CBD Notification 2016-009 relating to Decision BS-VII/4 on Contained Use 

1. Please find below the UK response to Decision BS-VII/4 where Parties are invited to submit information, tools, practical experience and guidance related to their existing mechanisms and requirements regarding the contained use of living modified organisms, including any specific requirement relating to the type and level of containment. 

2. Please note that the UK refers to LMOs as genetic modified organisms (GMO) and, for the purposes of this return, the two terms are used inter-changeably.
Background information on the regulatory system in the UK for GMOs

3. A number of different, but interconnecting bodies have a role in regulating and enforcing GMOs in the UK. The Department for Environment, Food and Rural Affairs (Defra) is the lead department for the Government’s overall policy on GMOs and the Competent Authority (CA) for EU legislation governing the release of GMOs into the environment. The Health and Safety Executive (HSE) leads as the UK Competent Authority for regulations relating to the contained use of GMOs. Environmental aspects of GMOs are a devolved matter with the Government of England and the Devolved Administrations of Scotland, Wales and Northern Ireland deciding their own policies. 
Existing mechanisms, requirements, tools and guidance
4. The UK is a Party to the Cartagena Protocol on Biosafety and has set standards for the contained use of GMOs. 
5. As a Member State of the European Union, the UK is subject to the obligations of the Union and has implemented Directive 2009/41/EC on the contained use of GMOs. In Great Britain the Directive has been implemented as the Genetically Modified Organisms (Contained Use) Regulations 2014 (SI 2014/1663). In Northern Ireland the Directive is implemented by the Genetically Modified Organisms (Contained Use) Regulations (Northern Ireland) 2015 (SI 339/2015). These regulations are intended to protect persons and the environment from contained use of genetically modified micro-organisms (GMM) and to protect persons from contained use of larger genetically modified organisms (e.g. animals, insects, plants). The key requirements of the regulations include:
a. an assessment of the risks to human health and the environment must be carried out before any contained use involving genetic modification of micro-organisms can commence and competent advice on that assessment must be sought;

b. before commencing a contained use with GMOs, notification to the CA is required in respect of the first use of a premises as well as low, moderate and high risk activities;

c. the CA must examine notifications for compliance with the regulations and, where content, issue consent for moderate and high risk activities;

d. a person who undertakes contained use must observe safety principles and apply containment and control measures which are appropriate to that activity to afford protection to human health and the environment;

e. where accidents happen, the CA must be informed;

f. the CA must maintain a register of the notifications, which should be made available for public inspection;

g. the Regulations contain provisions relating to keeping certain information confidential on grounds of national security;

h. provision of a range of powers to the CA to administer and enforce the regulations, and, 
i. provision of a right of appeal for any person who is aggrieved by certain decisions of the CA.

6. In 2014, HSE issued the 5th edition of A Guide to the Genetically Modified Organisms (Contained Use) (2014) Regulations. This explains how users can comply with the requirements of the regulations. Together, the contained use regulations and the Environmental Protection Act (1990) set the regulatory framework for the safe use of GMOs in the UK. 
7. To support this, the Scientific Advisory Committee for Genetic Modification (Contained Use) (SACGM(CU)) has produced extensive guidance (the Compendium of Guidance) on risk assessment and containment of GMOs. This is currently being revised and updated. The guidance covers a range of genetic modification work, including plants and plant-associated GMOs, clinical applications, large scale industrial biotech and laboratory work. SACGM(CU) provides technical and scientific advice to the HSE and the UK CA. SACGM(CU) meets two or three times each year. SACGM members represent a range of specialisms in virology, bio-safety, infectious diseases, etc. The HSE provides the secretary to SACGM. The HSE has more than 10 years’ experience inspecting contained facilities working with GMOs and enforcing both the contained use regulations and the Environmental Protection Act.
8. The HSE’s website has additional guidance on activities relating to working with biological agents, which includes genetically modified and non-modified micro-organisms. This includes: 

a. the protection of workers from hazardous micro-organisms (under the Control of Substances Hazardous to Health Regulations (COSHH) 2002);  
b. the containment and control of specified animal pathogens (under the licensing arrangements required by the Specified Animal Pathogens Orders (SAPO) 2008 and 2009)

