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REACH OVERVIEW

The new European Chemicals legislation – known as the
“REACH” regulation - was adopted in December 2006 by the
European Council and Parliament. “REACH,” which stands
for Registration, Evaluation, Authorization and Restriction of
Chemicals, entered into force on 1 June 2007.

The REACH regulation’s application will imply a registration
by the concerned industrial firms of about 30.000 chemical
substances under the European Chemicals Agency, over a
period of 11 years. It will allow a thorough evaluation of
substances believed to be potentially dangerous, and provide
an authorization system for the use of highly suspected
chemicals. The authorization system will require companies
to switch progressively to safer alternatives, where a suitable
solution exists.

The major principle of REACH is to give greater responsibility
to industrial firms within the framework of chemical risk
management because the onus will move from public
authorities to industrial firms. In fact, industrial firms
(whether manufacturers or importers) and not public
authorities, will have greater liability to provide necessary
information and take efficient measures in terms of chemical
risk management.

This reform concerning the chemicals’ penetration on the
European Union’s market will shatter the current system and
have substantial economic and competitive impacts on a
European and international scale.

The aim of this paper is to identify the tasks and obligations
necessary to comply with the registration requirements of
the industry under REACH.

It examines:

• what the registration requirements are

• who is responsible for them

• how and when they must be fulfilled 

• the potential juridical issues that could arise

1

GLOSSARY

ECHA - European Chemicals Agency

EINECS - European Inventory of Existing
Commercial Chemical Substances

REACH - Registration, Evaluation, Authorization
and Restriction of Chemicals

SIEF - Substance Information Exchange Forum



REGISTRATION TASKS AND OBLIGATIONS

Introduction to the registration process
REACH is based on the principle that industry should
manufacture, import or use substances or place them on the
market in a way that human health and the environment are
not adversely affected.

The registration provisions require manufacturers and
importers to collect and generate data on the substances
they manufacture or import, to use these data to assess
the risks related to these substances and to develop and
recommend appropriate risk measures. The identification of
measures required to manage risks is an integral part of the
safety assessment concept.

To ensure that manufacturers and
importers actually meet these
obligations, as well as for trans-
parency reasons, the registration
provisions require them to submit a
Registration dossier to the European
Chemicals Agency (ECHA).
Registered substances should be
allowed to circulate on the internal
EU market.

Unless the regulation indicates
otherwise, registration obligations
apply to substances manufactured
or imported in quantities of one ton
or more per year. For substances that
are manufactured or imported in
volumes greater than 10 tons per
year, a more formal Chemical Safety
Assessment must be carried out and
documented in a Chemical Safety
Report.

The registration must be done before
a substance can be manufactured,
imported or placed on the market.
However, for most substances that
are already being manufactured or imported, a special
transitional regime applies which allows their manufacture
or import to continue.
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Who must register?
Identification of the actors
The obligation to register a substance applies only to certain
actors in the EU.

One legal entity may have various roles depending on its
activities, even for the same substance (e.g. manufacturer
and importer or manufacturer and downstream user).

Therefore, it is very important that companies correctly
identify their role(s) in the supply chain for each
substance they handle, as this will be a decisive

factor in determining their
registration obligations.
(See box ‘Supply Chain Actors’)

Supply Chain Actors with
registration obligations
The only actors in the supply
chain with registration
obligations are:

• EU manufacturers and
importers of substances on
their own or in preparations.

• EU producers and importers
of articles meeting the criteria
explained below.

• EU-based ‘only representa-
tives’ appointed by a manufac-
turer, formulator or article
producer outside the EU to
fulfill the registration obliga-
tions of importers.

‘Only representatives’ of
non-EU manufacturers
Registration of substances
imported into the EU on their
own, in preparations or, in
certain cases, in articles must

be done by the EU importer. This implies that each individual
importer needs to register the substance.

