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NIA: the voice of nanotechnology industries

NIA supports the development of nanotech innovations that improve the
lives of consumers, preserve our environment and advance our world

Support for development of a robust regulatory framework
Business and scientific networking and promotion for Members
Working with the EC to build the nanotechnology ecosystem
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Team in Belgium,
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regulatory
development,
project delivery,
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communications
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The NIA community - a few examples
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Nanotechnology priorities in 2017

Registers
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Revision of European Commission 2011

Nanomaterial Definition Recommendation

* |dentified issues
:‘particle’, ‘physical

boundary’, 'unbound state’, constituent particle’, ‘external size’ and
aggregate’, one or more external dimensions’ as well as the verb
containing’

— How to identify particles in aggregates

— Inconsistency in the 1-50 % flexibility

— Confusion on the Volume Specific Surface Area (VSSA)

— How to prove a material is not a nanomaterial N

* Publication from EC expected shortly
* Public consultation (8 weeks)
* Accompanied by a guidance document
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Modification of REACH Annexes

* Regulatory definition (based on EC recommendation) to
be inserted in Annex VI

« Term ‘nanoform’to be included in REACH text
— In one registration a substance can have several forms
— Nanoform require information on:
» Size/Shape/Surface modification

« ECHA currently revising/publishing four guidance
documents applicable to nanomaterials

www.nanotechia.org
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Nano-specific modifications of REACH Annexes

- Proposed modifications (non-paper)

* Introduction of requirements to provide information on
~ nanoforms in Annexes |, IIl, VI-XI|

— For characterisation: Name, particle distribution, surface
treatment, shape, morphology, surface area, analytical methods

— Specify test conditions

— Dispersion should be assessed

— Cancel waiving of testing based on high solubility in water alone
— Dustiness information
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Safe-by-Design

Built on a three pillar foundation

” Safe Products || l‘ Safe Use “ lI Safe Production \

How can Safe hy Design benefit you?

Reduce Time More Cost-Effective Faster to Market
Required for R&D Innovation
Prepare for Future Safer Products Better Consumer
Regulatory Challenges Acceptance
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Industrial Workshop on Safe-By-Design

. Organised by European
24-25 Apr|| Union Horizon 2020 rojects

2017 .
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* Introduction to the Safe-by-Design concepts

to a wider audience s[caLIBRAte
* Development of new relationships between I B
the Horizon 20?0 projgcts involved in Safe- | ‘mSaIeNuno
by-Design and industrial stakeholders )
* Bringing together industrial companies who N an 9'_ ASE

can benefit from the use of Safe-by-Design
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http://www.bionanonet.at/component/chronoforms5/?chronoform=form2

Public Communications - A serious matter
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Nanomaterial registers

Milje-
DIREKTORATETY

!—.\YIF:E R-Nano.fr
== ||jjl=2

e |
V'rk | Indberet

. bedisal publc servce
E HUALTH, FOO0 CHAIN SATETY AND ENVIRONMENT

Norwegian Product
Register

The French r-nano’

The Danish
‘nanoproduktregister’

The Belgian Royal
decree

e Entry into force 2012

e Entry into force:
2013

e Entry into force:
2014

e Entry into force:
2016

Environment god Clmate Change

Canads

e 1 United States
o EPA Environmental Protection
\’ Agency

KEM!

Kemikalieinspektianen
Sweedsh Cremvcas Aganty

Canada Domestic
Substances List

USA TSCA Section
8(a)

Swedish Chemical
Product Register

EU Observatory on
Nanomaterials

e Entry into force:
2016

e Entry into force:
2017?

e Entry into force:
2019?

* ONGOING NIA
CONSULTATION

e Announced in 2016
* To be developed
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NIA Members Support: Regulatory and advocacy

Exclusive Information: Restricted
briefings, reports, consultations,
discussions and opinion pieces

» National, European and global monitoring

Support Members for regulatory
preparedness

Regulatory Monitoring Database tracks
updates to nanotechnology regulations
and policy worldwide

Current: ECHA and Sweden consultations
Monitoring: TiO, classification

Pending regulation: Medical devices

www.nanotechia.org
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NIA presence and Members representation

NIA represented in several important fora:
- — European Commission CARACAL Competent . ‘
Authority Subgroup on Nanomaterials (CASG- p

nano)

— European Chemicals Agency (ECHA)
Nanomaterial Expert Group (ECHA NMEG) §

- — OECD e.g. Working Party on Manufactured
i Nanomaterials (WPMN)

— National and international advisory groups and
standardisation committees (ISO/TC 229 and
CEN/TC 352)

www.nanotechia.org
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Member networking and promotion

* Funding tracker - Collaborative R&D funding to
build partnerships across Members and sectors

» Collaborative events with target sectors — healthcare
- biotechnology (EuropaBio), chemicals (CEFIC),
medical devices, food production

~* Focus on specific business development issues e.g. IP,
- market access

 Member promotion - speakers, case studies,
| publications, webinars, conferences (ENF, BIO 2018)

"+ Promotion of Industry Members into EC projects as
partners and specialists

www.nanotechia.org
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Building a nanotechnology ecosystem and

community

* NIA participates in key projects and

actions to support critical mass and NNVg REG
alignment: -

— Ecotoxicology testing NanoReg?2

— Regulatory support
— Industry-developed SOPs nca LIBRAte
anorisk governance

— Data generation and sharing
— Fully validated reference materials I"I l” I|
— Public perception and communication I loll I

| . . o a noDefine

~* Interactive relationship with EC

~« Strong project community of industry, ‘ ‘ s ‘

? research and regulators

; J INSPIRED

~» Part of Nanosafety Cluster O ..

Horizon 2020 projects
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How can you be involved?

* Join (of course!): be involved in all activities.
* 15% discount for registrations from webinar
attendees
* Follow our LinkedIn updates
« Sign up for our quarterly non-member newsletter
* (Come to our symposium March 30 - Future Proofing
innovation (free for members, €150 non-members)
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https://www.linkedin.com/company/nanotechnology-industries-association?trk=biz-companies-cym
http://eepurl.com/bNtqGr
http://www.nanotechia.org/events/nia-2017-symposium
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