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4 EXECUTIVE SUMMARY

The European REACH Regulation1 came into force on 
1 June 2007 and affects all industries. It requires 
immediate and ongoing action from the OEMs and 
their suppliers. Under REACH, Substances of Very 
High Concern (SVHCs) may require authorisation and 
substances which place unacceptable risk on human 
health or the environment may be restricted. Compliance 
with the REACH Regulation is mandatory for companies 
doing business in the EEA (and for businesses with 
customers or subsidiaries doing business in the EEA).
In preparation for REACH, representatives of all the 
major vehicle manufacturers and the automotive 
supply chain formed a Task Force on REACH (TF-
REACH). The TF-REACH recommends a common 
schedule and external communication strategy which 
harmonises the sector’s response to REACH and avoids 
duplication and confusion. The TF-REACH approach 
and recommendations are outlined in this Automotive 
Industry Guideline on REACH (AIG).

Since the publication of the Automotive Industry 
Guideline (AIG) on REACH Version 3.1 in June 2012 the 
REACH process has passed some important milestones 
such as the continuous growth of the Candidate List 
(hereinafter CL) and the Annex XIV Authorisation List. 
Also the term “article” has been redefined by the EU 
Court of Justice. Furthermore under authorisation 
first sunset dates have passed and applications for 
authorisation have been granted to industry. Also 
experience was gained from the first and second 
registration deadlines. Having accumulated a wealth 
of experience through the cooperation in the Task Force 
and in the light of upcoming processes which include 
authorisation of use, notification of CL substances 
in articles and communication due to the steadily 
increasing CL, it was felt that another update of the 
AIG would be helpful for vehicle manufacturers and the 
automotive industry supply chain to benefit from this 
broad experience.

Whereas in the past industry had been concerned about 
how to cope with REACH in a timely manner, it now can 
face upcoming duties with confidence that tasks can 
be adequately managed. The automotive industry 
appreciates the efforts made in the supply chain in 
finding substitutes for SVHCs which better protect 
human health and the environment along the supply 
chain, at our facilities and dealerships and last but not 
least our customers.

Key messages

•	 	REACH imposes different obligations for each role the 
sector performs: as a downstream user of substanc-
es (e.g. magnesium) and mixtures (e.g. engine oil), 
a producer of articles/complex objects (e.g. vehicle, 
engine, bumper manufactured in the EEA), or an im-
porter of articles/mixtures/substances (from out-
side EEA). The flowcharts in Chapter 4 will help you 
determine what your obligations are and direct you to 
the appropriate section of the AIG where you can find 
guidance on what to do next.

•	 	Depending on the role(s) they perform in REACH, 
companies should have an inventory of the sub-
stances/mixtures/articles they use. This will help to 
assess their obligations and next steps. 

•	 	Downstream users (DUs) expect their uses of a sub-
stance to be registered up the supply chain.

•	 	The AIG makes the recommendation that non-EEA 
suppliers appoint an Only Representative (OR) in the 
EEA which takes on the importer responsibilities, in-
stead of each of their customers duplicating the im-
porter role (see Chapter 5.4).

•	 	To fulfil their REACH obligations, the entire supply 
chain needs to communicate data, uses, control mea-
sures for safe use, etc. (see Chapter 5.5 and the stan-
dard REACH awareness letter in Annex B).

•	 	Each actor in the supply chain should appoint a 
REACH representative and develop a strategic action 
plan to ensure compliance and minimise the busi-
ness risks posed by REACH.

•	 	The sector has considered whether any substance 
releases from articles are considered to be intended 
releases for the purposes of REACH and our conclu-
sions are set out in Chapter 5.8.

1	 Regulation (EC) No 1907/2006 on Registration, Evaluation, 
Authorisation (and Restriction) of Chemicals 
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•	 	Chapter 6 of the AIG summarises the main obligations 
and recommendations for the AI response to REACH 
along with a timeline for each activity. These activi-
ties are broadly grouped into the 5-step REACH com-
pliance schedule (see Annex C) under the headings 
of raising awareness, developing a substance inven-
tory, declaration of intent (three steps), SVHC and 
risk management measures and uses. 

•	 	The Chapters 5 and 6 describe the different process-
es around supply chain communication, including 
the SDS/Ext-SDS requirements with a focus on DU. 
This chapter is followed by information about CLP and 
the notification duties.  

This Guideline is a living document which will be updated 
in light of guidance and the practical experience gained 
by TF-REACH members when tackling the different 
REACH processes. 

Disclaimer

This document contains guidance explaining the REACH obligations for the Automotive Industry and how to fulfil 
them. It is offered in good faith and reflects the best knowledge of the global automotive industry experts and the 
state of the art at the time of its publication. However, users are reminded that the text of the REACH Regulation is 
the only authentic legal reference and that a binding interpretation of EU legislation is the exclusive competence 
of the European Court of Justice. Therefore the information and guidance in this document are not legally binding. 
The associations responsible for the publication of this document will not accept any liability regarding the 
contents of this document or arising from its use.

The associations are committed without reservation to fair competition. As trade associations, their purpose 
is to promote the interest of their members and to facilitate their respective aims and objectives only through 
legitimate means and activities. In carrying out this role, the associations shall proceed with caution to ensure 
against violation of the EU antitrust laws.
 
13 June 2018
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The Registration, Evaluation, Authorisation (and 
Restriction) of Chemicals (REACH) Regulation (EC)  
No 1907/2006 entered into force on the 1st of June 2007 
and affects all industries. As the automotive industry is 
made up of vehicle manufacturers and many tiers of the 
supply chain, it has several roles under REACH which 
are all linked to different obligations (see Chapter 5). In 
preparation for REACH, the major vehicle manufacturers, 
represented by the associations ACEA, AIAG, BIL, CLEPA, 
JAMA, KAMA, and VDA formed a task force on REACH  
(TF-REACH2). The Task Force aims to establish a common 
schedule and external communication strategy which 
will harmonise the sector’s REACH implementation 
process.

The TF-REACH cannot impose its recommendations on 
members but hopes they will be widely adopted to avoid 
duplication of effort and confusion all along the supply 
chain. Positions adopted in this Guideline are based on 
consensus between all Task Force members, not on a 
majority voting system.

This Guideline will be a living document and will be 
modified according to the future revisions of REACH. It 
will also be updated with the release of the European 
Chemicals Agency (ECHA) Guidance Documents and 
the practical experiences gained by members of the 
different associations during REACH implementation.

The Automotive Industry Guideline (AIG) is intended 
to provide practical help to downstream users 
using substances and/or mixtures and/or articles 
in their industrial processes. It also addresses the 
obligations of producers and importers of articles. 
It should be seen as an aide mémoire to assist with 
preparation for compliance with the REACH legislation. 
It does not however, extensively address obligations 
of manufacturers or importers of chemical substances 
and/or mixtures or the obligations of formulators  
(first level downstream users). 

This Guideline will reference the legal text of REACH 
and the CLP Regulation. The REACH Regulation (EC) 
No 1907/2006 and Directive 2006/121/EC amending 
Directive 67/548/EEC were published in the Official 
Journal on 30 December 2006 and in the corrected 
text version dated 29 May 2007. The legal text 
including all implementing legislation can be found at:  
https://echa.europa.eu/regulations/reach/legislation. 
 

FOREWORD: ABOUT THIS GUIDELINE

This Guideline should be used in conjunction with 
the current REACH Regulation and ECHA guidance 
documents in order to understand the specific legal 
obligations of each member (actor) in the automotive 
industry supply chain. 

Comments and updates of the Automotive 
Industry Guideline on REACH

This version, and future updates of the Automotive 
Industry Guideline on REACH, will be available to 
download free of charge at http://www.acea.be/reach. 
Comments and suggestions for improving this Guideline 
are welcome, via the secretary to TF-REACH under 
reach@acea.be or to the association of which you are 
a member (see Annex A). A list of changes comparing 
the current and previous version of this Guideline can 
be found in Annex T of this Guideline.

Updates that are agreed by the TF-REACH after the 
publication of the latest version of the AIG-REACH will be 
collected and published in the meantime in Annex S to 
this Guideline.

2 	 See Annex A, “Associations supporting the Task Force REACH  
(TF-REACH)” for a full list of TF-REACH member organisations and  
a list of all the major vehicle manufacturers who are represented 
by ACEA, JAMA and KAMA.
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This Introduction explains why the automotive industry 
needs such guidelines but will not give a complete 
overview of “What is REACH?”. 

The REACH Regulation3 was adopted into European 
Community (EC) law in December 2006 and came 
into force on 1 June 2007. As an EC regulation, it 
automatically becomes law in each Member State, so it 
does not need transposition in the same way as an EU 
or EC directive. However, each Member State is obliged 
to enforce REACH under consideration of the individual 
national legislation scheme. 

REACH Realities

•	 	REACH is not just a chemical industry issue as it im-
pacts producers or importers of articles.

•	 	REACH is not only an EU-based company issue.
•	 	REACH is not only an issue for environmental, health 

and safety specialists.
•	 	Companies that do not comply with REACH will have 

no market. REACH poses a threat to any company 
doing business in the EEA (and businesses with cus-
tomers or suppliers who do business in the EEA).

•	 	Business continuity can be adversely impacted by 
REACH and supply chains can be disrupted.

•	 	Companies that understand the business implica-
tions and impacts of REACH and develop strategic ac-
tion plans will gain competitive edge over those that 
do not.

•	 	Substitutions should follow the ACEA sustainable 
substitution criteria (see Annex O) and need to be 
phased in with product development programmes to 
minimise cost.

Aims of REACH

REACH aims to ensure a “high level of protection of 
human health and the environment, including the 
promotion of alternative methods for assessment of 
hazards of substances, as well as the free circulation of 
substances within the internal market while enhancing 
competitiveness and innovation” (Art. 1.1 REACH). 

The main objectives of REACH are therefore:
•	 	To reduce the risk from chemicals to humans and the 

environment and to reduce animal testing.
•	To encourage substitution of specific dangerous sub-

stances, listed in REACH Annex XIV and XVII. 
•	 	To require authorisation for use or restriction of the 

substances mentioned in Annex XIV and XVII.

CHAPTER 1: INTRODUCTION - 
REACH AND THE AUTOMOTIVE INDUSTRY

To accomplish these realities and to fulfil the aims and 
objectives, REACH requires action from the automotive 
OEMs and their suppliers immediately and in the future.

When registration is considered, one has to be assured 
that all business relevant substances on their own or 
in mixtures are or will be registered for your specific 
use by a supplier. For non-EEA suppliers it is highly 
recommended to appoint an OR in the EEA to take on 
the responsibilities of an importer. In this case, non-EEA 
suppliers can continue to deliver into the EEA without 
each of their customers becoming importers under 
REACH.

As well as registration, REACH includes a number of 
other obligations that require the automotive industry 
to adapt processes and tools already in existence as 
well as the implementation of new practices.

Obligations

REACH puts the responsibility on industry to provide 
safety information for substances and to properly 
manage the risks arising from their use. Under 
the previous regime, the burden of proof was on 
governments to prove substances were unsafe and 
to restrict their use. REACH covers all substances on 
their own, in mixtures and in articles, but there are 
exemptions for radioactive substances, non-isolated 
intermediates, substances used during transportation, 
and waste (Art. 2 REACH). These are covered by other 
existing regulations. Member States may also grant 
exemptions for substances used in the interest of 
defence. 

Under REACH, manufacturers and importers have a duty 
to register substances on their own, or in mixtures that 
they produce or import in quantities over 1 tonne per 
year (per legal entity), unless the substance is exempt 
from registration. Registration requirements also apply 
to substances intended to be released from articles 
under certain conditions, in which case the article 
producer/importer is responsible for ensuring that the 
substances are registered. To fulfil these obligations, 
the entire supply chain needs to communicate (data, 
uses, quantities, control measures for safe use, etc.). 
Downstream users have a specific set of duties and 
obligations under REACH and will have to work closely 

3 	 See link in the Foreword to this Guideline for full details of the 
REACH legal text.
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with their suppliers to have their identified uses 
registered.

Each player in the supply chain should develop a 
strategic action plan (see Chapter 6) to ensure 
compliance and minimise the business risks posed by 
REACH.

The automotive industry includes producers and 
importers of articles (e.g. screw, fastener) or complex 
objects (e.g. car, engine, bumper), importers of 
mixtures (e.g. engine oil from USA) and importers of 
substances (e.g. elemental magnesium from Australia). 
Article producers and article importers have specific 
obligations under REACH, in particular the registration 
of substances intended to be released from articles 
and the communication/notification to downstream 
users and ECHA of CL substances present in the article 
under certain conditions. Under REACH it is not required 
to register or to notify ECHA of substances in articles if 
they are already registered for that use. However, the 
presence of CL substances must be communicated to 
downstream users in this case. 

NOTE
»» Companies that import substances or mixtures 
from outside the EEA are no longer considered 
to be downstream users but importers and have 
to comply with the importer’s obligations under 
REACH. 

»» Companies that produce articles that inten- 
tionally release substances are not acting as 
downstream users and may have registration 
obligations if this use has not been already reg-
istered.

»» Substances or mixtures that were originally pro-
duced (and for which the registration has been 
completed) in the EEA and which have been 
re-imported to the EEA are considered as being  
registered.

Substances have to undergo an authorisation 
process if they have been identified as being of very 
high concern (SVHCs) and have then been included 
in REACH Annex XIV (list of substances subject to 
authorisation). This authorisation procedure may limit 
the availability of a substance to the market. It should 
be noted that downstream users do not need to apply 

for an authorisation if the authorisation for their use has 
already been granted to an actor further up their supply 
chain.

In addition to these registration and notification 
obligations, REACH builds on the legislation regarding 
restriction, classification and labelling of dangerous 
substances that was amended in 2008. The 
Classification, Labelling and Packaging Regulation 
(CLP Regulation (EC) No 1272/20084) as the European 
implementation of the United Nations (UN) Globally 
Harmonised System for Classification and Labelling of 
Chemicals (GHS) is leading to further adaptations of 
REACH that are also impacting the automotive industry, 
e.g. with additional obligations in regard to notification 
and safety data sheets as well as to harmonised 
substance classifications fulfilling the criteria of Art. 57 
REACH which defines a Substance of Very High Concern 
(SVHC).

REACH Review

Art. 138 REACH calls on the Commission to carry out 
different reviews to assess whether or not to amend the 
scope of REACH e.g. with regard to the scope of Art. 33, 
of Chemical Safety Assessments, of registration duties 
for polymers, of the PBT/vPvB Criteria, etc. On the basis 
of such a review, the Commission may, if appropriate, 
present a legislative proposal.