However, non-EU manufacturers of substances, formulators
of preparations or producers of articles containing substances
that need to be registered can nominate an ‘only representa-
tive’ located within the EU to carry out required registration
of the substance they export to the EU. The ‘only representa-
tive’ will need to comply with all obligations of importers
under the registration title of REACH.

Supply Chain Actors

For each substance, a company must define its role(s) under
REACH.

Manufacturer: any natural or legal person established
within the EU who manufactures a substance within the
Community.

Manufacturing: production or extraction of substances in
the natural state.

Importer: any natural or legal person established within the
Community who is responsible for import.

Import: the physical introduction into the customs territory
of the Community. All substances on their own, in prepara-
tions or in articles manufactured or produced outside the
European Community and put in the European market.

Downstream user: 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.

Use: any processing, formulation, consumption, storage,
keeping, treatment, filling into containers, transfer from one
container to another, mixing, production of an article or any
utilisation.



A non-EU manufacturer will therefore appoint an ‘only
representative’ so that this ‘only representative’ registers the
full volume of the substance exported to the EU by this non-
EU manufacturer, taking into account all uses from the
importers of this non-EU manufacturer.

Who is responsible for registration?
Each legal entity established within the EU manufacturing
or importing a substance is required to submit its own
registration.

In the case of a company group which is composed of several
legal entities (e.g. a parent company and its subsidiaries):

• Each legal entity must submit its own registration.
However, they need to submit parts of the dossier jointly.

• If one legal entity has two or more production plants
which are not separate legal entities, then only one
registration covering the different sites needs to be
submitted by the legal entity.

Example:
International companies sometimes have several
daughter companies in the EU acting as importers,
often spread over several Member States. Each of
these daughters, if it has legal personality, is a legal
person within the meaning of REACH. Depending
on the distribution of work within the group, each
of them can be an “importer” responsible for
import. It is for the group or the individual compa-
nies to assign the tasks and the responsibilities to
companies in the group.

In case of import, the registration should be made by the
legal entity established in the EU who is responsible for the
import. The responsibility for import depends on many factors
such as who orders, who pays, and who is dealing with the
customs formalities – but this might not be conclusive on its
own.

What to register?
This section provides an outline of substances which are sub-
ject to registration requirements and a detailed explanation
of the circumstances under which the various exemptions
from registration are applicable.

The basic definition of a substance is a very broad one which
includes not only potentially hazardous industrial chemicals,
but every type of chemical substance manufactured in or
imported into the EU. It therefore includes substances which
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are already closely regulated by other legislation such as
medicines, biocides, pesticides, cosmetics or radioactive
substances. Because of this, there are some complete or
partial exemptions from REACH requirements.

Registration is required for all substances manufactured or
imported in quantities of one ton or more per year unless
they are explicitly exempted from the scope of registration.
A technical dossier shall be prepared for all registrations and
a chemical safety report is required if the quantity manufac-
tured or imported reaches or exceeds 10 tons per year.

Exemptions
Substances exempted from REACH

• radioactive substances

• substances under customs supervision

• substances used in the interest of defence and covered
by National exemptions

• waste

• non isolated intermediates

• transported substances

Substances exempted from Registration

• food or feeding stuffs

• medicinal products

• substances included in Annex IV of REACH 

• substances covered by Annex V of REACH 

• recycled or recovered substance already registered

• re-imported substance

• polymer

• substances used for purposes of product and process-ori-
ented research and development

Substances regarded as registered
Certain substances or uses of substances are regarded as
being registered, and so no registration will be required for
these substances for these uses.

This applies to:

• active substance for use in biocides

• active substance for use in plant protection products

• notified substances according to Directive 67/548/EEC

 



When to register?
The section informs potential registrants of ECHA registration
deadlines and explains the requirement differences between
phase-in and non phase-in substances.

Phase-in substances
REACH creates a special transition regime for substances
which, under certain conditions, were already being manu-
factured or placed on the market before the REACH regula-
tion became effective on 1 June 2007 and were not notified
according to Directive 67/548/EEC.

