	QUEEN’S UNIVERSITY BELFAST

RISK ASSESSMENT FOR AN ACTIVITY INVOLVING
GENETICALLY MODIFIED ANIMALS
To be completed where a GM (transgenic or knock-out) animal is to be used / produced


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in relation to any GM animals they, or members of their research group, use or hold irrespective of where the GMO was originally made.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 University’s Biological and Infectious Agents Advisory Committee. It is the responsibility of the PI/user to provide a copy of the risk assessment to the BRU 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 BRU Chief Technician or Academic Lead for further information.
1. Project or Activity
	1.0 Title of project

	

	1.1 Principal Investigator(s)/
Researchers
	

	1.2 School/Centre/Research Group
	

	1.3 Location of Work
(Building and Room Number)
	

	1.4 Project Description

	

	1.5 Scientific Goals
This should put the work in context but is not obligatory.
Scientific goals need not be disclosed if this compromises intellectual property rights or commercial sensitivity

1.6 Project Licence Number

	

	1.7 Date of Assessment
	 


2. Describe how the Genetically Modified Animal was/will be produced
If the genetically modified animal has been / will be infected with a genetically modified micro-organism please attach a copy of the associated risk assessment for production of the modified micro organism 

3. Risk Assessment for the Environment

a) Identify any hazards to the environment. Consider: capability to survive, establish disseminate, compete or displace other animals; direct adverse effects on animals and plants; potential to transfer genetic material between the GM animals and other organisms; any toxic/biologically active properties of the products of gene expression; phenotypic and genetic stability; any other negative effects.

If there are no hazards identified, please state this, and then go to Section 4
b) Where hazards are identified use the risk matrix below to identify  the likelihood [H,L,M,N] and consequence[ S,M,L,N] of the hazards being manifested in order to determine risk [H,M, L, EZ] . A key consideration will be whether the application of Standard Animal Containment Measures, as shown at the end of this form, will ensure risk is ‘effectively zero’.  [Circle/highlight as appropriate]

	                           Likelihood of hazard being manifested

	Consequence of hazard
	High

H
	Medium

M
	Low

L
	Negligible

N

	Severe S           
	High
	High
	Medium
	Effectively    zero

	Medium M            
	High
	Medium
	Med/Low
	EZ

	Low  L                
	Med/Low
	Low
	Low
	EZ

	Negligible N       
	EZ
	EZ
	EZ
	EZ


4. Containment Measures to Protect Environment: 
	Are standard animal containment measures as detailed below adequate to ensure risk to environment is ‘effectively zero’?

	                                                                                                                                                          YES / NO
If No please provide details of additional measures required:



5. Risk Assessment for Human Health and Safety

Consider any additional hazards to human health, which arise from the genetic modification of the animal over and above that which would be expected from the unmodified parental animal.  These might include, novel or increased allergenicity, possible toxic effects from production of toxins/biologically active proteins, adverse behavioural effects e.g. increased aggression, changes to the ability for animal to act as a human disease reservoir]

In organisms whose multiplication involves a complex life-cycle consider whether the work will involve the propagation of organisms that are at stages in that life-cycle that are particularly hazardous.

If no hazards to humans please state to that effect

If hazards are identified and taking account of measures in place to protect environment use the risk matrix below to identify likelihood [H, M, L, N] and consequence [S, M, L, N] and determine risk.[ H, M , L, EZ]  [Circle/highlight as appropriate]
	                          Likelihood of hazard being manifested

	Consequence of hazard
	High 

H
	Medium

M
	Low

L
	Negligible

N

	Severe         S
	High
	High
	Medium
	Effectively zero

	Medium       M
	High
	Medium
	Med/Low
	EZ

	Low              L
	Med/Low
	Low
	Low
	EZ

	Negligible   N
	EZ
	EZ
	EZ
	EZ


6. Containment and Control Measures to Protect Human Health & Safety
There is no regulatory requirement to set a formal containment level for work with GM animals nor are notification requirements determined by containment measures. Notification will however be required if the GM animal is considered more harmful to humans that the unmodified organism.  
	6.1: Is the proposed level of containment to protect the environment sufficient to ensure risk of harm to human health and safety is ‘effectively zero’?

	                                                                                                                                                          YES / NO
If No please provide details of additional measures required:


	6.2: Does the GM Animal pose a greater risk to human health than the unmodified parental strain?