4 	 For more information see: https://ec.europa.eu/growth/sectors/
chemicals/classification-labelling_en 
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Actors in the supply chain
means “all manufacturers and/or importers and/or 
downstream users in a supply chain” (Art. 3.17 REACH).

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” (Art. 3.3 REACH).

NOTE
Articles and complex objects
After REACH came into force, there was disagreement 
among the EU Member State Competent Authorities on 
how to interpret the obligations of Art. 7. (Notification) 
and Art. 33 (Communication) as to whether complex 
objects that are made of two or more components are 
themselves “articles”, or whether “article” only refers 
to the individual components.
An important judgment by the European Court of 
Justice (ECJ) on this question concluded: “… there 
is no need to draw a distinction … between the 
situation of articles incorporated as a component 
of a complex product and that of articles present in 
an isolated manner.” (ECJ Case C 106/14 Judgment,  
10 September 2015)
In other words, the term “article” is now taken to 
mean a simple object in isolation (e.g. a bolt), or 
that same simple object when it is part of a complex 
object (e.g. a bolt used as a component in an 
engine). This principle is often referred to as “Once 
An Article, Always An Article”, or “O5A” and applies 
according to our understanding not only to Art. 33 
(Communication) or 7.2 (Notification) but to the 
whole REACH Regulation (e.g. including the Annex 
XVII Restrictions).
Although in practice the word “article” is still 
commonly used for vehicles themselves, or for 
complex vehicle parts such as headlamps or 
engines, after the ECJ judgment, these are no longer 
understood to be covered by the REACH definition 
of “articles”, and are more correctly referred to as 
“complex objects” or “complex products”. 

For clarity, this Guideline uses the following terms:

1. “Article” as a simple object in isolation 
2. “Complex object” when referring to an assembly of
       two or more articles. 

We understand that this article definition applies to 
the complete REACH regulation.

Borderline cases
When an article or complex object contains an integral 
substance or mixture, a determination must be made 
as to whether the object is more correctly classed as 
an article or as a substance/mixture in a container. 
Examples according to TF-REACH understanding are 
shown below.

Article	 Steel coil, screw, bolt, 	
			  pin of a resistor

Complex objects 	 Airbag module, engine
(with integrated 	 (containing oil), battery
substance/mixture)	 (high-voltage for electric
			  vehicle, or lead-acid type)

Complex objects	 Vehicle, seat, wiper
			  assembly, headlamp,
			  resistor, printed circuit
			  board assembly (PCBA)

Substance/mixture 	 Touch-up paint sticks, 
in a container (which	 liquid tyre repair kit,
should be regarded 	 cleaning agents in cans,
as a separate article/	 engine oil in cans, spray 
complex object)	 can with aerosol paint
			  spray, desiccant bags

Substance/mixture	 Steel ingot, engine oil,
 		  adhesive, brake fluid

Candidate List
List of substances of very high concern for potential 
inclusion in REACH Annex XIV, which itself lists 
substances subject to authorisation (Art. 59 REACH). 
The establishment of the candidate list is subject to 
specific procedures described in Art. 59 REACH. 

Community
when used in the REACH text, means the European 
Union (EU), previously known as the European 
Community (EC), and refers to the Member States of 
the EU. In practice the EEA countries are also covered 
wherever the REACH Regulation or this Guideline refer to 
the “Community”.

CHAPTER 2: MAIN DEFINITIONS
2.1 Glossary of terms
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Competent authority
means “the authority or authorities or bodies estab-
lished by the Member States to carry out the obligations 
arising from this Regulation” (Art. 3.19 REACH).

Complex object
is not defined in the REACH Regulation, but is the term 
used by ECHA to refer to an assembly of two or more 
articles, whether joined mechanically or chemically, 
and is used in this Guideline in preference to the term 
“Complex Product”, which is the term used by the 
European Court of Justice (see “Article” above). The 
term “very complex object” is used in by ECHA, but this 
is not well defined and the requirements are identical 
to those for complex objects, so the term “very complex 
object” is not used further in this Guideline.

Consumer
means any natural person who is acting primarily 
for purposes which are not related to his or her trade, 
business or profession. 

Dangerous substance
is the term used for substances which meet the criteria 
as being dangerous according to Directive 67/548/EEC 
(on the classification, packaging and labelling of 
dangerous substances, so-called “DSD”). Annex I 
therein gives the list of dangerous substances classified 
according to the categories specified in Art. 2.2.a-h).  
In addition, vPvB & PBT.

Derived no-effect level (DNEL) 
is the level of exposure to a substance above which 
humans should not be exposed. According to Annex 1 
REACH manufacturers and importers of chemical 
substances are required to calculate DNELs as part 
of their Chemical Safety Assessment (CSA) for any 
chemicals used in quantities of 10 tonnes or more per 
year. The DNEL is to be published in the manufacturer’s 
Chemical Safety Report (CSR) and, for hazard 
communication, in an extended Safety Data Sheet  
(Ext-SDS).

Distributor
means “any natural or legal person established within 
the Community, including a retailer, who only stores 
and places on the market a substance, on its own or in a 
mixture, for third parties” (Art. 3.14 REACH).

Downstream user (DU)
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 mixture, in the course of his industrial or professional 
activities. A distributor or a consumer is not a 
downstream user. A re-importer exempted pursuant 
to Art. 2.7.c REACH shall be regarded as a downstream 
user” (Art. 3.13 REACH).

NOTE 
If you manufacture complex objects only by 
assembling other complex objects and/or articles 
(sub-components) without using substances or 
mixtures, you are not considered a downstream user 
(of substances) under REACH.

Picture 2.1.1 Downstream User Definition
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Environmental release categories (ERCs) 
represent certain activity categories linked to a set 
of conservative environmental parameters to be 
used in exposure prediction tools like ECETOC TRA. 
They represent “worst case” release conditions for 
each category for a first (Tier I) approach to exposure 
prediction, risk characterisation (e.g. by comparing to 
a substance’s PNECs) and calculation of the maximum 
tonnages that can be safely used.

European Economic Area (EEA)
Iceland, Liechtenstein and Norway entered into the 
Agreement with the EU on the European Economic 
Area (EEA) in 1992 which entered into force in 
1994. Therefore, the EEA is composed of Iceland, 
Liechtenstein, Norway and the EU Member States. 

Exporter
means any natural or legal person established outside 
the Community who is responsible for exporting goods 
into the EEA. Even if the term “exporter” is not used in 
the REACH legal text it is important in this Guideline 
(see also the definition for importer).

Exposure scenario (ES)
means “the set of conditions, including operational 
conditions and risk management measures that 
describe how the substance is manufactured or used 
during its life-cycle and how the manufacturer or 
importer controls, or recommends downstream users to 
control exposure to humans and the environment. These 
exposure scenarios may cover one specific process 
or use, or several processes or uses as appropriate”  
(Art. 3.37 REACH).

Extended safety data sheet (Ext-SDS)
The basic SDS comprises 16 sections (Annex II REACH). 
An extended safety data sheet is a basic SDS that has 
one or more exposure scenarios (ESs) added, either by 
integrating into the 16 sections as appropriate, or added 
as an annex to the basic SDS. Exposure scenario(s) 
for mixtures do not exist, because mixtures are not 
themselves subject to REACH registration and no 
chemical safety report is legally required for them. 
However, SDSs for mixtures may have attached “Safe 
Use Mixtures Information” (SUMI), in which the ES 
information of several ingredients is consolidated. In 
the following chapters, wherever Ext-SDSs or ESs are 
mentioned, they can also be understood to include 
SUMIs where applicable for mixtures.

Generic exposure scenario (GES)
This term is not defined in the legal REACH text. In 
the context of the current ECHA Guidance, a Generic 
Exposure Scenario means an exposure scenario 
covering the typical conditions of use for a substance 
in the corresponding sectors of industry5. A Generic 
Exposure Scenario may be defined as a single Exposure 
Scenario that describes the relevant Operational 
Conditions (OC) and Risk Management Measures 
(RMM) for the typical use conditions relevant to 
operations for a downstream user sector, in particular 
small and medium-sized enterprises. This means 
that the Generic Exposure Scenarios supporting the 
substance are oriented towards the areas of application 
of the substance. Thus downstream users only have 
to select the Generic Exposure Scenarios relevant to 
the sector for which it is intended and for which the 
use is supported (see ECHA Guidance on information 
requirements and chemical safety assessment).

Guidance document
(formerly named RIP – REACH Implementation Project) 
provides guidance on the REACH processes and 
methods, to be used by industry and authorities to 
facilitate the implementation of REACH by describing 
good practice on how to fulfil the obligations. These 
documents have been developed with the participation 
of stakeholders from industry, Member States and 
NGOs. Please note that the guidance documents are 
not legally binding. They can be found at https://echa.
europa.eu/guidance-documents

Hazardous substance
is the term used for a substance that meets the criteria 
as being hazardous according to Regulation (EC)  
No 1272/2008 (on classification, labelling and 
packaging of substances and mixtures, so-called 
“CLP”).  Annex I, parts 2 to 5, therein describe the 
criteria making a substance hazardous.

Identified use
means “a use of a substance on its own or in a 
mixture, 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”  
(Art. 3.26 REACH).

5 	 Beside Exposure Scenarios for substances, the ECHA guidance 
document also describes Exposure Scenarios for mixtures. 
However, according to the legal REACH text, there are no Exposure 
Scenarios for mixtures. The automotive industry therefore decided 
not to put “mixtures” into this definition. For further information 
and explanation please see Chapter 5.6.

https://echa.europa.eu/guidance-documents
https://echa.europa.eu/guidance-documents
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Exporters

Importers

Import
means “the physical introduction into the customs 
territory of the Community” (Art. 3.10 REACH).

Importer
means “any natural or legal person established within 
the Community who is responsible for import” (Art. 3.11 
REACH). The OR has the same status under REACH as 
an importer.

Intended to be released
means that the release of the substance is deliberately 
planned and has a specific function for the article which 
is not its main. If a release is incidental, this is not an 
intended release. In cases where an intended release 
of substances is the main function of an object, it is to 
be regarded as a container with substances/mixtures 
inside but not as an article with intended release of a 
substance/mixture.

A list of automotive industry specific examples of 
intended release is given in Chapter 5.8.

A release is not considered to be an intended release in 
the following cases: 
•	 	A size is added to a fabric to improve its process abil-

ity. Size is released during further wet processing of 
the textile. 

•	 	Release of substances from articles catching fire.
•	 	Ozone released from copy machines.
•	 	Release of particles or wear debris from tyres or rub-

ber belts, brake linings and discs, carbon brushes, etc. 

Intermediate
means “a substance that is manufactured for and 
consumed in or used for chemical processing in order 
to be transformed into another substance” (hereinafter 
referred to as “synthesis”): (Art. 3.15 REACH):

a)	non-isolated intermediate: means an intermediate 
that during synthesis is not intentionally removed 
(except for sampling) from the equipment in which 
the synthesis takes place. Such equipment includes 
the reaction vessel, its ancillary equipment, and 
any equipment through which the substance(s) 
pass(es) during a continuous flow or batch process 
as well as the pipe work for transfer from one vessel 
to another for the purpose of the next reaction step, 
but it excludes tanks or other vessels in which the 
substance(s) is/are stored after the manufacture;

b)	on-site isolated intermediate: means an intermedi-
ate not meeting the criteria of a non-isolated interme-
diate and where the manufacture of the intermediate 
and the synthesis of (an)other substance(s) from 
that intermediate take place on the same site, oper-
ated by one or more legal entities;

Picture 2.1.2 Importers Definition
Iceland, Liechtenstein and Norway (which are members of the European Economic Area but not European Union Member; Switzerland should be 
considered as an exporter) had implemented REACH so that substances supplied from these countries are not considered imports.

»
  C

H
AP

TE
R

 2
.1



AI
G

 O
N

 R
EA

CH
 4

.0
 

14

c) transported isolated intermediate: means an inter-
mediate not meeting the criteria of a non-isolated 
intermediate and transported between or supplied to 
other sites.

Latest application date
date by when the application for authorisation has to be 
sent to ECHA at the latest to ensure that the substance 
is allowed to be used if the sunset date passed and the 
decision on authorisation is still pending; usually 18 
months before the sunset date.

Legacy (spare) parts
means non-current vehicle components whose original 
supplier has ceased trading due to liquidation or 
bankruptcy and therefore no longer exists as a legal 
entity. In this instance there is no data available on the 
materials or specifications involved, and no entity to 
approach to obtain this information. Frequently, these 
parts have been subject to an all-time buy that was 
arranged before the supplier disappeared.

Legal entity
means any individual, partnership, proprietorship, 
corporation, association or other organisation that has, 
in the eyes of the law, the capacity to make a contract or 
an agreement and the abilities to assume an obligation 
and to pay off its debts. A legal entity under the law is 
responsible for its actions and can be sued for damages.

Manufacturer
means “any natural or legal person established within 
the Community who manufactures a substance within 
the Community” (Art. 3.9 REACH). 

Manufacturing
means “production or extraction of substances in the 
natural state” (Art. 3.8 REACH).

Mixture
means “a mixture or solution composed of two or more 
substances”. This term was changed from “preparation” 
(Art. 3.2 REACH) due to implementation of CLP 
Regulation into REACH (Art. 2.8 CLP, (EC) 1272/2008).
Example: Paint, lubricant, adhesive, windshield-washer 
fluid, engine oil, steel or brass alloy 
(Art. 3.41 REACH and ECHA Guidance on requirements 
for substances in articles)

Monomer
means “a substance which is capable of forming 
covalent bonds with a sequence of additional like or 
unlike molecules under the conditions of the relevant 
polymer-forming reaction used for the particular 
process” (Art. 3.6 REACH).

Nanomaterials
Although there is currently no definition of 
nanomaterials included in the present REACH 
Regulation (EC) 1907/2006, REACH applies to man-
made “manufactured nanomaterials”. Document CA-59-
2008 rev.1 of the Commission clearly stipulates: “There 
are no provisions in REACH referring specifically to 
nanomaterials. However, REACH deals with substances, 
in whatever size, shape or physical state. Substances 
at the nanoscale are therefore covered by REACH and 
its provisions apply. It thus follows that under REACH 
manufacturers, importers and DUs have to ensure that 
their nanomaterials do not adversely affect human 
health or the environment”. It is recommended to 
check the official EU Commission web site for further 
information at the following address: http://ec.europa.
eu/environment/chemicals/nanotech/index_en.htm. 

Non phase-in substance
means “a substance which does not meet the criteria 
of phase-in substance” (defined below); that is, a 
substance which was not manufactured, marketed, 
or placed on the market prior to the entry into force of 
REACH.

