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EUROPEAN COMMISSION 

Highlight of developments since the 4
th

 meeting of the WPMN 

 

 On 10 February 2009, the European Food Safety Agency (EFSA) Scientific Committee adopted 

the scientific opinion on "The Potential Risks Arising from Nanoscience and Nanotechnologies on 

Food and Feed Safety" after a public consultation.  The text of the opinion will be available from 

the EFSA web site (http://www.efsa.europa.eu) in early March 2009.   

 On 19 January 2009, the EU Scientific Committee on Emerging and Newly Identified Health Risks 

(SCENIHR) adopted an update of the opinion on "The Risk Assessment of Products of 

Nanotechnology".  The recently adopted opinion is part of an on-going process for evaluation of 

the risks of nanomaterials. The European Commission is considering inviting web-based 

comments on the issues addressed in this opinion followed by a scientific hearing in the coming 

months.  The text of the opinion is available at: 

http://ec.europa.eu/health/ph_risk/committees/04_scenihr/docs/scenihr_o_023.pdf    

 Since the establishment of the Competent Authorities Sub Group on Nanomaterials (CASG Nano) 

on 27 March 2008 it has had two official meetings and an informal workshop. The sub-group has 

established a work programme until 2012, based on the implementation deadlines under REACH. 

CASG Nano issued its first paper "Nanomaterials in REACH", which was endorsed by the 

REACH CA meeting on 16 December 2008. Further papers are expected during 2009.  

 The deadline for pre-registration of phase-in substances under REACH (Registration, Evaluation, 

Authorisation of Chemicals) was 1 December 2008. By that time some 2.75 million pre-

registrations of some 150,000 different substances had been received For further information 

consult the website of the European Chemicals Agency (ECHA); 

http://echa.europa.eu/home_en.asp and http://echa.europa.eu/doc/press/pr_08_59_publication_pre-

registered_substances_list_20081219.pdf  

 The European Commission organised on 13-14 November 2008 in Brussels a "Global Risk 

Assessment Dialogue", where nanotechnology products were prominently featured. The agenda, 

proceedings and presentations, may be accessed at:  

http://ec.europa.eu/health/ph_risk/ev_20081113_en.htm  

 The European Commission organised on 2-3 October 2008 in Brussels the "2nd Annual 

Nanotechnology Safety for Success Dialogue Workshop".  The agenda, proceedings, and 

presentations may be accessed at:  http://ec.europa.eu/health/ph_risk/ev_20081002_en.htm  

 The European Parliament has decided to issue an own initiative report in response to the 

Commission's Communication on "Regulatory aspects of Nanomaterials", which was adopted on 

16 June 2008. The European Parliament is expected to have adopted its report at its session in 

April 2009.  

 The projects selected under the first call for proposals of the 7th EU Research Framework 

Programme (FP7) are being launched.  

 The second call for proposals in the 7th EU Research Framework Programme (FP7) was completed 

and the five proposals selected are in negotiation. The third call is closing on 31/3/2009 and 

addresses proposals on use, recycling and final treatment of nanotechnology based products as well 

as coordination on exposure scenaria to nanoparticles. 

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 

http://www.efsa.europa.eu/
http://ec.europa.eu/health/ph_risk/committees/04_scenihr/docs/scenihr_o_023.pdf
http://ec.europa.eu/environment/chemicals/reach/pdf/nanomaterials.pdf
http://echa.europa.eu/home_en.asp
http://echa.europa.eu/doc/press/pr_08_59_publication_pre-registered_substances_list_20081219.pdf
http://echa.europa.eu/doc/press/pr_08_59_publication_pre-registered_substances_list_20081219.pdf
http://ec.europa.eu/health/ph_risk/ev_20081113_en.htm
http://ec.europa.eu/health/ph_risk/ev_20081002_en.htm


 

According to the Commission's Communication on "Regulatory Aspects of Nanomaterials", existing 

EU legislation covers in principle the potential health, safety and environmental risks in relation to 

nanomaterials. The protection of health, safety and the environment needs mostly to be enhanced by 

improving implementation of current legislation. The Commission and EU Agencies will therefore in the 

first place review current documents that support implementation, such as implementing legislation, 

standards and technical guidance with regard to their applicability and appropriateness to nanomaterials. 

