
 

 1 

EUROPEAN COMMISSION 

Highlight of developments since the 1st meeting of the WPMN 
• REACH (regulation (EC) No 1907/2006) was adopted on the 18 December 2006 and published 

in the Official Journal of the European Union on 30.12.2006. REACH is an overhaul of the 
current chemicals legislations in the EU. A European Chemicals Agency will be set up in 
Helsinki in spring 2007. 

• The EU Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR) 
approved end of March 2007 for public consultation an Opinion on the appropriateness of the 
risk assessment methodology in accordance with the Technical Guidance Documents for new and 
existing substances for assessing the risks of nanomaterials. The final opinion is expected for 
June 2007.  SCENIHR continues its work with a scientific review of definitions related to the 
products of nanotechnology/ nanomaterials. 

• The EU Scientific Committee on Consumer Products is finalising an Opinion on the Safety of 
Nanomaterials in Cosmetic Products.  It will be submitted for public consultation in due course.  

• The first calls for proposals in the 7th EU Research Framework Programme (FP7) have been 
published on 22 December 2006 including several topics related to potential impacts of 
nanoparticles on human health and the environment. Recent updates on research projects funded 
by the European Commission can be found at http://cordis.europa.eu/nanotechnology/.  

• The European Group on Ethics of science and new technologies (EGE), the independent advisory 
body to the President of the EC, has issued an Opinion on ethical aspects of Nanomedicine in 
January 2007 (http://ec.europa.eu/european_group_ethics/index_en.htm). The opinion addresses 
several issues related to ethical, legal and social implications of nanomedicine. 

Work completed, underway or planned 
 
1. Any national regulatory developments on human health and environmental safety including 
recommendations or discussions related to adapting existing regulatory systems or the drafting of 
laws/ regulations/ guidance materials 

The Commission is performing a regulatory inventory, covering EU regulatory frameworks that are 
applicable to nanomaterials (chemicals, worker protection, environmental legislation, product specific 
legislation etc.). The purpose of this inventory is to "examine and, where appropriate, propose adaptations 
of EU regulations in relevant sectors" as expressed in Action 6d) of the Commission Action Plan. 
Preliminary findings indicate that the regulatory frameworks in principle give a good coverage; different 
aspects of production and products are at the same time subject to various Community provisions. 
Implementation is facilitated by different types of documents, adopted within this regulatory framework, 
such as implementing legislation, European standards, regulatory and technical guidance documents that 
may have to be adapted in order to cover HSE risks in relation to nanomaterials.   However, many of the 
knowledge gaps (toxicity thresholds, test schemes etc) will need to be addressed to ensure implementation 
and adaptation of ‘supporting documents’. Those knowledge gaps are in line with the ones earlier 
identified by EC and others and reported to the OECD. The Commission’s report therefore will also 
indicate initiatives undertaken (e.g. Research Framework Programmes, activities of Joint Research Center, 
cooperation within OECD, standardisation, Scientific Committees) in order to improve knowledge levels, 
so as to allow a proper implementation of the EU regulatory framework. 
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In the chemicals regulatory area, EU competent authorities (CAs) have decided that: 

1. The decisive criterion whether a nanomaterial is a new or existing substances is the same as for all 
other substances, i.e. whether or not the substance is on EINECS. When a nanomaterial is derived from 
an existing substance, article 7.1 of the Existing Substances Regulation 793/93 (ESR) on the updating 
of reported information applies. 

2. Nanomaterials having specific properties may require a different classification and labelling compared 
to the bulk material, also when the nanoform is derived from a bulk substance. 

3. They invite industry to provide a number of dossiers on different representative nanomaterials, to show 
what kind of data is available, how risk assessment is being performed and how the risks are 
controlled. 

4. For the longer term, a review of the applicability of testing methods and risk assessment methods 
should be carried out. This should be done at international level (e.g. within the OECD chemicals 
programme) with active input from industry and contributions from the EU. 

2. Developments related to voluntary or stewardship schemes 

The EC has not developed any voluntary or stewardship schemes at this stage. Issues regarding 
information on nanomaterials will be discussed in the chemicals CAs working group, also as a follow-up to 
1.c. above.  

3. Information on any risk assessment decisions 

In relation to nanomaterials in chemicals legislation, risk assessment and management is implemented 
at this moment as for other chemicals in the framework of the current legislation on new and existing 
chemicals (see 1.a. above). More specific guidance and information may be required in the future. 

