The REACH Regulation

Get Ready

This guide aims to give an overview of the
REACH Regulation and its impact on Irish
Small and Medium Companies.

Includes:

- Presentation and calendar p.1-2

- Pre-registration and registration
p.3

- Evaluation p. 4
- Authorisation and restriction p.5-6
- How to get ready? p.7

- Glossary p.8
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Nntroduction

The Registration, Evaluation and Authorisation of Chemicals (REACH) legislation is the new EU
chemicals regulation, which entered into force on June 1 2007. Under REACH, companies must register with the
European Chemicals Agency (ECHA), and provides information on up to 30,000 chemical products, manufactured
or imported into the EU in an annual quantities of 1 tonne or more per producer/Zimporter.

It not only applies to chemical substances on their own (perchloroethylene, acid, etc.) but also to
preparations (glue, paint, lubricant) or articles (If the substance is intended to be released during normal and
reasonably foreseeable conditions of use from it - wipes, etc.).

Who will be affected?

Manufacturers and Importers of Chemical substances will of course be the most affected by REACH
but they aren’t the only ones.

Professional users of chemicals (Downstream Users—DU)*, Producers and Importers of articles
composed of chemicals (Preparations, etc.), from every economic sector, will also be affected.

* Storage Providers, Distributors (including retailers) and Transporters are NOT classified as Downstream Users.
A If the distributor is just carrying out that role his sole function under REACH is to facilitate communication in the
supply chain between the Manufacturer/importer and downstream user (s).

REACH imposes to producers, importers and downstream users to assess the risks of their
substances and demonstrate that those risks are properly managed.

=> It shifts the burden of proving chemicals can be used safely away from national and European
requlators onto industry.

The former regulatory system regarding chemicals distinguished between “existing substances” (Phasing-in) -
those marked prior to 1981 (Regulation 793/93/EEC) and “new substances” which have been placed on the
market since then.

“New substances” were subject to mandatory registration and testing. On the contrary, Member states were
responsible for assessing the risk of “Existing substances” - This process has been very slow and companies could
use substances which have never been tested. REACH modernises this legislation, covering both, new and
existing substances.

== It’s based on the principle “No data - No market”, the safety of a chemical substance must be proven!

A If you don’t register your substances, then the data on them won’t be available and you will
no longer be able to manufacture or supply them legally: No data - No Market!

REACH objectives

Protect human health and environment

Provide additional knowledge about the properties and uses of existing substances
Ensure a safer use of chemicals

Enhance innovation in and the competitiveness of the EU chemicals industry

Exemptions

1) Specifically Excluded

Radioactive substances (Directive 96/29 Euratom) - Substances under customs supervision - Non-isolated
intermediates - the Transport of substances - Waste (Managed under Directive 75/442 EEC) - Some naturally
occurring low hazard substances (e.g. minerals, ores, inert gases) - Polymers

2) Substances covered by more specific legislation
- Human and veterinary medicines - Food and foodstuff additives (Food flavouring) - Plant protection
products and biocides
- Substances used for Research and Development have tailored provisions within the REACH Regulation , as
long as they are used in specified conditions.
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=> You won’t be able to market or use the substance, or article containing a substance
within the EU unless it has been registered.
The Registration of “existing substances”, marked prior to 1981 (EINCS), will take place in 3
phases, spread over 11 years. The length of the transitional period depends on the volume and on the
hazardousness of the substance.
To benefit from these phased-in-deadlines, you need to pre-register your substances from June, 1, to
October, 30, 2008 (see next page).
== Pre-registration is not a legal requirement under the REACH Regulation, but it’s strongly advised.
DU:
E<I'I Contact your sup-
o plier to know if he DU:
g- plans to pre-register Contact your suppliers to know their “register
@) Pre-registration substances you use strategy” and make sure your use of the
%) of all existing substance will be included.
g- substances / \
ZB | | 1/06 - 30/10/08 / "
()
= 31.05.2018:
g 30.11.2010: Registration deadline
— Registration deadline 1-100t/ year
g_ DU 01,000 t/ year or
2 Check all R 50-53 0 100 ¥/ year 31.05.2013:
® substances  you Or CMR 1&2 0 1t/year Registration deadline
=1 use are included 0100 t/ year
01.01.09:
Pre-
registration list
published on
ECHA  web- SIEF - Data Sharing
site
|01/01 Pre-list of substances that may have to be authorised publishe{j>
1/6/08 |I
/009 2010 2011 2012 2013 2018
v ‘
Check that no sub- Start of notification
stance you use belong of SVHC in articles
to this list - If one of
them is included,
contact your supplier
Start of the REGISTRATION of new substances (non Phase-in)
Non-phase-in substances will have to be registered prior to manufacture/import