Such substances are called “phase-in substances” because
they are subject to the registration system over time, rather
than immediately in one go.

A precondition is that the phase-in substance be pre-
registered between 1 June 2008 and 1 December 2008.

Phase-in substances are those which meet at least one of the
following criteria:

• The substance is listed in the European Inventory of
Existing Commercial Chemical Substances (EINECS).

• The substance was manufactured in any current Member
State of the EU (except Bulgaria and Romania) at least
once after 31 May 1992 without being placed on the EU
market by the manufacturer or importer, provided that
the manufacturer or importer has documentary evidence
of this.

• The substance was placed on the market in any current
Member State of the EU before 1 June 2007 by the man-
ufacturer or importer and is a so-called “no-longer poly-
mer” (NLP). A NLP is a substance which was placed on
the EU market between 18 September 1981 and 31
October 1993 inclusive, was considered as notified under
the 6th Amendment of Directive 67/54/EEC, but which
does not meet the REACH definition of a polymer.

Manufacturers and importers of phase-in substances
must pre-register on time in order to benefit from the
transitional regime provided for in Article 23.
Consequently, they must register their substance before
continuing their manufacture or import as for any non
phase-in substances no later than 1 December 2008.

Non phase-in substances
All substances that do not fulfill any of the criteria for phase-in
substances as presented above are considered non phase-in
substances. Non phase-in substances do not benefit from the
transitional regime provided for phase-in substances and
must be registered before they can be manufactured, import-
ed or placed on the market in the EU, unless they have
already been notified under Directive 67/548/EEC.
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Deadlines for registration
Substances falling under the scope of REACH and not
exempted from the registration obligation must be registered
before they can be manufactured or placed on the market
(including import) in the EU. Substances which have long
been on the EU market (phase-in substances) and non
phase-in substances have different timelines for registration.

• Non phase-in substances and phase-in substances which
have not been pre-registered, must be registered before
manufacture or import starting 12 months after REACH’s
effective date, that is, by 1 June 2008.

• Registration provisions are applied in a stepwise way
to facilitate the transition to REACH for phase-in
substances which are manufactured or imported in a
quantity of one ton or more per year and which have
been pre-registered before 1 December 2008.

Deadlines to submit 
Registration dossier 
to ECHA Criteria for substances

no later than
30 November 2010

Phase-in substances manufactured in
the EU or imported in quantities of 1000
tons per year per manufacturer or
importer, at least once after 1 June
2007.

no later than
30 November 2010

Phase-in substances classified as
carcinogenics, mutagenic or toxic to
reproduction, category 1 or 2, in accor-
dance with Directive 67/548/EEC and
manufactured in the EU or imported in
quantities reaching one ton or more per
year per manufacturer or importer, at
least once after 1 June 2007.

no later than
30 November 2010

Phase-in substances classified as very
toxic to aquatic organisms which may
cause long-term adverse effects in the
aquatic environment (R50/53) in accor-
dance with Directive 67/548/EEC and
manufactured in the EU or imported in
quantities reaching 100 tons or more
per year per manufacturer or importer,
at least once after 1 June 2007.

no later than
31 May 2013

Phase-in substances manufactured or
imported in quantities of 100 tons or
more per year per EU manufacturer or
per importer, at least once after 1 June
2007.

no later than
31 May 2018

Phase-in substances manufactured in
the EU or imported in quantities of one
ton or more per year per manufacturer
or importer, at least once after 1 June
2007.
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Registration dossier
This section presents the structure of the registration dossier
and explains how to prepare it. It also explains the joint
submission of registration data and how to submit joint
registration information to the Agency.

Structure of Registration dossier
The registration dossier consists of two main components:

• A Technical Dossier, which contains information about
the identity of the manufacturer/importer, the identity of
the substances, the classification of the substance, and
guidance on its safe use.

