Follow-up to the European Parliament resolution on regulatory aspects of nanomaterials, adopted by the Commission on 14 July 2009
1.
Rapporteur: Carl SCHLYTER (Greens/EFA/SE)

2. 
EP reference number: A6-0255/2009 / P6_TA-PROV(2009)0328

3.
Date of adoption of the Resolution: 24 April 2009

4. 
Subject: Regulatory aspects of nanomaterials
EP position on regulatory aspects of nanomaterials, commenting on Commission Communication (COM(2008)0366) of 17 June 2008 on Regulatory Aspects of Nanomaterials.

5.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
6.
Brief analysis / assessment of the resolution and requests made in it:
The resolution concerns the Commission’s Communication on Regulatory Aspects of Nanomaterials.

EP acknowledges that the use of nanomaterials and nanotechnologies (hereinafter referred to as "nanomaterials") promises important advances with multiple benefits in innumerable applications and can make an important contribution to the competitiveness of the European Union’s economy and to the achievement of the Lisbon strategy.

On the other hand, they potentially present significant new risks, possibly leading to increased toxicity in combination with unrestricted access to the human body, and possibly involving quite different mechanisms of interference with the physiology of human and environmental species.

Europe is lagging behind its main competitors – the USA, Japan and South Korea – who account for over half of the investment and two-thirds of the patents filed worldwide. Current discussion about nanomaterials are characterised by a significant lack of knowledge and information. There is no clear information about the actual use of nanomaterials in consumer products and a major debate about the possibility of assessing the safety of nanomaterials. The likely convergence of nanotechnology with biotechnology, biology, cognitive sciences and information technology raises serious questions relating to ethics, safety, security and respect for fundamental rights. A broad application of patents to nanomaterials, as well as the excessive cost of patenting and the absence of patent access facilities for very small businesses and small and medium-sized enterprises (SMEs), could stifle further innovation.
Parliament questions whether in the absence of any nano-specific provisions in Community law legislation can be deemed to cover in principle the relevant risks relating to nanomaterials, when due to the lack of appropriate data and methods to assess the risks relating to nanomaterials it is effectively unable to address their risks.

They consider whether regulatory change is necessary to address risks in relation to nanomaterials in an appropriate way.

Parliament asks the Commission to review all relevant legislation within two years to ensure safety for all applications of nanomaterials in products with potential health, environmental or safety impacts over their life cycle. The Parliament considers it particularly important to address nanomaterials explicitly within the scope of at least legislation on chemicals, food, waste, air and water and worker protection. It also addresses a number of specific requests to the Commission, dealing with certain pieces of regulation, labelling, science, ethics, stakeholders involvement, fact-finding, research and coordination.

7.
Response to requests and overview of action taken, or intended to be taken, by the Commission:
Paragraphs 5 - 6 (Review of legislation and instruments of implementation)

The Commission intends to review relevant legislation and instruments of implementation, and report on this in 2011; regulatory change will be proposed where necessary.
Paragraphs 7, 8, 9 (Introduction of a definition of nanomaterials)

The Commission agrees on the need to develop a definition, preferably at the global level, to serve as a basis also for EU regulation and implementing measures and instruments.
Paragraphs 11, 12, 13, 15 (Evaluation of need to review particularly specific aspects in REACH, waste legislation, air and water legislation, and worker protection)

In evaluating the need to review EU legislation, the Commission will pay particular attention to the issues suggested by the European Parliament and report on its conclusions in the review process referred to above.

Paragraph 16 (Inventory of different types and uses of nanomaterials on the market; report on safety)

The Commission intends to present information on types and uses of nanomaterials, including safety aspects, in 2011.
17 (Information and labelling)

The Commission considers that risks and hazards should be labelled in accordance with Community legislation. It takes note of the Parliament’s position that all ingredients present in the form of nanomaterials be clearly indicated, regardless of hazards or risks, and will further examine this issue.

Paragraph 20 (Increased funding for nano under FP7; establishment of a special European Fund)

The Commission shares the European Parliament's view regarding the need for research into the environmental, health and safety (EHS) aspects of nanomaterials. Indeed, nearly 50 MEUR has already been committed in this area between 2004 and 2008. It is expected that the total budget committed will increase, reaching a figure of at least 100 MEUR by 2013, thanks to specific provisions in the Work Programmes of FP7 and the corresponding investments of Member States, which are being actively coordinated. Additionally, most R&D topics in nanotechnologies (for example pilot lines for the upscaling of laboratory processes) already include a consideration of EHS aspects, which represents a further contribution. However, the Commission considers the evaluation criteria of FP7 appropriate in ensuring that R&D efforts of the highest quality and impact are funded, and that no revision is necessary in this regard.
Paragraph 21 Coordination and exchange between Member States

Commission will continue to promote coordination by existing and, if need be, new structures.
Paragraph 22 (Establishment of a permanent and independent European network for monitoring nanotechnologies and nanomaterials, including applied research programme on methodology for monitoring)

The Commission will examine this request inter alia on the basis of the outcome of the project on a European Observatory for science-based and economic expert analysis of nanotechnologies.

It draws attention to the fact that such a network already exists for worker protection (European Agency for Safety and Health at Work, Bilbao).

Paragraph 23 (Launch of a EU-wide debate on nanotechnologies and nanomaterials, including regulatory aspects)

Involvement of citizens remains a priority for the Commission. It will pay particular attention to this aspect in the follow-up to the first action plan, and look into mechanisms to bring the outcome of national initiatives to the European level, where issues require a follow-up at the European level.
Paragraph 24 (Remove obstacles for very small business and SMEs)

The Commission sees this as a part of the Small Business Act.
Paragraph 25 (Follow-up opinion of the European Group on Ethics)

In the light of the re-composition of the EGE, the Commission will take a decision on the need and scope for a new opinion only as from 2010, bearing in mind work ongoing, including within the EGE.
Paragraph 26 (Involvement of social partners in development of nanotechnology)

The Commission will continue to actively involve the social partners in its activities. It will monitor how the Code of Conduct for responsible nanosciences and nanotechnologies research is implemented.
Paragraph 27 (Evaluate the need to review legislation to address nanomaterials that are created as unintended by-products of combustion processes in a cost-effective manner)

In the context of the review and evaluation process referred to above, the Commission will also consider nanomaterials created as unintended by-products of combustion processes.
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