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Biosafety Policy 



Synopsis 
The University of Aberdeen is committed to providing a safe and healthy working environment.  The University undertakes research and teaching with biological agents (both wild-type and genetically modified) and all reasonable steps will be taken to ensure that personnel will not be exposed to biological agents as part of their work activities. 
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1.0 [bookmark: _Toc203115808]Purpose of the Policy
The purpose of the policy is to describe the University of Aberdeen’s policy, responsibilities and arrangements on the control of biological agents (including those modified by genetic modification) that will be used in teaching and research. 


2.0 [bookmark: _Toc203115809]Scope of Policy
This document applies to all biological agents that are used or stored on any University of Aberdeen premises or any that may be encountered incidentally during other activities. The Policy covers work with both wild-type and genetically modified bioagents. It covers all University of Aberdeen staff (including visiting academics), students, visitors and contractors who work with bioagents. Schools, Institutes or Directorates which use bioagents and genetically modified organisms for teaching or research purposes shall have local arrangements in place to comply with this Policy.

3.0 [bookmark: _Toc203115810][bookmark: _Hlk113360846]Definitions
	[bookmark: _Hlk113360851] Term
	Definition

	Biological agent (Bioagent)
	A micro-organism, cell culture, or human endoparasite whether or not genetically modified, which may cause infection, allergy, toxicity or otherwise create a hazard to human health

	COSHH
	Control of Substances Hazardous to Health

	Hazard Group (HG)
	A series of 4 groups (1-4) to which bioagents are assigned to depending on its level of risk of infection to humans

	Containment Level
	A series of 4 groups of defined containment measures that match the hazard groups 1 to 4

	PPE
	Personal Protective Equipment

	ACDP
	Advisory Committee in Dangerous Pathogens

	GMO
	Genetically modified organism

	GMO(CU)
	Genetically Modified Organism (Contained Use) Regulations

	CTSA
	Counter Terrorism Security Advisor





4.0 [bookmark: _Toc203115811]Legislative Requirements 
The Health and Safety at Work Act 1974 sets out the framework for managing workplace health and safety in the UK.  The act defines the general duties of everyone from employers and employees, to managers and maintainers of work premises for maintaining health and safety within the workplace.
The Management of Health and Safety at Work Regulations 1999 places a duty on employers to undertake risk assessments to identify potential hazards to employee health and safety and anyone who may be affected by their work.
The Control of Substances Hazardous to Health Regulations 2002 (COSHH) require employers to adequately control exposure to hazardous substances in the workplace that cause ill health. Within these regulations, a ‘substance hazardous to health’ includes a substance ‘which is a biological agent’ as defined in the regulations as a micro-organism, cell culture, or human endoparasite whether or not genetically modified, which may cause infection, allergy, toxicity or otherwise create a hazard to human health.
The Genetically Modified Organisms (Contained Use) Regulations 2015 (GMO(CU))places duties on those organisations to undertake risk assessments for work with GMOs, classifying the contained use work, notifying the competent authority, applying the relevant control measures and reporting any accidents.
The Anti-Terrorism, Crime and Security Act 2001 (Amended 2007), notably Part 7 (Security of Pathogens and Toxins) places duties on the University of Aberdeen to ensure that certain bioagents and toxins are notified to the Home Office of the holdings of any Schedule 5 pathogens and toxins. The enforcement of this legislation is via Police Scotland’s Counter Terrorism Security Adviser.
The Specified Animal Pathogens (Scotland) Order 2009 (SAPO) places duties on the University of Aberdeen to ensure that specified animal pathogens (viruses, bacteria and parasites) are not introduced into the country which could cause serious disease to livestock and other animals and cause serious economic loss. Any work with SAPO pathogens requires a licence to be obtained from the HSE.

5.0 [bookmark: _Toc203115812]Responsibilities
5.1 [bookmark: _Toc203115813][bookmark: _Hlk116304484]University Court
The University Court has ultimate responsibility for overseeing health, safety and wellbeing matters at the University. As such, they should seek assurance that appropriate risk control measures are in place and acted upon in relation to activities across the University that could give rise to significant risk. They should be aware of significant health and safety risks across the University.

5.2 [bookmark: _Toc203115814]Senior Management Team
The Senior Management Team (SMT) has delegated authority from the University Court and as such, should seek reassurance that appropriate risk control measures are in place, are being implemented and that those with risk management and assessment responsibilities are trained and competent. 



