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FramingNano Advisory Board
(FAB)

- Prof. Jim Bridges, Dep. of Toxicology and Environmental Health, Univesity of
Surrey (UK) and Chair of SCENIHR

 Dr. Donald M. Bruce, Managing Director - Edinethics, (UK)

- Dr. Sergio lavicoli, Director - Department of Occupational Medicine, Natbnal
Institute of Occupational Prevention and Safety (laly)

* Prof. Georg Karlaganis, Head of Department - Federal Office for the Environnent
(Switzerland)

« Dr. Gernot Klotz, Executive Director Research and Innovation Departmet, - CEFIC
(Belgium)

« Dr. Francoise Roure Senior National Adviser - Ministéere de I'Economie, @s

Finances et de I'Emploi, (France) and Deputy Chaiof the OECD WP on
Nanotechnology
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The ultimate goal of FramingNano is the development of a
“Governance Platform” to lbe proposed to the European
Commission, EU policy makers and stakeholders as a model to

regulate nanotechnolog addressing both risks and concern
(EHS, ELSA), so that this development takes place responsibly
and to the benefit of the individuals and the society.
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“The use of nanomaterials should respond to the reakds of citizens and
their benefits should be realised in a safe andpessible manner within a
clear regulatory and policy framework (legislatiad other provisions) that
explicitly addresses existing and expected applaat of nanomaterials a
well as the very nature of potential health, enummental and safety
problems”

(European Parliament resolution of 24 April 2009 orregulatory aspects of nanomaterial)s
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Analysis and review of
existing/proposed
governance/regulatory processe

and research on risk assess

Framing the issues
to develop a

proposal for a
Stakeholders consultation Governance Platform
(Delphi) to asses WP:

attitude, expectations, needs
WP2

Dissemination and communication
WP4
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The Project Time Plan

Framing processwps)

.

Experts’ workshop
. (1st Gov. Plat. draft)
International

re%UI:::’?;ni MultiSH workshop International
o Conference (2nd Gov. Plat. draft)

AnalysiswpPi1)

Assesment of

Stakeholders

2 Stages Delphi ;
dertoaton g p Final Governance

Platform

National
Conferences

Dialogue and disseminatioqvpr4)
e
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National Conferences

1 Day National Conferences in 6 European Countries, to presetite Governance
Platform and deepen N&N governance issues at national level

Date and location:

* UK: London, 11th February 201(
e Czech Republic Prague, 2nd March 2010

* The Netherlands Amersfoort, 9th March 2010
e Italy: Rome, 16th March 2010

» Switzerland: Bern, 18th March 2010

« Germany: Frankfurt, 24th March 2010
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Reports

fg: | FRAMING NANO

eport

‘e3t FRAMING NANO
MAPPING S B Gapvarnancs in Hanossience and Nanatecnalogy
REGULATION ASIE C

OF NANOTECHN

* Mapping Study on Regulation
& Governance of N&N

REPORTON{  »<
FRAMINGNAND DELPHI ( <% FRAMING NANO
AMONGET INVOLVED S %0 RS

REGARDING THE |
REGULATION AND GOVE

FOR NANOTECHN{ o Delphl Report

» Governance Platform

FRAMINGNANO GOVERNANCE PLATFORM:
NEEDS FOR THE RESPONSIBLE DEVELOPMENT OF
NANOTECHNOLOGIES

DRAFT REPORT
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What is governance?

"European governance" refers to the rules, processes and
behaviour that affect the way in which powers are exercised
at European level, particularly as regards openness,
participation, accountability effectivenes and coherenc..
These five "principles of good governance" reinforce those
of subsidiarity and proportionality (EC, 2001)
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Challenges in Nano-Governance

Gaps in scientific knowledge on behavior/exposuredzard of nanomaterials;
Lack of standardized nomenclature;
Lack of standardized methodologies for characterizison and EHS issues;

Regulation keeping pace with scientific/technologgievelopments and
commercialization;

Exchange of information amongst stakeholders alonthhe value chain anc
beyond,

Proprietary nature of information;

Public acceptance — transparency about EHS/ ELSA,;
Education;

International harmonization.
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Stakeholders position with respect to regulation of N&N

Position/opinion Business
makers

The existing regulatory situation is adequate
Nanomaterials are not new materials. In the case #t scientific
evidence indicates the need for modification, theagulatory
framework will be adapted.

Regulation should be amended (on a case by caseibas
for specific N&N. When a high potential risk is idertified a
precautionary approach is recommended

The existing regulatory situation is not adequate taall.
Nanomaterials are new materials. They should be sydxrt to
mandatory, nano-specific regulation.