Notified substance
means “a substance for which a notification6 has been 
submitted and which could be placed on the market 
in accordance with Directive 67/548/EEC” (Art. 3.21 
REACH). Notified substances have an ELINCS number.

Only Representative (OR)
A natural or legal person established outside the 
Community who manufactures a substance on its 
own, in mixtures or in articles, formulates a mixture or 
produces an article that is imported into the Community 
may by mutual agreement appoint a natural or legal 
person established in the Community to fulfil, as his 
Only Representative, the obligations of importers  
(Art. 8.1 REACH). The Only Representative can represent 

6 	 Notification under former Directive 67/548/EEC (Directive on 
Classification, Labelling & Packaging of dangerous substances). 
There is no link to the REACH or CLP notification. 

http://ec.europa.eu/environment/chemicals/nanotech/index_en.htm
http://ec.europa.eu/environment/chemicals/nanotech/index_en.htm
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one or several manufacturers, formulators, or producers 
of articles outside the EEA and exporting to the EEA.

Per year
means per calendar year.

Persistent organic pollutant (POP) 
is a chemical substance that persists in the 
environment, bioaccumulates through the food chain 
and poses a risk of causing adverse effects to human 
health and the environment falling under the UNECE and 
Stockholm Convention on POPs. 
POP and PBT substances are carbon-based chemicals 
that resist degradation in the environment and 
accumulate in the tissues of living organisms, where 
they can produce undesirable effects on human health 
or the environment at certain exposure levels. POPs, 
specifically, are PBT substances likely to be transported 
and deposited long distances from their original source.

Whereas REACH deals with vPvB and PBT, officially 
recognised POPs are regulated in the EU by Regulation 
(EC) No 850/2004 of 29 April 2004 and its later 
amendments (such as Regulation (EU) No 757/2010 and 
(EU) No 756/2010 of 24 August 2010). Because REACH 
cannot weaken international conventions and other 
existing EU legislation, the POP Regulation generally 
takes precedence over REACH. REACH authorisation 
therefore cannot be granted for a substance that has 
been officially classified as a POP under Regulation (EC) 
No 850/2004 or one of its later amendments.
Reference is made to POPs in Art. 61.6 of REACH where 
it states “If a use of a substance is subsequently 
prohibited or otherwise restricted in Regulation (EC) No 
850/2004 of the European Parliament and of the Council 
of 29 April 2004 on persistent organic pollutants, the 
Commission shall withdraw the authorisation for that 
use”. If an exemption is granted under the Convention 
that will be included in Regulation 850/2004.
Similarly, once a substance is added to the EU POP 
Regulation, restrictions under REACH Annex XVII 
on that substance and all its granted exemptions 
will be superseded by the related obligations of the 
POP Regulation. This may result in more stringent 
obligations, for example through the loss of exemptions.

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 Com-

mercial Chemical Substances (EINECS).

b) It was manufactured in the Community or in the 
countries acceding to the EU on 1 January 1995 or 
on 1 May 2004, but not placed on the market by the 
manufacturer or importer, at least once in the 15 
years before the entry into force of this Regulation, 
provided the manufacturer or importer has documen-
tary evidence of this.

c) It was placed on the market in the Community, or in 
the countries acceding to the EU on 1 January 1995 
or on 1 May 2004, before entry into force of this Reg-
ulation by the manufacturer or importer and was con-
sidered as having been notified in accordance with 
the first indent of Art. 8.1 of Directive 67/548/EEC 
but does not meet the definition of a polymer as 
set out in this Regulation, provided the manufac-
turer or importer has documentary evidence of this  
(Art. 3.20 REACH).

NOTE
EINECS 
(European Inventory of Existing Commercial Chemi-
cal Substances) 
is a list of substances, excluding polymers, which 
had been commercially available in the EU from 01 
January 1971 to 18 September 1981. Their identifying 
number was called “EINECS number” and is now 
called “EC-number”. 
ELINCS 
(European List of Notified Chemical Substances) 
is a list of substances having become commercially 
available after 18 September 1981. They were 
already notified under Art. 8.1 of Directive 67/548/
EEC amended by Directive 79/831/EEC and their 
identifying number is called “ELINCS number”. Such 
substances have an official notification number 
(ELINCS) mainly starting with digit “4”. These ELINCS 
substances are considered registered under REACH.
Both lists are accessible via: https://echa.europa.eu/
information-on-chemicals/ec-inventory 

Placing on the market
means “supplying or making available, whether in 
return for payment or free of charge, to a third party. 
Import shall be deemed to be placing on the market” 
(Art. 3.12 REACH).
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Polymer
means “a substance consisting of molecules 
characterised by the sequence of one or more types 
of monomer units. Such molecules must be distributed 
over a range of molecular weights wherein differences 
in the molecular weight are primarily attributable to 
differences in the number of monomer units
A polymer comprises the following:
a)	a simple weight majority of molecules containing 

at least three monomer units which are covalently 
bound to at least one other monomer unit or other 
reactant; 

b)	less than a simple weight majority of molecules of 
the same molecular weight. In the context of this 
definition a “monomer unit” means the reacted form 
of a monomer substance in a polymer” (Art. 3.5. 
REACH).

	 Example: PP, PA6, PVC, POM, PTFE, EPDM, SBR, NBR, 
ECO, etc.

NOTE
So-called “no-longer polymers” (NLP) do also exist.
Polymers were not reportable in the past and therefore 
not included in EINECS. In the 7th amendment 
(92/32/EEC) to Directive 67/548/EEC the term 
polymer was further defined with the consequence 
that some substances ceased being considered as 
polymers (i.e. no-longer polymers). The NLP list had 
been created showing substances having been on 
the EU market between 18 September 1981 and 31 
October 1993 (fulfilling the requirement that they 
were considered to be polymers under the reporting 
rules for EINECS but are no longer considered to be 
polymers as from the 92/32/EEC). The no-longer 
polymer list contains only substances not included 
in EINECS. The list is not exhaustive. Please note in 
this connection that the notification to the NLP list 
was on a voluntary basis and since there were not 
many registrants making use of this there are many 
tensides (surfactants) that have neither an EC nor 
an NLP number. Therefore dummy EC numbers were 
allocated to them starting with “600”. https://echa.
europa.eu/information-on-chemicals/ec-inventory 

Predicted no effect concentration (PNEC)
means the concentration of a substance below which 
adverse effects in the environmental compartment of 
concern are not expected to occur.

Printed circuit board assembly (PCBA)
is a printed circuit board (PCB) populated with mounted 
and/or interconnected electronic components.  
(A PCB is a printed board used to mechanically support 
electronic components, and providing both electrical 
point to point connections and printed components 
in a predetermined arrangement, using conductive 
pathways, or traces, e.g. etched from copper sheets 
laminated onto a non-conductive substrate.)

Producer of an article
means “any natural or legal person who makes 
or assembles an article within the Community”  
(Art. 3.4 REACH).
Example: Vehicle manufacturer, parts manufacturer  
(e.g. engine, component, bolt).

Product and process orientated research 
and development (PPORD)
means “any scientific development related to product 
development or the further development of a substance, 
on its own, in mixtures or in articles in the course of 
which pilot plant or production trials are used to develop 
the production process and/or to test the fields of 
application of the substance” (Art. 3.22 REACH). 

Recipient of an article
means “an industrial or professional user, or a 
distributor, being supplied with an article but does not 
include consumers” (Art. 3.35 REACH).

NOTE
In the automotive industry, customers can be 
consumers or recipients of an article. The customer 
is considered a consumer if he or she buys a regular 
vehicle which will not be used for any professional 
business. On the other hand, the customer is 
regarded as a recipient of an article if he or she 
buys a commercial vehicle like a taxi or truck or 
buys regular vehicles for company fleet use. When 
spare parts are sold, customers can be also of both 
types, consumers or professional users. When selling 
spare parts for commercial vehicles the customer is 
generally regarded as recipient of an article and not 
a consumer.

Registrant
 means “the manufacturer or the importer of a substance 
or the producer or importer of an article submitting a 
registration for a substance” (Art. 3.7 REACH).

https://echa.europa.eu/information-on-chemicals/ec-inventory
https://echa.europa.eu/information-on-chemicals/ec-inventory
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Site
means “a single location, in which, if there is more 
than one manufacturer of (a) substance(s), certain 
infrastructure and facilities are shared” (Art. 3.16 
REACH).

Specific environmental release categories 
(SpERC)
are required for obtaining more realistic Tier 1 emission 
estimates for substance uses in the chemical industry 
and its downstream users than those provided by ERCs.

Substance
means “a chemical element and its compounds in 
the natural state or obtained by any manufacturing 
process, including any additive necessary to preserve 
its stability and any impurity deriving from the process 
used, but excluding any solvent which may be separated 
without affecting the stability of the substance or 
changing its composition” (Art. 3.1 REACH). Example: 
methane, hydrocarbons, sulphuric acid, ethanol, 
calcium carbonate, silicon dioxide, elemental metals 
such as copper and aluminium. (Detailed information 
on identification and naming of Substances in REACH 
can be found in the “Guidance for identification and 
naming of substances under REACH”).

Substances of very high concern (SVHC)
The following substances are considered of very high 
concern according to Art. 57 REACH:
a)	Substances meeting the criteria for classification as 

carcinogenic, mutagenic, or toxic for reproduction 
according to Directive 67/548/EEC (“CMR-substanc-
es”) category 1a or 1b.

b)	Substances which are persistent, bioaccumulative  
and toxic according to Annex XIII REACH(“PBT-sub-
stances”).

c)	Substances which are very persistent and very 
bioaccumulative according to Annex XIII REACH  
(“vPvB-substances”).

d)	Substances which have endocrine-disrupting, per-
sistent, bioaccumulative and toxic or very persistent 
and very bioaccumulative properties, which give rise 
to an equivalent level of concern to those of other 
substances listed in points (a-c) and which are iden-
tified on a case-by-case basis in accordance with the 
procedures set out in Art. 59 REACH.

Registrant’s own use
means “an industrial or professional use by the 
registrant” (Art. 3.25 REACH).

Re-import
means where a substance is first manufactured in 
the EEA, then exported (e.g. to be formulated into a 
mixture) and then brought back into the EEA again 
(e.g. to be marketed or for further processing). Such 
re-imports are exempted from registration under the 
following conditions: 
•	 the substance must have been registered before it 

was exported from the EEA 
•	 the substance already registered and exported must 

be the same, i.e. must have the same chemical identi-
ty and properties as the substance being re-imported 
on its own or in mixture (the re-importer has to be 
able to prove that the substance is still the same) 

•	 re-importer must have been provided with informa-
tion on the exported substance (Art. 2.7.c REACH, 
Guidance on Registration, item 1.6.4.6)

Repair as produced
means ACEA, JAMA, KAMA, CLEPA position in the context 
of REACH regulation for authorisation procedure on the 
basis of the “repair as produced” principle as exempted 
under End-of-Life Vehicle Directive 2000/53/EC (i.e. 
all new material restrictions in the ELV Directive have 
a “repair as produced” exemption for spare parts that 
were not originally designed to be compliant with the 
new material restrictions). Substances for spare parts 
that are manufactured after the sunset date, and which 
are used for vehicles that ceased production before the 
sunset date, should be exempted from the provisions of 
Art. 56 REACH.

Safety data sheet (SDS)
means the document defined in Annex II REACH, which 
is intended under REACH and other European legislation 
to be the primary means of transmitting data about 
chemical hazards along the supply chain.

Scientific research and development
means “any scientific experimentation, analysis 
or chemical research carried out under controlled 
conditions in a volume less than 1 tonne per year”  
(Art. 3.23 REACH).
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Sunset date
means the date(s) from which the placing on the EEA 
market and the use of the substance is no longer 
allowed unless an authorisation has been granted for 
the specific use. The substance-specific sunset date is 
specified in Annex XIV REACH.

Supplier of a substance or a mixture
means “any manufacturer, importer, downstream user 
or distributor placing on the market a substance, on its 
own or in a mixture, or a mixture” (Art. 3.32 REACH).

Supplier of an article
means “any producer or importer of an article, 
distributor or other actor in the supply chain placing an 
article on the market” (Art. 3.33 REACH).

Use
means “any processing, formulation, consumption, 
storage, keeping, treatment, filling into containers, 
transfer from one container to another, mixing, 
production of an article or any other utilisation”  
(Art. 3.24 REACH).

Use and exposure category
means “an exposure scenario covering a wide range 
of processes or uses, where the processes or uses are 
communicated, as a minimum, in terms of the brief 
general description of use” (Art. 3.38 REACH).
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ACEA
European Automobile Manufacturers Association

AfA
Application for Authorisation

AI
Automotive Industry

AIAG
Automotive Industry Action Group

AIG
Automotive Industry Guideline on REACH

CAS
Chemical Abstracts Service. The CAS number is a 
means to identify the substance.

CEFIC
European Chemical Industry Council  
(Conseil Européen de l’Industrie Chimique)

CLEPA
European Association of Automotive Suppliers

CLP
Regulation (EC) No 1272/2008 on classification, 
labelling and packaging of substances and mixtures

CL Substance (or CLS)
Substance added to the Candidate List for 
Authorisation or Annex XIV REACH

CMR
Carcinogenic, Mutagenic, Toxic for Reproduction

CSR
Chemical Safety Report

DNEL
Derived No Effect Level

DU
Downstream User

ECHA
European Chemicals Agency

ECJ
European Court of Justice

EDAS
Electronic data exchange of safety data sheets 
(superseded by SDSComXML)

EEA
European Economic Area

EINECS
European Inventory of Existing Commercial Chemical 
Substances 

ELINCS
European List of Notified Chemical Substances 

ELV
End-of-Life Vehicle Directive (2000/53/EC)

ERC
Environmental Release Categories

ES
Exposure Scenario

Ext-SDS
Extended Safety Data Sheet (see also SDS)

GADSL
Global Automotive Declarable Substance List. See 
http://www.gadsl.org

GHS
Globally Harmonised System for classification and 
labelling of chemicals https://ec.europa.eu/growth/
sectors/chemicals/classification-labelling_en 

IMDS
International Material Data System. 
See http://www.mdsystem.com

IUCLID
International Uniform Chemical Information Database

JAMA
Japan Automobile Manufacturers Association, Inc. 