5.3 [bookmark: _Toc203115815]Heads of Schools/Departments
[bookmark: _Toc199937054]Heads of Schools / Departments must ensure that:
· the area that they are responsible for is compliant with all relevant laws and statutory regulations for work with bioagents
· the relevant regulatory authorities are notified of activities with bioagents / GMOs via the University Biosafety Officer
· Appointing a competent individual(s) is appointed in the role of Local Biological Safety Officer (LBSO) to assist the School / Section in the matters of advising and monitoring of biosafety/GMO within the School / Section
· formal risk assessments are conducted and control measures are identified for all work involving bioagents / GMOs
· adequate resources and equipment (including PPE) are made available to effectively manage risks arising from work involving bioagents / GMOs
· suitable and sufficient information, instruction and training is provided to individuals working with bioagents / GMOs
· plant, equipment and facilities are fit for purpose and are maintained
5.4 [bookmark: _Toc203115816]Principal Investigators / Laboratory Managers
[bookmark: _Toc199925667][bookmark: _Toc199937056]Principal Investigators / Laboratory managers are responsible for:
· Ensuring that formal risk assessments are conducted for all work involving bioagents / GMOs and are reviewed on a regular basis
· Ensuring that their staff / students are adequately trained and competent to conduct their work safely
· Providing supervision to their staff / students proportionate to the risks involved to maintain a safe working environment
· Dealing with any reported faults in plant, equipment and facilities to have the faults rectified.
· Ensuring that faulty or out of statutory inspection date equipment is put out of service and not used until fault rectified or statutory inspection completed
5.5 [bookmark: _Toc203115817]Staff and Students
Staff and students working with bioagents / GMOs are responsible for:
· Complying with any instructions and biosafety procedures which relate to the work
· Immediately reporting any malfunction or failure in any controls to their supervisor or manager
· Immediately reporting to their supervisor or Local Biosafety Officer any incident involving bioagents or GMOs
· Ensuring they are familiar with any emergency biosafety procedure implemented in their work area
· Ensuring that risk assessments and associated procedures reflect current practices and where necessary if changes are identified then these are raised and communicated to all concerned
5.6 [bookmark: _Toc203115818]University Biosafety Officer
The University Biosafety Officer (UBSO) is responsible for:
· Liaising with the HSE on matters pertaining to biological safety and GMOs
· Liaising with the HSE with regards to notifications required under the Genetically Modified Organisms (Contained Use) Regulations and Control of Substances Hazardous to Health Regulations
· Providing oversight of the work conducted within the Containment Level 3 suite and reviewing reports of maintenance activities conducted within the CL3 suite
· Acting as a focal point for queries relating to use of bioagents / GMOs within the University
· Carrying out at a minimum an annual audit of the CL3 suite


6.0 [bookmark: _Toc203115819]Arrangements
6.1 [bookmark: _Toc203115820]Risk assessments
All work with bioagents and GMOs must be risk assessed to determine the appropriate risks, controls, emergency procedures and disposal. The ACDP has classified bioagents into 4 different categories depending on their level of risk of infection to humans, how likely it is that the infection would spread to the community and the availability of any prophylaxis or treatment. It is important that before work with bioagents commences, the ACDP approved list is referred to identify the minimum control measures that are required. The hazard groups are:
· Group 1 – Unlikely to cause human disease
· Group 2 – Can cause human disease and may be a hazard to employees; it is unlikely to spread to the community and there is usually effective prophylaxis
· Group 3 – Can cause severe human disease and may be a serious hazard to employees; it may spread to the community, but there is usually effective prophylaxis or treatment available
· Group 4 - Causes severe human disease and is a serious hazard to employees; it is likely spread to the community and there is usually no effective prophylaxis or treatment available

Within the COSHH Regulations, there is particular reference to specific control measures for laboratories and animal rooms to adequately control the potential exposure to bioagents, these being identified in Part II of Schedule 3 (Additional provisions relating to work with biological agents). These are defined as Containment Levels (CL) and consist of 3 levels, CL2, CL3 and CL4. The minimum Containment Level for the different Hazard Groups are:
· CL2 for activities which involve working with a HG2 bioagent
· CL3 for activities which involve working with a HG3 bioagent
· CL4 for activities which involve working with a HG4 bioagent

The University of Aberdeen can undertake work at a maximum of CL3 within specialised facilities at the Foresterhill campus. 
For avoidance of doubt, any work that is conducted with samples from human origin (e.g. blood, serum, tissues, stool samples, saliva, etc.) must be conducted at CL2 as a minimum. 
For the first use of any HG2 or HG3 WT activities doing deliberate work, there is a requirement to notify in writing the HSE at a minimum of 20 days in advance of any planned work. Deliberate work means carrying out activities such as propagation, manipulation, etc.

