BSI standards committee NTI/1 ‘Nanotechnologies’ response to CST call for 

evidence on government action following publication of the RS/RAE report

The BSI Nanotechnologies standardization committee, NTI/1, has reviewed the actions taken following the government’s response to the RS/RAE report and considers that there have been many positive developments but that there are still areas for concern. Regarding positive actions, we would highlight the following. These will contribute to identifying the need for, and the framing of, appropriate legislation, and will also support engagement with the various stakeholder groups, including the public. However, we also have a number of concerns, reviewed below, which remain to be addressed. 

Positive actions:
The establishment of:

· NIDG

· NRCG

· 5 task forces to identify research needs for:

· Metrology, Characterisation and Standardisation, Reference Materials
· Exposure – Sources, Exposure, Pathways, Technologies

· Human Health Hazard and Risk Assessment

· Environmental Hazard and Risk Assessment 

· Social and Economic Dimensions of Nanotechnologies 

· NEG (Nanotech Engagement Group)

· Nanotechnology Environmental Hazard and Risk Assessment Task Force

· Nanotechnology Stakeholder meetings

Commissioned and/or published:

· Government response to Royal Society report

· Research report – Characterizing the potential risks posed by engineered nanoparticles

· Outline programme for Public Engagement on Nanotechnologies

· Report on the manufacture and use of nanomaterials in the UK

· A scoping study to identify hazard data needs for addressing the risks presented by nanoparticles and nanotubes

· Regulatory review by FSA

· Regulatory reviews by other departments/agencies being undertaken

Undertaken:

· Consultation on DEFRA Voluntary Report Scheme for manufactured nanomaterials and published its response.

Provided very strong support for standardization enabling the UK to establish NTI/1, take the chair and secretariats of the ISO and CEN technical committees, develop, publish and make freely available PAS 71 and provide financial support for the development of 9 new work items by NTI/1.

Supported societal issues work by DEMOS and the University of Lancaster.

Supported UK participation in OECD activities in the area.

Areas of concerns: 
We are not yet able to identify how support for pre-normative research (PNR) and other underpinning work will be provided.

A glaring failure in allowing MHRA to withdraw support for standardization (BSI committee NTI/1 and participation in CEN and ISO nanotechnology committees) and from the nanotechnologies review process through its resignation from NIDG/NRCG. This is particularly worrying as paragraph 68, p 17 of the Government’s response to the Royal Society/Royal Academy of Engineering report states  that ‘the Agency will ensure that standards currently being developed on chemical, physico-chemical, morphological and topographical characterisation of medical device materials are relevant to the safety assessment of new products that incorporate nanotechnologies. MHRA is also participating in the development of international standards on nanotechnologies in general, to ensure that issues specific to therapeutic products are taken into account.’
It is not clear what impact the change in MNT funding will have.

There is a lack of adequate support for collaborative R&D.

There is a pressing need for substantial support for nanotoxicology studies.

