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[bookmark: _Hlk156309868]Applicable legislation:
· The requirement for a scheme of work is derived from the obligation to apply "containment and control measures" for Biological (including GM) materials. This document (and the associated GM Risk Assessment where applicable) satisfies the scheme of work requirements under the following legislation: 

· GMO (Contained Use) Regulations 2014 (including Reg. 5 (Risk Assessment), Reg. 8 (Principles of Containment and Control), and Reg. 20 (Emergency Plans)).

· 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 material at HG2 or involves work at GM2, 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 ☐
	Location(s) of work activity: 




	Background and aims of the project: 



	Brief description of experimental procedures:







[bookmark: _Toc221009557]SECTION 1: Hazard Group 1
[bookmark: _Toc221009558]1. Hazard Identification
MATERIAL OF HUMAN OR ANIMAL ORIGIN
i.e. Tissues, cells, body fluids, excreta
	1.1 List all the tissues, cells, body fluids or excreta to be used (species, type, where obtained). 
Please include details such as ACDP Hazard Groups where applicable
	Details on the source of the material must be included




	1.2 Describe what infectious agents this material has been screened for. 
If material is unscreened, please ensure that Section 2 of this risk assessment is completed
	

	1.3 Does any of the material listed or work planned require a licence or other permit before work commences?
	e.g. SAPO, DEFRA, or FERA licences, EA or local authority permits


	1.4 Does the work require ethical approval?
	Yes ☐           No ☐



BIOLOGICAL AGENTS (not genetically modified)
i.e. a micro-organism, cell culture, or human endoparasite which may cause infection, allergy, toxicity or other hazard to human health
	1.5 Non-GM biological agents used

	[bookmark: _Hlk160203176]Name(s)
	Strain(s)
	Hazard Group

	
	
	

	
	
	

	
	
	

	1.6 Describe the type and severity of the disease that can be caused by each of the agents, and if relevant, the particular strains in use
	




	1.7 Do any of the organisms listed require a licence or a permit before work commences?
	(e.g. SAPO, DEFRA, or FERA licences)



GENETICALLY MODIFIED BIOLOGICAL AGENTS
i.e. Biological agents as above that either have previously been or will be genetically modified during this project
Please note all such work will also require the completion of a separate GM Risk Assessment
	1.8 Provide an overview of the different types of GMM being used or created during this project. The scope and boundaries of the work need to be made clear.
	

	1.9 Are animals to be used as part of this project?
Yes ☐    No  ☐
	1.9.1 What procedures will be undertaken?

	
	1.9.2 Where will this aspect of the work be undertaken?

	1.10 Do the workers on this project require any health surveillance or monitoring? If so, please provide details.
Further information and guidance is available from Occupational Health.
	

	1.11 Do any of the materials contain pathogens, toxins or related nucleic acid covered by the Anti-Terrorism (Crime and Security Act) or similar legislation? (If yes, please detail)

	









[bookmark: _Toc221009559]2. Declaration
	2.1 Are you confident that for all items detailed above there are no harmful properties associated with any component?
Yes ☐   No ☐

	2.2 Are you confident that none of the materials will be hazardous to human health or the environment?
Yes ☐   No ☐

	If the answer to BOTH of these questions is YES, then the project will be provisionally classified as requiring Containment Level 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.



If you are unsure about the above, then a more detailed risk assessment will be required using Section 2 of this form. Please contact your Departmental Biological Safety Officer or the University Biological Safety Adviser for advice. 
HSE Notification Requirements: Under COSHH 2002, notification is required for "deliberate work" with biological agents categorized in Hazard Groups (HG) 2, 3, or 4. Notification requirements (to the HSE for GM Projects are detailed on the GM Risk Assessment Form.


[bookmark: _Toc221009560]SECTION 2: Hazard Group 2
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: _Toc221009561]1. Hazardous Materials
MATERIAL OF HUMAN OR ANIMAL ORIGIN
	1.1 Will any culturing of the material described in Section 1 Q1.1 take place?
If yes, describe which cell(s) will be cultured and under what conditions. 
	 

	1.2 If culturing, what is the maximum volume of culture grown?
	Per flask: 	

Number of flasks: 


	1.3 Will the tissues, cells, body fluids or excreta be manipulated in any way that could result in the concentration of any adventitious biological agent present?
If yes, please explain.
	 


	1.4 Will any of the fluids, tissues or cells be donated by you or work colleagues?
	 



BIOLOGICAL AGENTS (not genetically modified)
	1.5 Describe ALL the route(s) of infection (relevant to the lab setting) and the minimum infectious dose(s), if known.

	Name(s) of agent(s)
	Route(s) of infection
	Min. infectious dose

	
	
	

	
	
	

	
	
	

	1.6 What is the highest concentration and volume of agent(s) to be worked with?
	Per experiment: 

Number of flasks:


	1.7 Are there any known drug resistances amongst the strains to be used? If yes, explain what these are and the consequences.
	