R 50-53: Dangerous substances for the environment, very toxic to aquatic organisms, may cause long-term adverse effects in the
aquatic environment.
CMR 1&2: Carcinogenic, Mutagenic, Reprotoxic
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Under REACH, each producer and importer of chemicals in volumes of 1 tonne or more per year per
manufacturer/importer has to register with the ECHA.
The substances, which have long been on the EU market (phase-in substances) and the non phase-in substances
have different timelines for registration.

For more information on Registration, please have a look at the ECHA Guidance on registration

DU are not directly involved in this phase, yet, they have to check if their supplier have registered substances
they use. If a DU wants to keep its specific use of a substance secret from its supplier, he would have to
register it itself.

Pre—registration - Phase-in substances only

Information included in the Pre-registration can be submitted between June, 1 and November, 30, 2008.

It will provide you with an authorization for registration grace periods, from 3, 5 to 11 years according to the
total volume contained in the article produced/imported and to the classification of the substance (see REACH
timeline).

- How does it work?
Pre-registration is only the actual administrative submission of data in the ECHA website. It's easy and free.

The information required for Pre-registration only consist of the following:

Name of the substance and its numbers (EINECS/CAS) - Name and address of the contact person
(producer/importer) - envisaged deadline for registration and estimated tonnage band

Nb: The fact that you pre-register a certain substance doesn’t obligate you to register it later on

- Why should | pre-register?
1) With pre-registrating, you will benefit from the transitional regime A

2) Without pre-registration, manufacturer/importer will have to register the substances for their
specific use before they can place their articles on the EU market

- What happens next?

On January, 1st, 2009, at the latest, the ECHA will publish a Pre-registration list and Substances Information
Exchange Forums (SIEF), regrouping potential registrants of a same substance, will be established - see below.

=> As a DU if the substance you use is not on the list, you should notify the ECHA of your interest in this
substance —giving your contact details and those of your suppliers. They will then “advertise” on their website for
a registrant for the particular substance.

Registration

Each manufacturer, importer or only representative is individually obliged to submit a registration for each of his
substances.

The “Reqistration dossier” is the set of document electronically by a registrant for a particular substance. It
consists of two main components:

- a Technical dossier, always required for all substances subject to the registration obligations

It notably contains a set of information about the identity of I/M - the properties of the substance - the
identified uses with guidance on safety - the classification and labelling of the substance

- a Chemical safety report (CSR), required if the registrant manufactures or imports a substance in
quantities of 10 tonnes or more per year. It aims at documenting the chemical safety assessment of a
substance. In addition, risk assessments and control measures documents will have to be produced for DU.

Yet, in cases where a substance is manufactured/imported by more than one company, they are required to
submit certain information together. The intention is that registrants will save money by co-operating and to
reduce the need for testing, in particular on animals.
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The main communication mechanism for phase-in substances is the establishment of the Substance

Information Exchange Forum (SIEF) following pre-registration - You will share information on hazards so that
only one set of technical information has to be submitted to the ECHA. For non-phase in substances the mecha-
nism is the inquiry process. For more information regarding this topic, please see The ECHA Guidance on data

sharing.

Evaluation

Dossiers submitted in support of registration will be subjected to evaluation under REACH as follows:

\/

Dossier Evaluation - Carried out by the Chemicals agency in Helsinki

The Agency will assess a proportion of the substance registration dossiers received to ensure they contain
the correct information (compliance checking).

For substances registered at the highest tonnage levels (¢ W \HDU D SURSRVDO LV PDGH &
detailing those animal tests they consider are required from the list of standard tests. The agency will then
evaluate these testing proposals to prevent unnecessary animal testing.

Substance Evaluation - Carried out by the National competent authorities
(The Health and Safety Authority - HSA in Ireland)

When the Agency or a Member State Competent Authority has an indication that a substance may
pose a risk to human health or the environment, the Agency will include that substance on a list for
“substance evaluation”. For each substance on this list, one Member State shall evaluate in more
detail whether further information is needed and in that case the registrant(s) will be requested to
provide such information.

This may lead to the imposition of restrictions on the manufacture, supply or use of a substance.
The substance could also be added to the priority list for authorisation or action should be taken
under other legislation.