9. Similarly, in order to prevent the introduction and spread of micro-organisms harmful to plants, there are controls and restrictions on the import, movement and keeping of plants, plant pests and other related material, such as soil. In England and Wales these controls are implemented by the 2005 Plant Health Order with similar controls in Scotland and Northern Ireland (https://www.gov.uk/guidance/plant-health-controls).
Guidance on the level of containment
10. The starting point for the classification of contained uses of GMMs and, therefore, determining the containment level, is the classification systems for non-modified micro-organisms. For example, the Approved List of Biological Agents classifies micro-organisms hazardous to humans into hazard groups (HG1-4), which then reflects the required containment level (CL1-4). For GMMs, further consideration is given to how the micro-organism has been modified compared to wild type micro-organisms (e.g., more, less or similar hazardous properties). Finally, consideration is given to the containment and control measures required to prevent the introduction into the environment and spread of GMM from containment. This classification is intended to protect the environment and human and animal health from unintentional escapes of organisms from laboratories. 
11. For larger GMOs (e.g., animals, insects, plants) the specific containment and control measures are determined by the risk assessment which considers the hazardous characteristics of the GMO, the means by which it could escape from containment and the likelihood of the GMO being able to survive in the environment (i.e., increasing containment as the likelihood of survival increases).
Non-compliance with requirements 
12. In the UK, compliance with the regulations is assessed through proactive inspections undertaken by HSE in Great Britain and HSENI in Northern Ireland. The same inspection regime applies to all contained use work with high-hazard micro-organisms (including GMMs). Inspection is undertaken by HSE specialist microbiology inspectors and covers contained uses involving GMMs, larger GMOs, micro-organisms hazardous to humans (e.g., ebola virus) and animals (i.e., specified animal pathogens such as foot-and-mouth disease virus). The inspection programme is prioritised according to a hazard and risk system that focuses on activities in CL3 and CL4 laboratories. Higher hazard laboratories receive more frequent inspections. CL4 laboratories are inspected at least once per year, whilst CL3 laboratories are inspected every 2-5 years. Inspections are generally topic-based and cover containment and control, training and competence, audit and inspection and risk assessment. 

13. The HSE also undertakes a programme of ~15 inspections of laboratories handling larger GMOs (e.g., animals, plants, insects) each year. This includes a review of the risk assessments and inspection of the premises used for the contained use work, to check the adequacy of the containment and control measures. 
14. Over a five-year period (2009-2014) HSE has undertaken 645 inspections of which 342 were at sites involving work with GMMs and larger GMOs (e.g., animals, plants, insects). This represents in the region of ~40% of all the GM premises notified and includes 100% of the CL3 and CL4 notified premises.
15. The most frequently encountered issues are:
a. validation of inactivation method for GMMs or contaminated waste;
b. risk assessments not sufficient to cover all the activities being undertaken;
c. adequacy of standard control measures (e.g., sealability; HEPA filtrations restricted access) with respect to on-going planned preventative maintenance;
d. training provision and training records – insufficient to demonstrate competence of the user, and,
e. significant change notification or reclassification required – where the contained use has changed such that the risks are different or greater.
16. Inspectors use a range of enforcement tools to ensure that users of GMMs comply with the legislation. These include:
a. verbal instructions to achieve required improvements (used where users are broadly compliant – minor issues);
b. providing written direction to achieve compliance, e.g., letters (used where there is a material breach of the legislation);
c. serving statutory enforcement notices, requiring improvements to achieve the required level of compliance (Improvement Notices) within a specific timeframe or the immediate cessation of work where it poses an immediate risk to human health or the environment (Prohibition Notices);
d. withdrawal or variation of consent or addition of conditions to carry out the notified GM contained use, and,
e. prosecution – where it is in the public interest to hold the user accountable for a failure to meet their legal obligations.
17. HSE’s Enforcement Policy Statement sets out the factors that inspectors consider when deciding upon the most appropriate enforcement action.
Practical experience
18. The UK regulatory framework, set out above, is intended to protect human health and the environment with respect to GMOs. In practice since 2000, this has involved approximately 900 installations being notified to undertake contained use of GMOs in the UK. It has involved approx. 2000 class 2 activity notifications, ~250 class 3 consented activities and ~15 class 4 consented activities.
19. The HSE has a specific team of specialist inspectors which implements the inspection regime and reviews the adequacy of notifications of biological agents (including GMMs). The specialist inspectors have a microbiological background and experience. 

20. The HSE works closely with the biosafety community in the UK, in particular, the Institute for Safety in Technology & Research, to ensure that biosafety professionals are consulted and made aware of developments in the regulation of GMOs.

Future requirements for the contained use of GMOs
21. The UK considers that the existing requirements for the contained use of GMOs (at the national, EU and international levels) are sufficiently robust and proportionate to ensure that appropriate controls are in place to protect human health and the environment from the risks of GMOs, and are not in need of amendment. It is important that the regulatory framework keeps pace with change and anticipates new safety challenges to enable science and technology to develop. From a CBD perspective, it is important that there is local commitment and national ownership to international practices. 
