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Note of Meeting


Overview

Professor Sir John Beringer and Professor Ken Donaldson met members of the European Commission's Inter-service Group on Nanosciences and Nanotechnologies. The purpose of the meeting was to learn about the implementation of the Commission's Action Plan. An agenda of the meeting is at Annex A.
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Main Matters Arising

Nanotechnology Action Plan 

· The Nanosciences and Nanotechnologies Action Plan for Europe sets out actions for the Commission and Member States to help implement an integrated, safe and responsible nanotechnologies policy. Some key aspects addressed by the Action Plan included:

· Pooling resources to optimise the use of research infrastructure across Europe

· Interdisciplinary training for researchers

· Better co-operation with industry on research and development, partly through the work of European Technology Platforms
 and other initiatives including nanoforum.org. 

· Societal dimensions, with dialogue and foresight activities, and ethical reviews of projects where needed

· Environment and Health Safety aspects

· The declaration of a “code of good  conduct“ dedicated to international coooperation

The Commission created the Inter-Service Group to monitor and oversee the implementation of the Action Plan. The Group plans to issue a report by the end of 2007 and another at the end of 2009. They also aim to maintain regular communications with member states.

Research Activities

More than 1.3 billion euros was committed to research in N&N under the whole of FP6, and the annual average is expected to increase significantly under FP7. Calls that are directly relevant to nanotechnologies do not only exist in the "Nanosciences, Nanotechnologies, Materials and New Production Technologies” theme of FP7 but in other themes such as Health, Energy, ICT or Research Infrastructures. More than 50 activities in 2007 are directly relevant, with an estimated budget of €300-400 million. This annual budget is expected to increase progressively over the duration of FP7.

The Commission is strongly supportive of wider international cooperation as it considers that the best scale on which to research subjects such as toxicology and metrology is a global one. Existing structures, in particular the OECD, are a useful platform for achieving such cooperation. 

There are also other international activities, including a call in which participation of international teams, particularly but not exclusively of US teams, is encouraged. Other collaborations could well be pursued in this and other areas, and in any case virtually all R&D activities in FP7 are open to partners from non-EU countries, with or without EC funding.
Regulation

As part of the Action Plan, a regulatory review is being carried out. The report is currently being finalised and it is not possible at this stage to state an EU Commission position. However, without excluding regulatory change, the Inter-Service Group considered it likely that it will not be the regulation itself that needs improving but the implementation of it. It was emphasised that there is a clear difference between a statement that uncertainties in knowledge mean it may be difficult to implement existing regulation and a statement that more regulation is needed. The Inter-Service Group considered the former to be closer to the truth.

Nanomaterials fall under the scope of existing health, safety and environmental regulation, even if they are not mentioned explicitly. However, implementation in many areas is difficult, as current methodologies for identifying hazards and evaluating risks of substances may not necessarily allow fully specific properties of substances in the nano-scale to be taken into account. There is currently a lack of specific “supporting documents” – for example binding rules and guidance, standards, hazard and risk assessment procedures or test methods – detailing how these are to be applied to nanotechnologies. In the absence of specific guidance for nanomaterials, economic operators and relevant authorities use existing guidelines complemented with any available knowledge on the specific properties, processes and uses of nanomaterials in order to assess how to meet regulatory requirements and when it is necessary to intervene for health, safety or environmental reasons.

Most EU action in relation to nano technologies and materials is likely to occur at the implementation rather than the regulatory level. It will be necessary to generate the required supporting documents, particularly in areas such as hazard characterisation; exposure and effects assessment; environmental fate, transport and persistence; measurement, sampling and monitoring and nomenclature and definitions.

Activity currently underway includes the work of the EU Scientific Committees on appropriateness of the risk assessment methodology for nanomaterials in the Technical Guidance Documents of current chemicals legislation and on safety of nanomaterials in cosmetic products. Further activities include the work of the EU Joint Research Centre on measurement, reference materials and safety testing, dialogue with major trading partners such as the US, co-operation within the OECD Working Party on safety of manufactured nanomaterials, the work of the European Ethics Group on Nanomedicine and the standardisation mandate given to the European Standards Organisation. 
Chemicals legislation

The legislation on chemicals is similar to many other regulations in that it applies to nanomaterials although does not specifically mention them. Under the current legislation on new and existing substances, the decisive criterion whether a nanomaterial is a new or existing substance is the same as for all other substances – i.e. whether or not the substance is on EINECS. Furthermore, nanomaterials having specific properties may require a different classification and labelling compared to the bulk material.

The current legislation on chemicals will be replaced by REACH. The provisions of REACH apply to nanomaterials and include the possibility to require authorisation for substances of very high concern, or to restrict substances on their own, in a preparation or in an article. Restrictions can be adopted for any substance that poses an unacceptable risk to human health or the environment that needs to be addressed on a Community-wide basis. Guidance for REACH’s implementation may need to incorporate specific elements related to nanomaterials and it may be necessary to review REACH at a later stage with regard to adequacy to address and manage the safety of nanomaterials. 

Other Matters

Societal Dimensions

Public acceptance of a new technology is likely to depend on the perceived benefits of the technology, whether or not it is invasive to the body and the likely level of exposure to humans or the environment. Such criteria indicate that nano-food may be one of the areas that is most likely to cause concern.

The Commission is strongly committed to a real partnership between science, society and policy. Ethical reviews of projects will be carried out, wherever appropriate. The European Group of Ethics is assessing nanomedicine. There have been a number of studies and foresight activities in addition to social dialogue undertaken through funded projects and events, including Nanologue and Nanodialogue. The Commission services have also produced publicity material, such as brochures, leaflets and DVDs.

Disclosure of Information by Industry

It can be difficult to persuade industry to publicly share details of the risk assessments or other tests that they have carried out, due to concerns over loss of intellectual property. Although such disclosure would potentially be very useful to researchers and the regulatory community, the reluctance on the part of industry can be understood as, particularly for SMEs, intellectual property can be a company’s only major asset. In relevant legislation, the issue of data-sharing versus intellectual property rights is addressed, and rules are in place to protect individual companies' rights, whilst allowing authorities or public in general to share information needed.
Cooperation Between Competent Authorities

The inter-service group on nanosciences and nanotechnologies aids cooperation between the different competent authorities. Cooperation is very strong in research, with competent authorities very well connected. A strong cooperation equally exists in regulatory areas like chemicals, pharmaceuticals and medical devices. Also other sectors have now identified nanomaterials as a priority for administrative cooperation and further work. 

International Activity

The Commission seeks international debate and cooperation on nanotechnology-related issues such as public health, safety, environment, consumer protection, risk assessment, metrology and standards, striving for an international “code of conduct” for the responsible development of nanotechnology, and to avoid a “nano-divide”.

The Commission has participated in dedicated international dialogue (global meetings in Alexandria (US) 2004, Tokyo 2006 and Brussels 2007) and is involved in ISO and the OECD’s nanotechnology activities. 
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