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	To be allocated by GM safety officer:-

Final Risk Class :  ___________________

HSE Ref (where approp): _____________________


	Title of Project:
	e.g., Sub-cloning and expression of recombinant DNA in E. coli

	Proposal Ref No:

(for GMSC use only)
	


General description of procedures involved:

e.g., Cloning and/or expression of recombinant DNA in standard laboratory strains of E. coli ( (K12 or BL21 derivatives)) using standard non-mobilisible vectors. Only recombinant DNA believed not to increase the risks associated with the host strain of E. coli are considered under this project.  

Host or recipient organism

e.g., E.coli K12 or BL21 derivatives

Cloning vectors by type

Plasmid, phage, BAC (bacterial artificial chromosome), etc

If your proposal fits into the above parameters for genetic manipulation in E. coli, please complete a sub-project form (see next page). 

Please note that if your proposal involves the use of human, animal or plant pathogens in the following lists, it is likely that your project will not fit into containment level 1, and more details of risk assessment will be required, and the proposal must be submitted for approval to HSE by the GM Safety Committee. Please contact Prof Linda Scobie at linda.scobie@gcu.ac.uk  or complete the relevant form on the Portal site.

1. Name of Principal Investigator (PI)

2. Department, building and room location of PI

3. Telephone number and email address of PI

4. Title of sub-project:

5. Short description of sub-project

6. Primary location(s) of proposed laboratory work (building and room location):

Nature of work in primary location:

7. Secondary locations where GMM may be handled (for example, growth rooms, animal house etc): 

 Nature of work in secondary location(s):

If the answer to 6 or 7 above i s biological services, please  here   [  ]
Any details specific to this project relating to the animal work should be included in question 8 and an GMA risk assessment completed in addition.  Please contact Prof Linda Scobie (Linda.scobie@gcal.ac.uk) for details on the relevant forms to be completed for BSU in vivo risk assessments.
8. Generic description of inserted gene(s) [for example, if known, what do they encode? What are their function?

9. Is introduction of the gene(s) predicted to increase the innate hazard/risk associated with the recipient micro-organism? [overall the GMM likely to be more, equal or less hazardous than the original host?]

10. Is the GMO phenotypically/genetically stable?

11. Risk assessment for human health: mechanisms by which any of the GMOs might pose a hazard to health

Are there any health hazards associated with any of the GMOs?

What hazards does the inserted genetic material pose?

Likelihood of risk?

Severity of consequences?

12.  Risk assessment to the environment: mechanisms by which any of the GMOs might pose a hazard to the environment

What is the likelihood that the hazard(s) will be manifested?

How severe might the consequences be?

The level of detail required in this section will vary depending upon the nature of the GMO and the hazard it poses. This is why the characteristics of the recipient organism and the inserted material must be explained in detail above to aid justification of the assertions made here. 

13. Consideration of the nature of the work to be undertaken and a detailed review of the control measures:

Are there any non-standard operations that might increase risk?

What control measures and monitoring procedures are to be used?

If the answer to questions 11 and 12 is negligible, you may believe that you have sufficient information at this stage to classify the project to class 1, as defined in the Contained Use Regulations 2000. In order to do this you should be confident that even in the event of a total breach of containment the genetically modified organism would be of no or negligible risk to human health or the environment. If so, please sign the form and forward to Prof Linda Scobie. C131, Charles Oakley Building, Glasgow Caledonian University, who will arrange for it to be considered by the local Genetic Modification Safety Committee (GMSC). Work should not be commenced until this form has been reviewed by the GMSC.

If the answers to questions 11 and 12 express hazards, or if you believe the project is class 2 or above, please continue with more details. An HSE CU2 form should be included with completed questions 14-22 and forwarded to Prof Linda Scobie.
Signature of Principal Investigator:

Date:

Please include here name(s) of person(s) responsible for and involved in the day-to-day management and execution of the project if different from the PI:

	Name
	I, the undersigned, have read and understood the contents of this GM risk assessment and have received the appropriate training to handle the named GMO’s.
	Date of signature

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


This risk assessment should be reviewed on a regular basis. Please notify Prof Linda Scobie of any amendment (e.g. location or named personnel) or the cessation of the project. 

A separate AMENDMENT FORM is available on the Portal or by emailing Linda.scobie@gcu.ac.uk.   
The following section numbered 14 – 22 is required only if the answers to questions 11 and 12 indicate potential hazards.

The HSE form CU2 must also be completed in conjunction with this section, and submitted to the GM safety committee via Dr Linda Scobie. There is a fee for a submission to HSE, please check details (Linda.scobie@gcal.ac.uk) 
14. Overview of the project

15. Proposed experiments: detailed experimental plans. 
Points to consider:-

 Are any of the work procedures likely to generate aerosols?

 Will it be necessary to use sharps?

 How will waste materials be disposed of?

 Have any disinfectants been validated under the actual conditions of use?

 Does the organisms’ multiplication involve a complex life-cycle where the work involves the propagation of organisms that are in stages in that life-cycle that are particularly hazardous?

 Occupational Health: Does the nature of this work preclude it being undertaken by any workers who have a serious skin condition (e.g. eczema) or other health problems that might make them more susceptible to infection (e.g. some kind of immunological defect)? Will workers require to receive any vaccinations or health surveillance?

 What personal protective equipment is required?

 Are there contingency arrangements should a spillage occur? Please specify what procedures are in place?

16. Associated COSHH reference number where appropriate:

17. Source and nature of vectors

18. Details of known consequences of human infection by GMMs.

Likelihood of hazards being manifested? How severe might the consequences be?

19. Consequences of escape of GMMs

Can the GMO survive, establish and disseminate? What hazards does the inserted material pose? Could the GMO or other organisms acquire harmful sequences?

20. Consequences of Infection of animals by GMMs 

Is there a risk to other animals housed in the same animal holding room?  Or, does the GMM make your animals more susceptible to risk from other animals?

If yes, state the containment recommended e.g filter top cages, IVC’s (Individually Ventilated Cages), isolators, or should the animals be housed in a dedicated room.

21. Summary of risk assessed:-

	(select as appropriate)

	Risk of environmental release
	severe
	medium
	low
	negligible

	Risk of establishment in the environment
	severe
	medium
	low
	negligible

	Consequences of possible establishment
	severe
	medium
	low
	Negligible


Below provide full explanations and defence of your conclusions about possible risks indicated in 20 above. 

22.
Name(s) of person(s) responsible for and involved in the day-to-day management of the project if different from the PI:

Please include here name(s) of person(s) responsible for and involved in the day-to-day management of the project if different from the PI:

	Name
	I, the undersigned, have read and understood the contents of this GM risk assessment and have received the appropriate training to handle the named GMO’s.

	
	

	
	

	
	

	
	

	
	

	
	

	
	


This risk assessment should be reviewed on a regular basis. Please notify Prof Linda Scobie of any amendment (e.g. location or named personnel) or the cessation of the project immediately.  An amendment form will be supplied by email for this purpose (Linda.scobie@gcal.ac.uk).

Signature of Principal Investigator:

Date of signature:

This risk assessment should be reviewed on a regular basis. An Amendment form for specific future changes is included at the back of this form.

Committee feedback form

Title of Proposal

Sub-title

Project Reference No:

Name of Principal Investigator

Contact details for PI (phone/email)

Name of Assessors

Reasons for recommendation of declining of proposal/amendment

Final assignment of containment measures and risk class:

Signed

On behalf of the GMSC Committee

Printed

Dated

For Class 2/notifiable and above:

Date HSE notified:

Date approved by HSE:

Comments from HSE attached on a separate sheet (yes / no)
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