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	Form 4: Proposal and Risk Assessment for Work with Genetically Modified Plants


A GM risk assessment is required for the possession or use of genetically modified organisms. Please complete this form by computer and send it as an email attachment to your GM Biological Safety Officer (GMBSO) to submit it to your GM Safety Committee (GMSC). GMBSO will advise Principal Investigators on all aspects of GM risk assessment and HSE notification. Guidance on completing this form is provided on the Health and Safety section of the CMVLS website and GM Risk Assessment section of the SEPS website.
	Title of project
	[ENTER DETAILS HERE]

	GM reference
	[ENTER DETAILS HERE]

	Principal investigator
	[ENTER DETAILS HERE]

	School / Institute
	[ENTER DETAILS HERE]

	Date of application
	dd/mm/yyyy

	Location of work

(Building & room numbers)
	[ENTER DETAILS HERE]

	Connected programme (only for Class 2 or 3)
	Yes / No
	If Yes, and not parent, give parent GM reference
	

	If relevant, provide the Biological Services risk assessment serial number
	


Section 1 Project

	1.1: 
Brief description of the project, including the methods to be used and the purpose of the genetic modification (Preferably no more than 500 words unless the work is very complex)

	[ENTER DETAILS HERE]

	

	1.2: 
Host organism

	[ENTER DETAILS HERE]

	

	1.3: 
Vector system

	[ENTER DETAILS HERE]

	

	1.4: 
Genetic material (eg origins, nature of genetic modifications and intended functions)

	[ENTER DETAILS HERE]


Section 2 Risk Assessment

	This section should include clear and explicit justification of any statements made about the risks and be supported as far as is reasonable by adequate evidence and a logical explanation. Level of risk may be estimated using the matrix given at the end of this form and then stating the risk as either Effectively zero, Low, Low / Medium, Medium or High.

	2A Risks to Environment

	

	2A.1: 
Will the insert be integrated into the host chromosome in an heritable manner
	Yes / No

	

	2A.2: 
What is the capacity of the GMO to survive, establish, disseminate with and or displace other plants

	[ENTER DETAILS HERE]

	

	2A.3: 
What is its ability to cause harm to animals

	[ENTER DETAILS HERE]

	

	2A.4: 
What is its ability to cause harm to plants

	[ENTER DETAILS HERE]

	

	2A.5: 
What is its ability to cause harm to beneficial microorganisms

	[ENTER DETAILS HERE]

	

	2A.6: 
What is the potential for transfer of genetic material between the GMO and other organisms

	[ENTER DETAILS HERE]

	

	2A.7: 
Does the proposed procedure produce a potential hazard from cloning plant pest or pathogen genes into transgenic plants, eg transcapsidation, recombination, virulence and mutability. Give details

	[ENTER DETAILS HERE]

	

	2A.8: 
Does the proposed procedure involve transfer of genes highly novel to plants. If so, what hazard does this pose if any

	[ENTER DETAILS HERE]

	

	2A.9: Hazards to the environment: Based on the above descriptions, itemise any hazards identified (number each in turn, as Hazard 1, Hazard 2, …etc)

	[ENTER DETAILS HERE]

	

	2A.10: Consequences of hazards being realised:

For each hazard identified above, assess the consequences to the receiving environment should the receiving environment be exposed to the hazard. Assess consequence as “severe”, 

“modest”, “minor” or “negligible”, and provide brief justification

	[ENTER DETAILS HERE]

	

	2A.11: Assign containment measures to control risk to the environment:
For each of the hazards identified above, describe the facilities and the containment and control 
measures required (eg if air filtration is required, specify the filtration efficiency)

	[ENTER DETAILS HERE]

	

	2A.12: Likelihood of hazard being manifested:
For each hazard identified above and taking account of above containment measures, assess 
likelihood as “high”, “medium”, “low”, or “negligible” and provide brief justification
NOTE: This is an iterative process – if your initial assessment is “high” or “medium”, 3A.11must be revised by adding additional control measures to reduce likelihood

	[ENTER DETAILS HERE]

	

	2A.13: Risks to environment:

For each hazard identified above, determine risk to the environment by combining the 

consequence (assuming exposure) with likelihood (taking account of control measures) using

the risk matrix
NOTE: This is an iterative process – if your initial assessment is “high” or “medium”, section 3A.11 must be revised by adding additional control measures

	[ENTER DETAILS HERE]

	

	2B Risks to Human Health

	

	2B.1: 
Describe the plant’s potential to be more toxic to humans than the parent plant

	[ENTER DETAILS HERE]

	

	2B.2: 
Describe the plant’s potential to be more allergenic to humans than the parent plant

	[ENTER DETAILS HERE]

	

	2B.3: 
Describe the GM plant’s potential to exhibit any other potential hazards to humans when 

compared with the parent plant

	[ENTER DETAILS HERE]

	

	2B.4: 
Hazards to human health and safety:

