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1. University Policy

It is the policy of Loughborough University to ensure that all work involving the use of biological material is subject to the standards of control necessary to prevent, or where this is not possible to minimise, risks to human health, safety  and the environment. 
1.1 Purpose of the policy

This policy sets out the University’s arrangements to comply with legislation; principally the Genetically Modified Organisms (Contained Use) Regulations and the Control of Substances Hazardous to Health Regulations.  
1.2 Scope

This policy shall apply to all work* involving Genetically Modified Organisms (GMO) and other biological material e.g. micro-organisms, cell cultures, parasites, human or animal tissue (including blood, urine and other body products) or plant material which gives rise to a risk of infection, allergy or toxicity.

* work means handling, use, transportation and storage of biological material
Responsibilities of Duty Holders
Heads of Department must make arrangements to ensure that:
· a annual declaration is made in writing to the Health and Safety Office to inform the Biological Safety Officer of work with biological material in that has not been notified previously.
· local rules are produced which state the arrangements made within the department to comply with this policy. These arrangements shall identify departmental duty holders and specify the responsibilities placed on each named duty holder. Particular mention must be made of the person within the department responsible for monitoring adherence to the local rules. The name of this person shall be forwarded to the University’s Biological Safety Officer. 

· The local rules are made available to all staff in the department and shall be incorporated in local departmental safety polices
· Risk assessments are carried out in advance of work commencing.

· Risk assessments are reviewed whenever there are significant changes to the work and at least annually to ensure that they remain suitable and sufficient.

· All work involving infectious material at a classification of hazard group 2 or above (including unscreened blood) is subject to peer review by the members of the Biological Hazards and Genetic Modification Safety Committee before the work commences.

· All work involving genetically modified organisms or novel work with biological material in hazard groups 1 and 2 is subject to peer review by the members of the Biological Hazards and Genetic Modification Safety Committee before the work commences.

· All work involving plant pathogens that require a DEFRA licence is subject to peer review by members of the Biological Hazards and Genetic Modification Safety Committee before the work commences.

· Staff are made aware of the requirement to notify certain work to the enforcing authority and to pay the accompanying fee where appropriate (see appendix 1)
· Persons working with biological material are competent to do so. Professional qualifications must be scrutinised, induction training completed and authorisation made in writing.

· The training needs of anyone with duties under this policy are identified and instruction, information and training is provided where appropriate.

· Records of training and authorisation are retained for anyone working with material at containment level 2 

· Appropriate measures are provided to eliminate or, where this is not reasonably practicable, reduce risks arising from work with biological material.

· Equipment and facilities are maintained and tested to ensure efficient and safe operation

· No work is permitted with agents in Hazard Group 3 or 4 (including work with Genetically Modified Material that could become more hazardous following its modification.

·  hazard signs are maintained and security arrangements are implemented to prevent unauthorised access in areas identified by biohazard signs.

· Details of any proposals to acquire material in hazard group 2 or any GMO are forwarded to the University’s Biological Safety officer as quickly as possible .

· All hazardous biological material is stored safely and securely. 

· A suitable register is maintained of all hazardous biological  material kept in storage.

· All infectious or potentially infectious biological material is autoclaved or treated by another validated waste treatment method immediately prior to its disposal

·  Records of all assessments, training, testing of equipment and accidents or near misses involving potentially hazardous biological material (hazard group 2 and  any GMO) are kept in a central location within the department are maintained as an accurate record.

· Copies of accident and near misses records involving potentially hazardous biological material shall be forwarded immediately to the University Biological Safety Officer

· Emergency procedures are set out to deal with exposure to potentially hazardous material including puncture wounds, spillage or airborne release.

· The names of all individuals working with infectious material at hazard 2  are notified to the Occupational Health Advisor to arrange for assessment of fitness to undertake the work 

Biological Safety Officer

· A suitable person is appointed by the University to carry out the functions of the Biological Safety Officer.

· The functions of a Biological Safety Officer are set out in appendix 2
Occupational Health Advisor shall 
· Advise on the need for vaccination prior to work commencing. Currently all laboratory staff who work with human biological material or hepatitis B virus shall be vaccinated against hepatitis B.  

· Maintain a record of immunisation 

· Advise  on appropriate prophylactic treatment where personnel have been exposed to a hazardous micro-organism against which they may not have immunity

· Advise where additional measures may be requirement to protect the health of individuals working with biological material
Biological Hazards and Genetic Modification Safety Committee

· The Biological Hazards and Genetic Modification Safety Committee is the means by which the risk assessments for work involving Genetically Modified Organisms or infectious material are scrutinised. 

· The Terms of Reference of the Biological Hazards and Genetic Modification Safety Committee are set out in appendix 3 

Supervisors must:

· Ensure that the work under their supervision has been assessed and approved by the appropriate group as specified in this document before work commences

· Ensure that appropriate control measures are used and that procedures are followed and that persons whom they are supervising are aware of the risks and procedures in the event of accidents or incidents.

· Provide appropriate supervision and monitor compliance with this policy and local rules

· Assess the competence of persons under their control to work safely and where appropriate arrange for the necessary training. An assessment of competence should be carried out on all persons new to the Department and new to a type of work or risk category.

