




AGAINST THIS BACKDROP…

• Government and in-house independent regulatory reviews 
 suggest regulatory ‘gaps’

• Calls for a moratorium on the technology and/or the use 
of nanomaterials in certain areas

• Uncertainty within the scientific community: potential risks 
of certain nanomaterials, suitability of current risk 
assessment frameworks and routes of exposure

• Long memory of public backlash against GM foods



‘[p]robably for the first time ever, the 
attempt to develop a regulatory framework 
for a new technology is emerging on the 
public agenda hand in hand with the 
development of the technology itself’ 

– Levi-Faur and Comaneshter (2007)



SOFT LAW SOLUTIONS

a. Industry Self-Regulation
• BASF Code of Conduct 
• Foresight Guidelines for MNT
• NanoSAFE

b. Public-Private Partnerships
• EDF-DuPont Nano Risk Management Framework
• NanoCode
• OECD Testing Programme of Manufactured Nanomaterials

c. Third Party Requirements
• Standards bodies – ISO TC229 – Nanotechnologies 

d. Voluntary Government Programs
• EPA Nanoscale Materials Stewardship Program
• FDA Guidance documents 



1. CODE OF CONDUCT
Four Core Values & Principles:

1. Protection of employees, 
customers and business partners

2. Protection of the environment
3. Participation in safety research
4. Commitment to open 

communication and dialogue

•



2. PARTNERSHIPS

• OECD Working Party on Nanotechnology - Testing 
Programme of Manufactured Nanomaterials (launched 
2007)

• Pooled resources of OECD member countries, non-
member countries + industry + academia to fund 
/contribute to nanomaterial safety testing 

• Priority list of 11 nanomaterials 
• 7 years, over 780 studies 



3. THIRD PARTY 
REQUIREMENTS

• ISO: independent/non-governmental international 
organization; creates voluntary, consensus-based 
standards 

• Focus: market/industry
• ISO/TC229 - Nanotechnologies (2005-)
• 35 participating members; 16 observers
• Focus: terminology & nomenclature; metrology and 

instrumentation; test methods; modelling and 
simulations; EHS practices

• 64 standards; 42 under development



4. GOVERNMENT 
PROGRAMS

• US EPA’s Nanoscale Materials Stewardship Program 
(2008)

• NMSP left significant data gaps
• Nearly two-thirds of the chemical substances from which 

commercially-available nanoscale materials are based were 
not reported

• Approximately 90% of the different nanoscale materials that 
are likely to be commercially available were not reported

“Underwhelming”



NEXT STEPS…

• EU & NZ: only jurisdictions to have 
enacted nano-specific legislation 

• US: reporting rule, guidance documents, 
case by case approach

• (New) push in Australia for nano-safety 
regulator

• Window for soft law to really take 
hold…but…
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