• A Chemical Safety Report, which is required if the
registrant manufactures or imports a substance in
quantities of 10 tons or more per year. It contains a
detailed summary of the environmental and human
health hazard properties of the substance, together with
an assessment of exposure and risk.

Access to information and confidential data
Although REACH requires information be provided to the
Agency, and potentially exchanged with other manufacturers
and importers, some provisions to protect commercially
sensitive information are foreseen (Article 118 et 119 of the
Regulation).

The general information access provisions are:

• Information that is listed in Article 119 and submitted in
the registration dossier will be made publicly available
on the Agency website.

• A registrant may identify certain information in his
registration as commercially sensitive. Such information
must not be published on the Agency website.

• Access to such pieces of information and other pieces of
information may be granted by the Agency on request on
a case-by-case basis whenever this is foreseen in
Regulation 1049/2001 (for reasons related to commercial
interests). It also requires the Agency to check with
companies that have submitted information as to
whether the company claims that the information
requested is to be kept confidential.

Joint submission of data by multiple registrants
Each manufacturer, importer or ‘only representative’ is
individually obliged to submit a registration for each of its
substances. However in cases where a substance is manufac-
tured or imported by more than one company, they are
required to submit certain information together.

This is called the joint submission of data. Registrants are
required to jointly submit information on the hazardous
properties of the substance, its classification and labeling
and a testing proposal (if any). If they agree, they can also
jointly submit the chemical safety report and guidance on
safe use. The intention is that registrants will save money by
cooperating on the preparation of the dossier.

Mechanisms of joint submission
The information that needs to be submitted jointly is
submitted by one lead registrant on behalf of the others.
Other information must be submitted by all registrants
individually.

In terms of timing, the lead registrant first submit its
registration dossier. The other registrants covered by this
joint submission will be identified in this dossier. The other
registrants must then submit their own registration dossiers
containing the information they need to submit separately.

 



POTENTIAL JURIDICAL ISSUES

Data sharing procedures
REACH requires that, prior to registration, all substances
must either be pre-registered or an inquiry be submitted.

This applies to all potential registrants, including those who
have a full set of data covering their information require-
ments and those that have to make a testing proposal to the
Agency.

One of REACH’s objectives is to avoid unnecessary testing,
especially animal vertebrate testing. Duplicate animal testing
must be avoided and tests on vertebrate animals shall only
be undertaken as a last resort. To meet this objective, data
sharing mechanisms have been developed and incorporated
into the legislation.

REACH has several provisions to facilitate the sharing of data
between registrants. This reduces testing on vertebrate
animals and costs to industry. For both phase-in and non
phase-in substances, data collected through vertebrate
animal testing must be shared, in exchange for payment.

For phase-in substances, the main communication mecha-
nism is the establishment of the Substance Information
Exchange Forum (SIEF) following pre-registration.

For non-phase-in substances, the mechanism is the inquiry
process.

Main principles of pre-registration of phase-in
substances
Each potential registrant of a phase-in substance manufac-
tured or imported in quantities of one ton or more per year
must take part in the pre-registration process in order to
benefit from the delayed registration deadlines�.

In order to be able to maintain manufacture, import and
marketing of a phase-in substance during the transitional
period, pre-registration is a one time process that must take
place between 1 June 2008 and 1 December 2008. All
manufacturers and importers of phase-in substances who
wish to take advantage of the transitional registration
deadlines will need to submit their pre-registration dossier
during this period. This will allow companies to continue
manufacturing and importing their phase-in substances for
several years until the registration deadline is reached.
Moreover, it will allow manufacturers and importers of the
same substance to initiate data sharing processes.

Manufacturers or importers not submitting a pre-registration
dossier will have to register their substance before being
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allowed to continue manufacture or import. They will have to
submit an inquiry dossier to the Agency, following the rules
for non phase-in substances and then restart manufacture or
import of their substance once registration is complete. Thus,
failing to register a phase-in substance within the pre-
registration period means that the manufacturer/importer
cannot benefit from the delayed deadlines under the
transitional regime.

