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1 INTRODUCTION

This Code of Practice sets out what managers, staff, students and tenants have to do when
working with genetically modified organisms at the University of Reading, It is intended to ensure



Some similar techniques are not considered to be genetic modification activities:
1 /nvitrofertilisation;
f natural processes, such as conjugation, transduction or transformation, and

I polyploidy induction.
By contrast, some techniques are specifically excluded from the Regulations:

f  mutagenesis
I cellfusion of prokaryotic species that can naturally exchange genetic material;

f cellfusion of cells of any eukaryotic species, including hybridomas and plant cell fusions;
and

f self-cloning (see info box below), where the resulting organism is unlikely to cause disease
or harm to humans.

Guidance

Self-cloning — covers the removal of DNA or RNA from a cell of an organism, which may be
followed by the reinsertion of all or part of it into the same species or into cells of phylogenetically
closely related species which can exchange genetic material by homologous recombination.

Self-cloning may include the use of recombinant vectors, with an extended history of safe use in
the particular organism, to manipulate and reinsert the nucleic acid sequences, but the vectors
shall not consist of any genetic elements other than those designed for its construction,
maintenance and replication.

In order to decide whether a project is covered by the self-cloning exemption, a risk assessment
should be completed and H&S Services consulted.

Further guidance is available in the Scientific Advisory Committee on Genetic Modification
(SACGM) compendium of guidance. GM project supervisors are recommended to read the
relevant SACGM guidance for their specialist area of work, as follows;



https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part3.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part4.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part4.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part5.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part6.pdf

The following definitions have been taken from the Guidance on the Regulations L29

Contained use

Is "an activity in which organisms are genetically modified, or in which
genetically modified organisms are cultured, stored, transported,
destroyed, disposed of or used in any other way and for which physical,
chemical or biological barriers, or any combination of such barriers, are
used to limit their contact with, and to provide a high level of protection
for, humans and the environment.”

Activity A GM activity not only includes the generation of genetically modified
organisms but also its culture, storage, disposal or any other use.
Barriers Physical —a building, room, container, equipment, or physical process

used to prevent escape or exposure to the GMO.

Chemical — use of chemicals to inactivate or destroy a GMO before
waste disposal.

Biological - where a GMO has inherent or engineered characteristics that
mean it is attenuated, disabled or rendered unable to survive outside of a
specialised environment.




Genetically modified Genetically modified microorganism (GMM) - a microorganism that has
microorganism been genetically modified.



Maintaining a register of all genetic modification workers;

Advising on the referral of staff and students to the University’s Occupational Health
provider for health surveillance when necessary;

Monitoring and auditing health and safety performance;

Investigating accidents and incidents involving genetically modified organisms and the
provision of advice on remedial actions;

Advising Schools and Estates & Facilities on the suitability of containment level facilities;

Assisting in the provision of suitawil 136/P &/P 8g4s;



4.1.3 GMProject Supervisors

GM project supervisors are responsible for ensuring that all their genetic modification activities
meet the requirements of this Code of Practice, including:

l

a suitable and sufficient risk assessment is carried out for all activities involving genetic
modification, using the appropriate assessment template;

that this assessment includes emergency arrangements and documents spills
procedures, taking into account the concentration, volume, location and
biological/chemical hazard(s) of the spillage. It must also document what to do in the event
of sharps injury, if this is identified as a hazard by the risk assessment.

that this assessment is approved by the Sub-Committee for Biological Safety (or for low
risk activities the Scientific Safety Advisor) before any work starts or genetically modified
organisms are acquired;

paying of the appropriate notification or significant change fee (for class 2/3 or “harmful”
larger GMO projects only);

risk assessments are reviewed when changes to work are planned and that the appropriate
University approval is obtained beforethe new work starts, risk assessments should also
be reviewed at least every year to ensure that they remain relevant and up-to-date;

keeping records of risk assessment reviews and keep electronic copies of all project
assessments and approvals;

that only appropriate containment level laboratory facilities are used for the work and that
a good standard of housekeeping maintained;

all persons working under their supervision have received appropriate training and
information, including awareness of risks, appropriate control measures to apply, waste
and emergency procedures;

they provide or organise appropriate supervision to assess and monitor competence of
persons under their control to work safely;

allaccidents and spillages are reported to H&S Services;

appropriate licenses are in place for the non-GM aspects of their work, such as licences to
work with plant or animal pathogens.

