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Coordinating and Supporting....... %

Building bridges in the global nano-community

PROSAFE will facilitate and promote the
acceptance/uptake of Safe by Design within the EU
Member States, National Organisations, OECD and

Globally

2 years: 01-02-2015 to 31-01-2017 12 partners: Budget 2 M€
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Expected impact of PROSAFE: %

Interaction at different levels
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The main objective of PROSAFE is to coordinate and support the aims of EU
Member and Associated states in their EU and international efforts (OECD, COR,
EU-USA) for risk assessment, management and governance
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PROSAFE supporting NANoOREG

The major DG RTD initiative
is the ongoing NANOREG
project and with its
regulatory focus. Other
initiatives should be linked
to this one. In order to
achieve its objectives,
NANOREG must grow to
NANOREG+, and benefit
from NMP research projects
focussed on risk
management.

At the same time the
influence of NANOREG will
be expanded to link with
other EU states and global
partners
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From
NANoREG
to
NANoREG+

Committing international
partners to the principles
of NANoREG

— +

Working towards
a common goal
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How PROSAFE forms the link between %AF@
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PROSAFE influencing Safe by Design %SAF@

T 1 1 1

Influence of PROSAFE supporting and coordinating Safe by Design actions
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Increasing Defining Policy Aligning
robust HEEty preparation on trans-Atlantic
nano-safety nataTneters acceptance of interest for
data Safe by design implementation
(COR)
NANOREG+ Evaluation .
White paper
EU / USA

Four main pillars supporting Safe by Design
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PROSAFE influencing Safe by Design %

v' A - Robust nano-safety data support activities, increasing the access to robust nano-
safety data by streamlining the data acquisition and provide OHTs and ISA-TAB-nano
templates. The main driver for this process is the facilitation by PROSAFE to absorb and
help generate novel data which will be produced by new associated partners of
NANoOREG

v B- Defining safety parameters: evaluation of robust data (OEDD WPMN Sponsorship
programme + NANoREG+other): Exploiting synergies between completed, ongoing and
future projects implementing the safe-by-design approach. resulting in an assessment of
the applicability of TG’s under the OECD MAD treaty and possibilities for categorisation
and read-across options for regulatory purposes.

V- Policy preparation: white paper on acceptance of safe-by-design approaches and
the dossiers elaborated by implementing such approaches in industry's innovation
processes. Regulatory policy preparation for novel materials risk assessment which will
define the boundary conditions in order to facilitate efficiency and trust.

v'D- Aligning trans-Atlantic nano-regulatory research through the CoR EU-US
Regulatory Affairs. Most of the recommendations focus around determining how to best
align these networks and what if anything should be directly produced by this group. This
strategic rearrangement will be finished end 2014 and will be implemented for the CoR
Regulatory topic by PROSAFE.
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Action: From Synergy scan to exploitation

Synergy scan

NANoREG to
NANoOREG+
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Accelerated
exploitation of
innovation

Parallel projects on high
throughput screening, EU-US

Synergy
exploitation

Better working relationships '
between government and industry

i Overview of the process from

Synergy scan to synergy exploitation
interaction between ministries of industry and of y 9y y 9y exp
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Action: flow from ideas to white paper %AF@

Think tank
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interaction of CSA partners
and other experts

Three PROSAFE topics will distil into a regulatory white paper:
Forward thinking and scanning trends and developments
|dentification of equipment needs for control and assessment of nano’s
Legal requirements evaluated
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Action: major, focussed conference %

PROSAFE will evaluate and summarise the Safe by Design
related results of a number of initiatives.

A 3 day conference / 2 workshops are planned to be held In
2016/2017, with strong input from the Member States Iin
cooperation with JRC, DG Research, and the OECD. The
conference will present the scientific results of the OECD
Sponsor programme and the FP7 NANOREG project, as well
as be a forum for a discussion between the risk assessors
and legal advisors and scientists

Day 1 Day 2 Day 3 Day 4 -

_ Regulatory The way
NANOREG + Science coupling forward
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Action: calls for new projects (eg via SIINN) %

ProSafe will be a supporting partner in joint innovation projects on a
national scale, facilitating the twinning and triggering of common
projects between innovation funding and regulatory enabling agencies
supporting safe innovations of nanomaterials and of products
containing nanomaterials.

ProSafe — as part of an open architecture — will offer two main
opportunities for the implementation of Safe-by-Design concepts in
Innovation projects:

v/ Collaboration with the innovation funding agencies on a national
scale participating in calls for nanomaterials and products
containing nanomaterials by supporting safe-by-design with
methods, training and other activities, and

4 European wide Common Calls — (similar to FP7 EraNet or SIINN) —
for Safety in Value Chain projects addressing the entire Value
Chain of a material or product.
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Action: Strategic Policy Development Group %

Organisation Contact person
Ministry of Infrastructure and Environment NL | Tom van Teunenbroek
BMU DE | Anke Jesse

DEFRA UK | Steve Morgan

Sanita IT | Maria Letizia Polci
Mineco ES | Cané Carles

National Hellenic Research Foundation (ETHNIKO GR | Evangelia Sarantopoulou
IDRYMA EREVNON, NHRF

BMVIT AT | Alexander Pogany
Unitatea Executiva pentru Finantarea Invatamantului RO | Adrian Curaj

Superior, a Cercetarii, Dezvoltarii si Inovarii

SERVICE PUBLIC DE WALLONIE BE | Jambe Baudouin
FUNDACAO PARA A CIENCIA E ATECNOLOGIA  PT | Carlos Pereira
SCIENCE FOUNDATION IRELAND SFI IE | Michael Ryan

Federal Office of Human Health (FOPH) CH | Dr. Ch. Studer

The Strategic Policy Development Group will play an important role in
PROSAFE ensuring that the interests of the Member States are adequately dealt
with in the project. Policy makers and regulators will play more than an advisory
role, determining how the Safe by Design principles will be implemented within a
pre-regulatory framework and the respective dossiers.
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Workplan to achieve all PROSAFE aims %AF@
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Promoting the Implementation of Safe by Design %

END
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