	1.8 What forms of the agent will be used (e.g. spores, vegetative forms) and are there any issues over the robustness of these particular forms? 
(e.g. resistance to disinfectants or increased stability on dry surfaces)
	


[bookmark: _Toc221009562]2. Risk Factors and Control Measures
This section considers the nature of the work to identify factors that affect risk of exposure and selection of appropriate measures to adequately control the risk. All questions must be answered, and further details supplied when indicated, with reference to any SOP, CoP or other written protocol providing details on usage, training, decontamination, etc.
	Risk
	If yes, how will it be controlled?
For more details please check the Local Rules.

	Will droplets or aerosols be created, either deliberately or by accident?
Yes ☐ No ☐
	A microbiological safety cabinet must be used for activities likely to generate potentially hazardous aerosols or splashes. If needed, state the type(s) and when it will be applied.


	Will material be transported within the laboratory?
Yes ☐ No ☐
	Please describe how this will be done in a safe manner, i.e. double containment of materials.

	Will the material be transported locally (on campus) but outside of the laboratory?
Yes ☐ No ☐
	Please describe how this will be done in a safe manner, including extra precautions needed when taking material outside the lab.


	Will this material be received from elsewhere?
Yes ☐ No ☐
	Provide details of material to be received, how this will be arranged & what steps will be taken to ensure that the material is correctly packaged. 

	Provide details of how, where and in what container this material will be stored.
	If stored in Liquid Nitrogen describe the additional precautions in place


	Will infectious material be centrifuged?
Yes ☐ No ☐
	If yes:
Will sealed rotors & buckets always be used? 
Where will rotors / buckets be opened? 
Describe procedure to deal with leaks / spillages: 


	Are biological samples to be cultured in an incubator?
Yes ☐ No ☐
	Please provide details of the type of incubator (e.g. shaking or static shelf) is this and describe the measures to be used to prevent and contain any spillages.


	Are sharps to be used at any stage during this activity?
Yes ☐ No ☐ 
	Describe the sharps, justify their use and describe the precautions in place to protect the user and others from injury 


	For organisms whose multiplication involves a complex life cycle, will the work involve the propagation of organisms that are in that life cycle that is particularly hazardous? 
Yes ☐ No ☐ N/A ☐
	Provide information on the effects of this hazard and any measures that will be put in place to prevent harm. 

	Will lone working take place for this work activity?
Yes ☐ No ☐
	If yes, how will the safety of those individuals engaged in higher risk activities be monitored?



[bookmark: _Toc221009563]3. Waste
All questions must be answered, and further details supplied when indicated.
	Type of waste
	How will waste be treated prior to disposal?

	Liquid waste
	

	Solid waste
	

	Other waste (specify)
	


Waste disposal methods
	How will liquid waste be disposed of?
	

	How will solid waste be disposed of?
	

	If waste is to be autoclaved, please detail any special handling or treatment conditions required
	



[bookmark: _Toc221009564]4. Training
	Describe the training that will be given to all those involved (directly or indirectly) in the work activity.

	Role
	Training required + Trainer
	Training record location

	
	
	

	
	
	

	
	
	

	
	
	



[bookmark: _Toc221009565]5. Emergency Procedures
All questions must be answered, and further details supplied when indicated.
	Briefly describe the procedures in place for dealing with spillage of infectious or potentially infectious material. 

	Within the safety cabinet
	


	Within the centrifuge
	


	Within the laboratory but outside of any primary control measure, such as the safety cabinet
	

	Outside of the laboratory e.g. during transportation of material between labs
	



	Describe the procedures in place for an accidental exposure to materials, e.g. inoculation/needlestick injury or eye splash

	Immediate action 
	


	When & to whom to report the accident 
	




[bookmark: _Toc221009566]6. Containment Level     
To be completed for all activities. Confirm the relevant Containment Level requirements for each aspect or component of this project. If different aspects of this work require different Containment Levels, then all must be listed.  
	Project aspect
	Where will work be carried out?
	Containment Level required under COSHH or GMO (Contained Use) Regs

	
	
	

	
	
	

	
	
	

	
	
	



Additional Control Measures:
Identify any other specific control measure(s), not already mentioned or required for relevant Containment Level, necessary to reduce risk to human health and the environment to ‘low’ or ‘effectively zero’:
	Additional control measure(s)
	Details

	
	

	
	

	
	





[bookmark: _Toc221009567]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: _Toc221009568]APPENDIX 1: Scheme of Work Review 
[bookmark: _Hlk156315833][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: _Toc221009569]APPENDIX 2: Workers List
[bookmark: _Hlk156315995]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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