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1. General principles: management of risk and role of the regulator 

The Sustainability Council welcomes the EPA’s proposal to mandate the labelling of 

nanoscale cosmetic ingredients. 

Nevertheless, the proposal does not come near to providing the risk management that 

nanoscale cosmetic ingredients merit and that which the EPA should be proposing. 

The EPA’s approach is deficient in two respects: 

1. Labelling may lead to some additional transparency, but in isolation it does 

little to manage the risks nanoscale cosmetic ingredients pose. The Council 

has urged the EPA to introduce mandatory risk assessment of nanoscale 

cosmetic ingredients, and a more risk-relevant regulatory definition to 

introduce appropriate scrutiny. Those recommendations still stand. 

2. The definition of what constitutes nanoscale is inadequate in the CPGS, such 

that a great number of products would likely go unlabelled and the 

transparency around the use of nanomaterials would remain limited. Further, 

the definition adopted by the EPA could create incentives for manufacturers to 

use particle sizes above 100 nm that still provide nanoscale effects but escape 

labelling. 

1. Management of risk 

The Environmental Protection Agency’s duty is to give effect to HSNO s4: 

To protect the environment, and the health and safety of people and communities, by 

preventing or managing the adverse effects of hazardous substances and new 

organisms.  

The EPA is also required to exercise precaution where there is uncertainty about the 

potential for harm from substances by 

Tak[ing] into account the need for caution in managing adverse effects where there is 

scientific and technical uncertainty about those effects (HSNO s7) 

The nanoscale is widely acknowledged to pose risks. There are two dimensions to the 

risks that nanomaterials carry: 

I. Scientific: Ignorance and a lack of research or technological capacity to determine 

the safety or otherwise of most nanomaterials.  

In a newly released report by the US National Research Council (NRC) identifies 
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major challenges in the area of nanosafety and attributing these to the:  
 

• Great diversity of nanomaterial types and variants.  

• Lack of capabilities to monitor rapid changes in current, emerging, and potential 

ENM applications and to identify and address the potential consequences for EHS 

[environmental health and safety] risks.  

• Lack of standard test materials and adequate models for investigating EHS risks, 

leading to great uncertainty in describing and quantifying nanomaterial hazards and 

exposures.
1
 

 

The scale of the challenge that the so-called nanotechnology revolution poses is 

considerable. Take the diversity of nanomaterials noted above: types of nanoscale 

titanium dioxide can vary hugely, due to whether they are in the anatase or rutile form 

and how they have been functionalised, to mention just two examples.  A member of 

the NRC expert review panel observed that: 

 
The number and variety of nanomaterials that is possible is just mind-boggling. There 

are not enough beakers to do all the experiments required.
2
 

This is likely to be the case for some time. 

 

II. Political: Early commercialisation without proper governance or regulation is 

compounding the risks to public health and the environment. 

The failure of regulators to apply the necessary scrutiny to nanotech products is a 

major source of risk. As the NRC notes in the above mentioned report: 

 
There is insufficient connection and integration between generation of data and 

analyses on emergent risks and strategies for preventing and managing the risks.
3
 

 

It concludes that without proper governance, the potential for the technologies to 

make a positive contribution is uncertain.  

Despite the promise of nanotechnology, without strategic research into emergent risks 

associated with it—and a clear understanding of how to manage and avoid 

potential risks—the future of safe and sustainable nanotechnology-based materials, 

products, and processes is uncertain.
4
 (emphasis added) 

 

Put another way, the potential for unsafe or risky nanotechnology products is greater 

in absence of appropriate safety research and regulation. 
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This picture holds true for nanomaterials when used in cosmetics, where safety 

research is partial and emergent - and understandings are still evolving. As the NRC 

notes:  
 

Little is known about dermal and ingestion exposures relevant to expected exposures of 

consumers to personal-care products and through food.
5
 

 

For example, some manufacturers claim that nanoscale titanium dioxide (TiO2) and 

zinc oxide (ZnO) already have a history of safe use.  These compounds, it is asserted, 

do not penetrate the skin and thus pose no health risk. Yet such statements rely on 

research methodologies that may not have fully tested the theory. In addition to 

findings we have alerted the EPA to in previous submissions, a 2010 review of safety 

research for nanoscale TiO2 and ZnO notes that most experiments have likely been 

too short to investigate the potential for absorption and have not been conducted on 

skin conditions that might increase the risk of absorption: 