· Report all accidents and incidents, particularly those involving a release or, or exposure to, a biological agent.

Staff and other individuals must:

· Be conversant with the risk assessments that apply to their work

· Adopt safe practices (standard operating procedures) in activities involving biological material, in particular to carry out work in designated areas, wear appropriate protective equipment and clothing and dispose of waste in the specified manner

· Report any incident, accident or defect in equipment relating to the handling of biological materials

· Cooperate with their supervisors, health and safety department, biological safety officer or any other person appointed to monitor safety in the department 
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Appendices

1 Notification arrangements:

1.  Under the Genetically Modified Organisms (Contained Use) Regulations 2000 information has to be submitted to the HSE for certain types of work involving genetically modified organisms. Forms CU1 and CU2 must be provided before work begins. A risk assessment and appropriate fee must be sent with  forms CU1 and CU2. No fee or risk assessment is required with an accident notification, CU3. 
You must advise the University’s Biological Safety Officer (tel 2180) of the intention to make a notification BEFORE these forms are submitted. 

Forms may be completed online and sent to notificationofficer@hse.gsi.gov.uk BUT MUST ALSO BE printed, signed and posted to HSE as a signature is required. 
· 
CU1 - Notification of intention to use premises for genetic modification [429KB]
 

· 
CU2 - Notification of intention to conduct individual contained use activities involving genetic modification [522KB]
 

· 
CU3 - Notification of accidents involving Genetically Modified Organisms (Regulation 21) [378KB]
 

· 
CU4 - Transfer of notified activity form [253KB]

2.
Under the COSHH regulations the HSE must be notified in writing using form cba1 whenever biological agents in hazard groups 2 are used:

a) for the first time

b) and, for agents specified in Pt V of Schedule 3, any subsequent use 

The HSE must be notified in writing at least 20 days in advance.  
You must advise the University’s Biological Safety Officer (tel 2180) of the intention to make a notification BEFORE the form is submitted. 

The notification form, cba1is found at www.hse.gov.uk/forms/notification/cba1.pdf
2. Functions of the Biological Safety Officer
(a) To give advice to the Heads of Departments on matters relating to the


containment of biological hazards and the safety of staff, with


particular reference to the Genetically Modified Organisms


Regulations 1992 and other relevant legislation and codes issued by the


Advisory Committee on Genetic Modification.
(b) To implement an audit programme to ensure that risk control systems are maintained and remain effective. 

(c) To maintain a register of those working in the genetic modification field and ensure that staff registered to work in this field have suitable training, instruction and supervision

(d) To liaise with the Occupational Health advisor on relevant aspects of genetic 
modification work in the University.
(e) To monitor the following safety aspects of genetic modification work


within the University:

(i) 
that local rules are followed

(ii) 
that appropriate training in good microbiological practice is given

(iii) 
that accidents are investigated, remedial actions are taken where

necessary and appropriate records are kept

(iv) 
that recombinant organisms and pathogenic or potentially

pathogenic material are stored in a safe way and that appropriate records are kept

(v) 
that recombinant organisms are transported in a safe way (transfer of organisms constructed at containment level 2 or above must be recorded)

3. Terms of reference for the BHGMSC

BIOLOGICAL HAZARDS AND GENETIC MODIFICATION SAFETY COMMITTEE (Sub-Committee of Health, Safety and Environment Committee) 
1.  
SECRETARIAT provided by the University Health, Safety and 
Environment Office 

2.  
MEMBERSHIP 

Ex officio members:

(a) The University Biological Safety Officer (Chair)
(b) Director of the Research School of Health and Life Sciences or his nominee.
(c) Professor of Pharmaceutical Engineering (representing the Faculty of Engineering)

(d) Head of School Sport and Exercise Science (representing the Faculty of Social Sciences and Humanities)

(e)  Nominees from Chemistry and Human Science (representing the Faculty of Science)

Co-opted members: 

Up to four additional members may be co-opted by the Committee for periods of up to three years at a time and who shall be eligible for re-appointment. 

 3.
FREQUENCY OF MEETINGS

The full sub-committee shall meet at least once per year. It shall only be necessary to convene a meeting if the business of the committee cannot be carried out by means of papers circulated for review and comment. The Secretariat shall coordinate the circulation of papers to member of the committee
4.  
TERMS OF REFERENCE 

(a) To monitor and keep under review the arrangements for the use of pathogens, the control of experimental genetic modification (GM) and protection against other biological hazards. 

(b) To authorise projects involving genetic modification work, in particular work with organisms above ACDP hazard group 2. (Under the Local Rules no such work may proceed without such an authorisation.)

(c) To monitor and keep under review arrangements for the establishment and maintenance of records of all pathogens used or carried within the University and of staff and postgraduate students engaged in work connected therewith. 

 (d)  To provide reports, give advice and make recommendations to Health, Safety and Environment Committee about local codes of practice for biological hazards, and to advise the Health, Safety and Environment Committee on the steps necessary to implement such codes. 

(e) To make recommendations to Health, Safety and Environment Committee about any matter relating to the control of experimental genetic modification and protection against other biological hazards. 

(f) To report annually to Health, Safety and Environment Committee on approvals given together with details of any applications which have been rejected and the reasons for this where this is significant. 

. 

Health Safety and Environment Office          
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