KAMA
Korea Automobile Manufacturers Association

MACSI
Material Composition Information System 
(PSA system for material declaration)

2.2 Acronyms & Initialisms

http://www.gadsl.org
https://ec.europa.eu/growth/sectors/chemicals/classification-labelling_en
https://ec.europa.eu/growth/sectors/chemicals/classification-labelling_en
http://www.mdsystem.com
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NGO
Non-Governmental Organisation

O5A
Once An Article, Always An Article 
(see also Chapter 2.1. “Article”)

OC
Operational Conditions

OEM
Original Equipment Manufacturer 
(here in most cases the vehicle manufacturer)

OR
Only Representative

OSOR
One Substance, One Registration

PBT
Persistent, Bio-accumulative and Toxic 

PCBA
Printed Circuit Board Assembly

PNEC
Predicted No Effect Concentration

PPORD
Product and Process Oriented Research and 
Development

REACH
Registration, Evaluation, Authorisation 
(and Restriction) of Chemicals 

RMM
Risk Management Measures

RMO
Risk Management Option

RMOA
Risk Management Option Analysis

RRR
Directive on the type-approval of motor vehicles 
with regard to their reusability, recyclability and 
recoverability (2005/64/EC)

SDS
Safety Data Sheet (see also Ext-SDS)

SDSComXML
It is an interface for structured data exchange on XML 
format basis. 

SIEF
Substance Information Exchange Forum

SMMT
Society of Motor Manufacturers and Traders, UK

SpERC
Specific Environmental Release Categories

SUMI
Safe Use Mixtures Information

SVHC
Substance of Very High Concern 

TPA
Tonnes per annum

VDA
German Automotive Industry Association

vPvB
very Persistent and very Bioaccumulative
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2011 By 1 June 2011
»» Notification of substances in articles (Art. 7.2 REACH) which were included  
into the CL before 1st December 2010.

»» ECHA will accept notification before the 1st of June 2011.
»» Warning: Information requirements to downstream users (Art. 33 REACH)  
apply as of inclusion on the CL

As of 1 June 2011 
»» Notification of substances in articles 6 months after they have been included  
in the CL (Art. 7.8 REACH).

2012 By 31 May 2012
»» 	DU to make their use(s) known (in writing) to the substance supplier in order  
to make it an identified use (Art. 37.3 REACH)

As of 1 December 2012 
»» The use of the new CLP safety data sheet format is obligatory for substances.

2013 By 31 May 2013 
»» Registration of substances on their own, in mixtures or intended to be released from  
articles in quantities of 100-1000 tpa per manufacturer/importer (Art. 23.2 REACH).

»» 	Safety data sheets for registered substances must be extended with exposure scenari-
os for all identified uses (Art. 14 REACH).

2015 As of 1 June 2015
»» 	New CLP labelling and safety data sheet format is obligatory for mixtures. 
»» 	Directives 67/548/EWG and 1999/45/EG are withdrawn.

2017 By 31 May 2017
»» DU to make their uses known in writing to the substance supplier in order to make them  
identified uses (Art. 37.3 REACH)

As of 1 June 2017
»» 	End of transition period for mixtures in warehouses with pre-CLP labelling.

2018 By 31 May 2018
»» 	Registration of substances on their own, in mixtures or intended to be released from  
articles in quantities of 1-100 tpa per manufacturer/importer (Art. 23.3 REACH).

»» 	Safety data sheets for registered substances must be extended with exposure scenari-
os for all identified uses (Art. 14 REACH). 

CHAPTER 3: 
IMPORTANT DATES AND DEADLINES TO REMEMBER
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25CHAPTER 4: 
REACH COMPLIANCE - A STEP-BY-STEP PROCESS 

The following flowcharts have been constructed to help companies determine what their obligations are under REACH. 
Flowcharts 1 to 9 should be viewed as complimenting each other. Where such guidelines exist, references to them have 
been integrated in the flowcharts and the AIG 5-step REACH compliance schedule (Chapter 6).

For the following REACH tasks, a flowchart has been developed. To directly jump into a specific subject, you can click on 
one of them in the list below:

4.0	 REACH Flowchart 0 	 Flowchart navigator

4.1	 REACH Flowchart 1	 Registration of substances /substances in mixtures used in industrial 
		  (including engineering) processes

4.2	 REACH Flowchart 2 	 REACH authorisation procedures

4.3	 REACH Flowchart 3	 Registration of substances intended to be released from articles

4.4	 REACH Flowchart 4	 REACH notification of substances in articles

4.5	 REACH Flowchart 5	 Use of an Only Representative (OR)

4.6	 REACH Flowchart 6	 Obligations for importers

4.7	 REACH Flowchart 7	 REACH restriction 

4.8	 REACH Flowchart 8	 REACH Art. 33 communication

4.9	 REACH Flowchart 9	 SDS obligations for DUs
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26 4.0 Flowchart navigator

Substances & Mixtures

Articles

Flowchart 2

Make a substance and product inventory
Chapter 5.3

Do you import substances 
on their own, in mixtures or in articles 

from outside EEA?

Do you 
produce articles in or 

import articles into the EEA that 
intentionally release substances under 

normal and foreseeable 
conditions of 

use?

None of your suppliers need to 
establish an OR in EEA

Currently no registration  
obligations

Currently no notification or 
communication obligations

No registration obligations

Currently no authorisation  
obligations

Are you affected by 
Annex XVII of REACH (Restriction)?

Do you use, 
manufacture or import 

substances / mixtures?

YES NO

YES NO

YES NO

YES NO

YES NO

YES NO

Flowchart 1

Flowcharts 4, 8

Flowchart 3

Flowcharts 5, 6

Are there 
CL Substances in the articles 

you produce or import into 
the EEA? (Art. 57)

Do you use, 
manufacture or import 

substances on their own / in mixtures listed  
on REACH Annex XIV? 

Flowchart 7 Currently you are not affected 
by an immediate restriction 

ªªChapter 5.12

ªªChapter 5.4

ªªChapter 5.5, 5.6

ªªChapter 5.11

ªªChapter 5.9, 5.10

ªªChapter 5.8

ªªChapter 5.15

You may have other obligations,  
for which the AIG does not  

provide a Flowchart. 

Flowchart 0 
Flowchart Navigator
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alternative

4.1 Registration of substances /substances in mixtures used in
industrial (including engineering) processes

Are the substances /
substances in mixtures exempted 

from registration?
ªªChapter 5.2

Will the supplier cover 
your use in his registration dossier? (Art. 37) 

ªªChapter 5.5, 5.6, 5.9

No registration obligations
Do you import 

substances at >1 tpa?

YES NO

NO YES

YES NO

YES NO

YES NO

YES NO

Is there an alternative 
supplier who will register?

Will your substance 
supplier make sure that the substances/

substances in mixtures will be  
registered? (Art. 28)

Is there an 
alternative supplier who will cover 

your use?

YES NO

Register the substance(s)
as required (Art. 6)

Do you import 
substances on their own or in 
mixtures from outside EEA?

ªªChapter 5.3, 5.4

Carry out your own Chemical  
Safety Report if necessary
(CSR: Art. 37.4, Annex XII)

Check for exemptions!

Report to ECHA (Art. 38)

ªªChapter 5.6
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Refer to Chapter 5.6 and 
Annex K “SDS-Obligations”

No direct registration duties. Follow up 
registration tasks of your supplier

Identify, apply and, where applicable, 
implement and recommend  
Risk Management Measures 

(RMMs: Art. 37.5)

Check 
Flowchart 

5

Flowchart 1
Registration of imported substances used in 

industrial or professional processes



AI
G

 O
N

 R
EA

CH
 4

.0
 

28

Do you 
produce articles in EEA, 

or use, produce or import substances 
or mixtures that contain CL 

substances? 

Monitor the Registry of Intentions on 
ECHA website (Art. 58.3) for possible 

inclusion of substance in the CL

NOYES

4.2 REACH authorisation procedures

YES NO

YESNO

YESNO

Are the substances 
listed in Annex XIV?

Is your use confidential?

Monitor the process prior to inclusion 
of substance in Annex XIV

Do you import 
articles that contain substances 

included in the CL for authorisation?  
(Arts. 57 and 59)

YES NO

YES NO

Has the 
sunset date been reached?

(Art. 58.1)

Are the 
substances, uses or categories 

of uses exempt from authorisation? 
(Arts. 2, 56.3 - 56.6, 

Art. 58.2)

Will your 
supplier apply for the authorisation 

of your use?

Apply for authorisation for  
your own use or substitute 

 the substance

Will an alternative
supplier apply for the authorisation 

of your use?

As DU, do you use 
the substance following the 

conditions of authorisation granted to an 
actor upstream in your supply 

chain?

Use the substance following conditions 
of authorisation granted to actor 

upstream your supply chain

No authorisation is required for imported 
articles. 

However you have to fulfill the REACH 
notification & communication obligations 

(Arts. 7.2 and 33 REACH).

NOYES

No authorisation required

You can no longer use  
the substance unless either: 

yy Decision is still pending and 
authorisation request has 
been made 18 months before  
sunset date, or: 

yy Authorisation of use has  
been granted

YES NO

NOYESyy Make sure your use will be  
included in the application for authori-
sation (Art. 37(2))
yy Notify the ECHA within 3 months  
of first supply (Art. 66.1)

ªªChapter 5.11

ªªChapter 5.3, 5.9, 5.10

Flowchart 2
REACH Authorisation procedure

Check 
Flowcharts 

4, 8



294.3 Registration of substances intended to be released 
from articles

YES NO

YES NO

Are the substances 
in articles subject to registration 

obligation?

No registration required

Is the total 
volume of the substance per 
producer / importer over 1 tpa 

(Art. 7.1(a))?

YES NO

Has the substance in 
the article been registered for that use 

(Art. 7.6)?

Ask  the supplier of  the substance  
to register (Art. 7.1), according to the 

transition periods (Art. 23)

Do you 
produce articles in or 

import articles into the EEA that 
intentionally release substances under 

normal or reasonably foreseeable 
conditions of 

use?

YES NO

No registration required

ªªChapter 5.3

ªªChapter 5.2

ªªChapter 5.5, 5.9

ªªChapter 5.8
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Check 
Flowcharts 

5, 6

Check 
Flowchart  

1

Flowchart 3
Obligations for substances intended 

to be released from articles
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30 4.4 REACH notification of substances in articles 

YES NODo you 
produce articles in  

the EEA or import them from outside 
the EEA containing CL substances? 

(Art. 57)

No notification is required. 
Monitor the CL and the Registry 

of Intentions (ROI)
(Art. 58.3)

Did you produce or receive 
the article before the substance 

was added to the CL?

YES NO

Does the 
Fact Sheet including the

TF recommendation reflect the outcome  
of your internal inventory results for 

the use of the CL substances
 in your articles? 

Check the relevant TF-REACH SVHC Fact Sheet(s) of the 
CL substance(s) in question under www.acea.be/reach if 
the CL substances are potentially used in the Automotive 

Industry and if the use(s) of the CL substances in your 
articles are registered.

YES NO
Inform the TF immediately under 
reach@acea.be for any needed 
modification of the Fact Sheet

ªªChapter 5.3ªªChapter 5.9, 5.10, 5.11

ªªChapter 5.3

Working assumptions: see AIG Chapeter 5.9 “Notification of CL Substances in Articles”

YES NO

No notification is required
Is the use of the 

CL substance in your manufactured or  
imported articles registered?

Notify the presence of the substance  
in an article not later than 6 months  

after the SVHC was placed on CL

No notification is required but supply 
instructions to recipient of the article 

 to avoid exposure(Art. 7.3) 

NO
Is the total tonnage 

of the CL substance >0.1% w/w in all articles 
produced or imported in EEA 

above 1 tpa?

Can risk of 
exposure to human and 

to environment during normal and 
foreseeable conditions of use including disposal 

be excluded 
(Art. 7.3)?

No notification is required 
(articles with CL substances 
< 0.1% w/w are not counted 
in the tonnage calculation)

YES NO

ªªChapter 5.5, 5.9

No notification is required

Articles that were produced before the 
substance was placed on the CL are not 

subject to notification

Does the article contain 
CL substances in concentration 

of above 0.1% w/w 
(Art. 7.2)?

YES NO

YES

Flowchart 4
Notification of substances in articles 

Check 
Flowchart 

8



314.5 Use of the Only Representative

YES NO

YES NO

Are the 
substances/substances in mixtures 

exempted from registration 
or <1 tpa?

Does your non-
EEA supplier have an OR (Art. 8) 

in the EEA?

YES NO

Has the non-
EEA supplier established an OR after  

your request?

Is there an alternative 
supplier in the EEA or outside the 

EEA having already  
established an OR?

YES NO

Priority 3 7

Register as an importer by 
yourself or ask a service provider  

to act on your behalf 

Do you import 
substances on their own, 

in mixtures or in articles from 
outside EEA?

YES NO

No registration obligations

Make sure that your use will be  
covered  in the registration & 

apply the RMMs communicated
 in the SDS

All related costs  
are your responsibility.  

Data collection and testing will 
 require great effort, time  

and resources

The OR will act as importer  
under REACH (“supplier”) and has 
 to register the substance (Art. 6) 

 
You are a DU

ªªChapter 5.3

ªªChapter 5.2

ªªChapter        5.5, 5.6

7	 The order especially of Priority 2 & 3 is not fixed but depends on the company-specific policies and strategies. 

Priority 2 7

Change your supplier or substitute 
 the substances / mixtures

Priority 1
Ask non-EEA supplier to 

establish an OR in Europe

ªªChapter 5.4
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Check 
Flowcharts  

1, 2, 3

Flowchart 5
Use of an Only Representative (OR)

Check 
Flowchart 6
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32 4.6 Obligations for importers

Check 
Flowcharts 

4, 8

Does the article 
contain substances listed on 

Annex XVII?

YES NO

No obligations on
imported articles 

YES NO

YES NO
Does the 

article intentionally release 
substances > 1 tpa?

Does the article
 contain CL substances in 

concentration of above 
0.1% w/w?

Are you 
an importer of articles ?

YES NO
Are you 

an importer of substances 
and/or mixtures?

YES NO

Restriction may apply – 
The product must no longer contain the 

hazardous substance after the date 
stipulated in Annex XVII

Check 
Flowchart 

3

You are not an importer 
but you might have DU obligations

Check 
Flowcharts  

1, 2, 5

yy Make sure that the substances intend-
ed to be released from  
the article will be registered. 
yy Check your CLP obligations

yy Notify ECHA about CL substances 
(Art. 7.2)
yy Communicate CL substances  
to next recipient of the article  
(Art. 33)

Check 
Flowchart

7

ªªChapter 5.3

ªªChapter 5.4

ªªChapter 5.7, 5.8

ªªChapter 5.9, 5.10, 5.11

ªªChapter 5.12

ªªChapter 5.5 & 5.6

Flowchart 6
Obligation for Importers
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YES NO

No restriction applies

Restriction applies:
The substance must no longer be used, 
or the mixture or article must no longer 

contain the substance as detailed in 
the conditions of the restriction

in Annex XVII

4.7 REACH restriction

Do the articles, 
substances or mixtures you use, 

produce or import into the EEA contain  
substances which are listed 

in Annex XVII?

