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Background

• Nanomaterials are being 
developed for the global 
market;

• Some nanomaterials have been 
on the market for some time;

• There is a concern that certain 
nanomaterials could have 
negative impacts on human 
health or the environment as a 
result of their properties;

• Nanomaterials are facing 
increasing attention from 
regulators, other ‘influencing’ 
organisations, and the media.



Background

Regulators (and industry) have the responsibility 
to:

• protect human health and the 
environment;

• enhance public confidence;

by enabling the responsible introduction and use 
of nanotechnology, through a scientific approach 
which:

• identifies and explores concerns;

• determines what risks are present;

• addresses any significant risks (within 
appropriate regulatory jurisdictions).



Regulatory challenges 

• Ideally, all nanomaterials which exhibit new properties 
should be assessed as new substances, but this is not the 
case yet;

• Current formal regulatory frameworks are not well suited 
to identify nano-specific issues -

• relevance of notification triggers, information 
requirements etc;

• Information on nanomaterials currently on the market is 
incomplete -

• there are important knowledge gaps in the toxicology, 
physico-chemical characteristics and exposure data, 
making highly-informed risk assessment and risk 
management challenging;

• appropriate precautionary measures are necessary.



Precautionary Principle

The precautionary principle can be described as: 

When an activity raises threats of harm to 
human health or the environment reasonably 
practicable precautionary measures should be 

taken, even if some cause-and-effect 
relationships are not fully established 

scientifically.



Risk Assessment

Reduction of 

exposure to 

safe levels

Reduction of 

toxicity - safe 

materials



Tiers for risk assessment 
‘regulation’

‘Read-across’ & adoption of good practice

Adoption of nano - specific Codes of Practice

‘Notifications’

Voluntary Reporting Schemes

Local by - laws

National
Regulation

‘Supra National’
Legislation

Global
Legislation



Leading players in the development (and 
enactment) of nanomaterials regulation

• European Parliament / Commission
• Union
• Member States

• United States
• Federal
• State
• Municipality

• Canada
• Federal
• Provincial

• Australia
• Federal
• State / Territory



Trans-boundary / inter-jurisdictional 
activities contributing to the development 

of regulation
• ISO 

• e.g. development of 
standards for nanomaterials, 
including in terminology and 
nomenclature;

• OECD Working Party on 
Manufactured Nanomaterials

• e.g. development of a 
research strategy and 
testing program to address 
the substantial science gaps 
associated with 
nanomaterials

• IOMC (incorporating FAO, ILO, 
OECD, UNEP, UNIDO, UNITAR, 
and WHO)



Information gathering to inform the
development of regulation

The need to gather information on activities 
involving nanomaterials, to inform the 
implementation of a regulatory framework, is 
recognised and information gathering activity is 
underway in terms of:

• the nanomaterials which are on the market 
and being developed;

• anticipated quantities; 

• anticipated applications;

• available hazard and exposure data.



REACH & Nanomaterials

• EU REACH Regulation represents a fundamental shift in 
chemical regulation in the EU

• Under REACH, manufacturers/importers of nanomaterials as 
single substances or within articles at volumes ≥ 1 t/yr must 
register their substances and provide a technical dossier

• Uncertainty over the adequacy of the regulation and guidance 
for the nanotechnology industry

• REACH does not currently distinguish between nano & bulk 
substances

• A need exists to review the scope and guidance for REACH 
(see next slide) in terms of substance identity, information 
requirements, chemical safety assessment, test methods and 
metrics for risk assessment in relation to nanomaterials.  
These reviews have started and are known as the RIP-oN 
projects (concluding in 2010 and early 2011).



REACH CSA Process and the IR & CSA 
Guidance



Summary

• Regulators acknowledge that concerns with regard to 
nanomaterials must be addressed (Nano is not so ‘small 
scale’ to the regulators);

• A variety of reviews and reports have been published on 
the suitability of existing risk assessment for the 
regulation of nanomaterials;

• Important information still needs to be gathered (and 
what is available is being reviewed) to help the 
development of new regulation or modification of 
existing regimes, to accommodate nanomaterials;

• Note to industry: beware of the enactment of 
nanomaterial - specific regulation being taken at 
different geo - political levels.
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