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Review of the Cosmetic Products Group Standard 

 

Dear Rob 

Currently European Union regulation of nanoscale cosmetic ingredients provides the 
highest level of public protection around the use of nanoscale cosmetic ingredients 
that a government will assure. To that extent, the Sustainability Council looks forward 
to full adoption of EU provisions in the coming review of the Cosmetic Products 
Group Standard.  

Nevertheless, the EU regulations: 

(1) exclude those nanoscale cosmetic ingredients in widest use at present – titanium 
dioxide (TiO2) and zinc oxide (ZnO) when used as UV filters – from a core 
requirements to label for nanocontent;  

(2) potentially leave a wide range of nanoscale materials untended due to the narrow 
definition; and  

(3) exempt nanoscale cosmetic ingredients from routine risk assessment.  

With respect to the first of these, we urge ERMA to propose mandatory labelling for 
the use of nanoscale TiO2 and ZnO, when used as UV filters. 

Grounds: Internationally, debate on the safety of nanoscale TiO2 continues. Much of 
this centres around whether or which nanoscale forms of the metal oxide might pass 
through the stratum corneum, migrate and accumulate in secondary organs.  

From a risk management perspective, the case for including TiO2 and ZnO is strong. 
While some opinions conclude that, from the evidence at hand, penetration does not 
occur, there has been little or no research on whether nanoscale TiO2 penetrates 
damaged, aged, sunburnt or flexed skin (See for example, Scientific Committee on 
Consumer Products (SCCP) Opinion on Safety of Nanomaterials in Cosmetic 
Products (2007)). The absence of research into penetrability under such conditions is 



surprising given how long it is claimed by manufacturers that nanoscale TiO2 has 
been used and that the above states/conditions may apply to significant parts of the 
population at various times.  

Further, nanosafety knowledge is slowly increasing; and with that, understanding 
about the pathways, conditions and potential for harm rate changing. The question of 
penetration is instructive. It has been held that nano ZnO particles used in cosmetics 
do not penetrate the outer layers of the skin. However, research published by 
Australia’s CSIRO last year has established that nanoscale ZnO does indeed penetrate 
the stratum corneum. The authors conclude that this has not been observed previously 
because of 1) the lag time between application of sunscreens containing ZnO and 2) 
the design of earlier studies, which involved fewer applications over shorter time 
periods, or used less sensitive methods to detect absorption.1 Indeed, it would appear 
that there has been little longer-term testing of nanoscale TiO2 in general.  
 
Additional grounds for including TiO2 in labeling requirements are recent nanosafety 
developments concerning its toxicity.  Since the above-mentioned 2007 review by the 
EU Scientific Committee on Consumer Products (an influential document on 
European Union policy), new research has described clastogenicity genotoxicity, 
oxidative DNA damage and information in vivo in mice administered nanoscale TiO2 
in drinking water.2 While the pathway for exposure is not dermal, it is nevertheless 
relevant to the regulation of cosmetics containing secondary sunscreens as the authors 
have advised avoidance of spray-on sunscreens and cosmetic products containing 
nanoscale TiO2 due to potential harm from inhalation.3  
 
Given that there is a range of opinion around penetration of nanoscale TiO2, we 
expect ERMA to apply a precautionary approach and require, as part of that, labeling 
of the presence of nanoscale UV filters such as TiO2 and ZnO.  
 
Secondly, we urge ERMA to review the definition of nanoscale in the Group 
Standard. 
 
In our submission to the previous review, we recommended ERMA avoid the use of 
an arbitrary definition of the nanoscale – in particular the use of the 100nm ceiling. 
This has recently been described as a “definition[] of convenience, rather than 
science”4.  
 
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)5 

 
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.6 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.7 
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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).8  

There is a range of options being considered by regulators around the world to bring 
better regulatory oversight to the exploitation of nanoscale properties. These include 
Health Canada’s working definition, that defines “any manufactured product, 
material, substance, ingredient, device, system or structure to be nanomaterial if:  
 

a)  It is at or within the nanoscale in at least one spatial dimension, or;  
 
b)  It is smaller or larger than the nanoscale in all spatial dimensions and 
exhibits one or more nanoscale phenomena.”9 

 
As a great portion of cosmetic products sold in New Zealand are manufactured in the 
EU, introducing regulatory requirements beyond those in the EU may impose 
additional costs on manufacturers and/or importers.  However it is widely agreed that 
a precautionary approach is required given the novelty of nanotechnologies and their 
products. Policies that allow the most commonly used nanomaterials in daily-use 
products to go unregulated implicitly judge the additional labelling costs to be greater 
than the public health benefits obtained by labelling.  ERMA will have failed in its 
duty if it does not present evidence of expected costs and benefits in support of its 
decision on this issue and we argue that in absence of sufficient evidence to the 
contrary, the labelling costs should be accepted as the basis for current regulation.  
 
 
Yours sincerely  
 
 
Stephanie Howard 
Projects Director 
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