Do the 
conditions of restriction 

as in Annex XVII apply to your substance use, 
or to the substance, mixture or article that

 you place on the market?

YES NO

No restriction applies:

yy Monitor the ROI list on the ECHA 
website to check if there is an  
Annex XV dossier on restriction 

yy Monitor particularly the case of sub-
stance submitted to the application  
of Art. 68.2 REACH

ªªChapter 5.3

ªªChapter 5.12
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Flowchart 7
REACH Restriction procedure
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34 4.8 REACH Art. 33 communication

Does the original supplier 
still exist?

Is information
complete / plausible?

Make assumption about
 the content of the CL 

substance in your article 
and document your actions

Assumption: CL substance
< 0.1% w/w?

YES NO

YES NO

YES NO

YES NO

YES NODo you want
 to request your original  supplier again 

instead of consulting alternative
sources?

Is information
complete / plausible?

Does article contain
CL Substance > 0.1% w/w ? 

YES NO

No Art. 33  
communication obligations

Did (private) consumer ask for  
Art. 33 information?

Provide information within 
45 days after written request

Contact supplier and ask
 for relevant information

Consult alternative information sources 
(e.g. other suppliers or  

their associations) 

YES NO

YES NO

No Art. 33  
communication obligations

Verify recieved information

A

Go 
back 
to A

Perform your own data evaluation:
Risk based survey analysis based on  

in-house expert knowledge
Comparison with similar product groups 

(data bases)
Chemical analysis

and document your actions

Transmit to professional recipient of the 
article and archive communication

Check 
Flowchart

 4

zz Information on CL substance > 0.1 % w/w should be delivered automatically by your supplier (e.g. IMDS Material Data Sheet)
zz For in-house manufactured parts the same information has to be available

ªªChapter 5.10

ªªChapter 5.3, Annex D

ªªAnnex D, Q11, Q 16

8

Is all relevant 
Information on CL substances in  

your articles on stock and in  
production available? 8

Flowchart 8
REACH Art 33 Communication Process

ªªChapter 5.10, 5.11
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Make sure that in the long term your 
supplier provides the SDS/Ext-SDS in 
an electronic format using standard 
phrases(e.q. SDSComXML, EuPhraC)

Your supplier is not fulfilling his legal 
obligations. You have to contact him and 

request an SDS immediately

4.9 SDS obligations for DUs 

YES NO

YES NO

Do these substances/mixtures 
require an SDS according to 

Art. 31 REACH?

No SDS obligations

YES NO

Did your supplier 
provide you an SDS/Ext-SDS in your national 

language?

Is your 
use /use category covered by the

SDS/Ext-SDS? 

YES NO

Do you handle 
substances and / or mixtures in 

your business?

YES NO

yy Check incoming information (SDS/Ext-SDS) for errors and short-
comings (see Annex Q to this Guidance)
yy Inform supplier about critical plausibility check results 
yy Make a risk assessment for the workplace (98/24/EC), implement 
the resultant controls (for carcinogens and mutagens, see also 
2004/37/EC), document it and communicate it to workers.
yy Comply with any RMMs mentioned
yy Make SDS available for workers (Art. 35 REACH and Art. 8, 98/24) 
yy Inform supplier about new findings concerning hazardous proper-
ties and/or insufficient RMMs 

ªªChapter 5.3

ªªChapter 5.6

9	 Please note that exposure scenarios only exist for substances, not for mixtures, but you may receive a Safe-Use Mixtures Information (SUMI) for 
the mixture or scenarios for the individual ingredients of the mixture

You don´t have legal SDS obligations. 
However it is recommended to collect  

SDS-like information.  
Check if information according to  

Art. 32 are required 

Your supplier has to provide you 
an extended SDS including Exposure 

Scenarios9

Your supplier has to provide 
you a basic SDS

Is the amount of 
substances / substances in

mixtures > 10 tpa?

ªªChapter 5.5, 5.6

Start communicating as early as 
possible with your suppliers to make 

sure that your uses are covered

ªªChapter 5.6.2
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Flowchart 9
SDS Obligations for DUs
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37CHAPTER 5: AUTOMOTIVE SECTOR ADVICE
5.1 Roles in the supply chain 

REACH distinguishes the following actors in the supply chain and defines them as follows: 

•	 	Downstream user
•	 	Exporter
•	 	Manufacturer
•	 	Importer

For further explanation, please check Chapter 2.1 “Main definitions”. 

NOTE
Automotive industry companies have several roles under REACH and have specific obligations, depending on 
whether they:

Formulate (manufacture) 
mixtures

Use substances /mixtures 
supplied by an EEA supplier

Import substances /mixtures 
from outside the EEA

Produce articles

Import articles 
from outside the EEA

In this case companies bear the obligations of a 
manufacturer (e.g. pre-registration/registration 
needs to be done by this company)

In this case companies bear the obligations of DUs

In this case companies bear the obligations of DUs

In this case, companies bear the obligations of 
importers, if there is no EEA “OR” of the non-EEA 
chemicals supplier appointed

In this case, companies bear the obligations of  
article producers

In this case, and if an intended release occurs 
companies bear the obligations of substance 
importers, if there is no EEA “OR” of the non-EEA 
supplier appointed. 
 
If no intentional release, importers still bear the 
obligations of DUs

Partly covered by  
Chapter 5.4 / Flowchart 1

See Chapter 5.5

See Chapter 5.5

See Chapter 5.4

See Chapters 5.7, 5.8, 5.9

See Chapters  
5.8, 5.9, 5.10

Manufacture substances

Table 5.1.1 Roles under REACH

It is important to note for downstream users that 
substances that may result from a chemical reaction 
acting upon the end use of other substances, 
mixtures or articles and which are not themselves 
manufactured, imported or placed on the market, are 
exempt from registration (Annex V no 4 REACH). Further 
exemptions from registration of substances resulting 
from a chemical reaction that may be of relevance to 
downstream users are listed in Annex V REACH.

In cases where the article producer/importer 
subcontracts a certain treatment of the article to a 
second company (e.g. for surface treatment), the 
registration/notification obligations of the substance 
in the article remain with the initial article producer/
importer in the absence of transfer of ownership. REACH 
compliance for the treatment activities, however, has to 
be ensured by the subcontractor. 
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•	 	Producer of articles
•	 	Recipient of articles
•	 	Supplier of articles
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38 5.2 REACH scope and exemptions

The REACH Regulation lays down provisions on 
substances and mixtures within the meaning of Art. 
3 REACH. These provisions apply to the manufacture, 
placing on the market or use of such substances on 
their own, in mixtures or in articles and to the placing 
on the market of mixtures.

Scope

However, REACH does not apply to: 
•	 	Radioactive substances Directive 96/29/Euratom
•	 	Substances on their own, in mixtures or in articles 

subject to customs supervision and which are in tem-
porary storage for re-exportation or in transit. 

•	 	Non-isolated intermediates.
•	 	The carriage of dangerous substances and dangerous 

substances in dangerous mixtures by rail, road, in-
land waterway, sea or air. 

•	 	Certain substances on their own, in mixtures or in ar-
ticles exempted by Member States in the interests of 
defence.

•	 	Waste, as defined in Directive 2008/12/EC, since 
this is not a substance, mixture or article within the 
meaning of Art. 3 REACH. 

Exemptions

REACH applies without prejudice to: 
•	 	Community workplace legislation including  

Directives 89/391/EEC, 98/24/EC and 2004/37/EC.
•	 	Community environment legislation including  

Directives 96/61/EC and 2000/60/EC.

There are a number of exemptions from certain Titles 
of REACH, generally defined according to the following 
criteria: 

Tonnage: 
Substances on their own, in mixtures or in articles 
(where there is an intended release under normal or 
reasonably foreseeable conditions of use) manufactured 
or imported below 1 tonne per manufacturer/importer 
per year are exempted from registration (Title II REACH). 

N.B. The tonnage limit does not apply to authorisation, 
restriction, classification and labelling or safety data 
sheet requirements. 

Nature of substance: 
Registration (Title II REACH), downstream users’ 
obligations (Title V REACH) and evaluation (Title VI 
REACH) do not apply to:
•	 	Substances listed in Annex IV and Annex V of REACH 

as amended by Regulation (EC) No 987/2008 Annex I 
and II.

•	 	Re-imported substances on their own or in mixtures, 
already registered.

•	 	Substances, on their own, in mixtures or in articles, 
already registered and resulting from a waste recov-
ery process (consult the “Guidance on waste and re-
covered substances” published by ECHA). 

The following substances are regarded as being 
registered:
•	 	Active substances and co-formulants for use in 

plant protection products only Directive 91/414/EEC, 
Regulation (EEC) No 3600/92, Regulation (EC) No 
703/2001, Regulation (EC) No 1490/2002, Decision 
2003/565/EC and biocidal products only Directive 
98/8/EC and Regulation (EC) No 2032/2003. 

•	 	Substances already notified Directive 67/548/EEC 
listed in the European List of Notified Chemical Sub-
stances (ELINCS). 

Product and process oriented research and develop-
ment (PPORD): 
Substances manufactured or imported for the 
purposes of product and process oriented research and 
development (PPORD) by a manufacturer or importer or 
producer of articles are exempted from Art. 5, 6, 7, 17, 
18 and 21 of Title II REACH (registration) for a period of 
five years. ECHA may prolong the five years to ten years 
for certain substances and uses. The manufacturer, 
importer or producer of articles must in this case notify 
certain information to ECHA (Art. 9 REACH). 

On-site isolated intermediates and transported isolated 
intermediates: 
On-site isolated intermediates and transported isolated 
intermediates are exempted from Chapter 1 of Title II 
REACH (registration) with the exception of Art. 8 and 9 
REACH. They are also exempted from authorisation (Art. 
2.8 REACH). However, specific registration obligations 
and information requirements for certain types of 
isolated intermediates are described in Chapter 3 of 
Title II REACH. 

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A31991L0414
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:31992R3600
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32001R0703
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32001R0703
https://publications.europa.eu/en/publication-detail/-/publication/1e323169-a24d-4934-a16a-cfcad2871050
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32003D0565
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32003D0565
http://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A31998L0008
http://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A31998L0008
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32003R2032R(01)
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A31967L0548
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Polymers: 
Polymers are exempted from registration and 
evaluation but may still be subject to authorisation and 
restrictions.
However, manufacturers or importers of a polymer 
must submit a registration to ECHA for the monomer 
substances or any other substances that have not 
already been registered by an actor up the supply chain 
under certain conditions (Art. 6.3 REACH).

E.g. Vinyl chloride monomer (VCM) must be registered 
for producing PVC. The polymer PVC is exempted from 
registration but may be restricted for specific uses 
depending on the residual monomer content.

For exemptions from authorisation, please refer to 
Chapter 5.11.

For more details, please refer to:
Art. 1, 2, 6, 9, 138.4, 138.6 REACH
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40 5.3 Substance Inventory 

A key step for downstream users to comply with the 
REACH and CLP Regulation is to have a full understanding 
of what substances/mixtures the company uses or 
imports either on their own or in articles. Establishing 
a substance inventory will allow the company to 
determine: 

•	 	Which substances/mixtures the company purchas-
es from a European supplier and for what purpose 
they are used?

	 You may contact the chemicals supplier to ensure 
that the substance/mixture will continue to be sup-
plied and that the company’s use will be covered 
in the substance registration dossier, in the Chem-
ical Safety Report and in an exposure scenario  
(see Chapter 5.6).

	 An efficient way to collect data is to request suppliers 
to deliver SDSs/Ext-SDSs (or SDS-like documents) for 
all substances and mixtures, regardless of whether 
they are hazardous or not.

•	 	Which substances/mixtures the company imports 
from outside Europe?

	 Unless an “OR” of a non-Community manufacturer, 
who will take over the obligations as an importer, 
has been appointed, you will have to comply with 
REACH obligations as an importer. This may result 
in the obligation to go through registration of those 
substances/substances in mixtures. These cases 
may not be obvious: for example, if you import a lu-
bricant from a non-EEA supplier in order to supply it 
to your customer (either with equipment or as part 
of a service contract), you may be obliged to gener-
ate the data package for registration in order to be al-
lowed to continue to supply that substance/mixture  
(see Chapter 5.4).

•	 	For which substances/mixtures the company  
purchases, are SDSs/Ext-SDSs are available/not 
available?  

	 For hazardous substances/mixtures that fulfil 
certain criteria, the supplier has to provide SDSs/
Ext-SDSs. If you have received such SDSs/Ext-
SDSs, you may have to fulfil several obligations to 
be REACH compliant. This may have an impact on 
both your production process and your products.  
(see Chapter 5.6)

•	 	Which substances are intended to be released from 
an article that the company produces in the EEA? 

	 If you produce articles in the EEA, intentionally releas-
ing substances, without this substance having been 
pre-registered/registered by an actor up the supply 
chain, you will be obliged to register the substances 
released under certain conditions (see Chapter 5.8). 

•	 	Which substances are intended to be released from 
an article that the company imports? 

	 If no OR of a non-Community manufacturer has been 
appointed, you are obliged to do late pre-registration 
or registration of the substances intentionally re-
leased from the article that you import.

•	 	Which imported substances/mixtures are dangerous 
according to 

•• 	Art. 57 REACH (SVHCs)
•• 	Art. 67 REACH (Restriction)
•• 	CLP Regulation
•• 	Regulation (EC) No 552/2009 amending REACH in 

regard to Annex XVII? 
	 Identify substances in the substance inventory which 

are classified as hazardous under CLP and which are 
present in a mixture above the concentration limits 
specified in Annex I of CLP or as specified in Annex 
XVII of REACH.

•	 	Which articles contain dangerous substances?
	 You need to know this information to be able to ful-

fil your REACH obligations on Notification (Art. 7.2 
REACH: See Chapter 5.9), Communication (Art. 33 
REACH: See Chapter 5.10), Authorisation (Art. 56 
REACH, Annex XIV: See Chapter 5.11) and Restriction 
(Art. 67 REACH, Annex XVII: See Chapter 5.12).

•	Depending on your role under REACH, you need to 
collect the following key information in order to de-
termine your REACH obligations (if any):

•• 	Substance/mixture name (supplier’s proprietary 
name, if any) 

•• 	Chemical name
•• 	CAS number (if any) 
•• 	EC number (if any)
•• 	REACH registration number if available (starting 

with “01” for registered substances or “05” for 
pre-registered substances) 

•• 	INDEX number or CLP Reference number for dan-
gerous substances (also < 1 tpa) according to  
Art. 18 CLP (product identifier)
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•• 	Amount of substances imported into or used in the 
EEA per year (kg)  

•• 	Supplier name and address (responsible individual 
for each supplier)

•• 	Is it imported by you? 
•• 	Is the substance identified as of very high con-

cern? If yes, is it already on the CL or does it al-
ready have an authorisation number? 

