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The EEB 

• Europe's largest federation of environmental organisations 
with 140+ member organisations.  
 

• Represent 15 million European citizens, and act as the ears 
and voice of its members towards the EU decision makers.  
 

• Goal: to enable the citizens of Europe to play their role to 
protect and improve the environment in Europe 
 

•  European wide network & working groups 
 



What is REACH supposed to do? 
Why is enforcement important?  
Why Nano? 
Is ‘no data, no market’ being enforced for NMs?  
Is safety proven for NMs? 
How could things be improved?  
Conclusions  

 



“to ensure a high level of protection for human health and 
for the environment" 

 
The principle of REACH is that manufacturers, importers and 

downstream users ensure they manufacture, market or use 
such substances that do not adversely affect human health 

or the environment (Article 1(3)). 
 

This principle is applicable to substances in whatever size or 
form, and for all their identified uses, which means that 

nano-forms are included. 

 

 
What is REACH supposed to do?  

 



Why enforcement is important  

• With no enforcement there is no level playing field  
 

• The best in sector are penalised, the worst in sector rewarded  
 

• We should reward companies doing the right thing, not the 
wrong thing  
 

• Good enforcement is essential for a ‘high level’ of protection  
 

• Without enforcement, REACH becomes a voluntary 
agreement  

 



Why nano? Size Matters 

• Nanoscale materials do have special properties:  
– All properties vary with size also toxicological properties. 

Low mass/above-average surface area causes an increased 
reactivity and potential to become toxic. 
 

• NMs are able to enter and persist in the body, rapidly 
migrate to the organs, get deep into the lungs, cross the 
blood barrier and placenta, enter the brain, penetrate the 
skin, and even some protective equipment…. 
 

• NMs are available and persist in all environmental 
compartments (and cause harm, e.g. ozone depletion) 



Why nano? Ground for concern 



• Medicines  
• At least 96 food items (probably more) sold in grocery stores 
contain nanoparticles. Friends of the Earth 
 

• Consumer products: NMs are widely used in a variety of sectors 
and in numerous products.  
 

• Biocides and pesticides 
 

• No labeling for most consumer products 

“There is a general lack of knowledge about the characteristics 
of nanomaterials in relation to environmental and population 

exposure” SCENIHR  

Why nano? Wide exposure while 
unknown what is in the market 



Is no data no market being enforced for 
NMs?  

 NMs were allowed in the market in the first place since 20 
years without basic data being submitted by industry.  

 

 Direct employment estimated at 300,000-400,000 t/y in EU 
 
Most NMs are NOT registered 
 

• 3,000 NMs estimated in the EU market 
• CEFIC announced that 80-90% of all existing NMs should 

have been registered by the first registration deadline of 
2010 

• However, only 9 substances registered as nano! 
 



Is safety proven for NMs?  

Most NMs registration dossiers are NOT compliant 
 
• Inadequate or total lack of characterisation of NMs 

 

• Characterization of the Nanoform is very first step to RMM 
 

• Lack all relevant scientific information in dossier 
 

• NM and bulk substances joint registration with the same risk 
assessments  
 

• Only 3 decisions so far for NMs 
 

    Non compliant company name is secret and enforcement 
activities performed unknown 

 
 



• < 5% of NMs 
(pre)registered 
 

• Only one company 
registered as nano 
 

• large gaps in knowledge 
re possible negative 
effects on humans and 
environment 
 

http://sofia-darmstadt.de/fileadmin/elni/dokumente/Archiv/2012/Heft_2/elni2012-2_AC-Schenten-Fuehr-open.pdf  

Is safety proven for NMs? 

50% companies carry out safety assessments before marketing 
and of these approx. only a half use nano-specific test methods. 
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How could things be improved?  
First step is revocation of registration numbers when info is insufficient or 

inadequate: no data, no market 
 
Enforcement authorities should ensure a well functioning legal framework: 

 
• Collects all necessary data (and incite the production of such data where it 

does not yet exist): REACH 
 

• Ensures risk management measures are implemented (sectoral regulation, 
workplace measures, and REACH) 
 

• Identifies all potential exposure pathways 
 

• Allows authorities to react effectively in case of identified problem 
(traceability mechanism) 
 
 



Conclusions  
• Potential risks of NMs must be regulated 

 
• REACH can only work if it is enforced (it’s not voluntary 

agreement) 
 
• Enforcement authorities must ensure that industry provides 

sufficient information about the NMs they produce and that 
they are safe to use.  

 
• Enforcement must be visible and transparent (transparency 

provides extra pressure for action) 
 
• Regulators must monitor, and ACT when things go wrong  
 



Thank you for your attention! 

 
 
 

European Environmental Bureau 
 
Boulevard de Waterloo 
B- 1000 Brussels 
Belgium 

 
Tel: + 32 2 289 10 94 
Site Web: www.eeb.org  

 
 

 
 
 
 

An international non-profit association 
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Contact: 
Tatiana Santos 
tatiana.santos@eeb.org  

http://www.eeb.org/
mailto:tatiana.santos@eeb.org
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