


113-Key Technical Issues
Classified elements
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113-Key Technical Issues
Risk Assessed Elements
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Metals subjected to risk assessment under

. Existing Substancees Regulation 793/93

(voluntarily or resulting from prioriy lists)
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113-Key Technical Issues

Some Key Definitions: (REACH contains 39 in all)

1  Substance: means a chemical element and its compounds in
the natural state or obtained by any manufacturing
DroCess - ="

2 Preparation: means a mixture or solution composed of two
or more substances;

39 Alloy: means a metallic material, homogenous on a
macroscopic scale, consisting of two or more elements so
combined that they cannot be readily separated by
mechanical means.

3.Article: means an object which during production is given a
special shape, surface or design which determines its

function to a greater degree than does its chemical

composition;
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113-Key Technical Issues

Some Key Definitions: (REACH contains 39 in all)

19) Phase-in substance: means a substance which meets at least
one of the following criteria:

(a) it is listed in the European Inventory of Existing
Commercial Chemical Substances (EINECS) ;

------------ . (Substances deemed to be on the market on 18
September 1981)

8) Manufacturer: means any natural or legal person
establ ished within the Community who manufactures a
substance within the Community;

10) Importer: means any natural or legal person established
within the Community who is responsible for import;

EPMA Members Workshop 5-6 December 2006



113-Key Technical Issues
Some Key Definitions: (REACH contains 39 in all)

12) Downstream user: means any natural or legal person
established within the Community, other than the
manufacturer or the importer, who uses a substance, either
on its own or in a preparation, in the course of his
industrial or professional activities. A distributor or a
consumer is not a downstream user::=:r=rrarreees

25) ldentified use: means a use of a substance on its own or
in a preparation, or a use of a preparation, that is
Intended by an actor in the supply chain, including his
own use, or that is made known to him in writing by an
immediate downstream user;

35) Exposure scenario: means the set of conditions that
describe how the substance is manufactured or used during
its |ife—cycle and how the manufacturer or importer
controls, or recommends downstream users to control,

exposures of hulfAHEVERE S YHE NP FSHRTE AL







113-Key Technical Issues
Article 10

Information to be submitted for general registration purposes

A registration required by Article 6 or by Article 7(1)
or (5) shall include all the following information:

(a) a technical dossier including:
(i) the identity of the manufacturer (s) or importer(s)---..
(ii) the identity of the substance--:------

(iii) information on the manufacture and use(s) of the
substance---. .

(iv) the classification and labelling of the
substance-*---- :

(v) guidance on safe use of the substance--=-:----

(ix) proposals for testing===:=:-- . etc.
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(b) a chemical safety report when required:=-=------ . etc.



113-Key Technical Issues-Classification and Labelling

Article 112
Obligation to notify the Agency

(c) the hazard classification of the
substance(s), resulting from the application of
Articles 4 and 6 of Directive 67/548/EEC:

(d) the hazard label for the substance (s),

resulting from the application of
Article 23 (c) to (f), of Directive 67/548/EEC:

(e) specific concentration limits, where
applicable, resulting from the application of

Article 4(4) SP"DTPERYTIVEBT75487EEC and Articles

A +A 7 AFf Nivar+tiva 1000/AR/EN









113-Key Technical Issues

Globally Harmonised System (GHS)

=\Voluntary System for Classification and Labelling of
Chemicals initiated by UN in 1990

*GHS good for alloys because it allows for testing out for all
end points on a case by case basis.

*EU proposed a Regulation based on GHS and in 2006 invited
consultation via the Internet

»Eurofer and Eurometaux responded for metals industries.

=Consultation is now being assessed and a modified
Regulation is expected.
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113-Key Technical Issues-Alloys

A potentially important Recital. (One of 117)

(27) The Commission, in close cooperation with industry,
Member States and other relevant stakeholders, should
develop guidance to fulfil the requirements under this
Regulation related to preparations (in particular with
regard to safety data sheets incorporating exposure
scenarios) including assessment of substances incorporated
into special preparations — such as metals incorporated
in alloys. In doing so, the Commission should take full
account of the work that will have been carried out within
the framework of the RIPs and should include the necessary
guidance on this matter in the overall REACH guidance

package. This guidance should be available before the

application of this Regulation.
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Five Tiered Decision System for Health and Environmental Assessment
of Special Preparations (SP

EXIsting data
Apply DPD for Assessment
by using CSA’s of constituents

ening teol | No _
Screening
level
REFINEMENT R
) Elution test(s) Yes
For Special Assessment
Preparations level
(eco)toxicity. Yes Biotesting
level

Apply REACH, DSD or GHS
for Assessment of SP
Develop Exposure Scenario and
Derive CSA/CSR for tested SP



Grouping of Alloys for Assessment

Proposed

Assessment

Apply DPD for Assessment
by using CSA’s of
constituents

Assess using tiers 2-5 of
the Five Tiered System

A

and Grouping
of Alloys

EU Workshop on Special Preparations 10/06

Validate using screening
test and place in same
group as previously
assessed alloy in Five
Tiered System






113-Key Technical Issues

REACH Implementation Projects

RIP 1: REACH Process Description

RIP 2: REACH - IT

RIP 3: Technical Guidance and Tools for Industry
RIP 4: Technical Guidance and Tools for Authorities
RIP 5: Setting up the Pre-Agency

RIP 6: Setting up the Agency

RIP 7: Commission preparations for REACH
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113-Key Technical Issues
RIP 3

RIP 3: TGD’s and Tools for Industry Start Duration End
(m)
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113-Key Technical Issues-Some other problems

*Nano powders are not mentioned in REACH. How should
they be treated? Can they be regarded as separate substances?
Can they be given separate CAS numbers and risk assessments?
Etc.

=Secondary raw materials are currently regarded as waste.

*Natural diamonds appear to be exempt from REACH.
Similarly carbon and graphite are exempt but diamond has a
different CAS number. Will “read across” be allowed for
assessment and classification? Etc.

=77
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