Previous studies have shown that TiO2 and ZnO NP of sunscreen grade do not 

penetrate beyond the SC [stratum corneum]. The majority of these studies, however, 

were carried out over short periods of topical application, from 24-h exposure on 

excised skin to 2–6 weeks application in vivo.
6
 

Further, studies thus far have largely, if not wholly, ignored: 

• whether penetration occurs with skin whose barrier function is compromised 

(conditions such as sunburn, dermabrasion, pathological states such as eczema, or 

flexed skin) 

• the role of penetration enhancers in conjunction with other, nanoscale ingredients 

present has been poorly studied (if at all) 
 

Ultimately, the authors note, “the long-term effects on skin biology may not yet be 

evident”.
7
 This is of concern because many personal care products are in daily or 

frequent use over long periods of time. 

 

Further, the case for use of nanoscale ingredients in sunscreens is not clear. While the 

EPA has stated in the past that any risk of harm from nano sunscreen ingredients is 

outweighed by the health hazards of UV rays
8
, it would appear that non-nanoforms 

can achieve appropriate protection from UV. Further, non-nano forms do not 

necessarily mean that the creams will be difficult to apply or look unsightly. The 

Australian Cancer Council does not use nanoscale TiO2 or ZnO in its own products 

and does not consider them necessary for aesthetics or effectiveness.
9
  Thus when 

considered against the best practicable alternative, there could be no little or no 
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beneficial effect, and the risks nano ingredient pose would imply a net negative 

benefit.    

 

1.2 Absence of analysis  

Commercial use of nanoparticles in cosmetic products is now well established and the 

EPA first introduced the notification requirement in 2006. Yet since then, there is the 

EPA has not demonstrated an analytical capacity with respect to: 

• The nature of the risks different types of nanomaterials might pose when used 

in cosmetics; 

• The types of nanomaterials used in cosmetic products coming on to the New 

Zealand market; 

• The types of risks such products might pose; and 

• What effects any regulatory action would have (such as perverse incentives, as 

discussed below).  

With respect to the current proposals, there appears to be no background analysis on 

the scope of commercial products that would tend not to be notified or labelled. 

EPA policy in this area continues to be stabs in the dark and appears more intent on 

satisfying demands for regulatory and commercial convenience than securing the 

level of protection to New Zealanders that HSNO mandates. 

2. Comments on the proposed amendments 

The proposed labelling requirement might provide some transparency around the use 

of nanoscale cosmetic ingredients, but how much is unclear. While the Council 

supports the proposed labelling regime/labelling, without additional requirements – a 

more risk-relevant scope of regulatory scrutiny and mandatory risk assessment – this 

measure does not provide adequate management of the risks.  

2.1 Review of regulatory definition critical to risk management 

The definition of what is a nanomaterial determines the level of protection the law 

will provide to the community and environment from risks arising at the nanoscale.  

Over the past two reviews of the CPGS, the Council has pointed out the inadequacy 

of the current definition and urged the EPA to adopt a definition that is relevant to the 

risk. The two primary problems with the current definition are: 1) the 100nm ceiling; 

and 2) confining the scope to insoluble particles when partially insoluble particles 

may also present risks. 

Other considerations that are increasingly considered central to ensuring proper 

regulatory coverage of nanomaterials are ensuring that a definition covers: 

1. agglomerated and aggregated nanomaterials; 

2. particle size range. 
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In June last year, the EPA confirmed to the Council that it would be “including in the 

consultation a review of the definition of nanomaterials”.
10

 It is therefore of concern 

that that commitment was abandoned.  

Instead, the EPA has chosen simply to repeat its earlier reason for maintaining the 

current definition: that any departure from the EU definition will make “it harder to 

adopt risk assessment applying to nanomaterials” (Consultation Document para 4.13).  

 

This explanation is without merit as we have noted previously: should New Zealand 

have a wider definition of nanomaterials, this would not mean that the EPA would be 

isolated from EU risk assessment: it would simply mean that EU risk assessments 

would tend to be a subset of those required for cosmetic products containing 

nanoparticles on New Zealand shelves.  It will be harder to adopt the EU regulations 

only in the sense that industry representatives will complain at the lack of 

harmonization, rather than that there is any practical barrier to the EPA upholding 

what HSNO would deliver when reputable research is applied.  

