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8 May 2020 

EEB comments on document CA_20_2020 – Nanomaterials and 
REACH 

General comments 

The EEB welcomes ECHA’s feedback on the progress on nanomaterials registration and want to stress 

a few elements.  

We are deeply concerned and disappointed with the very low submission rate and the high 

failure rate in the technical completeness check of incoming dossiers, with an estimated average 

of 95-99%1 of the nanomaterials not even registered under REACH and almost half of the dossiers 

not even complete. Bearing in mind that ECHA is supporting potential registrants for at least seven 

years2, these figures are highly unacceptable and raise the question of to which extent the EU 

authorities should spend more public resources in information guidance, training and support or to 

shift to proper effective and dissuasive enforcement measures to tackle this problem. 

We also wonder at this point if a nanomaterials framework regulation to govern human health and 

environmental protection for all potential uses of nanomaterials in a harmonised way, including the 

obligation to establish an EU wide registry of nanomaterials would have been a much better, faster and 

more efficient option.  

The current EU legislation does not guarantee that all nanomaterials on the market are safe by being 

assessed separately from the bulk form of the substance. Between 500 and 2000 NMs are estimated 

(by CEFIC) to be present in the EU market, many of them for decades. Yet still the EU authorities today 

recognise that “the number of substances with nanoforms on the EU market today is uncertain”. This 

means that the EU has so far failed to apply the “no data, no market” principle to nanomaterials, hence 

to monitor, control its use as well as protect the EU citizens and environment from the potential hazards 

of these chemical substances. 

 
1 based on CEFIC’s figures of NMs in the EU market of 500 to 2000 
2 Through the ECHA’s Nanomaterials Expert Group 
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REACH enforcement activities should tackle nanomaterials. REACH’s fundamental principle of 

“no data, no market” should be thoroughly implemented. Therefore, nanomaterials that are on the 

market without a meaningful minimum set of data to allow the assessment of their hazards and risks 

should be denied market access through enforcement activities. In the meantime, we ask the EU 

Member States and manufacturers to use the law and a precautionary approach in the assessment, 

production, use and disposal of nanomaterials. 

Transparency is key in ensuring public trust in public authorities and we welcome ECHA and the 

Commission’s efforts to ensure all stakeholders have access to the same information. We would like to 

take this opportunity to make the following comments. 

Generally, the tone of the document does not fit the role given to ECHA in the REACH system. 

While we appreciate the need to “support” the private sector (especially smaller businesses) 

in understanding their regulatory obligations and making the compliance as practical as possible, the 

document goes a step further by: 

-      Defining the role of ECHA as “raising awareness”, “providing advice”, “help improve compliance”, 

“support industry in meeting their obligations”; 

 

-      Failing to remind the private sector that these obligations are indeed obligations, particularly 

in this context where the obligations could be fully anticipated. ECHA is a public authority 

which has the responsibility to declare a registration dossier in breach of the law if it is, and 

such breaches are supposed to have consequences meant to be dissuasive.  

Such soft approach to what is an obligation of companies to know the law and comply with it 

has been a contributing factor to the well-known lack compliance of the private sector to the 

registrations obligations in general. This is even less justified in the context of registration nanoforms 

since the private sector has been playing hide and seek for the last 10 years. ECHA needs to adapt its 

communication narrative to its role, that goes far beyond a help desk or a consultant to companies. 

We would therefore welcome the inclusion of a clear reminder, in such documents, of the 

consequences of a lack of compliance foreseen by the REACH Regulation. We recommend opening 

the discussion (under section C) on whether non-compliance with legal requirements is contributing to 

the low number of updates and low number of registrations. 

 

Specific comments  

Regarding the incomplete justifications for registration as sets of similar nanoforms, we highlight that 

this factor cannot be justified by external reasons such as test methods. These are information that 

must be available to the applicant at the moment it intends to use and register different nanoforms as 

sets of similar nanoforms. If the applicant cannot demonstrate it has justifications to register the 

nanomaterials as a group of similar forms, it should then register the nanoform individually. The 
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justification to the decision to register nanomaterials as sets of nanoforms should be pre-existing the 

registration as grouped nanoforms. The implementation of the ‘no data, no market’ principle is at stake. 

We stress that any hamper to the principle should not be justified by the complexity of the issue or 

technical considerations (such as laboratory operations). 

If the nanoforms were unduly grouped, the risk is that, once the completeness and compliance check 

are operated, the applicants might not be able to justify that variation on the boundaries of the hazard 

assessment, exposure assessment and risk assessment of the individual nanoforms, as required by the 

2018 Regulation updating REACH Annexes. 

As regards the low number of registration compared to the estimates, it is interesting to look at CEFIC’s 

estimates which are the highest ones, indicating that industry itself has information on the number of 

nanos potentially used or being placed on the market. We suggest using one of the industry’s existing 

initiatives such as the REACH Dossier Improvement Action Plan to address the issue of low registration 

or incomplete registration as a priority issue, given the low levels of registration. 

For further information please contact 
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