Based on the above descriptions, itemize any hazards identified (number each in turn, as 

Hazard 1, Hazard 2, …etc)

	[ENTER DETAILS HERE]

	

	2B.5: 
Consequences of hazards being realised:

For each hazard identified above, assess the consequences assuming that humans will be exposed. Assess consequence as “severe”, “modest”, “minor” or “negligible”, and provide brief 

justification

	[ENTER DETAILS HERE]

	

	2B.6: 
Assign containment measures to control hazards to human health and safety:
For each of the hazards identified above, describe any additional containment and

control measures required, assuming those already specified in section 3A.11 are in place

	[ENTER DETAILS HERE]

	

	2B.7: Likelihood of hazard being manifested:
For each hazard identified above and taking account of above containment measures, assess 

likelihood as “high”, “medium”, “low”, or “negligible” and provide brief justification
NOTE: This is an iterative process – if your initial assessment is “high” or “medium”, 3B.6 must be revised by adding additional control measures to reduce likelihood

	[ENTER DETAILS HERE]

	

	2B.8: 
Risks to human health and safety:

For each hazard identified above, determine risk to humans by combining consequence 

(assuming exposure) with likelihood (taking account of control measures), using the risk matrix
NOTE: This is an iterative process – if your initial assessment is “high” or “medium”, 3B.6 must be revised, adding additional control measures

	[ENTER DETAILS HERE]

	

	2B.9: 
Does the GM plant pose a greater risk to humans than the non-modified equivalent
	Yes / No

	Note: if a greater risk is posed, then the project must be notified to the HSE following provisional approval by the University GM Safety Committee

	[ENTER DETAILS HERE]

	Level of risk
	[ENTER HERE]

	

	2C Final Notification Class

	

	Assign the class: (Delete as appropriate)
	Notifiable / Non-Notifiable

	

	2D Final Activity Class (Needed only for work which involves GM Microorganisms)

	

	Assign the class: (Delete as appropriate)
	1 / 2 / 3


Section 3 Control Measures to be Used
	3: 
Provide details of all containment and control measures required to contain the identified hazards to the environment and to human health and any means by which their effectiveness will be monitored

	

	3.1: 
Containment level
	1 / 2 / 3

	[ENTER DETAILS HERE]

	

	3.2: 
Controls

	[ENTER DETAILS HERE]

	

	3.3: 
Inactivation of genetically modified organisms

	[ENTER DETAILS HERE]

Disinfection

Disinfection by a validated method (Please give details of method and validation).

Autoclaving

Autoclaving by a validated method (Please give details of method and validation).

For example:

All contaminated materials, including waste destined for incineration, will be inactivated by autoclaving (100% kill) prior to disposal of waste or cleaning and recycling of reusable laboratory equipment, such as glassware. Autoclaves will be validated by annual thermocouple mapping and each run will be monitored by continuous chart (or digital) recording of the temperature/time profile.

All contaminated materials, including waste destined for incineration, will be inactivated by autoclaving (100% kill) prior to disposal of waste or cleaning and recycling of reusable laboratory equipment, such as glassware. Autoclaves will be validated by annual thermocouple mapping and each run will be monitored using chemical indicators (eg Browne TST indicator test strips).

Other

(Please give details of method and validation).

	

	3.4: 
Waste disposal

	[ENTER DETAILS HERE]




Section 4 Emergency Planning

	4: 
Are there risks to human health and safety or to the environment that require an emergency plan for action in case of accidental release
	Yes / No

	If Yes, provide full details of the plan

	[ENTER DETAILS HERE]


Section 5 Declaration and Approval
	Declaration
	I declare that this work will be conducted in accordance with University rules, practices and requirements on GM procedures. If at any stage there is any indication that hazards or risks could be significantly higher than originally assessed or that changes to controls are needed then the work will cease until the risk assessment has been revised and approval granted from the GM Safety Committee.

	Principal investigator
	

	As the principal investigator for this GM project you have a legal responsibility to ensure that all those involved or working on the project have an appropriate level of training and expertise to enable safe working. This includes ensuring that they read and understand this risk assessment and that all procedures they undertake including the control measures are in strict accordance with those approved for the project. To ensure the latter you are advised to check for compliance with procedures and make an appropriate record to be kept as part of the project file.

	Sign and date
	

	

	Declaration
	I declare that this risk assessment has been scrutinised and approved by the GM Safety Committee.

	To be signed by the GMBSO or in the event they are the principal investigator by another member of the GM Safety Committee.

	GMBSO
	

	Sign and date
	


Risk Estimation Matrix

	Consequence of hazard
	Likelihood of hazard

	
	High


	Medium
	Low
	Negligible

	Severe
	High
	High
	Medium
	Effectively zero

	Modest
	High
	Medium
	Medium / Low
	Effectively zero

	Minor
	Medium / Low
	Low
	Low
	Effectively zero

	Negligible
	Effectively zero
	Effectively zero
	Effectively zero
	Effectively zero
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