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The Council wishes to speak in support of this submission. 

 

 

The Sustainability Council’s comments are restricted to proposed amendments to the 
standard for nanocosmetic ingredients. 

1. Policy at the base of the amendments 

Hitching New Zealand cosmetics regulations to European Union law is welcome to 
the extent that it provides an automatic mechanism for the review of standards. This 
reduces the burden on the wider community for initiating and funding the review of 
standards. It can also lead to positive outcomes, where European Union law has 
arrived at superior legislative provisions. However, that may not always be case: even 
where EU cosmetic regulations may be the most advanced in the world – as is the 
case with nanocosmetic ingredients - this does not necessarily translate into sufficient 
levels of protection, as discussed below.  

We understand that that decision to tie New Zealand cosmetics regulations to 
European Union law is formal ERMA policy but not written in law. We therefore 
suggest that a more [precautionary] interpretation of the policy would be to set 
European Union law as a minimum standard or the floor of New Zealand law, 
whereby changes in European law prompt review by ERMA which includes 
consideration of whether the same or greater protections are introduced should there 
be a case to do so.  

2. Sufficiency of European law for cosmetic ingredients 

At the definitional level, two questions about the sufficiency of EU law arise:  
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1. What is the scientific basis for excluding soluble nanoparticle cosmetic 
ingredients?  Are these considered to be low or no risk under all 
circumstances? 

2. What is the scientific/risk management basis for excluding particles between 
100 – 300 nm or, for that matter, 101-500 nm?  

With respect to solubility, the assumption that all soluble nanoparticles are by 
definition safe and do not require risk assessment is not defensible. The EU’s 
Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR) 
suggests that along the continuum of solubility - not simply at the ‘extreme’ of 
insolubility – toxicity may be a feature of nanoparticles, including partially soluble 
ones: 

Limbach et al. (2007) have shown that for partially soluble nanomaterials such as 
cobalt oxide and manganese oxide the nanoparticles may be taken up into cells 
preferentially to their respective ionic forms. Regardless of the key causes, it should be 
considered that given the increased use, and thus release, of nanomaterials with 
different levels of solubility this will lead into potential increased levels of soluble 
substances which may result in undesirable environmental effects. These effects may 
be enhanced (depending on material, receiving environment and species) by a 
combination of forms, i.e. particulate and soluble. (Our emphasis)1 

 
With respect to nanoparticle size, the sub-100 nm threshold is arbitrary from a 
scientific perspective, as the quantum effects that are of interest, and potentially of 
concern from a risk management perspective, also occur above 100 nm.2 As discussed 
in a recent, joint report of the WHO/FAO: 

The current state of knowledge about the unique properties of engineered 
nanomaterials does not permit identifying exact criteria that present “bright lines” for 
inclusion, or exclusion, for nanospecific risk evaluation. For example, the use of 100 
nm as a cutoff point for particle size does not have a biological basis, so one cannot 
simply assign this as an inclusion or exclusion criterion, such as “if the mean particle 
size exceeds 100 nm, then no nanospecific testing is necessary.3 

                                                        
1 Scientific Committee on Emerging and Newly Identified Health Risks, Risk Assessment of Products 
of Nanotechnologies, January 19 2009, p. 39. 
2 House of Lords Science and Technology Committee. Nanotechnologies and Food. 1st Report of 
Session 2009–10, January 2010, Volume 1: Report, p. 76. An expert in nanotoxicology, Professor Ken 
Donaldson of Edinburgh University, states that a 100 nm threshold has no toxicological relevance. 
(House of Lords, Minutes of Evidence Taken Before the Select Committee on Science and Technology 
(sub-Committee 1) Nanotechnologies and Food. Tuesday May 5 2009, p. 9.) Also of note, is this 
comment in a report of a joint FAO/WHO workshop on nanotechnology in food and agriculture: “The 
current state of knowledge about the unique properties of engineered nanomaterials does not permit 
identifying exact criteria that present “bright lines” for inclusion, or exclusion, for nanospecific risk 
evaluation. For example, the use of 100 nm as a cutoff point for particle size does not have a biological 
basis, so one cannot simply assign this as an inclusion or exclusion criterion, such as “if the mean 
particle size exceeds 100 nm, then no nanospecific testing is necessary”.  
3 FAO/WHO (2009) FAO/WHO Expert Meeting on the Application of Nanotechnologies in the Food 
and Agriculture Sectors: Potential Food Safety Implications, p. 44. 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For similar reasons, the UK House of Lords Science and Technology Committee 
recently recommended that the regulatory definition should include all sub-micron 
particles (i.e., that the [upper] regulatory threshold be set at 1000 nm).4  

The Sustainability Council has yet to come to a view on how nanoparticles are best 
defined from a risk assessment and management perspective. It is likely that a 
combination of size and properties will provide the best coverage (as discussed, for 
example, in SCENIHR 20095). 