The Communication is currently being discussed in the European Parliament. Their final opinion is 

expected to be adopted in April 2009. 

The 2
nd

 Annual Nanotechnology Safety for Success Dialogue Workshop led to the adoption of ten 

action points to be launched by Easter 2009. The workshop called for an increased coordination and 

exchanges between EU Member States, stakeholders, and regulatory bodies. Emphasis was also put on 

information and scientific knowledge gap filling. 

The two European legislators (The European Parliament and the Council) are discussing amendments 

to the Cosmetics Directive and the Novel Foods Regulation. The discussions involve nanotechnology 

aspects. The discussions are still on-going and the results are therefore not yet known. 

2. Developments related to voluntary or stewardship schemes  

 

The European Commission has not developed any voluntary programmes or stewardship schemes. 

However, the Directorate General for Environment has requested a contractor to make a survey on what 

nanomaterials exist on the EU market and in what quantities. This will be followed up by a workshop in 

autumn 2009. This and general issues regarding information on nanomaterials are also discussed in the 

REACH CASG Nano.  

3. Information on any risk assessment decisions  

 

The European Commission has not taken any risk assessment decisions since the last Tour de Table 

document issued in June 2008 of relevance in the context of nanomaterials. Last year the European 

Commission requested the Scientific Committee on Emerging and Newly Identified Human health Risks 

(SCENIHR) to identify and assess new information and update the opinions on potential risks of products 

of nanotechnologies, in particular, with respect to characterisation, eco-toxicology and toxicology as well 

as exposure assessments, for further details see ENV/CHEM/NANO(2008)2).  

SCENIHR adopted their opinion on 19 January 2009 and the abstract of the opinion reads: 

"This Opinion deals with the recent developments in the risk assessment of nanomaterials for both man 

and the environment. The in-depth characterisation of a manufactured nanomaterial on the basis of its 

physical-chemical characteristics is essential. Due to the size and material specific temporal evolution of 

some nanomaterials, potentially hazardous nanomaterials need to be characterised both ‘as manufactured’ 

and in the various possible forms ‘as delivered’ in biological systems, or to a human in a specific 

application, or to a particular ecosystem of concern. The characterisation ‘as manufactured’ provides 

information for the material safety data sheet of the product itself. The characterisation ‘as used’ in 

biological systems is needed as properties of nanomaterials may change considerably, notably the size 

distribution due to agglomeration/aggregation of the particles. An issue of specific importance is the 

properties of the nanomaterial as it is actually used in products and to which consumers may be exposed. 

For the risk assessment the latter characterisation is of highest relevance. 
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Some specific hazards, discussed in the context of risk for human health, have been identified. These 

include the possibility of some nanoparticles to induce protein fibrillation, the possible pathological effects 

caused by specific types of carbon nanotubes, the induction of genotoxicity, and size effects in terms of 

biodistribution. Knowledge is gradually becoming available on the behaviour of manufactured 

nanoparticles in the environment in terms of the development of possible fate scenarios. 

 

For some nanomaterials, toxic effects on environmental organisms have been demonstrated, as well as the 

potential to transfer across environmental species, indicating a potential for bioaccumulation in species at 

the end of that part of the food chain. Although for some manufactured nanomaterials adverse effects were 

observed they should not be extrapolated to other manufactured nanomaterials. These observations 

indicate potential hazards which should be taken into consideration in the safety evaluation of 

manufactured nanomaterials. As there is not yet a generally applicable paradigm for nanomaterial hazard 

identification, a case by case approach for the risk assessment of nanomaterials is warranted. 

 

One of the main limitations in the risk assessment of nanomaterials is the general lack of high quality 

exposure data both for humans and the environment. A differentiation between background and incidental 

exposure is generally difficult in real life situations as the methods employed mainly measure the presence 

of (nano)particles and do not generally discriminate between the different types of particles (manufactured 

or naturally occurring) that may be present. Currently, the risk assessment procedure for the evaluation of 

potential risks of nanomaterials is still under development. It can be expected that this will remain so until 

there is sufficient scientific information available to characterise the possible harmful effects on humans 

and the environment. Therefore the knowledge on the methodology for both exposure estimations and 

hazard identification needs to be further developed, validated and standardised".  