 

It is noteworthy that the European Commission’s recommendation on regulatory 

definitions for the nanoscale suggests to member states that a broader definition is 

certainly consistent with its thinking and can be read as an invitation to adopt this: 

  
The definition set out in this Recommendation should not prejudge nor reflect the 

scope of application of any piece of Union legislation or of any provisions potentially 

establishing additional requirements for those materials, including those relating to 

risk management. 

[…] 

 
It may […] be necessary to include additional materials, such as some materials with 

a size smaller than 1 nm or greater than 100 nm in the scope of application of specific 

legislation or legislative provisions suited for a nanomaterial. 

 

2.2 The EPA is creating perverse incentives to avoid labelling requirements 

It is generally accepted that nanoscale properties of commercial interest occur above 

the 100nm threshold. As such, the definition incentivises manufacturers to target 

particle size that sits just above the regulatory ceiling and thus avoid having to label 

their products for nanocontent.  

Anecdotally, we have heard instances where companies in the food sector are 

following this path, and there is no reason to believe that this will be different for 

cosmetics. To that extent, maintaining the current HSNO definition may well increase 

the lack of transparency about the use of nanoparticles, through product 

reformulation. 

3. Implementation 

Monitoring and enforcement are required to ensure that any regulatory requirements 

around the use of nanoscale cosmetic ingredients are met. They are also the 
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foundation of regulatory credibility:  without a real commitment to implementation, 

the regulator will be considered ineffectual and the regulatory requirements easily 

flouted. 

This is also noted in the report by the Otago University Centre for Law and Policy in 

Emerging Technologies:  

even the most comprehensive regulatory framework will be an ineffective safeguard 

of public health if no effective mechanism exists to monitor and enforce compliance 

with it.
11

 

The history of compliance with the required notification for use of nanoscale cosmetic 

ingredients does not reflect well on regulators or the industry: cosmetics 

manufacturers and importers have not bothered to inform themselves of regulatory 

requirements and/or are for the most part quite simply flouting them – under the 

indifferent gaze of the EPA and MoH. In 2010, the Council identified products on 

shelves that almost certainly should have been notified but were not. Initially the EPA 

and MoH made no response at all; then, following enquiries from the Council four 

months later, MoH stated that it would not be following up on those particular 

products
12

.   

After a subsequent enquiry from the Council in September last year, the EPA finally 

pledged that “the EPA will discuss the matter further with the other agencies, 

including the Ministry of Health, and will follow up with the companies concerned”.
13

 

We are not aware of any progress on this matter. As of November 15 there were no 

new notifications.  

This is not all. In the last round of amendments to the CPGS, the committee hearing 

submissions directed EPA to “provide a paper to the Authority on what options are 

available to improve the number of notifications made and whether those notifications 

should be publically available.”
14

 To the best of our knowledge, 14 months on, this 

has not been done.  

We understand that the EPA has chosen not to fulfil the committee’s request because 

the proposed labelling requirement “will go some way to addressing the issue of 

having this information available to the public.”
15

 We do accept this reason on two 

counts. Firstly, there is no guarantee that the proposed labeling requirements will be 

adopted. Secondly, the continued lack of ambition to see proper adherence to the 

notification requirement creates a serious credibility problem for both MoH and the 

EPA. If the regulators do not take the existing notification requirement seriously, why 

should manufacturers and importers, to whom the rule applies? And what grounds are 

there to believe that a labeling requirement would be treated any differently? For 

these reasons, the Council requests that the EPA and MoH detail monitoring and 
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enforcement plans for both notification and labelling requirements, and make these 

available in the response to submissions or in a supplementary document.  

4. Recommendations 

As recommended in proposals to the CPGS review, the Council urges the EPA to: 

1.Develop and consult on a regulatory definition of nanomaterial that: 

• has an upper size limit that captures nanoscale effects (and thus avoids 

creating perverse incentives as described above); 

• properly caters for agglomerates and aggregates and particle size distribution; 

and 

• removes any arbitrary limits around properties such as insolubility. 

2. Introduce mandatory risk assessment of nano cosmetic ingredients, including TiO2 

and ZnO. 

 

Supplementary Submission 

The Ombudsman is still to determine a complaint laid by the Sustainability Council 

last year in respect of whether certain details of notifications to the EPA should be 

withheld from the public. As this will now not be resolved until after submissions are 

due, the Council intends to file a supplementary submission once the Ombudsman has 

concluded the investigation. 

 

 