A risk assessment must be undertaken for any work with any GMO and this risk assessment must include any potential harm to both humans and the environment. The GMO(CU) regulations highlight that this assessment must include:
· Identification of any potential harmful effects
· Characteristics of the proposed activity
· The severity of any potential harmful effects
· The likelihood of them occurring 
· Disposal of waste and effluent

All work with GMOs must be reviewed and approved by the corresponding Biological Safety Committee. Following the assessment, the work to be conducted with GMO must be assigned to an activity class as follows:
· Class 1 – Contained use of no or negligible risk, for which containment level 1 is appropriate to protect human health and the environment
· Class 2 – Contained use of low risk, for which containment level 2 is appropriate to protect human health and the environment
· Class 3 – Contained use of moderate risk, for which containment level 3 is appropriate to protect human health and the environment
· Class 4 – Contained use of high risk, for which containment level 4 is appropriate to protect human health and the environment

For GM activities that are assigned to Class 2 or above the HSE requires to be notified in writing prior to the work beginning. In addition, activities at Class 2 or above are added to a public register held on the HSE’s website. There are specific time frames for the HSE to respond prior to the work being allowed to begin and advice should be sought from the UBSO. 


6.2 [bookmark: _Toc203115821]Biological Safety Committees
The Old Aberdeen and Foresterhill sites will convene a Biological Safety Committee (BSC). These Committees shall meet, a minimum of three times a year, dependent on the volume of work. The Committees shall:
· Give advice on risk assessments conducted under the Genetically Modified Organisms (Contained Use) Regulations and for those activities working with HG2 or HG3 wild type bioagents
· Authorise work involving HG2 or HG3 wild type bioagents and GMOs after consideration of:
· The risk assessments
· Laboratory facilities
· Staff / student training / supervision

The Biosafety Committee will also:
· review arrangements for testing and maintaining control & inactivation measures
· Report to the University Health and Safety Committee on risks posed to people and the environment by biological hazards at the University
· Receive and review inspection/audit reports
· Review accidents involving bioagents / GMOs

6.3 [bookmark: _Toc203115822]Storage, Transportation & Disposal of Biological Agents / GMO
All bioagents must be stored in a safe manner, relative to the HG to which it has been assigned. For example, HG3 bioagents and GMOs must be stored in locked facilities in the CL3 facility. HG2 bioagents and GMOs should be stored in a secure manner and their location recorded.
[bookmark: _Hlk203036870]The transportation of biological materials is subject to stringent requirements based on national and international legislation. Only those who have received appropriate training are authorised to approve packages that contain biological samples for sending out with the University.
Due to their inherent ability to cause infection and disease all bioagents and GMOs must be inactivated of safely by a validated method prior to being removed off-site for final disposal. Any equipment / consumables must also be inactivated prior to being removed off-site for final disposal.

6.4 [bookmark: _Toc203115823]Schedule 5 Pathogens and Toxins
There are a number of pathogens, toxins and genetic materials that have been classified by the Home Office as being of concern that require notification of use to the Home Office and enhanced security requirements above and beyond those required by COSHH.
The list of those toxins and pathogens can be found at the Home Office (https://www.legislation.gov.uk/ukpga/2001/24/schedule/5). Anyone wishing to use any of these pathogens or toxins must contact their local Biosafety Committee or the University Biosafety Adviser.


6.5 [bookmark: _Toc203115824]Specified Animal Pathogen Order
There are a number of pathogens and related materials (e.g. viruses, bacteria and parasites) that are controlled under Specified Animal Pathogens Orders (SAPO). Specified animal pathogens and related materials that are controlled under SAPO include:
· Intact pathogens
· Pathogens that have been attenuated or genetically modified by any means
· Any nucleic acid derived from an animal pathogen listed in the Schedule which could produce that pathogen when introduced into a biological system in which the nucleic acid is capable of replicating
Within the context of SAPO, a “carrier” means any living creature, except man, which may carry or transmit a specified animal pathogen or the tissue, cell culture, body fluid, excreta, carcass or part of a carcass of such creature by or by means of which a specified animal pathogen may be transmitted.
Pathogens under SAPO are classified into one of four groups based on their risks to the economy, agriculture, food and the environment.
· Group 1: Disease-producing organisms which are enzootic (native in animals in this country) and do not produce notifiable disease.
· Group 2: Disease-producing organisms which are either exotic or produce notifiable disease, but have a low risk of spread from the laboratory.
· Group 3: Disease-producing organisms which are either exotic or produce notifiable disease and have a moderate risk of spread from the laboratory.
· Group 4: Disease-producing organisms which are either exotic or produce notifiable disease and have a high risk of spread from the laboratory.
SAPO only applies to groups 2, 3 and 4 specified animal pathogens and these require a SAPO licence before they can be possessed or used. There is a defined list of SAPO pathogens which is published via legislation.gov.uk (https://www.legislation.gov.uk/ssi/2009/45/schedule/1/made). Again, anyone wishing to undertake work with those pathogens and related materials notifiable under SAPO must contact their local Biosafety Committee or the University Biosafety Adviser.
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