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UK Contribution to the EU Submission on CBD Notification 2017-025- Submission of Information on Synthetic Biology
 

In the UK, for the purposes of regulation, synthetic biology is considered to be an extension of genetic modification or modern biotechnology. Consequently, it is regulated in the same manner. That is, where it involves organisms in laboratories (or contained conditions), the Genetically Modified Organisms (Contained Use) Regulations 2014 apply; and where it involves organisms for experimental or marketing authorisation to release into the environment,  the Genetically Modified Organisms (Deliberate Release) Regulations 2002 apply. Before an organism could be released into the environment, the regulatory process involves initial research & development in contained use. Evidence established would then be used inform the risk assessment and monitoring, for any proposed controlled experimental release application. Once authorised, the experimental release will generate evidence and data to inform an application for market authorisation. These national regulations implement European Directives 2009/41/EC and 2001/18/EC respectively. 

 

The regulations are enforced by national regulators. Enforcement activities include technical review of advanced notification of proposed work, laboratory inspections and where necessary holding organisations accountable through criminal proceedings. In addition, this is ‘policed’ locally by Principal Investigators, Institutional Biosafety Committees and peer review set against a background of responsible innovation and research ethics. Some of this work also falls within other security related legislation and other international obligations via the UN, WHO and the Biological and Toxin Weapons Convention (BTWC) and is therefore subject to further regulatory oversight. 

 

These existing regulatory regimes are considered to be adequate and fit for purpose in managing risk to human health and the environment. The protection goals of EU and national legislation are consistent with the objectives of the CBD and its Protocols without the need for further regulation.

 

Regarding relevant research, cooperation and activities related to synthetic biology, one example worth highlighting is our Synthetic Biology Leadership Council. The UK's Synthetic Biology Leadership Council (SBLC) was set up in 2012 to provide focus and leadership for the UK's interests in SynBio (https://www.gov.uk/government/groups/synthetic-biology-leadership-council). The SBLC works with industry, relevant academic disciplines (including engineering, biology, chemistry, physics, mathematics, the social sciences and ICT), regulators, non-government organisations and government departments. In February 2016, the SBLC published a strategic plan that focuses on 5 productivity-related areas that are important for accelerating the commercial translation and delivery of products and services of clear public benefit. The SBLC has several sub-groups focusing on particular areas. The Governance Subgroup provides support and advice to the SBLC and encourages an open, adaptive and consultative approach to governance within the UK's SynBio innovation ecosystem. The subgroup's priority is the development of a responsible, transparent and sectoral approach to the application of SynBio. 

 

Further information on Synthetic Biology in the UK has also been complied by Research Councils UK and is included here as part of our submission:
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