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REACH & Nanomaterials

e EU REACH Regulation represents a fundamental shift in chemical
regulation in the EU

e Under REACH, manufacturers/importers of nanomaterials as single
substances or within articles at volumes = 1 t/yr must register their
substances and provide a technical dossier

e Uncertainty over the adequacy of the regulation and guidance for the
nanotechnology industry

e A need exists to review the scope and guidance for REACH in terms of
substance identity, information requirements, chemical safety
assessment, test methods and metrics for risk assessment in relation to
nanomaterials.

e These reviews have started and are known as the RIP-oN projects.
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REACH Implementation Projects on Nanomaterials
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The Regulation, IRs and Guidance for the
REACH Process
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Objectives of RIP-oN 2

o Develop specific advice on how REACH information
requirements on intrinsic properties of nhanomaterials can
be fulfilled

e Address and advise on appropriateness of relevant test methods and
outline specific testing strategies

o Develop specific advice on the information needed for
safety evaluation and risk management of
nanomaterials

e In particular, if information is needed beyond current REACH
Information Requirements listed in Annexes VI-X.
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Overview of RIP-oN 2
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Task A — Sources of Information

e 89 published reports and standards from key
organisations;

e 54 reports and standards under development from
key organisations;

e 161 reports and publications from EU FP6/7 and other
relevant international projects;

e 557 reports and publications reviewed in the ENRHES
literature review (recent FP7 project);

e 931 additional publications from the peer-reviewed
literature.
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Task B1 — Existing IRs

Objective:

To evaluate how existing information requirements
under REACH apply to nanomaterials.
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Task B2 — Additional IRs

Objective:

To (Jarovide a scientific report and table/grid identifying
additional relevant specific intrinsic properties for
nanomaterials.

Task report provides:
Underlying limitations and challenges for T —
nanomaterials. e

................
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Candidate additional relevant specific ==

intrinsic properties for nanomaterials. o

‘Conditions’ influencing the relevance and =
quality of the determination of properties e
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or endpoints.




%, REACH-NANO
o0

Task B3 — Evidence base

Objective:

To provide a summary analysis report containing sections
on:

Practical advice on the relevance and applicability of the _
experience reported in the scientific literature and s I
gained in several finalised and on-goin% FP6/7 pro;ects e

on nanomaterials characterisation and hazard identification

and assessment for workers, consumers and environment T
into the REACH context;

Practical advice on the use of information from OECD- «.
WPMN and other sources on the appropriateness of

existing testing methods and results from the sponsorship OECD
programme in fulfilling the REACH data requirements;

/LR
Practical advice on the basis of on-going work in ISO and ISQO
CEN (and, as identified, other harmonisation bodies) in N qmp
relation to whether relevant methods for substance g
‘

characterisation could be used in fulfilling REACH data
requirements.
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Task C - Metrics

Objective:

e To identify the critical items on exposure / dose descriptors and
related parameters, outlining the needs for adequate metrics /
ﬁarameters for exposure assessment compatible with those for

azard assessment

In other words...

o Identify the metric(s) which:
e drive toxicity

e can link toxicology & exposure and are appropriate for risk
assessment

o Specifically, can these metrics be related (e.g. particle size and
surface area) and can they be converted?
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B4: Gap Analysis

e Objective
To provide a summary report on a gap analysis of
relevant intrinsic properties for nanomaterials, which may not
be addressed by standard test guideline methods and for
which further development of /in vitro, in vivo, or other
methodologies is required.

determine the MMAD of
agglomerates. Cascade
impaction is currently included
in Table R.7.1-21 of the
Guidance. The limitations of
this method for nanomaterials
require to be highlighted in
the amended Guidance.

(Ma-Hock et al.. 2007);
- Has useful application in relation to
exposure estimation.

Limifations of method for
nanomaferials

- Fails to describe the dimension of
nanoparticles as they no longer follow
aerodynamic rules (Ma-Hock et al..
2007);

- Onlly some cascade impactor will
have size selective stages which ars
relevant from small-end
nanomaterials. Requires
aerosclisation.

Additional comments

- A definitive, standardised method
description has not been identified.
- Current Guidance states "Size
range: 0.1-20 and 0.5-80 microns";
this is ambiguous and requires
dlarification:

- This is a sampling method only and
requires an offline measuremsant to
be made to yield the size distribution.

UL gy R ',
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Task B5: Testing & Strategies

Objective

To provide:

Advice on inte%rated testing strategies relevant to specific nanomaterials
properties and how the specific intrinsic properties of hanomaterials might
affect the need for adaptations to the testing regime;

Advice on the scientific basis for the categorisation of nanomaterials and
application of /n silico methods, read-across and category approaches for
deriving hazard information for nanomaterials from the information on bulk
substances or from comparison between nanomaterials;

Proposals for further amendment of the REACH guidance documents in
regard to information requirements, test methods or testing strategies for
nanomaterials, where appropriate, taking into account the provisions to
minimise use of animals for testing;

Proposal for further research and development of test methods and other
data generation methods/strategies in regard to nanomaterials.
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Concluding Remarks

Guidance
Achievable update
in REACH recommendation
R&D
Of value in REACH recommendation
Identified
Relevant to
nanomaterials
in REACH

Evidence Base of
Properties & Endpoints, Methods & Techniques, Practice & Standards




Concluding Remarks:
Recommendations for Guidance Updates and
R&D

As the RIP-oN2 project has not yet

concluded, an overview of the pre-

finalised recommendations from the
project will be highlighted in the
remainder of the presentation.




