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Preface

It has become increasingly difficult over the last few years for anyone interested in
new nanomaterials and products — and how is it possible not to be interested in such
intrinsically fascinating technologies? — to ignore the cacophony of debate at
national, European and international level over the question of whether, and to
what extent, existing laws and regulations apply to nanotechnology. Conferences,
working groups, technical committees and learned institutions of all kinds have
considered the issues and opined, but the state of scientific knowledge has gener-
ally been considered too immature for any real consensus to emerge. Further,
although the number of consumer products reaching the market which incorpo-
rated any form of nanomaterial was steadily growing, the number any consumer
might realistically expect to encounter was still relatively low. Accordingly,
research and development have ploughed ahead but the legal and regulatory con-
text for the fruits of that work has been left almost untouched.

In the last two years, the question of what form any such laws and regulations
should take has begun to come to the fore with the introduction in Europe and
Australia of nano-specific regulation and the USA looking likely to follow suit in
the near future. The OECD’s Sponsorship Programme, a broad programme of
research into the properties of particular nanomaterials being carried out collab-
oratively between a number of OECD Member States and observers, which is
expected to generate some of the fundamental knowledge necessary for rational
regulation, is due to report in 2011. It is therefore timely to review the various
sectors in which nano-enabled products are expected to be used, the regulation
which has applied in the past and the changes which are being proposed to address
the potential risks to which nanomaterials are feared to give rise.

Although the book is intended for a non-technical audience, it is impossible to
cover a topic in which the technical issues are the crux of the debate without some
technical material. I have attempted to explain as clearly as possible the critical



Preface

issues around nanotechnology — including the basic parameters as to what is and is
not properly so called. But where health and environmental impacts are concerned,
I have not given any detailed explanation, leaving it to the interested reader to
follow up the science through the cited publications. In any case, this particular
wheel does not need re-inventing: a number of excellent reports including that of
the House of Lords Select Committee on Nanotechnology in Food, the Opinions of
the European Commission’s Scientific Committee on Emerging and Newly Iden-
tified Health Risks and that of the Royal Society/Royal Academy of Engineering,
do the topic justice.

In writing, the main problem was not lack of material but how to synthesize an
excess of source material including guidance, notices, commentary and draft
regulation from all corners of the globe. It is almost inevitable that something
will have come out between writing and publication which would have been
well worthy of comment; but this would have been true whenever the book was
written, unless the topic were left for another decade or more until all of the
questions have been answered. This text covers the law, including draft new
European regulations on Biocides and Novel Foods, as at 18 October 2011,
although the treatment of the European Commission’s Recommendation on a
definition of the term ‘nanomaterial’ which came out on that date is necessarily
rather brief.
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Chapter 1

Nanotechnology in the Twenty-First
Century

1.1 INTRODUCTION

In the last few years, the term ‘nanotechnology’ has become fashionable and the
subject of passionate debate as to how the subject should be handled through law
and regulation. Nanotechnology is discussed as an entirely new development with
the potential equally to bring valuable new benefits and also to engender unknown
and potentially very serious new hazards, both for human health and for the envi-
ronment. But in the same period, the average consumer’s chances of actually
encountering any product using nanotechnology were extremely low. Until very
recent years, nanotechnology has been largely confined to the laboratory with both
its potential benefits and its potential risks still substantially speculative rather than
actual.

This is about to change. The results of the last decade or so of research are now
reaching commercial and industrial reality, and accordingly the need to address
any legal and regulatory issues raised by these new products is becoming urgent.
A political imperative to be seen to be managing any new risks arising has devel-
oped considerable momentum. Yet there is very little agreement as to what, pre-
cisely, needs to be done. The state of scientific knowledge is still far from
complete, and the evidence for both benefits and risks will only emerge over
the next decade or more. Regulators in all of the industrialized countries are
grappling with the question of how best to minimize any exposure to a barely
identified risk, and at the same time minimize any unnecessary burden on research-
ers and industry from divergent regulatory approaches around the globe.

The result is a complex and rapidly changing legal landscape. Regulatory
instruments addressing nanotechnology in industrial sectors from chemicals to
food and waste are now being adopted at an increasingly rapid rate, and in



