please describe)




YES/NO



	15. Is the genetically modified animal going to be infected/inoculated with a genetically modified micro-organism?



YES/NO

(if yes complete a separate risk assessment for this work)



	

	Name of Assessor:


Signature:





Date:




	Risk Assessment approved by Genetic Modification Safety Committee


Signature:





              Date:



(GM Biological Safety Officer)



	Permission granted by Head of Division/Unit for project to be undertaken

Signature:





               Date:



(Head of Division/Unit) 




APPENDICES
The following are to be attached

1. Personnel record 

· list of all persons working with the GMOs detailed above

2. Review record 

· record of annual reviews of risk assessment
3. Waste disposal procedures 
(Note: All carcasses and tissue waste must be disposed of by incineration as clinical waste.  The use of surplus animals for other purposes must be risk assessed. Carcasses, tissues or surplus animals must not be used as feedstuffs for other animals). 

RECORD OF PERSONNEL INVOLVED
GMRA Ref. No: ………………
	Name
	Qualifications  


	Experience
	Start date
	Finish date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	REVIEW OF RISK ASSESSMENT GM RA Ref No:  ………………

This risk assessment should be reviewed annually or more frequently if there is any change in the work, or if new information becomes available that indicates the assessment may no longer be valid. Reviews have been carried out on the following dates and either the assessment remains valid or it has been amended as indicated. 

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:

	Name of reviewer:

Signature:

Amendments:
	Date:


WASTE DISPOSAL PROCEDURES
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