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Biological Safety Policy

There are a number of pieces of legislation, both under health and safety and environmental law, relating to the control of activities involving the use of biological agents and other materials, including genetically modified organisms (GMOs), and which are relevant to activities carried out at the University of Warwick. The legal framework sets minimum standards for the protection of human health and the environment from risks posed by biological agents and GMOs. Examples of biological materials include non-pathogenic biological agents, human pathogens, animal pathogens, plant pathogens, animals, plants, products of animal origin, material of human origin (whether classified as relevant human material under the Human Tissue Act or not) and genetically modified versions of any of these.

This Policy applies to any work with biological materials in all Schools, Departments, Research Technology Platforms and other Units within all buildings across the University’s campuses, including Central Campus, Gibbet Hill, Wellesbourne and the Clinical Sciences Research Laboratories at University Hospital Coventry. It includes undergraduate taught practical classes and final year project work, as well as all research projects. This Policy is supported by arrangements, instructions, and guidance, which are available on the University’s Health and Safety web pages. 

Under the provisions of Ordinance 18, ‘Health and Safety in the University’, it shall be a duty of all staff, students and others working in the University to comply, as far as it is appropriate, with ‘The Statement of Health and Safety Policy’, together with any other rules and guidance that may apply. This Policy, together with supporting arrangements, instructions and guidance, form part of the rules and guidance issued pursuant to ‘The Statement of Health and Safety Policy’. 


Core Principles

1. All work with any biological material (as defined above) must be subject to risk assessment which must be submitted for approval, and approval granted before the commencement of the activity. Risk assessments must be conducted using the current version of the appropriate form on the Health and Safety web pages.

2. The University Genetic Modification and Biosafety Committee (GMBSC) shall consider the suitability of all risk assessments of biological activities and shall, when appropriate, provide approval and confirmation of the assigned Containment Level.
 
3. In the case of risk assessments for projects assigned to Containment Level 1, consideration of suitability and approval may be delegated to the University Biosafety Adviser.

4. The containment and control measures identified in risk assessments as being necessary to control the risks arising from a biological activity must be implemented and followed at all times. These must include all of the statutory measures set out in relevant legislation, unless a derogation from the regulations has been granted. 

5. Risk assessments shall be subject to formal periodic review in line with the risk that the activities pose: CL1 activities must be reviewed every three years; CL2 activities must be reviewed every two years; CL3 activities are subject to annual review. Any risk assessment which no longer reflects the nature of the activity to which it relates must be subject to immediate review.

6. All facilities and locations used for activities involving biological materials must comply with the requirements of the regulations and associated guidance, and must be authorised for use by the GMBSC, following advice from the University Biosafety Adviser.

7. All persons working with biological materials must be competent to do so without undue risks to themselves, others or the environment. This may be achieved by the provision of information, instruction, training and supervision, as appropriate. Records must be kept of the training received by those persons working at higher containment levels (i.e. CL2 and CL3).


Responsibilities 

The Registrar of the University is responsible for the formation and maintenance of a Genetic Modification and Biosafety Committee (GMBSC) to provide oversight of all matters related to work with biological materials.  The terms of reference and membership of this committee are available via the Health and Safety web pages.

Heads of Departments are responsible for the implementation of this Policy with regard to use of biological materials within, or by staff and students of, their respective departments, and for ensuring that there are sufficient resources in place to manage biological facilities under their control.. 

Academic staff and Principal Investigators are responsible for meeting University health and safety standards for their research activities and facilities. In particular, Principal Investigators are responsible for assessing, taking account of, and addressing the health and safety risks associated with biological research, and for reviewing risk assessments in line with this Policy.

All staff and students within departments must comply with this Policy and the associated arrangements, instructions and guidance. 

The Director of Health and Safety is responsible for ensuring sufficient resource to provide specialist advice on the standards and regulations that must be achieved in order to meet legal requirements, for keeping the University’s Health and Safety website up to date with the related policy documents, and for ensuring that inspections and audits are carried out to provide assurance that activities are being carried out in compliance with this Policy.

The Director of Estates is responsible for ensuring the design of new facilities meet the required containment standards and for ensuring adequate resource is provided to enable the necessary level of planned preventative maintenance and reactive maintenance of existing facilities to ensure continued safe operation of plant and facilities where biological activities are being undertaken.

[bookmark: _GoBack]The University Biosafety Adviser is responsible for providing competent advice to staff and students, and the GMBSC, for the notification of activities to the Health & Safety Executive (HSE) as required by the Genetically Modified Organisms (Contained Use) Regulations 2014 and the Control of Substances Hazardous to Health Regulations 2002 (as amended), and for liaising with Counter Terrorism Security Advisers where security standards need to be met (in conjunction with the Head of Campus Security).

The Technical Assurance Manager (SLS & WMS) is responsible for coordinating applications to the Plant Health & Seeds Inspectorate (PHSI) for licences that are required under the Plant Health (England) Order 2015, and for managing the inspection visits by PHSI Inspectors.

The Manager of the BSU RTP is responsible for liaising with the Home Office in relation to all aspects of work relevant to the Animals (Scientific Procedures) Act 1986, and for providing advice to the GMBSC on such matters.

The University’s Designated Individual under the Human Tissue Act 2004 is responsible for providing advice to the GMBSC to ensure that all activities involving materials of human origin are identified during the risk assessment approval process, and that the University’s duties under the HT Act are discharged.


Review

This policy is dated August 2019. The policy will be reviewed at least annually.
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