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Genetic Modification Safety Committee
	Proposal and Risk Assessment for Categorisation of a Procedure Involving Work with 

Genetically Modified Micro-organisms (including cell cultures) other than Viruses 


Consider using the “Fast Track” route for straightforward Class 1 GMM work.

1. Please complete the form by word processor in the boxes with a double border.

2. Submit your draft (for technical comments) as an e-mail attachment to gm@lists.bath.ac.uk
Reference to the HSE document “ACGM Compendium of Guidance” (The Compendium) will be essential when completing this form.  Individual sections of The Compendium can also be accessed from this link.  Paper copies of The Compendium and the HSE guidance document may also be obtained from here.

	Title of Project: 
	>>

	

	Person(s) responsible (Project supervisor(s)):
	>>

	

	Department:
	>>

	

	Location of work (Building & Room No.)
	>>

	

	Date of Application
	>>


	After final completion of assessment;
	Signature of Project supervisor
	
	Date

	
	

	
	Signature of Head of Department
	
	Date


3. Please send completed and signed form to the GMSC secretary.
	

	Project approved
	Signature of Chair of GMSC
	
	Date

	

	Laboratory inspected and approved for stated containment level
	Signature of Biological Safety Officer
	
	Date

	
	     These will
	Assigned containment level;
	

	
	be completed by
	Assigned activity class;
	
	

	
	      the GMSC
	Project number;
	


Table 1:   Matrix for estimation of level of risk  Reference to this table should be made when completing the risk assessment (section 2).

Identify the consequence of the hazard in the first column, and the likelihood of it occurring on the top row to give an estimate of the risk of it actually causing harm (in the main body of the table).
	
	Likelihood of it occurring

	Consequence of Hazard
	Highly likely
	Fairly likely
	Rarely
	Negligible

	Severe
	High risk
	High
	Medium
	Low

	Medium
	High
	Medium
	Medium/Low
	Effectively Zero

	Low
	Medium/Low
	Low
	Low
	Effectively Zero

	Negligible
	Effectively Zero
	Effectively Zero
	Effectively Zero
	Effectively Zero


This table is not intended to be a definitive matrix for "risk".

Section 1     Project details

	Describe the project, including the methods to be used and the purpose of the genetic modification 

	>>

	

	Will you cultivate on a large scale (e.g. 10 or more litres per culture)?          Delete one;
	Yes / No

	

	What is the name of the host (recipient) organism or cell line?

	>>

	

	What is its Hazard Group (using the ACDP criteria)?

If unsure contact gm@lists.bath.ac.uk or refer to the second (latest) supplement of the ACDP guidance (.pdf file).  The Approved List (of bacteria, fungi and yeasts) starts on page 5 of that document.
	Delete three;

1   2   3   4

	

	What is the vector system?

	>>

	

	What are the origins of the genetic material involved (donor organism) and its intended function?

	>>


	Notes for Risk Assessment;

· Most routine cloning work in attenuated hosts (such as E. coli K-12) will require only a brief assessment.

· E. coli K12 is an example of an extremely safe micro-organism (assuming any cloned gene is not harmful). NB  E. coli BL21 is not a derivative of K12.
· The types of gene which might give rise to a harmful phenotype, when cloned into a particular host can be divided into 2 types;

1. The gene might encode a product that could act directly to cause harmful effects (such as a toxin gene or an oncogene).

2. The gene might encode a product that could act alongside the existing characteristics of the host to endow the GMM with altered pathogenic properties (such as a pathogenicity gene or an engineered viral envelope gene with an altered receptor binding capacity).

· Refer to The Compendium (pdf files) for PART 2A. RISK ASSESSMENT OF GENETICALLY MODIFIED MICRO-ORGANISMS OTHER THAN EUKARYOTIC VIRUSES
and EXAMPLES OF HOST-VECTOR SYSTEMS AND ACCESS FACTORS


Section 2      Risk Assessment  (pages 17-18, 37-40 and 69-71 of HSE Guide)
NB: This section should include the justifications for any assessments made and sufficient detail to support them. 
Level of risk may be estimated using the matrix given in table 1
Section 2A:   Risk to Human Health.
	Summarise the characteristics of the host and/or host/vector system and any associated hazards 
	Level of Risk:

	>>
	>>

	
	

	Summarise the source and characteristics of the inserted gene product and any hazards arising directly from its use (include an estimation of the level of expression and biological activity of the recombinant gene product)
	Level of Risk:

	>>
	>>

	
	

	What are the hazards arising from the alteration of any existing pathogenic traits, if applicable?
	Level of Risk:

	>>
	>>

	
	

	What could be the potential hazard of sequences within the GMM being transferred to related micro-organisms?
	Level of Risk:

	>>
	>>

	
	

	What is the overall likelihood that, in the event of exposure, the GMM could cause harm to human health?  (Including disease and allergenic or toxic effects, the inability to treat disease or offer effective prophylaxis.)
	Level of Risk:

	>>
	>>

	
	

	Assign the provisional containment level:    Delete three;
	1   2   3   4

	For small-scale (lab) work refer to Schedule 8 Part II of the Guide (pages 80-82) or Part 3A Table 1 of The Compendium.  For larger-scale work refer to Part 3A Table 2 of The Compendium.

	
	

	Explain how the GMM might conceivably be transmitted to humans to affect health?

	>>


Section 2B:   Assessment for Environmental Harm

	What is the capacity of the GMM to survive, establish and disseminate in the environment and/or displace other organisms?
	Level of Risk:

	>>
	>>

	
	

	What is its ability to cause harm to animals? 
	Level of Risk:

	>>
	>>

	
	

	What is its ability to cause harm to plants?
	Level of Risk:

	>>
	>>

	
	

	What is its ability to cause harm to other organisms?
	Level of Risk:

	>>
	>>

	
	

	What is the potential for transfer of genetic material between the GMM and other organisms?
	Level of Risk:

	>>
	>>

	
	

	Is there any hazard as a result of phenotypic or genetic instability?
	Level of Risk:

	>>
	>>


Section 2C    Final Activity Class
	Refer to pages 70-71 of the HSE Guide.  The activity class should be appropriate to the containment level and be reviewed in the light of the completed risk assessment.

	Assign the provisional final activity class:    Delete three;
	1   2   3   4


	
	

	Explain how the GMM might conceivably "escape" into the environment.

	>>


Section 3     Control Measures, Monitoring, and Inactivation

	Provide details of the control measures to be used to protect human health and the environment and the means by which their use and effectiveness will be monitored.  This must include details of the inactivation procedures to be employed for waste contaminated with GMMs , and for Class 2 projects (and above) the expected degree of kill and any appropriate validation procedures.

(Refer to this link for additional information on inactivation procedures.)

	>>


Section 4    Emergency Planning

	Does your departmental safety plan or generic risk assessment provide adequate protection and provision for emergency action in case of accidental release?
	Yes / No

	(Emergency plans are only necessary where the assessment indicates that the health and safety of people outside the premises or the wider environment may be affected.  Any generic assessment should address measures to take in the event of accidental release.)

	If no, give details of specific extra safety measures which will be applied to the project.

	>>


When details have been entered on a word-processor;

1. submit the draft (as an e-mail attachment) to gm@lists.bath.ac.uk for technical comments
2. following its return to you print the document (colour printer is NOT necessary)

3. obtain signatures of project supervisor and head of department and
4. send the printed and signed form to the secretary of GMSC.
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