	                                                                                                                                                          YES / NO
If Yes this activity must be notified to HSENI



	6.3:Health Surveillance or Immunisation 
(If you need advice contact the University Occupational Health Service)

	Will workers receive vaccinations/health surveillance?  Should vaccine status be checked / boosted?                                                             YES / NO                                                                                                                                 


	6.4:Incompatible Medical Conditions

	Does the nature of the work preclude it being undertaken by workers with health problems that might make them more susceptible to infection or risk in pregnancy/breast feeding?                           
                                                                                                                                                                        YES / NO

	6.5:Emergency Procedures

	Are sufficient emergency procedures in place and what are they? Specific reference may be made to relevant SOP’s and Risk Assessments relating to spills/disinfection / decontamination and copies provided if appropriate.


	6.6:Instruction, Training and Supervision

	Has sufficient and appropriate training been given to approve workers?                                                                               YES / NO


7. Additional Measures where required
	7.0:
Additional Measures

	The containment measures outlined in Part II of Schedule 8 of the Contained Use Regulations will include some measures required where, and to the extent that the risk assessment shows they are required. However additional measures may be in any of the following circumstances:
(i) To take full account of any properties of the GMM hazardous to human health

(ii) To protect the environment

(iii) To provide additional safeguards for particular work procedures




	Person Making Assessment

	Name:



	Position:



	Signed:

Date:


Please return completed form to:

Dr David Norwood

Biological Safety Officer

University Safety Service

5a Lennoxvale 

Belfast BT9 5BY

Tel 90974610

d.norwood@qub.ac.uk
You will receive a response within 14 days of received application
All risk assessments that require Class 2 containment or higher must be approved by the HSE (NI).  This process may take up to 1 month.

Work should not be commenced until this form has been reviewed by BIAACand approved (if necessary) by HSE (NI).
Standard Containment Requirements for Genetically Modified /Altered Animals

A risk assessment, approved by the relevant GM safety committee, must be provided to the appropriate animal facility manager. The level of risk to both Human Health and the Environment must be effectively zero when the mandatory containment measures outlined below are adopted. If this is not the case, additional measures must be discussed with the relevant facility managers and built into the Risk Assessment.

Standard Containment Measures for Rodents:

· The transgenic animals are housed within a purpose built laboratory animal facility with limited access and appropriate security arrangements in place. 

· Animal holding and procedure areas (including behavioural areas) are protected by appropriate physical barriers, either double 'escape proof' door arrangements or rodent barriers. Where a double door system is used the doors must be kept closed.

· A high standard of housekeeping is required to prevent concealment of any escaped animals.

· Animal & procedure rooms will be to Home Office ‘Code of Practice’ standard. 

· Floor drains (if present) are fitted with a 'drain trap' and are covered to prevent escape.

· Animals are kept in purposely designed and approved cages/experimental apparatus that will contain the mice and prevent escape.

· The number of adult animals must be checked weekly by a competent person against the cage record (during the cage change) and whenever the cage is opened and/or animals returned to the cage. 

· Full records of animal stocks are held by the Home Office Project licence Holder
· Movement of animals around the facility must be done in escape proof cages and for conventional cages, using ‘Scantainers’. These must be loaded and unloaded behind the closed doors of the animal holding or procedure area.

· All experimental procedures must be conducted in a way that minimises the risk of escape. Only manageable numbers of animals should be handled at any one time.

· In the event of an animal escaping, secure the area and attempt to recapture immediately. If necessary summon help and seal off the area until the animal can be re-captured. Animal traps are available from the facility manager if required. Inform relevant personnel of the escape. A formal record of any un-captured animals must be maintained.

· All bedding is to be disposed of as per QUB BRU Protocol.

· All carcases and tissue waste are to be disposed of as clinical waste for incineration. Carcasses, tissues or surplus animals must not be used as feedstuffs for other animals
      Please provide the following information:





Species and Strain of animal to be modified




















Techniques by which modification will be accomplished (microinjection/viral vector/transfection of 


embryonic stem cells)




















Constructs/Inserts to be used


Summarise the nature of the modification (details of the inserted/deleted gene, including known or  


speculative gene  function or effect, how gene is modified and the expression system)


























Are the products of gene expression harmful in any way? (Can the GM animal act as a novel reservoir for pathogens? If the work involves the experimental infection of animals is it known if the animal will shed the GMM?)























What effect is the modification likely to have on the GM animal? (If known, state the effect of mutation/damage/over-expression of the gene in the donor species. For knockouts give expected effect of gene loss. Are there any expected physical or behavioural changes arising from the modification?




















    
Page 6 of 6

