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[bookmark: _Hlk221007923]Applicable legislation:
GMO (Genetically Modified Organisms) (Contained Use) Regulations 2014, Regulation 5 requires "No contained use shall be carried out unless a suitable and sufficient assessment of the risks to human health and the environment [...] has been carried out."
COSHH 2002 (Control of Substances Hazardous to Health) as it applies to all biological agents including GMOs because they are "substances hazardous to health." (including Reg. 7 (Prevention or Control of Exposure), Reg. 8 (Use of Control Measures), Reg. 9 (Maintenance, Examination and Testing of Control Measures), and Schedule 3 (Additional Provisions relating to Biological Agents)).


Note: All projects will require the completion of Section 1. If the project will involve Class II work, please also complete Section 2.

	Person(s) responsible for this activity (Principal Investigator)

	Name(s):


	Department(s):




	Person conducting this assessment (if different from above)

	Name:

	Position:

	Department:

	Date: 



	Project Title:


	Work will be conducted:  On campus ☐      Off campus ☐
Laboratory(-ies): 

	This work will involve: 
Genetically Modified Microorganisms (GMM)  ☐ 
Larger Genetically Modified Organisms (GMO)☐

	Scientific goal(s) of the project:



	Overview of organisms being created:
1 to 2 paragraphs outlining general scope of work being proposed
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[bookmark: _Toc222385841]SECTION 1: Class I
[bookmark: _Toc222385842]1. Type(s) of Organisms Being Constructed
	1.1 List of recipient strains:
Name of wild type organism from which strains are derived and detail extent of any disabling mutations

	[bookmark: _Hlk160463809]Strain
	Organism
	Disabling mutations

	
	
	

	
	
	

	
	
	



	1.2 List of vectors to be used:
Detail full names and include details of any disabling mutations

	Vector
	Disabling mutations

	
	

	
	

	
	



	1.3 List of inserted genes and their function(s):
Identify the genes in such a way that an external reviewer would have a general idea of their function (e.g. avoid using abbreviations alone). If gene function is unknown, provide details of known homologues

	Gene
	Function(s): 

	
	

	
	

	
	





	1.4 Hazards presented by organisms being produced:
This needs to detail potential hazards to human health, animal health or the environment, including identification of the most hazardous combinations of strain, vector and insert from the provided list. If all hazards are the same, please state this. You must consider both the severity of the hazard AND its likelihood.

	








[bookmark: _Toc222385843]2. Health Surveillance
	2.1 Does the work pose a higher risk to workers with specific health conditions or during pregnancy? 
Yes ☐  No ☐
Please consider possibilities such as skin conditions, eye conditions etc., or if a worker with a reduced immune system could be more at risk.
	If yes, provide details 

	2.2 Do workers require any vaccinations to work on this project? 
Yes ☐  No ☐
	If yes, provide details noting which are compulsory and which advisory 

	2.3 How will waste materials be disposed of?
Please detail disposal for both liquid and solid waste, both during the project and for the final organism(s) produced.
	
	





[bookmark: _Toc222385844]3. Declaration
	Are you confident that for all organisms detailed above there are no harmful properties associated with any component?
Yes ☐  No ☐

	Are you confident that none of the final organisms could be hazardous to human health or the environment?
Yes ☐  No ☐



If the answer to BOTH of the last two questions is YES, then the project will be provisionally classified as CLASS 1, as defined under the relevant regulations. To do this, you must be confident that even a total loss of containment would be of no risk to human health or the environment. Please note, some projects may require notifying the HSE (see table below).
If you are unsure about the above, including HSE notification, please contact your Departmental Biological Safety Officer or the University Biological Safety Adviser for advice.  
	Activity Class
	What is it?
	Notification Requirement
	Timing / Start Date

	First Use of Premises
	Any GM work at a new site.
	CU1 Form required for the building.
	Work can start as soon as HSE acknowledges receipt.

	Class 1
	Negligible risk (e.g., lab E. coli).
	No project notification required (keep records locally).
	Start as soon as local GMSC approves.

	Class 2
	Low risk (e.g., viral vectors).
	CU2 Form required.
	45 days after acknowledgement (or earlier with written HSE consent).

	Class 3 & 4
	Moderate to High risk.
	CU2 Form required.
	90 days notice; work cannot start until you have explicit written consent.

	Larger GMOs
	GM plants/animals.
	Only if more harmful than the wild-type.
	45 days after notification.








[bookmark: _Toc222385845]SECTION 2: Class II 
All projects that are deemed to require assessment via the more detailed risk assessment below will require approval by the Biological Hazards and Genetic Modification Sub-Group (BHGMSG) and the University Biological Safety Adviser, so should be completed well ahead of the planned project start date.
[bookmark: _Toc222385846]1. Projects Involving Genetically Modified Microorganisms
	1.1 Hazards associated with the recipient microorganism:
Is the recipient microorganism on the ACDP lists?
You need to consider mode of transmission, disease symptoms, host range and tissue tropisms, along with availability of vaccines or therapies.
Please detail any disabling mutations and whether there is ANY possibility of these being complemented or reverting.




	1.2 Hazards associated with the inserted gene product:
You need to consider whether the inserted DNA encodes a toxic product, oncogenic protein, an allergen, growth modulator, differentiation modulator (e.g. hormone or cytokine) or any other protein which may be hazardous. Remember that overexpression of a normal gene may produce harmful effects. If functions are unknown, please describe known homologues.