•• 	Is the substance critical for your business?

•	Possible further information you may add to your 
substance inventory is: 

•• 	Have you contacted the supplier about registration 
for your use? 

•• 	Is there a confidentiality issue regarding specific 
uses? 

•• 	Is the substance already pre-registered/regis-
tered? 

•• 	Will the substance/mixture continue to be avail-

able for purchase? 
•• 	Is the substance on the CL, on Annex XIV (Authori-

sation List) or on Annex XVII (Restriction List)?
•• 	Can the substance be substituted (if it is likely to 

be withdrawn in future)? 
•• 	If you need to produce a data package for registra-

tion and/or notification to the CLP Inventory, what 
data is necessary? 

•• 	Who else supplies the substance or mixture? 

Additional considerations:
Please note that the level of detail of the information to 
be collected may vary, depending on the different roles 
that a company may play. The matrix below gives an 
overview of these roles and the necessary information 
for each.

Recommended data for inventories, depending on the 
different roles:

x

x

x

x x

x

x x

x x x

x

x

x

x

x

x

x

x

x

x x

x

x x

x

x

x

x

x

x

x

x

x

x

xx

x x x x

x

x

x

x

x

x

Substances Mixtures Articles

REACH Representative per Company

Substances purchased from inside  
EEA and purpose of use

Mixtures purchased from inside EEA 
and purpose of use

Substances imported from outside  
EEA and purpose of use

Mixtures imported from outside EEA 
and purpose of use

Availability of SDS for purchased 
Substances

Availability of SDS for purchased 
Mixtures 

Produced articles, intentionally 
releasing substances  
(incl. Substance information)

Imported articles, intentionally 
releasing substances  
(incl. Substance information)

Candidate list substances in articles

Imported candidate list substances

Candidate list substances in EEA-
production

Manufacturer 
in EEA

Importer  
into EEA

Downstream 
User

Formulator/ 
Distributor 

in EEA

Importer  
into EEA

Downstream 
User

Producer in 
EEA

Importer  
into EEA

Recipient of 
Articles

Table 5.3.1 Data for Inventory
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Example on how to use the matrix:

A company has production plants in and outside 
Europe. For their European production, they are using 
substances, mixtures and articles from different 
sources:

•	 	EEA suppliers
•	 	Non EEA suppliers
•	 	Own plants outside EEA

Taking into consideration this simple example, the 
company would have the following roles under REACH10:

•	 	Article producer in the EEA			    
(In their own plant)

•	 	Article importer into the EEA			 
(From their plant outside the EEA)

•	 	Downstream user of mixtures		
(From an EEA supplier)

•	 	Importer of mixtures into the EEA 
(Only in case that supplier has no Only 		
Representative in the EEA)

•	 	Downstream user of substances		
(From an EEA supplier)

•	 	Importer of substances 
(Only in case that supplier has no Only  
Representative in the EEA)

10	 Within REACH, the role of a “downstream user of articles” does not 
exist; rather “recipient of articles” is the applicable term.

NOTE 
A Company might have more than just one role under 
REACH. An article manufacturer, for example, can also 
be a downstream user or importer of substances or 
mixtures. Therefore, it is recommended to first check 
your roles under REACH and then to find out what 
information will be required. More guidance may 
be necessary to determine if you are an importer/
producer/DU, etc.

Especially for inventories related to articles, 
the automotive industry in general has already 
established several tools to be compliant with 
other obligations (ELV, RRR, etc.). It is of course 
recommended to use those tools (see Chapters 5.9 
& 5.10).
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Import under REACH means “the physical introduction 
into the customs territory of the Community” (Art. 3.10 
REACH). The importer is further defined as any natural 
or legal person established within the Community 
who is responsible for the import” (Art. 3.11 REACH). 
Substances on their own, in mixtures and in articles 
that are imported from outside the EEA underlay 
different obligations under REACH (registration, 
notification, communication, authorisation), following 
the same rules as if manufactured/supplied in the EEA. 
E.g. registration is required for substances intended 
to be released from an imported article, following the 
same regime as substances intended to be released 
from an article produced in the EEA (see Chapter 5.8). 
REACH procedures for an imported substance on its 
own, in mixtures or in articles may be carried out by: 

The “OR of a non-Community manufacturer”: 
Art. 8.1 REACH foresees that a natural or legal person 
established outside the Community who manufactures 
a substance on its own, in mixtures or in articles, 
formulates a mixture or produces an article that 
is imported into the Community may by mutual 
agreement appoint a natural or legal person established 
in the Community as an OR to fulfil all the obligations of 
the importer. 

If an OR is appointed, the EEA importers of the same 
supply chain, whether they are affiliated to the non-EEA 
supplying company or not, are regarded as DUs and do 
not need to carry out the affected REACH requirements. 
The OR of the non-community manufacturer has 
the legal responsibility to comply with all relevant 
obligations under REACH and must be based in the EEA 
(Art. 8.2 REACH). 

In the absence of an OR appointed in the EEA, companies 
(for each of their importing legally incorporated 
or registered entities) importing the substance or 
mixtures or article into the Community market are 
regarded as importers and are responsible for carrying 
out all REACH relevant obligations whether they:

•	 	Import a substance (included in Annex XIV) on its 
own (authorisation obligation according to Art. 56 
REACH). See Chapter 5.11.

•	 	Import articles with CL substances included above 
0.1% w/w, to be supplied to the next recipient in the 
EEA (communication according to Art. 33 REACH). 
See Chapter 5.10.

•	 	Import articles with CL Substances included above 
0.1% w/w and exceeding 1 tonne per year per im-
porter (notification requirement according to Art. 7 
REACH). See Chapter 5.9.

•	 	Import an article intentionally releasing a substance 
and the substance is present in articles in quantities 
of 1 tonne or above per year per importer (registra-
tion obligation according to Art. 7.1 REACH). See also 
Chapter 5.8. 

•	Provide SDSs/Ext-SDSs of imported substances or 
mixtures to their next recipient. The initial responsi-
bility for drawing up the safety data sheet falls to the 
manufacturer or importer, who should anticipate, so 
far as it is reasonably practicable, the uses to which 
the substance or mixture may be put. Actors further 
down the supply chain should also provide a safety 
data sheet, drawing on, checking the adequacy of 
and adding to, the information provided by their sup-
pliers to cater for the specific needs of their custom-
ers. In all cases, suppliers of a substance or a mixture 
that requires an SDS/Ext-SDS have the responsibility 
for its contents, even though they may not have pre-
pared the SDS/Ext-SDS themselves. See Chapter 5.6.2 

NOTE
»» The supply of substances/mixtures and articles 

from EEA Member States to other EEA Member 
States are not considered imports. 

»» If a globally operating company manufactures a 
substance either on its own, in a mixture or in an 
article outside the EEA that intentionally releases 
substances and then imports it again via its own 
European affiliates into the EEA, the latter are the 
importers. Each individual legal entity (that is a 
commercial country organisation or each distribu-
tion centre for finished products of a global com-
pany) importing from their parent company or 
from any other company located outside the EEA, 
has to register the substance and join the related 
Substance Information Exchange Forum (SIEF). 
Joint submission of data by multiple registrants 
is possible (Art. 11 REACH). Joint submission 
of most of the data is required by the “One-Sub-
stance-One-Registration” (OSOR) principle. 

»» When importing an identical substance from dif-
ferent suppliers in different countries outside the 
EEA, it is not necessary for the EEA importer to 
carry out repetitive registrations for each supplier. 
The importer may instead register per substance 
imported, provided that the substance is identical.

5.4 Imports of substances/mixtures/articles
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•	 	Priority1: Ask non-EEA supplier to establish an OR 
and to register 

•	 	Priority2: Change suppliers or substitute the sub-
stance/mixture 

•	 	Priority3: Assume registration responsibilities as 
importer using required technical data provided by 
the non-EEA supplier or ask a service provider to act 
on your behalf

The order of the priorities, especially priorities 2 and 3, 
is not fixed, but depends on company-specific policies 
and strategies. 

When an OR submits a registration, a copy of the letter 
of the non-EEA manufacturer(s) officially assigning 
the OR is also required. For phase-in substances, 
the OR must also pre-register the substance and will 
subsequently become a participant of the Substance 
Information Exchange Forum (SIEF).

Moreover, an OR will have to keep all up-to-date 
available information on quantities imported, the list 
of EEA customers of the exporters he represents, and 
information on the supply of the latest update of the 
SDS/Ext-SDS. The non-EEA manufacturer must inform 
all EEA importers in the same supply chain that a 
representative in the EEA has been appointed as an 
OR, who then becomes legally responsible for the 
registration. Nevertheless, it can be anticipated that 
in most cases, it will be the non-EEA exporter who will 
provide the OR with all necessary data for the dossier. If 
a non-EEA manufacturer decides to change his OR, the 
newly appointed OR can, in agreement with the former 
OR, update the registration dossier by changing the 
registrant identity, and if necessary, any other issues 
(e.g. change of tonnage band) (Art. 8 REACH).

It is possible that an OR is named for all legally 
incorporated or registered entities of an importing 
company. In such cases, the legal entity taking over 
the role of an OR will carry out the pre-registration/
registration for all other parts of the organisation, which 
will then assume the status of DU under REACH.

NOTE
The OR obligations are not limited to registration 
duties only but include all other obligations of 
manufacturers/importers (e.g. notification (Art. 
7.2 REACH), communication (Art. 33 REACH), 
authorisation (Art. 56 REACH), SDS obligations  
(Art. 31 REACH), etc.)

By contrast to the importer, the “exporter” ships sub-
stances, mixtures, and articles into the EEA Community 
and is not established in the EEA as a legal entity.

As exporters, non-EEA companies have no formal 
obligations under REACH. Based on contracts and other 
business relationships, exporters may be required 
to provide substance information to the importer or 
their OR (see Flowchart 5 and additional text below) 
to aid in fulfilling the REACH registration obligations. 
Alternatively, non-EEA suppliers in the automotive 
supply chain may be asked by their EEA customers 
to appoint an OR and assume the responsibility for 
registration. See recommendation below.

EEA importers must fulfil the REACH registration 
obligation and join the related Substance Information 
Exchange Forum (SIEF). They will need information 
provided by their suppliers and/or must purchase the 
required data through the SIEF. Importer obligations 
appear in various sections of this Guideline, and are 
summarised in Flowchart 6.

Automotive industry recommendation 

Registration 
Collecting the relevant data required for REACH 
registration is very time consuming and costly. This is 
especially true for companies that import substances 
and mixtures that are produced outside of the EEA. They 
must gather the necessary data required to register the 
substance from the substance suppliers. Every attempt 
should be made to use substances that are already 
registered. Importing companies prefer to cooperate 
with non-EEA companies that have already established 
an OR in the EEA. It is suggested that registration is 
pushed as far upstream in the supply chain as possible 
to make the most effective use of technical information 
and to avoid duplication. (The substance manufacturer 
is the furthest upstream in the supply chain and the 
automotive OEM is the furthest downstream.)

Consequently, the major recommendation of this 
Guideline to the non-European suppliers providing 
products to EEA customers is to establish an OR within 
the EEA (i.e. for the exporter to assume the obligations 
of an importer). Regrettably, this first priority cannot 
always be adopted. If, for example, suppliers choose 
not to or are unable to establish OR in the EEA, further 
options may be considered and prioritised as follows.
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In REACH Title V (Art. 37 to 39) the DU has the right 
to make his use known to his suppliers. The supplier 
has the duty to evaluate the use and to provide 
information back to the DU on whether or not the use 
can be supported as an identified use. If the use is not 
supported, the DU has several options to continue using 
the substance. Certain deadlines have to be respected 
for the communications between DU and supplier. 
In addition, there are also obligations for DUs to report 
information to ECHA under special conditions.

The ECHA “Guidance for downstream users” provides 
assistance with all tasks.
Table 5 of the guidance document provides an overview 
in regard to possible obligations related to different 
roles.
In Chapters 3 and 4 of the guidance document, 
recommendations are given on how a DU can prepare 
for REACH and what is to be done when a DU receives 
new information.

NOTE
All obligations under Title V of REACH are limited to 
substances or substances in mixtures which are 
hazardous according to CLP. Refer to Title V of REACH 
for more information.

5.5.1. DOWNSTREAM COMMUNICATION 
OF THE USES

In order to secure a continued supply of a hazardous 
substance on its own or in a mixture a DU has to check 
whether the supplier will support their use(s) by 
including them in the substance registration dossier. 

Any use of a registered substance by a DU outside the 
supported uses is not allowed. If DUs are not sure if 
their supplier is aware of their use, it is in the interest 
of DUs to communicate early with suppliers with the 
view of having their use(s) included in the supplier’s 
registration dossier.

For hazardous substances >10 tpa, the supported uses 
are communicated through the ES in the Ext-SDS. Such 
Ext-SDS will be issued once the registrant has made his 
registration. The registration deadline depends on the 
hazard classification of the substance and its volume 
per manufacturer/importer. For hazardous substances 
between 1-10 tpa the use is communicated via a basic 
SDS where only general use categories are included. 

5.5 Downstream user obligations according to REACH Title V 

NOTE
There are two different ways to communicate identi-
fied uses under REACH:

»» For hazardous substances between 1-10 tpa:  
SDS including general use categories (only re-
duced information)

»» For hazardous substances > 10tpa: Ext-SDS in-
cluding Use Descriptors (detailed information)

Non-hazardous substances or mixtures without 
hazardous ingredients do not require an SDS and 
therefore have no use restrictions. In this case an ES is 
not provided to the DU. 

5.5.2 UPSTREAM COMMUNICATION OF USES

If a DU identifies a new hazard of a substance or a 
substance in a mixture, the supplier has to be informed 
in order to enable the appropriate risk assessment to 
be performed. The purpose is to cover the hazards in an 
update of his registration dossier and to communicate 
down the supply chain the appropriate Risk Management 
Measures (RMMs).

NOTE
DUs are obliged to understand the REACH 
communication tools (e.g. SDS/Ext-SDS, use 
descriptors, exposure scenarios etc.). Thus, it is 
highly recommended that DUs learn how to read the 
information in the SDS/Ext-SDS including the use 
descriptors. 
In order to be able to compare the suppliers’ exposure 
scenarios, DUs should prepare their own ESs for 
their use conditions, using the Use Descriptors as 
described in the ECHA Guidelines.