Inquiry for non phase-in substances
Which substances
Inquiry is the process by which every potential registrant
must inquire from the Agency whether a registration has
already been submitted for the same substance. This is to
ensure that data are shared by the relevant parties. The duty
to inquire applies to non phase-in substances. It also applies
to phase-in substances that have not been pre-registered.

When to inquire
An inquiry must be submitted before proceeding with
substance registration, even in cases where the potential
registrant possesses a full set of data for meeting the
information requirements, and in cases where the potential
registrant has to make a testing proposal to the Agency.

Summary of the inquiry process
Upon receipt of the inquiry dossier:

• The Agency will perform a substance identification check
in order to identify previous registrants or potential
registrants.

• After performing the substance identification check, if
the Agency concludes that the same substance has not
been previously registered or if the information required
is not available, the Agency shall inform the potential
registrant accordingly and he may proceed with his
registration.

• If the same substance has been previously registered less
than 12 years earlier, the Agency shall inform the poten-
tial registrant of the references of the previous registrant
and of the availability of the relevant study summaries or
robust study summaries already submitted to them. The
Agency shall simultaneously inform the previous regis-
trant of the references of the potential registrant and the
data sharing process will be initiated.

• Any study summaries submitted in the framework of a
registration under this Regulation at least 12 years
previously can be used freely for the purposes of
registration by another manufacturer or importer.

The data sharing procedures could be a source of
juridical issues in terms of industrial property, within
unfair competition and sharing of responsibilities.

 



Appeal Procedures
In case registrant(s) or potential registrant(s) disagree with
Agency decisions, they can appeal against those decisions to
the Agency’s Board of Appeal.

The Board of Appeal will revise and take decisions on the
appeals brought up against the Agency decisions.

Related to the registration process, an appeal may be
brought against Agency decisions in these four cases:
In the completeness check
Decision of the Agency to ask completion of registration and
set a deadline for submission of the required information, or
to reject a registration if the registrant failed to complete his
registration within the deadline set by the Agency.

In the inquiry process
The decision of the Agency to give permission to the
potential registrant to refer to the information submitted
by the previous registrant in his registration dossier.

In the data sharing for phase-in substances
Decision of the Agency to give permission to all relevant
registrants to refer to the information submitted by the
registrant who during the data sharing procedures refused to
provide either proof of the cost of the study or the study
itself.

In updating procedures
The decision of the Agency or the Commission requesting the
submission of additional information as a consequence of
the evaluation procedure.
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CONTACTS

If you would like to know more about the subject covered in
this publication please contact:

Lionel Roche
Partner, Head of the Environmental Group
Bignon Lebray & Associés

Email: lroche@bignonlebray.com
Tel: +33 4 26 23 00 00
www.bignonlebray.com

Bignon Lebray & Associés is a full-service firm comprised
of 115 professionals, among whom are 32 partners, spread
over four offices (Paris, Lyon, Lille, Aix-en-Provence).

Bignon Lebray & Associés’ Environmental Group assists
industrial groups, environmental professionals, local
institutions, cities and public bodies in a wide variety of
issues including advising on the environmental aspects of
corporate transactions, compliance with French and EU
regulations and dispute resolutions.

The department is also uniquely well-placed to provide
cross-jurisdictional advice thanks to its membership in
Meritas. Meritas is a global alliance of business law firms
that deliver localised legal service of the highest quality on a
fully coordinated basis. The alliance counts over 170 firms
located in more than 60 countries and encompassing 5,700
lawyers.

Meritas Environmental Group includes over 150 experts
who have built up a wealth of experience in all aspects of
environmental work. A comprehensive list of contacts can be
found on the Meritas website: www.meritas.org

Information can also be obtained from alliance headquarters:

Meritas Global Headquarters
800 Washington Avenue North, Suite 300
Minneapolis, Minnesota 55401  USA

Email: meritas@meritas.org
Tel: +1 612 339 8680

 