Please note additional responsibilities will apply to Project Supervisors of Class 3 GM activities,
Consult H&S Services for further information before planning any Class 3 work.

4.1.4 Occupational Health Service

The Occupational Health Advisor/Physician is responsible for:

l
l
l

Advising on the need for vaccination prior to work commencing;
Maintaining a record ofimmunisation;

Reporting (to H&S Services) any occurrences where a GM worker has been diagnosed with
a disease which may be related to the GMO they work with;

Advising where additional measures may be required to protect the health of individuals
working with genetically modified organisms;



f Carry out health surveillance and clearance in line with the occupational health policy and
procedures.

4,15 Estates

Estates are responsible for the general maintenance of all containment laboratories. Maintenance

personnel and contractors are responsible for obtaining permits before accessing and working in
University laboratories.



I Establish their own GM committee
f Carry out all notifications to the competent authority, including notifications of premises
and activities

f Where space is shared with University staff and students, tenants must inform H&SS and
share information on their genetic modification activities with the University e.g. HSE
centre number; details of any higher risk GM projects (class 2 genetically modified;
microorganisms or activities involving “harmful” larger GMOs;

 Comply with all relevant policies and codes of practice issued by the University

5  REQUIREMENTS

5.1.1 Compliance with the GM regulations

The major requirements of the Genetically Modified Organisms (Contained Use) Regulations 2014
are set out below:

Risk assessments are carried out before any contained use involving microorganisms (reg.
5) and larger GMOs (reg. 6);

That genetic modification safety committees, or for very low risk work, a competent
person” advise on risk assessments (reg. 8);

That risk assessments are reviewed regularly, and when there is reason to suspect that it is
no longer valid (reg. 7);

Premises where GM activities are carried out are notified to the HSE (reg. 9);

Activities involving class 2, class 3 or 4 genetically modified microorganisms or larger GMOs
which present more of arisk than the unmodified organisms are notified to the HSE (regs.
10,11,12 and 13);

That changes in the circumstances of, or significant changes in risk of notified projects are
notified to the HSE (regs. 14 and 15);

Should HSE request further information with respect to notified projects, a duty to cease
the activity until HSE approval is given (reg. 16);




HSE are notified, where appropriate of incidents which represent a significant hazard to
human health or to the environment (reg. 22).



/health-safety-services/topics/genetic-modification
mailto:safety@reading.ac.uk
/health-safety-services/topics/genetic-modification

changes, or refer the project to the next SCBS meeting. Work may start as soon as approval has
been granted.

Normally, approvals by this route take about four weeks from the date of submission.



For a "first use" of Class 3 activities, HSE must inform the University whether or not consent has
been issued within 90 days of acknowledging receipt of the notification, for subsequent Class 3
activities, the period is 45 days.

If, during the course of the assessment procedure, HSE decide that they need additional
information to evaluate the proposal, the time between making the request and the supply of
the requested information is not counted as part of the specified period.



GMMs that do not meet the definition of an infectious substance but are capable of altering
animals, plants or microbes in a way not normally the result of natural reproduction are classified in
Class 9 - 'Miscellaneous Dangerous Goods' and consigned as 'UN 3245 Genetically Modified
Micro-organisms'

Due to the complexity of the regulatory requirements that cover transport of dangerous
goods, dependant on if road, rail, air or sea or acombination of any of the 4 are used, itis
recommended you contact H&S Services for further guidance before you intend to ship GMOs
or GM material.

5.1.6 Information

Staff, students, and visitors must be provided with relevant information relating to the risks
associated with their work and any relevant control measures. The safety information for
laboratory workers should generally be written and would include:

1 localrules
I standard operating procedures (SOPs) and

! risk assessments

Typical content of local rules

Organismsin use in the area

Lab rules, such as prohibitions, mandatory PPE requirements

Disinfectant policy (types of disinfectant in use vs efficacy on organisms), concentration and shelf-life
Waste arrangements for disposal of contaminated solid and liquid waste