Safety Report.
Beside, DU may have to provide information to the ECHA, under certain conditions:

- If your use of the chemical substance is different from the ones describe in the Chemical Safety
Report submitted by your supplier

- When you use an authorised substance (see below), you have to inform the ECHA within three
months after the first delivery.
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Authorisation

Substances of very high concern (SVHC), that can have serious and often irreversible effects
on human and the environment, will be subjected to authorisation. It will require industry to gain
specific permission for particular uses which have been demonstrated to be safe. Other uses will be
prohibited.

The aim of this measure is to ensure that “the risks from the SVHC are properly controlled
and that these substances are progressively replaced by suitable alternative substances
or technologies where these are economically and technically viable”. Art. 55.

SVHC: Art. 54

- Carcinogenic, mutagenic or toxic to reproduction (CMRs) - in accordance with Directive
67/548/EEC

- Persistent, bioaccumulative and toxic (PBTs) - in accordance with the criteria set out in
Annex XIII

- Very persistent and bioaccumulative substances (in accordance with the criteria set out in
Annex XIII)

- Toxic to the Aquatic environment

- Substances of “equivalent concern”, which will be listed in Annex XIV

Around 1,500 chemicals should be subjected to authorisation.

I The pre-list of substances that may have to be authorised should be published in
January 2009 - The substances on this list will then be prioritised to determine which one
should be subject to authorisation (interested parties are invited to submit comments during
this process)

Authorisation will only be granted where industry show that either:

1) Risks to human health and the environment are “adequately controlled” (Note that this route
won’t apply to substances with PBT or vPvB or to others substances for which it’'s not possible to determine a

threshold) or

2) Socio-economic benefits outweigh risks, and only if no substitute technology exists

== The Authorisation will be for a chemical, a specific use and a fixed time.

Application for authorisation:

If you use/ make SVHC*, you will have to apply for an authorisation for each use, regardless of
the quantity of the substance used and within specific deadlines which will be set by the Commission.

In the first case, the application will notably include an analysis of possible alternative substances/
technologies including, where appropriate, information on research and development foreseen or already in
progress to develop it. If a suitable alternative exist, the applicant must submit a substitution plan,
explaining how he intends to replace the substance by this alternative.

In the latter case, applicants need to submit a substitution plan along with a socio -economic analysis

* Application for an authorisation may be made by companies that register the substances, or by those that
use them.

=> The Authorisation will be granted by the Commission, after consulting the ECHA

=> The Authorisation number will have to appear on the substance tag

DU: may only use substances for uses which have been authorised

- They must obtain the substance from a company that was granted an authorisation for
that use and stay within the conditions of that authorisation. Such DU must notify within 3
months following the first delivery that they use it.

- Apply themselves for authorisation for their own uses
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Restriction

It may apply to any substance giving rise to unacceptable risks which needs to be
addressed on a community-wide basis.

It will take over existing restrictions of Directive 76/769/EC and be included in Annex XVI.

For more information on authorisation and restriction, please click here.

What should your company do?

As REACH will impact most businesses, it's important to understand your role and to get ready. You can
also answer questions on the ECHA website to find a list of your obligations under REACH.

Compile an inventory

Make an inventory of every chemical that comes into, is part of, or goes out of your business. You need to
know all the substances you use (in which quantities) and to find out what the ingredients for preparations
are.

A basic inventory could be built as follow

NAME Once this inventory has been established you should be
CAS/EINECS/ELINCS 2blein to *see the real impact of REACH on your
Number A usiness*.

Is it a substance/ preparation

or an article ?

Exempted from REACH ? y/n
—Seep.l

Do you import it (from outside Example:
the EU)? y/n

w_ | |!sit afacing in substance?

Do you produce it? y/n

~/

If you import more than 1t/ year of a substance from outside the
/ EU, you may have to register it (see p.3).

Do you use it? y/n

It may help you to predict if the substance you use, may be
Tonnage per year / deemed of “very high concern” (SVHC) in the future.

Who is your supplier?
— Contact details

Is it a very important sub- /
stance to your business?

Hazard classification/ labelling /

of the substance? — T/ R23

Prioritise

You should then figure out which ones are very important to your business, so as to make effective
business decisions.

You may ask the following questions:

- Is there a danger that this essential chemical may be withdrawn by your supplier? Does he get its supply from
outside the EU? Will he maintain supply of it if REACH impacts the commercial viability of doing so?