DUs may assist in the preparation of a registration. They 
have the right to make known in writing (on paper or 
electronically) their use(s) to the supplier so that they 
become identified uses. A DU can also provide a system 
of brief general descriptions of uses that can be used 
as a minimum to identify such uses to the supplier. In 
making the use(s) known, DUs must provide sufficient 
information to allow the supplier to prepare an exposure 
scenario/use and exposure category that can be 
included in the chemical safety assessment (Art. 37.2 
REACH) if necessary.
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DU should therefore: 
•	 	As a first step, identify the substances and substanc-

es in mixtures used in their industrial processes (see 
Chapter 5.3). 

•	 	As a second step, if the supplier intends to carry out 
registration procedures, ask whether the supplier has 
already established use and exposure scenarios cov-
ering their use(s).

•	DU may also check SDSs/Ext-SDSs provided to them 
to see whether their uses and all conditions of use/
RMMs are already covered (see next Chapters 5.6.1 
and 5.6.2). If the supplier has not elaborated a use 
and exposure scenario, a DU may take a proactive 
role and provide their supplier with information to 
develop an exposure scenario/use in order to ensure 
that their uses will be covered.

 
NOTE
The use of a substance on its own or in a mixture 
by DUs within the automotive industry should be 
covered in the supplier’s registration dossier so that 
the use becomes an identified use.
DUs must check as soon as possible whether or not 
their supplier will effectively support their use(s), in 
order to ensure continuous supply of the substance/
substance in mixture. 
This check can be done for hazardous substances 
manufactured above 10 tpa by reading the Ext-SDS.

It is in the DUs interest to make sure that the 
substances they use will be registered in time to avoid 
possible disruption. The consequence of being put in 
contact with a would-be registrant could influence a 
company’s business case and therefore the purchasing 
department must be involved. Even if a substance is 
pre-registered a DU cannot rely on a registration being 
made for that substance. 

The deadline for this feedback communication was  
1 year before the relevant registration deadline. 
For any new registration after May 2018 it is strongly 
advised that DUs start communicating as early as 
possible with their suppliers.

If a DU makes a formal request in writing to a supplier 
to have the use(s) of a substance included and the 
supplier, after having assessed the use in accordance 
with Art. 14 REACH, is unable to include it as an identified 
use (for reasons of protection of human health or the 
environment), the supplier must without delay provide 
ECHA and the downstream user with the reason(s) for 
that decision in writing (Art. 37.3 REACH).

For suppliers or distributors with only a small number 
of customers, it is possible to communicate by letter. 
However, most suppliers (and distributors) within the 
automotive industry have significantly more complex 
supply chains with a large number of customers of 
different sizes. For these companies, there is a great 
deal of concern that using letters could result in an 
unmanageable administrative burden. The use of 
electronic exchange of information is recommended 
(see also Chapter 5.6.3 of this Guideline).

NOTE
Vehicle manufacturers and tier one suppliers in 
general will not respond to company specific 
questionnaires in regard to exposure scenarios, but 
require a pre-populated spreadsheet (preferably 
the DUCC User template and/or CEFIC template) that 
needs only to be checked for completeness i.e. that 
identified uses are covered.
Suppliers of substances or substances in mixtures 
are urged to contact the appropriate association 
for the substance in question, to make sure that 
their use becomes an identified use in the generic 
exposure scenario (see Annex L3 “Automotive 
Industry Recommendation on Exposure Scenarios”).

To protect intellectual property rights it is recommended 
that the DU explains the use in general terms. 
Nevertheless in special cases it may be useful to 
communicate in detail with the supplier to make sure 
that all conditions of use and/or risk management 
measures are covered by the exposure scenario.
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Company internal communications 

Company (Supplier)

REACH-Responsible
Business Unit 1

REACH-Responsible
Business Unit 2

REACH-Responsible
Business Unit n

REACH-Responsible
Business Unit 3

REACH-
Representative

Communication 
between 

companies

Company (Customer)

REACH-Responsible
Business Unit n

REACH-Responsible
Business Unit 3

REACH-Responsible
Business Unit 1

REACH-Responsible
Business Unit 2

REACH-
Representative

Company internal communications 

Picture 5.5.2.1 Recommendation for REACH Communications

How to communicate with the supply chain 

Under REACH, communication is required between the 
legal entities of each company group. As one company 
group very often has many different legal entities, 
communication can be difficult to manage. Therefore, 
it is recommended to appoint one central REACH 
representative for each company group to be the central 
contact point and take responsibility for managing the 
internal company communication for all legal entities.
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SDSs have been a well-accepted and effective method 
for the provision of information to DUs in regard to 
chemical substances and mixtures in the EEA. They 
have been made an integral part of the system of 
REACH.

The SDS provides a mechanism for transmitting 
appropriate safety information on substances and 
mixtures which meet any of the following criteria:

•	 	classification as hazardous according to CLP;
•	 	persistent, bioaccumulative and toxic (PBT) accord-

ing to REACH Annex VIII;
•	 	very persistent and very bioaccumulative (vPvB)  

according to REACH Annex VIII; 
•	 	included in the CL for authorisation for any other  

reason; or
•	 	under certain conditions some mixtures which do 

not meet the criteria for classification as hazardous  
(Art. 31.3 REACH).

NOTE
According to Art. 31 REACH, an SDS is not required 
for articles. However according to Art. 13 of the 
Pyrotechnic Directive 2007/23/EC, an SDS is 
currently required for pyrotechnic articles as used in 
vehicles and supplied to professional users. 

The SDS/Ext-SDS includes information from the 
relevant Chemical Safety Report (CSR) if one exists. 
The information provided in the SDS/Ext-SDS must be 
consistent with the information in the CSR as well as 
with the registration dossier. Usually an SDS/Ext-SDS is 
created by using pre-defined phrases.
 

NOTE
The automotive industry recommends using the 
standard phrases provided by European Phrase 
Catalogue (EuPhraC), which is available free of 
charge in German and English. This catalogue 
contains phrases in a well-structured form which 
have been shown to be useful in SDSs. The catalogue 
is being updated continuously and is available at: 
www.euphrac.eu

In addition, according to Art. 31.7 REACH, registrants 
and users that had to prepare a CSR must place the 
relevant exposure scenario(s) into an annex of the SDS 
which then becomes an Ext-SDS. A DU has to take into 
consideration relevant exposure information received 
from suppliers when compiling his Ext-SDS. 

5.6 Safety data sheet and DU obligations  
(REACH compliance check)

The SDS is intended for professional DUs in order 
to provide the information necessary to use the 
substance or mixture safely. It is an essential document 
for providing data with particular relevance to the 
protection of human health and the environment.

Any updated information on authorisation, restriction 
or risk management measures must be made available 
by the supplier to all former recipients to whom they 
have supplied the substance or mixture within the 
12 preceding months. It should be made available 
free of charge, on paper or preferably electronically. 
Any updates following registration must include the 
registration number. However, the existence of a 
registration number does not trigger an update of the 
SDS.

Also for non-hazardous substances communication 
duties have to be fulfilled (Art. 32 REACH). Here the 
supplier has to provide information on: 

•	 	Whether the substance is subject to authorisation 
and details (e.g. authorisation number, special provi-
sions) of any authorisation granted or denied in this 
supply chain. 

•	 	Details of any restriction. 
•	 	Any other available and relevant information about 

the substance that is necessary to enable appropri-
ate risk management measures to be identified and 
applied. In case information has to be given for one of 
the above reasons, the registration number has to be 
provided if available. 

 
In general there is a difference between the information 
the registrant (i.e. manufacturer or importer) has 
to provide to ECHA and the information he has to 
communicate along the supply chain (with or without 
SDS) to the DU.

The following picture provides an overview of the 
registration and communication requirements for a 
substance along the supply chain. A more detailed 
overview is provided in Annex P:
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5.6.1 DU OBLIGATIONS FOR AN SDS

Under normal conditions an SDS/Ext-SDS has to be 
provided automatically. However in case the DU does 
not receive an SDS/Ext-SDS from the supplier he should 
check whether an SDS is required for the substance or 
mixture. In such cases, he may ask the supplier for the 
SDS/Ext-SDS which then has to be provided immediately 
(see Chapter 5.6.2).

Upon receipt of an SDS/Ext-SDS, the DU should check:

•	 	Whether the SDS is supplied in the official language 
of the Member State(s) where the substance or 
mixture is placed on the market. Only when the 
Member State(s) concerned provide(s) otherwise  
(Art. 31.5 REACH) can the SDS be in another lan-
guage11. It should be noted that it is for the recipient 
Member State to provide otherwise.

•	 	Whether an exposure scenario (ES) or safe use mix-
tures information (SUMI) is attached to the Ext-SDS 
and whether it corresponds to the DU’s use of the 
product.

•	 	Whether the information mentioned in the SDS/Ext-
SDS is sufficient for workplace and environmental 
risk assessment.

Due to workplace safety obligations, the DU should 
make a short general plausibility check of the SDS/Ext-
SDS content. In particular attention should be paid to 
the following:

•	 	Classification (including transport classification). If 
further information is needed, contact your supplier.

NOTE
according to Art. 38.4 REACH the DU must report to 
ECHA if the classification of a substance is different 
to that of the supplier.

•	 	Consistency between information given in sections 
9, 11 and 12 and the classification.

•	 	Appropriateness of the RMM: according to Art. 34 
REACH, the DU needs to report back to the supplier if 
they are inappropriate.

•	 	Any other available and relevant information about 
the substance that is necessary to enable appropri-
ate RMMs to be identified and applied.

See Annex Q to this Guideline for more details.

Picture 5.6.1 Overview about the registration and communication requirements for a substance

*	 CSR contains in addition exposure scenario(s) and an exposure/risk assessment. The exposure scenario(s) have to be delivered to the next 
supply chain member as SDS attachments. 

** 	 Information according to Art. 10 REACH and in addition according to Annex VI (6) i.e. exposure related information  
(use and exposure categories). 

***	 SDS is required for PBT/vPvB substances or endocrine disruptors which do not meet the criteria of CLP. If no SDS is required, information 
according to Art. 32 REACH might have to be communicated along the supply chain.

CSR* (DNEL/PNEC)
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“extended” SDS: 
exposure scenario(s), identified use(s)
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11	 Source: ECHA Guidance on the compilation of safety data sheets.
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In most cases DUs will receive the following kind of SDS 
(Art. 31 REACH):

Option 1 

For all hazardous substances that are manufactured 
or imported by a single legal entity at above 10 tpa 
(for example technical gases like ammonia or solvents 
like isopropanol) the DU will receive an Ext-SDS for the 
substance. Ext-SDSs mainly differ from “basic” SDSs 
by having exposure scenario(s) attached as an annex, 
relevant identified uses in section 1 and DNEL/PNEC 
values in section 8.
	
Related DU obligations:
If a DU receives an Ext-SDS, he has to check whether 
the current use is covered and whether his workplace 
and environmental risk assessment and the RMMs are 
covered by the attached exposure scenario as well as 
the operational conditions described therein. 

If a DU uses substances (e.g. formulating a mixture) 
outside the conditions described in the exposure 
scenario, or if the uses are not covered, or for any 

use(s) the registrant advises against, he has several 
options:
•	 	DU may make the use/use conditions known to his 

supplier so that the supplier can prepare an exposure 
scenario covering them.

•	 	DU may change the conditions of use or modify the 
variable scaling parameters within the ES (scaling) 
so that they are covered by the supplier’s exposure 
scenario. 

•	 	DU may find another supplier who provides an expo-
sure scenario covering the particular use(s) and con-
ditions of use(s). 

•	 	DU may prepare a CSR according to Art. 37.4 REACH 
and notify ECHA of the additional use(s) as described 
in Art. 38.1 REACH. Note that the DU does not have to 
prepare a CSR if his use is less than 1 tpa (Art. 37.4.c 
REACH), but in this case he needs to notify ECHA that 
he is taking advantage of this exception (Art. 38.1.b 
REACH).

•	 	DU may implement the conditions of use as described 
in the ES/use by modifying his production process. 

•	 	DU may find an alternative substance or process 
if possible and discontinue using the substance in 
question (substitution).

Picture 5.6.1.1 Exposure Scenarios and Communication in the Supply Chains

Source: 
REACH Practical Guide on Exposure Assessment and Communication in the Supply Chains Part II: Exposure Scenarios and Communication in the 
Supply Chains, Figure 5, modified by Automotive Industry. “Further actions” are options which can be chosen by the downstream user as alterna-
tives or in parallel.
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NOTE
The Ext-SDS will include the relevant exposure 
scenarios as attachments for the identified uses for 
which the substance was registered. 
An exposure scenario generally describes how 
a substance can be safely used under the given  
operational conditions of use and which risk 
management measures (RMM) should be applied 
to control risk to humans or the environment.  
Exposure scenarios must be compiled by the 
registrant, as part of the registration dossier, for 
certain substances on their own or in mixtures that are  
imported/manufactured in quantities over 10 tpa and 
hazardous according to CLP. 

Please consider that in principle identified uses 
described with the use descriptor system in ES are 
provided in the Ext-SDS only. There may be a possibility 
that identified uses appear to be covered in such an 
Ext-SDS but the conditions of use and risk management 
measures are different from those in your own 
processes, because they are mainly estimated by using 
worst case ES estimation tools (e.g. ECETOC-TRA12). In 
those cases the obligations according to REACH Title V 
have to be considered.

Option 2 

For mixtures (e.g. coatings) containing hazardous 
substances that are manufactured or imported by a 
single legal entity at above ≥ 10 tpa, two kinds of SDS 
are legally possible (2a or 2b below). A third option was 
developed by industry experts (2c):

a)	A “basic” SDS for the mixture without any ES attach-
ment and where all RMMs for safe handling are in-
cluded in the main body. 

NOTE
This is the recommended option for communica-
tion of SDSs for mixtures. Even if no ES is contained 
in the SDS as an annex, the DU must still consider 
the specifications given in sections 1-16 of the SDS.

b)	An SDS for the mixture where all relevant ES of the 
registered hazardous substances ≥ 10 tpa are at-
tached (“SDS book”).  If the DU receives such an SDS, 
he has the obligation to check each attached ES to 
see whether the uses and the conditions of use (OC) 
are covered (REACH compliance check). 

NOTE
Automotive industry recommendation that even if 
option 2b is legally correct to ask your supplier to 
submit a consolidated SDS describing the risk of 
the whole mixture in the main body of the SDS (see 
point 2a) or to attach a SUMI (see point 2c below) 
instead of providing an “SDS book” in order to avoid 
unnecessary administrative work.

c) 	An SDS with attached “Safe Use Mixtures Informa-
tion” (SUMI), as developed by industry experts.