The EC Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR) adopted 
an opinion on “The appropriateness of existing methodologies to assess the potential risks associated with 
engineered and adventitious products of nanotechnologies” in March 2006 after the public consultation of 
the first version adopted in September 20051. In essence, the SCENIHR scientific opinion states that 
“given […] uncertainties [concerning respectively hazard and exposure], the current risk assessment 
procedures require modification for nanoparticles.”  

Three new scientific opinions related to risk assessment of nanomaterials are foreseen from the EC 
Scientific Committees during the first half of 2007, namely: 

• a scientific opinion from the SCENIHR on “the appropriateness of the risk assessment 
methodology in accordance with the Technical Guidance Documents for new and existing 
substances for assessing the risks of nanomaterials”2. 

• a scientific opinion from the Scientific Committee on Consumer Products on the safety of 
“nanomaterials in cosmetic products”3; 

• a scientific opinion from the SCENIHR on "the scientific review of existing and proposed 
definitions related to products of nanotechnology/nanomaterials" 

                                                      
1 http://ec.europa.eu/comm/health/ph_risk/committees/04_scenihr/docs/scenihr_o_003.pdf  (p. 60) 
2 http://ec.europa.eu/health/ph_risk/committees/04_scenihr/docs/scenihr_q_008.pdf 
3 http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_nano_en.pdf 
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4. Information on any developments related to good practice documents 

The Commission is closely following the work in ISO and CEN. Both nanotechnology related 
Technical Committees in ISO (TC 229) and in CEN (TC 352) are currently working on the nomenclature 
and hence on the definition aspects. In ISO/TC 229, the working group on Health, Safety and Environment 
is proposing a Technical Report on "Current Safe Practices in Occupational Settings Relevant to 
Nanotechnologies". In addition, in ISO/TC 146 on Air Quality, the SC2 subcommittee on Workplace 
atmospheres has released a technical report ISO/TR 27628:2007 "Ultrafine nanoparticles and nano-
structured aerosols – Inhalation exposure characterization and assessment". In ISO/TC 24/SC4 (Sizing by 
methods other than sieving), the particular issue of nanoparticle size measurements and the required 
reference materials is considered with more care 

5. Research programmes or strategies designed to address human health and/ or 
environmental safety aspects of nanomaterials 

As stated in Action Plan on Nanosciences and Nanotechnologies (N&N), the European Commission 
aims at reinforcing N&N research and development in the seventh framework programme for research, 
technological development and demonstration activities (FP7) and has proposed a significant increase of 
the budget compared to FP6.   

It has also committed itself to boost support for collaborative R&D into the potential impact of N&N 
on human health and the environment via toxicological and ecotoxicological studies as well as developing 
appropriate methodologies and instrumentation for monitoring and minimising exposure in the workplace. 

Future activities in FP7 are being drafted have taken into consideration external and internal inputs. 
The data gathered in an informal collection of inputs on (eco)toxicology provide valuable information to 
prioritise research on health and safety aspects of nanotechnology-based products. Additional information 
such as priorities identified in the SCENIHR opinion, external stakeholders comments (such as 
representatives from the Member States and the Advisory group on Nanotechnologies and Nanosciences as 
well as internal discussions between different Commission services have also been taken into consideration 
when drafting the work programme for the first years. Based on the regulatory inventory work, additional 
detailed and prioritized research needs were identified. Dedicated calls are foreseen among the first actions 
of the FP7. 

The Commission has dedicated up to now around 25 million € to nanotechnology research projects 
particularly focused on safety aspects (additional funds have been made available within nanotechnology 
projects with targets not specifically related to safety) and intends to continue rising the funds available for 
risk-related research activities.  

The first calls for proposals in the FP7 have been published on 22 December 2006. Amongst others, 
nanotechnology related calls can currently be found in the Cooperation Programme under following 
Themes:  

− The NMP Theme: Most calls for proposal directly addressing safety of nanomaterials can be 
found in the NMP theme, mainly in chapter 4.1 (nano and converging sciences and 
technologies; health, safety and environmental impacts) of the NMP work programme. Four 
calls have been published for 2007: Large Research projects (LARGE): FP7-NMP-2007-
LARGE-1, Small research Projects (SMALL): FP7-NMP-2007-SMALL-1 and Coordination 
and Support Actions (CSAs): FP7-NMP-2007-CSA-1.  
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− Other nano-related calls are in the HEALTH Theme (related to nanomedicine), the KBBE 
Theme (related to nanotechnology in food and agriculture and to nanobiotechnology), the 
ICT Theme (related to nanoelectronics), the ENERGY Theme (related to nanotechnological 
solutions for energy) and the Transport Theme related to nanomaterials for transport) can be 
found in FP7-AAT-2007-RTD-1. 