3. The proposed amendments  

In the absence of any discussion by ERMA of the nature of the regulatory challenges 
that nanocosmetic ingredients pose, the proposed amendments hover in a vacuum of 
justification - namely, why such a wafer-thin provision is deemed sufficient given the 
widespread ignorance and uncertainty concerning the safety of nanomaterials in 
cosmetic products (broadly characterised by an absence of nanospecifc risk 
assessment methodologies and as yet insufficient nanosafety profiling of any 
individual nanomaterial to allow quantitative risk assessment).  

In such conditions, allowing unchecked commercialisation of products that involve 
sustained exposure gives a free pass to the cosmetics industry and places the risks 
territory on consumers. And it is not reasonable to assume that those consumers who 
buy cosmetic products containing nanomaterials are consciously and willingly 
assuming those risks: the use of nanomaterials in cosmetics has a very low profile and 
the lack of labelling requirements provides no prompt for consumers to ask questions 
and make their own judgements.  

Is ERMA satisfied that these novel ingredients are demonstrably safe? If not, how can 
it justify allowing New Zealanders to be exposed to these ingredients? 

We understand that ERMA believes that more time is required to consider how the 
fuller set of provisions around nanoparticles in new EU law might be incorporated in 
New Zealand regulation. It is disappointing that ERMA has not been able to carve out 
time to do so in time for this amendment round: cosmetics currently represent one of 
the sources of greatest exposure to nanomaterials and ERMA is the government 
agency responsible for ensuring that cosmetic are safe.  

We also understand that ERMA believes it has little room to introduce more 
substantive provisions for nanocosmetic ingredients given the scope of the act and in 
particular, the levels of evidence required to categorise a substance as hazardous.  

Accepting for the moment that a reporting requirement is as far as the HSNO regime 
permits where there is insufficient evidence to trigger hazard status, we question what 
is likely to change under an amended definition of nanomaterial unless ERMA and 
MoH make a greater commitment to enforcing this reporting requirement. We believe 
there are a number of cosmetic products on New Zealand shelves that would likely 
trigger the existing reporting requirements. [These include the products identified by 

                                                        
4 House of Lords Science and Technology Committee. Nanotechnologies and Food, 1st Report of 
Session 2009–10. January 2010, Volume 1: Report, para 5.24, Recommendation 12. 
5 Scientific Committee on Emerging and Newly Identified Health Risks, Risk Assessment of Products 
of Nanotechnologies, January 19 2009, p. 52. 
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Friends of the Earth Australia, through laboratory testing it commissioned.6] How, 
then, is ERMA intending to ensure that this requirement is properly implemented? 
Making clear to the industry what its legal obligations are is one step, and we 
understand that recently, ERMA has made some effort here. However, this is not 
sufficient to ensure compliance, and we would expect that some market surveillance 
is undertaken.  

Finally, to the extent that HSNO provides ERMA with less scope than required to 
fulfil the expectations that the wider community has, we would expect ERMA to have 
pursued other courses of action to point to the need for regulatory scrutiny of 
nanomaterials with Government and to ensure that this is firmly on the political 
agenda. While this may have been raised in face-to-face meetings with Ministers, 
there is little track record of such activity in documents we have accessed. There is no 
mention of nanomaterials in cosmetics and other nanoproducts in the Briefing to the 
Incoming Ministers, which provides an important opportunity to place on the political 
agenda issues of significance. Nor have we seen any mention of this in other briefings 
to the Minister (at least those provided up until 2008). This silence may in part be the 
responsibility of the Ministry for the Environment, whose advice to Government has 
tended to mischaracterise the nature of the regulatory challenges nanomaterials pose. 
However if the regulatory agency responsible for regulation of cosmetics does not 
raise these issues, who else in government will? 

                                                        
6 Friends of the Earth Australia, “Beauty industry backs high-risk small particles: Controversial nano-
ingredients found in big name brands”, November 2009. 