Emergency procedures such as spillage or first aid

5.1.7 Use of Genetically modified organisms during teaching practicals

Itis permissible to use class 1 or “safe” genetically modified organisms as part of undergraduate or
taught postgraduate practical class so long as:

f theiruseisjustified (i.e. the same teaching objective cannot be met using less this material
is used)

f the activities are risk assessed and approved by the Sub-Committee for Biological Safety
for use in teaching practicals




Further guidance is available in the Scientific Advisory Committee on Genetic Modification
(SACGM) compendium of guidance. GM project supervisors are recommended to read the
relevant SACGM guidance for their specialist area of work, as follows;

Part 3: Containment and control of activities involving genetically modified microorganisms

Part 4: Containment and control of activities involving genetically modified plants
(including plant associated genetically modified microorganisms),

Part 5 : Genetic modification of animals

Part 6: the use of genetically modified microorganisms in a clinical setting

5.1.9 Facilities & equipment

The GM regulations require that the level of containment to be used is numerically equal to the
classification of the GM activity. The containment measures are designed to limit the exposure of
workers to the agent, and to prevent or minimise the dispersal of the agent from the laboratory.
The containment measures for GM activities are, on the whole, consistent with the standards
required for work with biological agents in the Control of Substances Hazardous to Health. The
containment measures required for different levels are laid outin The SACGM Compendium

of guidance. Links to these important guidance documents are provided in the box above.
Readers of this code of practice should read section 15 of Safety Code of Practice 14 part 1 for
further information on laboratory standards.

In order to ensure compliance of laboratories with biological safety regulations, all works in
containment level 2 or 3 laboratories involving changes to fixtures or fittings must be carried out
by, or in agreement with Estates & Facilities and H&S Services.

6 EMERGENCYARRAp CYA



https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part3.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part4.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part4.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part5.pdf
https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part6.pdf

6.2 Spillages (of GMOs)

Spillage procedures for GMOs should be detailed in the relevant GM Project Proposal and Risk






If a project supervisor wishes to claim confidential status for any of the information contained in
the University project application form, they must tick the appropriate box on the form, and
indicate the areas of the form for which that claim is made.


https://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/
https://www.hse.gov.uk/biosafety/gmo/acgm/index.htm

Appendix 1: Summary of the Genetically modified organisms (contained use)
regulations 2014 and procedures for how the university will meet the
requirements.

‘ Regulation ‘ Procedures at the University to comply with the regulations ‘

5 Risk assessments of Before any contained use involving microorganismsis commenceda Project supervisors must ensure risk assessments (on the
contained use involving personresponsible for the contained use must ensure that a suitable specified forms) are completed and approved by the
microorganisms and sufficient assessment of the risks to human health and the

environment created by the contained use is carried out.

The regulations specify the factors that must be taken into account
as part of this risk assessment.



. Make the record available to the competent authority when
requested to do so



11 Notification of class 3 or 4 A user must not undertake a contained use invo|Ving microorganisms H&SS are responsible for notifying class 3 projects and will

contained use classified as class 3 or 4 unless written consent for that containeduse  ©NlY issue a letter of approval to start work to the project
has been granted by the competent authority and the premises have
been notified accordingly.



15 Duty to notify significant
changes affecting risk






(k) prohibiting in the work area eating, drinking, smoking, applying
cosmetics or the storing of food for human consumption;

Prohibited in all labs.

Schools to ensure rules identified in Area H&S codes / local
rules and reinforced at induction training. Signage no
eating/drinking on lab doors.

See section 5.1.8 Containment measures and systems of
work

(I) prohibiting mouth pipetting;

Prohibited in all labs.

Schools to ensure rules identified in Area H&S codes/ local
rules and reinforced at induction training.

See section 5.1.8 Containment measures and systems of
work

(m) providing written standard operating procedures where
appropriate to ensure safety;

(n) bhaving effective disinfectants and specified disinfection
procedures available in case of spillage of genetically modified micro-
organisms;

School to ensure SOPs for safety critical processes such as
use of microbiological safety cabinets, disposal of waste,
treatment of spillages are in place and trained out.

See section 5.1.8 Containment measures and systems of
work

Disinfectant identified in project risk assessment







Appendix 2: Version control

EDITION KEEPER REVIEWED APPROVED BY APPROVAL DATE
5 H&S Services Everythree years SCBS Oct 2022
4 H&S Services Every three years SCBS Feb 2015

3 H&S Services SCBS 2005