- Are there any alternative substances or processes that could easily replace it?
- Is there alternative supply route? Could other companies supply you with this chemical?

- Have you identified any chemicals that may be classified as SVHC? Can you substitute a relatively low risk chemical for
it?
- How do you use this chemical and does your supplier understand your use of it? Is this use of the chemical going to be
supported by their registrants?
- Do you want to explain to registrants how you use this chemical or is this information so sensitive that you would prefer
to compile risk assessments yourself and submit it to the ECHA?

You should establish a relationship with your suppliers (and any D.U) so as to know how REACH will impact on
your supply chain, before deciding what to do about it!
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What’s your role?

As your duties under REACH depend to a large degree upon your position in the supply chain, it's important to know
what'’s your role. The following figures should help you:

Chemical Substance:

[ Do | produce it? }7YES — Manufacturer

NO
Do | buy it from a Do | onIy store or
manufacturer/supplier place on the |[— YES — Distributor
from the EU? market’7
YES NT
] built the inventory
Eﬁeﬁigtligzn:faﬁl:‘rég D.U ances you use and estab-
PP B0 your role under REACH,
an exclusive
ive?
=> jt should be much easier to know
our duties and comply with it.
NO
Importer
Preparation/Article:
Do | manufacture -
: Do | buy it from a
; 2
chemicals that| «—— YES —(Dolmanufacturen. NO —> manufacturer/supplier
composed it? from the EU?
N
| o
NO l
L Does this
Do chemicals manufacturer/supplier
; 3 have appointed an
included in it are
Does the supplier/ YES f ™ us it

bought = within the NO —®([manufacturer from

EU? outside the EU have -
appointed an exclusive / NO l
representative? YES

Importer of it and

Do | only store or chemicals included

YES ES place it on the

market?

DU of chemicals included NO | |
in the preparation/artticle VES

NO
v il ™S~ DU of the

Manufacturer Importer of the chemicals e : preparation/ article
that are included in the Distributor of the preparation/
preparation/article article

¢ Apeal 186 0} MOH - HOV3IYH
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Official definitions

Article:

It's the term for any object that has been given a specific shape, surface or design which determines
its function to a greater degree than does its chemical composition—e.g. manufactured goods such as
textiles, electronic chips, toys, kitchen equipment. Detailed guidance on articles and how they are dealt
with under REACH can be found in the ECHA Guidance for Articles

Downstream user:

A professional user of a chemical produced by a manufacturer/importer. The following are not
classified as downstream user: Storage providers, distributors (including retailers), consumers and
transporters (Art. 3(13))

Existing substances:

Substances listed in the European Inventory of Existing Commercial Chemical Substances (EINECS),
i.e. all substances placed on the Community market on 18 September 1981.
Manufacturers/Importers have to pre-registered these substances before December, 1, 2008, in order to
benefit from the transitional regime. I/M who do not pre-register on time, will have to register their
substances before continuing their manufacture or import as for any non phase-in substance.

Importer:

Any natural or legal person established within the EU who is responsible for import of chemicals in
quantities greater than 1 Tonne/year (Art. 3(11)) - Import is considered to be placed on the EU market -
See page 7

Manufacturer:
Any natural or legal person established within the Community who manufactures a substance within
the Community in quantities greater than 1 Tonne/year (Art. 3(9))

Phase-in substances:
Substances marked prior to 1981

Preparation:
Means a mixture or solution composed of two or more substances (Article 3 (2)). Typical examples of
preparations include paints, varnishes, inks, etc.

Substance:

Means a chemical element and its compounds. It includes both substances obtained by a chemical
manufacturing process (for example formaldehyde or methanol) and substances in their natural state.
Detailed guidance on substances and substance identity can be found in the ECHA Guidance on substance
identification

Substances of Very High concern:
Carcinogenic, Mutagenic and Repro toxic (CMR) - Persistent, Bio-accumulative and Toxic (PBT) - Very
Persistent, very Bio-accumulative (vPvB) - Toxic to the aquatic environment (R50-53) - Substances of
“equivalent concern” which will be listed in Annex XIV.
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C

ain Sources:

- REACH regulation
- European Chemicals Agency (ECHA) website

* Guidances from the ECHA
- Health and Safety Authority website

o

The information contained in this document should not be considered as a legal interpretation of the
REACH Regulation and, where it mentions a specific provision, its account may omit some feature in the
interest of brevity. In particular readers should consult the official text of the Requlation.

No liability is accepted for any decision taken on foot of this document.
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