








Examples of reasonably foreseeable conditions of use include:

e “high likelihood” accidents (e.g. breakage of fragile containers
where the substance is an integral part of the article - such
as a liquid filled thermometer - releasing the substance)

uses not in accordance with the function of the article “but
which can be anticipated because function and appearance of
the article also suggests other uses than the intended ones”

e “extremely intensive uses (e.g. a consumer working with a tool
12 hours a day for three months when building his own house)”

e recycling processes.

Such uses would not include professional or industrial uses
which are “clearly and noticeably excluded” (i.€. it is being used
in a way which is not intended), where the use is specifically
advised against - say by a label, or by clear misuse.

The guidance considers the concepts of release and how to
address this in great detalil. It states that “exposure to humans or
the environment can be excluded in the following situations”:

e there is no release of the substance of concern during normal
and reasonably foreseeable conditions of use(s) or disposal

e there is a release but the article is embedded during use(s)
and the substance will not escape to the environment or get
into contact with humans during use or disposal. This could
be the case e.qg. for electronic parts inside of machinery.”

Ways of showing that no exposure occurs include arguments
based on

¢ “knowledge of the article and its service life, e.g. the SVHC
is fully contained in the article, and the article is collected
and disposed of in a manner that prevents any release to
the environment and exposure to humans under normal
and reasonably foreseeable conditions” (if not released
during the recycling processes which are applied)

“knowledge on the substances properties, €.g. the substance
is fully immobile in the article due to the way it is included
and because of its inherent physicochemical properties”

“gquantification based on exposure models, demonstrating
no exposures during service life and disposal”

“measurements proving that no emissions from the
article take place including during its disposal.”

These arguments are of crucial importance if for example you
are a manufacturer/importer of beryllium oxide heat sinks or
electrolytic capacitors.

Starting from the 1 June 2011, the obligation to notify will
apply six months after the substance has been placed on
the candidate list. Notification is not required for a substance
in articles which has been produced or imported before

the substance has been included on the candidate list for
authorisation.

Notification requires providing your contact details, the
registration number of the substance if available, the identity, and
classification of the substance, a brief description of the use(s)

of the substance and of the articles in which it is present, and
the tonnage band of the substance. Hence, it is not an onerous
obligation.

Obligation to provide information on the
composition of articles

The central requirement of this obligation is to provide sufficient
information to ensure safe use. Information must be provided
where both the following criteria are met:

1. Itis on the candidate list for authorisation (it is a Substance of
Very High Concern or SVHC)

2. The substance is present in the article at > 0.1% by weight of
the article as produced in the EU or imported™®.

Note that there is no tonnage criterion nor are there exemptions
due to exclusion of exposure or if the substance is already
registered as this is a specific safety issue for the recipient — even
if he/she is the only recipient.

Where provision of information is required, what the producer,
importer or supplier of the article must do depends on the nature
of the recipient of the article:

e Consumers: The article supplier must provide
information on request necessary to ensure
safe use within 45 days, free of charge.

e Any other recipient: The article supplier must provide
automatically the name of the substance as a minimum
plus any other information required to ensure safe use.

This obligation applies as soon as a substance has been
included on the candidate list for authorisation. This applies to
any article supplied (not put on the market) after that date. Hence
the manufacturer of a product must ensure this information

is passed down their distribution chain subsequent to and
independent of product which has already been shipped.



What documentation is required?

Documentation is of key importance in fulfilling ones obligations
under REACH. This will record the process and criteria used,

the judgements made and the basis for these (references,
supporting evidence etc.). This is important even if you have no
obligations in your view in case this is challenged by enforcement
authorities, customers or auditors. REACH requires such
information to be kept for at least 10 years. Ways of achieving
REACH compliance include incorporating these requirements in
your company’s management systems, carrying out assessment
in conformance with the work flows provided in the REACH
guidance, or following other good practice (e.g. common
approaches developed by industry).

Next steps

Registration and pre-registration

This is the most pressing issue since the pre-registration window
closes on the 31 November 2008 and any substance not
pre-registered must go through full registration immediately after
that date. First, assess if any substances are intended to be
released during normal and reasonably foreseeable conditions
of use. For any such substance quantify how much is present in
articles put on the market by you. If this amount exceeds 1 tpa
you need to register (and hence should pre-register immediately)
unless the substance is already being pre-registered.

In most cases you will not know who else may be pre-registering
any particular substance but the ECHA has provided a
mechanism called an “inquiry” to deal with this. An inquiry is not
simply an informal enquiry but a formal submission providing
specific data to the ECHA through their online REACH-IT
system. This ensures that they receive sufficient information to
match up inquirers and those pre-registering correctly.

Notification and information

Knowledge of the presence of SVHCs in your articles is
critical for notification and provision of information purposes.

Requesting this information from suppliers is difficult until the
candidate list is published. Priority should be given to educating
those involved in production, design and procurement within
your organisation and also your supply chain about the
requirements of REACH and what is needed of them to ensure
compliance. Consider also how you will interact with your supply
chain (e.g. what questionnaire should you use) and what data
infrastructure you might need (e.g. can you build on what you are
already doing for RoHS compliance?).

Possible SVHCs can be determined through their properties —
examining Material Safety Data Sheets (MSDS) you receive will
reveal this for substances you use. You should also consult the
list of proposed candidates discussed earlier. For articles you will
need to ask your suppliers. Estimating the quantities of SVHCs
present in your articles will then determine your obligations.

Please note:

The information contained in this guide is of a general nature and
is not intended to address the circumstances of any particular
individual or entity. Although we endeavour to provide accurate
and timely information, there can be no guarantee that such
information is accurate as of the date it is received or that it will
continue to be accurate in the future. No one should act on

such information without appropriate professional advice after

a thorough examination of the particular situation.
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e carcinogenic, mutagenic or toxic for reproduction (CMR), categories 1 and 2 according to
Directive 67/548/EEC or

 persistent, liable to bioaccumulate and toxic (PBT), or very persistent and very liable to
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30 June 2008, http://echa.europa.eu/consultations/authorisation/svhc/svhc_cons_en.asp

9 Dissenting views on the guidance on requirements for substances in articles,
http://reach.jrc.it/docs/guidance_document/dissenting_en.pdf
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