These are the calls directly related to safety of nanomaterials are:  

 

NMP-2007-1.3- 1 
(Large scale integrating projects) 

Specific, easy-to-use portable devices for measurement and 
analysis 

NMP-2007-1.3- 2 
(Small or medium-scale focused 
research projects) 

Impact of engineered nanoparticles on health and environment 

NMP-2007-1.3- 3 
(Coordination and support actions) 

Critical review on the data and studies on the potential impact on 
environment and health of nanoparticles 

NMP-2007-1.3- 4 
(Coordination and support actions 
- only one database and support 
action will be funded) 

Creation of a critical and commented database on the impact of 
nanoparticles 

NMP-2007-1.3- 5 
(Coordination and support actions) 

Coordination in studying the environmental and health impact of 
nanoparticles and nanotechnology based materials and products 

HEALTH-2007-1.3- 4 
(Small or medium-scale focused 
research projects) Call coordinated 
with NMP-2007-4.1.3-2/4.4-4 

Alternative testing strategies for the assessment of the 
toxicological profile of nanoparticles used in medical diagnostics 

The JRC is developing a research activity in collaboration with EU partners on risk assessment of 
engineered nanomaterials. The activities in FP7 focus on the development and harmonization of methods 
for toxicity testing of nanomaterials, the in vitro test of a representative set of MN on critical cell lines and 
encompass related studies on nanometrology and reference materials as well as the development of 
databases and studies on the applicability of 'in silico' methods adapting the traditional QSAR paradigm. 

As with previous framework programs, FP7 is open to the participation of virtually all countries in the 
world. The possibility of coordinated calls with third countries and other specific actions is foreseen. 

6. Information on any public/ stakeholder consultation 

As mentioned under 5), a collection of inputs on (eco)toxicology took place as input to shaping the 
future activities within FP7. The SCENIHR first opinion on nanotechnology was slightly modified after the 
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comments received from a public consultation via Internet. The public consultation of the SCENIHR 
opinion on Nanomaterials in TGDs of the chemicals' legislation started on 11 April 2007 and lasts until 23 
May 2007, while  the public consultation of the opinion of the Scientific Committee on Consumer Products 
(SCCP) is planned for  June-July 2007.  

Several conferences on nanotechnology have been organised by different organisations throughout the 
EU and by recent EU Presidencies. The Finnish Presidency of the EU organized a conference on 
“Nanotechnologies: Safety for Success” in September 2006 to examine how to promote the safe, 
integrated, and responsible development of nanotechnologies. The conference confirmed safety as a 
prerequisite to the success of nanotechnologies, the need for stronger coordination and a clear road map as 
well as the usefulness of a sustained dialogue between stakeholders.  

Additional Information 

The European Group on Ethics in Science and New Technologies (EGE) is a high-level group of 
independent experts on ethics appointed by President Barroso. The EGE advises the Commission on 
ethical issues related to science and technology or other relevant EU policies. The Group adopted an 
Opinion on ethical aspects of Nanomedicine in January 2007.  

Several research projects funded by the European Commission are related to innovation, ethical 
aspects and societal implications of nanotechnology. Additional information can be found at 
http://cordis.europa.eu/nanotechnology/. Linked to the European Technology Platform on Sustainable 
Chemistry, several documents are becoming available such as a code of conduct on nanotechnology; a 
guide on safe manufacturing and for activities involving nanoparticles at workplaces; and detailed 
information on the characterisation of nanomaterials. Moreover, the recent Nanosafety Hub event 
organised by the European Technology Platform on Industrial Safety (ETPIS) on the 23rd March 2007 in 
Brussels, BE provided an overview of progress on the development of detection and monitoring 
technologies and the state-of-the-art in the fields of toxicity of nanoparticles, secured integrated processes 
as well as workplace health, safety and environmental safety all linked to nanomaterials (more information 
are available on http://www.industrialsafety-tp.org/ & http://euvri.risk-
technologies.com/events/event_3/default.htm).  

A standardization mandate is currently in consultation with Member States to formally convey 
priorities to the European standards bodies and to request feedback on their activities. The European 
standards bodies are invited to forward a program of activities to the European Commission and Member 
States that subsequently can be endorsed by Commission and national authorities. The mandate states that 
European standardisation efforts will preferably be elaborated in cooperation with the international 
standards bodies. 

 