	1.3 Hazards associated with the alternation of existing traits:
You need to consider any possible changes to pathogenicity (e.g. changes to surface binding, penetration or increased resistance). Also please consider whether the inserted gene encodes a surface component that could bind to a different receptor than the one on the recipient microorganism. Can the inserted DNA sequence encode drug resistance that may affect treatment in the event of a laboratory acquired infection? 





	1.4 Hazards associated with the potential transfer of genetic material:
You need to consider whether dissemination of the inserted gene could occur by either gene transfer or recombination of the GMM with wild type organisms. If this is a risk, you must consider how long the GMM could survive in the environment, and could it be long enough for such a transfer to occur.




	Assign provisional containment level:
Level 1 ☐	Level 2 ☐



[bookmark: _Toc222385847]2. Projects Involving GMMS, GMOS or Both
	2.1 Environmental Hazards:
Is the microorganism controlled by DEFRA or other authorities?
You need to consider if any GMMs produced can infect any organism in the environment, and if any disabling mutations could be complemented or revert. 
Can the inserted sequence encode toxic products in other organisms, or could it silence an existing gene?
Can the inserted gene affect surface tropisms, binding or affect penetration into another organism?
Could dissemination of the inserted gene occur by either gene transfer or recombination of the GMM with wild type organisms? If this is a risk, you must consider how long the GMM could survive in the environment, and could it be long enough for such a transfer to occur.





	2.2 Transmission routes for infecting other organisms
Could the GMM be insect-borne or carried in run-off water? If so, please consider what conditions would be needed within growth facilities (chamber or greenhouse).







[bookmark: _Toc222385848]3. Detailed Control Measures (beyond those defined by final assigned containment level)
	3.1 Could any procedures generate aerosols?
Yes ☐  No ☐
	If so, should work be carried out within a microbiological safety cabinet or other isolator?

	3.2 Do any of your waste materials require special processing?
Yes ☐  No ☐
	Please detail any specific requirements for both liquid and solid waste, both during the project and for the final organism(s) produced


	3.3 Have any disinfectants been specifically validated under actual conditions of use?
For example, have they been validated to work in cell culture medium, in high protein levels etc.?
Yes ☐  No ☐
	If so, please provide details

	3.4 Will it be necessary to use sharps?
Yes ☐  No ☐
Established policy prohibits use of sharps with GM work, but if these are needed, please consider hypodermic needles, scalpel blades, other blades, glass Pasteur pipettes etc.
	If so, please provide details

	3.5 Does this project require any additional control measures not detailed elsewhere?
Yes ☐  No ☐
	If so, please provide details



	Final assignment of GM Class and Containment Level:

	Level 1  ☐
Level 2  ☐





[bookmark: _Toc222385849]PROJECT APPROVAL
Please sign the relevant section(s) 

Note: USBA signs on behalf of Biological Hazards and Genetic Modification Sub-Group

	[bookmark: _Hlk156315566]
Class I Project Approval


	Role
	Principal Investigator
	Departmental Biological Safety Officer (DBSO)
	Head of School/ Department 

	Print name
	
	
	

	Signature
	
	
	

	Date (dd/mm/yyyy)
	
	
	



	[bookmark: _Hlk156315605]
Class II Project Approval (where applicable)


	Role
	Principal Investigator
	Departmental Biological Safety Officer (DBSO)
	Head of School/ Department
	University Biological Safety Adviser (USBA)


	Print name
	
	
	
	

	Signature
	
	
	
	

	Date (dd/mm/yyyy)
	
	
	
	




	
Multiple Location Projects (where applicable)


	
For inter-departmental projects and/or projects being carried out in more than one department’s premises, please sign to confirm that the ALL Heads of Department/School concerned have been made aware of the project and parties affected consulted:


	Principal Investigator Name

	



	Signature

	



	Date 
(dd/mm/yyyy)
	





[bookmark: _Toc222385850]APPENDIX 1: Scheme of Work Review
[bookmark: _Hlk112404570]Schemes of work must be reviewed at least once every 3 years following approval, and the workers list must be updated at least once per year. If significant changes/incident(s) occur during the time the project is active, or if there is any possibility that current controls could be insufficient, a new scheme of work may need be raised.
Significant change would include work with new organisms or vectors, changes in formulations or products, substantial changes in quantities, equipment, processes or changes of work location
Minor changes would include simple administrative changes, routine updates to workers lists. 
Documentation must include the date the review is carried out and signature(s) of relevant stakeholders.
	Review Date (dd/mm/yyyy)
	PI signature(s)
	DBSO signature
	Summary of changes

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	





[bookmark: _Toc222385851]APPENDIX 2: Workers List
List of staff, students or visitors authorised to carry out work on this project. This list must be reviewed annually as a minimum.
Please include full names of each worker, you are welcome to add as many lines as needed.
	[bookmark: _Hlk156316004]Name(s) of worker(s): 
	Start date (dd/mm/yyyy):
	End date (dd/mm/yyyy):

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



Please note: If the worker list is referenced but maintained elsewhere, it must still include all workers who have worked previously on the project as well as those working currently (do not delete those no longer current). Start and end dates for all workers must be included.
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