Specific guidance and standards must be developed
to support existing regulations when dealing with N, but the
existing regulatory situation is generally adequate
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The FramingNano Platform proposes a model of governance for
nanotechnologies featuring an adaptivand inclusiveapproach to
address both current and future challenges and assure the safedf
nano - related activities and products, without hampering
Innovation and slowing down their use.
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The Platform is based on a deliberative process aimed to increase
the level of interaction between those developing, producing, seti
and regulating nanotechnologies, as well as with the civil society in
general, to clearly frame benefits, risks and concerns associated
with the use of nanotechnologies so that appropriate normative
decisions can be implementec

A combination of “hard” regulation and “soft” regulation
(voluntary measures) are envisaged at least in the short-medium
term.
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EHS & ELSA

Issues

Benefits & Risksf

Business

Production

Retalil

Insurance and Finance
ndustrial/professional org.
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The FramingNano Platform aims to provide proposals and
guidance at different levels

Technical & Organizational Institutional
Prioritizing actions Suggesting how to manage and sustain
_ and research needs European policy for the
in EHS and ELSA areas responsible development of N&N

Communication & Dialogue International Harmonization

Proposing means to disseminate
trustworthy information
and channel the SH view into
the European policy actions

Identificating transboundary issues
to be addressed
with a common approach

I/ FramingNano

__CAPACITIES




EHS & ELSA

EHS ELSA

Roadmap on EHS o
Responsibility, transparency, openness,

Observe & Monitor (developments in the

field) accountability, social justice

Increase efforts in research (building blocks Risk-Benefit balance

for risk assessment)
|dentification of ELSA implications (at

Define standardised terminolog'

short, medium and long term)
Speed up standards development
Take advantage of existing knowledge

Precautionary approach (Better safe than

sorry)

Best practices
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Institutional ( Regulation & Control)

Best practices & precaution
Defining concrete and effective measures to adaptiprove the regulatory situation
Support existing regulatory bodies

Support SMEs: tools and guidelines to handle N&N (g. nanospecific risk management

systems) and to fulfill regulatory duties

Combined approach (soft & hard law)

For soft law and voluntary measures
Assure transparency and accountability
Monitor effectiveness
Explore incentives and provide guidelines

Set benchmarks
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Communication: Public Dialogue

Trust, not engineered consent

Openness and adaptation

Follow-up of dialogue initiatives and uptake in paky-making
Learning curve on public dialogue and engagement

Public information on regulation/funding, benefits, costs, risks and
uncertainties

Differentiate between different risks, concerns, tge of
nanomaterials and applications
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Communication:
Data transfer and information sharing

| evels of intervention

Inter-agency communication

Information exchange between
industry and regulatory authorities

Data sharing along the value chain

Objectives
Transparency
Responsibility and accountability
Avoid duplications
Improve knowledge
Taking into account IP-issue:

Specific actions

Explore adaptation of the Materials
Safety Data Sheet (MSDS)

Strengthen Industry/authorities
partnerships
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Communication:; Education

Address school education about N&N, including EHS S8ELSA
(teacher training and teaching materials)

Strengthen professional education particularly in he occupational safety
and health (OSH) area
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International harmonization

Support definition of standardized methodologies
Support agreement on common terminology and definibns

Facilitate cross-border information

Promote joint efforts on building blocks for risk assessment

Avoid regulatory divergence
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Key elements of the Platform are:
A Deliberative Panel, A Decision Making Body
an lterative Process
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THE DELIBERATIVE PANEL

A structured, permanent group of multidisciplinary experts
representing all relevant stakeholders, having 3 &ks:

Development of a Common Assessment MethodologisK/benefit
evaluation, EHS and ELSA priorities, societal desability ,etc.);

Assess the state of the art of nanotechnology andatduate/monitor
nanotech-induced change@bservatory,

Develop recommendations and actions for decision rkars
(Advisory).

The Advisory (function)remains within a restricted number of experts
acting as steering/scientific committee guiding thdevelopment of the

Common Assessment Methodology and the Observatoraicied out
by a larger number of experts.
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THE DECISION MAKING BODY (DMB)

Composed of representatives of existing instituticgicompetent
authorities in the different fields affected by namtechnologies
brought together to share a common understanding of
nanotechnology-enacted change to evaluate and deeidn the
recommendations and actions proposed by the Panelé channel

them, as normative decisions and policy, into theatision making
process.

The outputs of the DMB are fed back to the DP to vdy if the

decision taken comply with the criteria set by th&Common
Assessment Methodology.
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Feedback \

Decision Making

Decision-Making\
Body (DMB)

Evaluation

Provide Advice, Visions and Actions

UAS

Advisory

Provide State of the Art Observations

Observatory

Common Assessment Methodology
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The governance process

Decision Making Body

L
l
]

N\
- Deliberative Panel
'

FramingNano




The decision where to host the Deliberative Panel (DP) and DMB
IS ultimately a political one.

Depending on the level at which the Governance Platform will b
Implemented (European, global), the DP and DMB could be
hosted by an existing European or international/supranational
structure, or in an informal intergovernmental organisation.
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Implementing the platform: timescale

Optimisation
adaptation of the
Platform

Fully fledged Platform Molecular -
global (and not just EU) Nanosystem
implemetation

Integrated

_ _ Nanosystemn
Implementation of recommendation on:

EHS & ELSA, regulation & control , _
communication , int. harmonization Active

Nanostructures
& Platform concept

Passive
Nanostructures

— TIME TO PRODUCTION

2005 2010 >2025
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Projrct Consortium Advisory Body (FAB)

Expert Workshop 29./30. October 2009,
St.Gallen (HQ of The Innovation Society)
(Guest Dr. Robert Falkner LSE London,
Donald Bruce, Edinethics)
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THANK YOU FOR YOUR ATTENTION!

Elvio Mantovani
Andrea Porcari

AIRI/Nanotec IT

info@nanotec.it
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