
This risk assessment;
· is required for any use of Genetically Modified Animals 
· must be undertaken by the Responsible Person (usually the Principal Investigator (PI) on a project) before work with or storage of GM organisms commences, irrespective of where they were actually made
· must determine a Containment Level for handling the GMO (and thereby assign an activity classification)
· must be reviewed and approved by the RCSI-IBC before work or storage commences

· must be made available for all present and future personnel involved in the GM work to read with records of this kept. Such personnel must also be registered as working with biological agents by the Health and Safety Office

· must be treated as a living document and be reviewed and updated by the PI as required (and the RCSI-IBC consulted if there is a significant change)

The questions on this form are designed to provide the basis for a risk assessment covering the main types of work involving genetically modified organisms (GMO) at the Royal College of Surgeons in Ireland. Alternative forms exist for assessing work involving genetically modified microorganisms (GMM). 

The amount of detail required will vary according to the nature of the hazards and degree of uncertainty in each project, therefore an informed and pragmatic approach should be taken. Where a potential for harm is identified, a more detailed consideration of the risks should be undertaken. Risk assessments, although a legal requirement, are a means to an end, not an end in themselves. They should be fit for purpose and acted upon if they are to help protect people and the environment.

Please provide the following administrative information

	School/Department/Unit:
	

	Principal Investigator(s):
	

	Project Title:
	

	

	Initial Personnel Involved:
	Experience/training:

	
	

	Give details of arrangements in place for training of present and future personnel:

	

	Main facilities to be used for this work: (include Containment Level categorisation CL-1, CL-2, or CL-3; this should be consistent with the outcome of this risk assessment)

	Laboratory Work:
	
	Animal Work:
	


PART 1. OVERVIEW AND PROJECT SUMMARY

	a) Please provide a brief description of the work. Include the aims and objectives which will define the scope of the work covered by this risk assessment. Provide enough basic information such that a person with no experience of this area would understand the work proposed. 


	Project Overall Objective :

Project Specific Aims :




PART 2. DESCRIPTION OF PROJECT, INCLUDING THE METHODS TO BE USED AND THE PURPOSE OF THE GENETIC MODIFICATION

	a) List the animal(s) & strains to be used. 


	Animal number
	Animal
	Strain

	1.
	
	

	2.
	
	

	3.
	
	

	4.
	
	

	5.
	
	


	b) Which gene(s) will be/have been manipulated?


	Gene name
	Gene function
	Animal number (above)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	c) Which fragments of foreign DNA are present and will remain in the GMO?



	


	d) Will any of the above sequences be expressed?  (Factors to consider include drug resistance or other transgenes.)







YES    (
NO    (


	If “yes” what are the sequences will they be expressed and can the gene recombine?




	e) What precautions will you take to ensure that containment conditions are not breached? 

(i.e. to ensure that the animal(s) will not escape, consider [i] Controls in the animal house 

[ii] Controls to be used when transferring animals to laboratories etc.)



	


	f) Are all the necessary COSHH/risk assessments for procedures that you will use in this project available in a central file in your laboratory and have they been checked by the Biomedical Research Facility Manager ?









YES    (
NO    (

	


	g) Please comment on the genetic stability of the modification.  (Consider how stable is the gene in subsequent generations?)



	


	h) Has this project been approved by the Ethics Committee and do you have an Individual and Project Authorisation Licence?





 YES    (
NO    (


	Please include :

Department of Health and Children Licence number : 

Or 

Irish Medicines Board Individual Authorisation Number :

Irish Medicines Board Project Authorisation Number :


	i) Please now consider the worst possible case scenario in your experiments. If the animal were to escape, what would the likely hazard be to?



	Human health:



	The environment:




PART 3. SUMMARY
	a) Does the work involve a genetically-modified animal that is unlikely to be more harmful that the unmodified parent? (i.e. the work can be assigned to GM Class 1)


YES    (
NO    (


	


PART 4. RECORD OF PERSONNEL INVOLVED




Risk assessments should be read by all personnel involved in the assessed work and each person should sign to acknowledge that they understand the assessment. Their qualifications and experiences that make them suitable for this work should also be recorded. All personnel working with biological hazards must be registered with the Health and Safety Office. 
	Name
	Qualification
	Date of completion of Health and Safety Course
	Date of completion of Animal handling Course
	Signature

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


*** By signing this form you are contesting that you have read and agree with all its contents and admissions ***
**INTERNAL USE ONLY**
REVIEW OF RISK ASSESSMENT


GMO (Biohazard) risk assessments should be reviewed annually or earlier if anything about the work has changed or if new information becomes available to ensure that assessments remain valid. Your Biological Safety Officer must also be consulted about any amendments to a project risk assessment as it may be necessary to seek enforcement authority approval.

	Reviewed by:     
Signature:
	Date reviewed:        

	Amendments:
     


	


	Reviewed by:     
Signature:
	Date reviewed:        

	Amendments:
     


	


	Reviewed by:     
Signature:
	Date reviewed:        

	Amendments:
     


	


	Reviewed by:     
Signature:
	Date reviewed:        

	Amendments:
     


	


RISK ASSESSMENT OF ACTIVITIES INVOLVING GENETICALLY MODIFIED ANIMALS


and application for approval by RCSI-IBC
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