 

The European Commission is considering inviting web-based comments on the issues addressed in 

this opinion followed by a scientific hearing in the coming months.  

4. Information on any developments related to good practice documents  

The European Commission's Code of Conduct (CoC) adopted on 7 February 2008 provides EU 

Member States, employers, research funders, researchers and more generally all individuals and civil 

society organisations involved or interested in nanosciences and nanotechnologies (N&N) research (“all 

stakeholders”) with guidelines favouring a responsible and open approach to N&N research in the 

Community.   

The CoC is complementary to existing regulations. It does not limit or otherwise affect the 

possibilities of Member States to grant a wider measure of protection with regard to N&N research than is 

stipulated in this Code of Conduct.  

Stakeholders who adhere to the CoC should also be inspired, where applicable, by the principles set 

out in the Charter of Fundamental Rights of the European Union. The CoC will be regularly monitored and 

revised every two years by the Commission in order to take into account developments in N&N worldwide 

and their integration in European society.  

For more information, please consult: ftp://ftp.cordis.europa.eu/pub/nanotechnology/docs/nanocode-

recommendation-pe0894c08424_en.pdf   

5. Research programmes or strategies designed to address human health and/ or environmental 

safety aspects of nanomaterials  

 

ftp://ftp.cordis.europa.eu/pub/nanotechnology/docs/nanocode-recommendation-pe0894c08424_en.pdf
ftp://ftp.cordis.europa.eu/pub/nanotechnology/docs/nanocode-recommendation-pe0894c08424_en.pdf


A High-Level Experts Group of Member States and FP7 Associated States has held their first meeting 

in February 2009. Research in the area of risk management, in particular the study of the impact of 

nanoparticles to health and environment, has been agreed as a priority. 

Under the second FP7 call five proposals in the area of "Impact of engineered nanoparticles on health 

and environment" have been retained for negotiation. Proposals to be received under the third call will be 

assessed in April 2009. 

The European Commission is working towards clustering the toxicology related projects in view of 

joint elaboration of common deliverables and strategic planning. The first meeting took place on 26 

February 2009. 

Research in Materials science 

Within Framework Programme on Research (FP7), research on materials science supports the 

development of new multifunctional surfaces and materials with tailored properties for products targeting a 

wide range of applications. As has been the case since the first year, some topics specifically request the 

participants to consider including in the proposals research activities related to the safety of nanomaterials 

developed.  

Five projects selected in the first FP7 call are now up and running. They relate to polymer 

nanocomposites, nanotubes and nano-structured polymer matrix composites. 

Several proposals coming from last year's call are currently under negotiation an have include this 

issue in their activities.  

NMP-2008-2.1-2  

 

Processing and upscaling of nanostructured materials 

 

These projects are expected to start in the very near future.  

 

Finally, the research activities in the call for proposal for this year (deadline 17 February 2009) 

include also the specific call for attention to safety matters. Notably, it is specifically mentioned in the 

following topics:  

 

NMP-2009-2.1-1  

 

Nano-structured materials based on graphene 

NMP-2009-2.2-1  

 

Oxide materials for electronics applications 

NMP-2009-2.4-1  New biomass-based composite materials and their processing 
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6.  Information on any public/ stakeholder consultation 

 

The Commission considers that dialogue is indispensable for emerging technologies such as 

nanotechnologies. Public trust in and acceptance of nanotechnologies are crucial for the long-term 

development. The Commission and a number of the Member States have also actively promoted multi-

stakeholder dialogues on nanotechnologies, and numerous other outreach activities. These events have 

involved, depending on the special themes of the conferences, participation of public authorities, scientists, 

industry associations, consumers, environment and other non-governmental organisations. Furthermore 

these activities complement and are coordinated with various other activities at Member State level and by 

international organisations. Nevertheless, surveys have indicated that European public is not yet 

sufficiently aware of nanosciences and nanotechnologies. However, these surveys also show that public 

confidence in European public authorities’ ability to ensure good governance for nanotechnology is higher 

in Europe than elsewhere.   

The opinions from EU Scientific Committees, SCENIHR and SCCP are normally always submitted to 

public consultations before final adoption. 

 