	 Because the DU duties of REACH Title V are related 
to substances and substances in mixtures only but 
not to the mixture itself, the duties resulting from a 
SUMI are not equivalent to those resulting from an 
exposure scenario for substances. DUs should con-
sider the information obtained from such a SUMI for 
a mixture for their own workplace and environmental 
risk assessment, especially in those cases where no 
national workplace exposure limit value or environ-
mental relevant threshold or technical equipment 
approval conditions are yet available.

NOTE
Exposure scenario(s) for mixtures do not exist, 
because mixtures are not subject to registration 
and no chemical safety report is legally required 
for them (see Annex L23 - “Position Paper of the 
Automotive Industry in regard to exposure sce-
narios for mixtures/extended SDS for mixtures”).  
However, see point 2c above.
Special substances may be regarded as mixtures 
under CLP and REACH (multi-consistent sub-
stances and/or complex substances, alloys etc.).  
For these “substances” a CSR may be reasonable.

Further DU information obligations around 
SDS, ES and Art. 32 REACH

The DU must compare the RMM in a risk assessment 
with the recommended risk management measures, 
as indicated in the SDS communicated or supplied in 
accordance with Art. 32 REACH. Any differences can 
lead to further obligations.

12	 http://www.ecetoc.org/tra

http://www.ecetoc.org/tra
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According to Art. 34 REACH any actor in the supply chain 
of a substance or a mixture also has the obligation to 
communicate to the next actor up the supply chain, if:
•	 	New information on hazardous properties is discov-

ered, regardless of the use.
•	 	Any other information is discovered that might call 

into question the appropriateness of the RMM identi-
fied in the SDS supplied, and this must be communi-
cated for identified uses (Art. 34 REACH). 

Workers must be granted access by their employers to 
the information provided in the SDS and in accordance 
with Art. 32 REACH on substances or mixtures that they 
use or may be exposed to during their work (Art. 35 
REACH). 

Generally the DUs, as well as manufacturers, importers 
and distributors must keep the information gathered 
for the purpose of fulfilling their duties under REACH 
available for a period of at least 10 years. This 
information must be made available without delay and 
upon request to Member State’s Competent Authority or 
ECHA (Art. 36 REACH).

NOTE
Information that is not required under REACH might 
be required by other legal obligations (e.g. CLP, other 
Health and Safety regulations etc.). 

Practical information on communication in the supply 
chain/use is not thoroughly explained in the REACH 
Regulation. Further information is given in the following 
guidance documents: 
https://echa.europa.eu/guidance-documents/
guidance-on-reach

5.6.2 COLLECTION OF SDS 

REACH does not provide other information sources on 
the registration of uses apart from via an SDS, but as 
registration of substances ≥10 tpa has to include the 
identified use information, DUs have to make sure 
that their uses are included in the registration, in 
order to guarantee business continuity. It is therefore 
strongly recommended that DUs check the available 
data to find out whether their use of a substance and 
the corresponding operational conditions of use are 
covered in the registration in order to avoid substance 
or supplier loss. Below are three possible ways to 
accomplish this: 

Option 1

Ask for identified uses according to the DUCC “UseR 
template”. (http://www.ducc.eu/publications.aspx)

Advantages: 
•	DU will see whether the identified uses are covered 

by the use descriptors and can react in time to make 
these uses known to the supplier.

•	There are no resulting DU obligations such as under 
the following option.

•	The information is available independently of the SDS.

Disadvantages:
•	Difficult handling of the DUCC template. 
•	 Information is often incomplete and cannot be used 

for worker or environmental protection.
•	At a later stage, information will become redundant 

because the SDS has to be collected anyway.

Option 2

Collect SDSs for ALL supplied substances & mixtures 
(not only for hazardous). 

Advantages:
•	The registration numbers as well as all registered 

uses are included in the SDS, once the revised SDS 
has been issued after registration. This can be as late 
as 2018. As the process of SDS handling is usually 
well established in most companies, it would be pos-
sible to check in the received SDS whether the uses 
are covered. 

•	The collected information is also the basis for a sub-
stance inventory, necessary to fulfil obligations on 
workplace and environmental protection.

•	No unstructured Art. 32 REACH-based information is 
necessary as it is already covered in the SDS.

Disadvantages:
•	Once an SDS is received, the recipient has, inde-

pendently of the potential risk of a substance or 
mixture, the obligation to apply the RMMs mentioned 
therein (Art. 37.5.a REACH) and to fulfil the communi-
cation obligations which could lead to additional bur-
den on the receiver side. 

•	As a consequence of Art. 34 REACH, a DU is obliged to 
make a short general plausibility check (see Annex Q 
to this Guideline) of the SDS content and to report up-
stream to his supplier if his own RMMs are deviating 
from those given in the SDS.
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•	 In addition, once an SDS has been provided, the cre-
ator has the obligation to keep this SDS updated, 
which could lead to additional burden on the creator 
and receiver side.

NOTE
As there is no legal obligation, you would have to put 
additional requirements into your supplier contracts/
purchasing conditions.

Option 3

Collect SDSs for all substances & mixtures where 
legally required plus SDS-like information for those 
where no SDS is legally required.

In the case of substances and mixtures where no SDS is 
legally required ask your supplier for safety information, 
having the same content and format as the SDS but 
without naming it SDS.

Advantages:
•	You fulfil the legal requirements and remain in the ex-

isting IT systems.
•	See advantages of option 2 above.
•	None of the above disadvantages apply.

NOTE
»» It is the recommendation of TF REACH to use Op-

tion 3 in order to collect all necessary information 
on the registration of substances on their own or 
in mixtures.

»» As there is no legal obligation, you would have to 
put additional requirements into your supplier 
contracts/purchasing conditions. 

5.6.3 EXCHANGE OF SDS

To minimise the administrative burden and therewith 
costs, it is essential to switch to a paperless SDS
communication between manufacturers, importers 
and downstream users. In order to achieve this, the 
automotive industry recommends SDSComXML for the 
basic SDS, which is the evolution of the former EDAS 
format.

The automotive industry supports the implementation 
of SDSComXML interfaces into environmental, health 
and safety IT systems, and implementation of the 
systems into the whole supply chain.

See “Position Paper: Automotive Industry usage of 
SDSComXML for the electronic exchange of Safety Data 
Sheets”

5.6.4 UPDATE OF SDS

The conditions under which an SDS must be updated 
and re-issued are given in Art. 31.9 REACH as follows:

Suppliers must update the SDS without delay on the 
following occasions:

a)	as soon as new information which may affect the 
risk management measures, or new information on 
hazards becomes available;

b)	once an authorisation has been granted or refused;
c)	once a restriction has been imposed;

In addition it is also recommended to update the 
SDS once a substance has been added to the CL for 
authorisation.

The new, dated version of the SDS, identified by 
‘Revision: (date)’, must be provided free of charge on 
paper or electronically to all former recipients to whom 
they have supplied the substance or mixture within the 
preceding 12 months. 

NOTE 
Any updates following registration must include the 
registration number.

Although there are industry recommendations available 
on when a change in an SDS is considered a “major” or 
a “minor” change, this terminology is not used in the 
REACH Regulation. Only the above mentioned changes 
(a to c) give rise to a legal obligation to provide updated 
versions to all recipients to whom the substance 
or mixture has been supplied within the preceding  
12 months.
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Regulation (EC) No 1272/2008 on classification, 
labelling and packaging of substances and mixtures 
(hereinafter CLP) harmonises the provisions and 
criteria for the classification and labelling of substances 
and mixtures within the Community, taking into 
account the classification criteria and labelling rules of 
the UN Globally Harmonised System of Classification 
and Labelling of Chemicals (GHS). The CLP Regulation 
contributes to the UN GHS aim of describing and 
communicating the same hazards in the same way 
around the world.

If you are an EEA manufacturer of substances or an 
importer of substances on their own or in mixtures 
into the EEA, you might have an obligation to notify the 
classification and labelling to ECHA according to the 
requirements of Title 2 (Art. 39 – 42) CLP. The notified 
information will be entered into the publicly available 
C&L Inventory and the information will be visible to the 
public on the ECHA website. 

The notification obligation to the C&L Inventory applies 
if a substance that you import or manufacture is: 

•	 	> 1 tpa and thus subject to Registration under REACH 
irrespective of whether or not the substance is haz-
ardous (CLP).

•	 	present in a mixture above the concentration limits 
specified in Annex I of CLP or as specified in Directive 
1999/45/EC, where relevant, which results in the 
classification of the mixture as hazardous, and where 
the mixture is placed on the market.

•	 	contained in articles where Art. 7 REACH provides for 
their registration (check Chapter 5.8 for examples in 
the automotive industry).

•	 	classified as hazardous under CLP and placed on the 
market irrespective of the tonnage.

NOTE
if your supplier has submitted a REACH registration 
dossier which contains the classification according to 
CLP, then the C&L is considered to be already notified. 
In that case a separate notification would not be 
necessary. 

A notification is not required if the substance does not 
meet the criteria of CLP and is imported < 1 tpa.

NOTE
Under CLP the role of an OR does not exist. 
Consequently the notification has to be made by 
importers that are physically importing the products. 
However, an OR can become an importer even with 
the import of a sample quantity. In such a case he 
can, after agreement with the other importers, submit 
a notification jointly for all importers.

NOTE 
Certain substances that are exempted from 
registration under REACH may well be subject to 
C&L notification. This includes, for example, active 
substances in biocides and plant protection products, 
polymers (if hazardous, see Art. 6.3 REACH), and 
small tonnages (< 1 tpa) of hazardous substances.

Art. 39.b CLP refers to all hazards. This includes 
notification of a substance classified for a particular 
physical hazard and contained in a mixture whenever 
the mixture is placed on the market and needs to be 
classified for a physical hazard due to the presence 
of that substance. It should be noted that the physical 
hazard class to which the mixture belongs could be 
different from that of the substance(s) causing the 
hazard. Expert judgment should be sought in case of 
doubt. 

Timeline

General rule: 
Within one month from placing on the market

For further information see the following links:
https://echa.europa.eu/web/guest/regulations/clp/cl-
inventory/notification-to-the-cl-inventory
http://echa.europa.eu/documents/10162/13643/pg_7_
clp_notif_en.pdf
(ECHA Practical guide 7: How to notify substances in the 
Classification and Labelling Inventory).
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56 5.8 Registration of substances in articles 

A registration according to Art. 7.1 REACH is obligatory 
for EEA producers and importers of automotive articles 
from outside the EEA or the “OR of non EEA manufacturer” 
of articles for those substances in articles meeting all 
of the following conditions:

•	 	The substance is intended to be released from the 
article during normal or reasonably foreseeable con-
ditions of use.

•	 	The total amount of the substance present in all arti-
cles exceeds 1 tonne per year per producer or import-
er.

•	 	The substance has not yet been registered for the 
use (Art. 7.6 REACH exemption).

As a general rule, the term ‘intended to be released’ 
implies that a certain (accessory) function or quality of 
an article is connected to the release of a substance or 
mixture. 

A release of substances is not considered to be an 
intended release if it is an unavoidable side effect of 
the functioning of the article, but the release does not 
contribute to the functioning of the article. Examples: 
wear and tear of materials under conditions of high 
friction, e.g. brake linings, tyres; leakage of lubricant 
used to reduce the friction between two moving parts 
(see “Guidance on requirements for substances in 
articles” on the ECHA website). This substance release 
could be subject to Art. 7.5 REACH where the ECHA could 
take decisions to require producers or importers of 
articles to submit a registration if all of the following 
conditions apply:

1.	 the substance is present in those articles in 
quantities totalling over one tonne per producer or 
importer per year;

2.	ECHA has grounds for suspecting that:
a)	the substance is released from the articles, and
b)	the release of the substance from the articles pres-

ents a risk to human health or the environment.

Exemption according to Art. 7.6 REACH: This registration 
obligation does not apply for substances already 
registered for that use or substances otherwise 
exempted, e.g. water (please refer to Chapter 5.2 of 
this Guideline). Therefore EEA producers should check 
if their suppliers have already registered the substance 
intended to be released.

The global automotive industry has identified the 
following list of examples of articles that intentionally 
release substances after being assembled onto a 
vehicle, when normal use conditions apply: 

1.	 Fragrance dispensers,
2.	Fire extinguisher systems (excluding a hand held 

mobile fire extinguisher).
3.	 Windshield-washer fluid reservoirs, 
4.	 Pyrotechnic devices that release compressed gases. 
	 Please note that although a pyrotechnic device with 

compressed gas is considered as an article with sub-
stances that intentionally release when activated in 
a vehicle, basic elemental substances for which haz-
ards and risks are already well known (hydrogen, 
oxygen, noble gases, nitrogen) are exempt from reg-
istration, per Annex V (9) of the REACH Regulation. 
Registration may be required if other substances or 
mixtures are utilised.

NOTE
The automotive industry supports the position 
of the Association of the Pyrotechnics Industry 
(VPI) and the manufacturers of automotive 
pyrotechnic products that the chemical products 
of the pyrotechnic reaction are exempt from REACH 
registration requirements under Annex V (3) upon 
deployment, since the chemicals are consumed in 
the reaction. See Annex L2 “Automotive Industry 
Pyrotechnic Position Paper”.

Beside example 4 “Pyrotechnic devices that release 
compressed gases”, the above mentioned examples 
1-3, if imported on their own (i.e. not assembled onto the 
vehicle) would be considered mixtures in containers, 
and would therefore be subject to the registration 
obligations associated with mixtures in containers. 
Beside portable fire extinguishers, the most prominent 
example for imported mixtures in containers without 
intentional release are tyre repair kits: 
The kit is not part of the vehicle. Thus, there are no 
registration obligations acc. to Art. 7.1 REACH. However, 
if you are importing it (even if in an imported vehicle) 
you are considered as an importer of a substance/
mixture. 

In such cases one should check the amount of imported 
substances in the sealant mixture. If the 1 tpa threshold 
is exceeded, either the OR or the company concerned 
will need to undertake a registration under Art. 6 REACH, 
unless already done so by the upstream supplier.
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Mixtures such as, but not limited to brake, transmission, 
battery, and steering fluids, greases, and lubricants 
that are in or on automotive articles are integral to the 
function of those articles and are therefore considered 
to be an integral part of the article. They would therefore 
not require pre-registration and registration if contained 
in or on imported articles. These same substances in 
mixtures can however, require pre-registration and 
registration if imported on their own.

If a supplier becomes aware of other automotive articles 
that are considered to contain substances intended to 
be released under normal or reasonably foreseeable 
conditions of use that are not listed here, please contact 
reach@acea.be with details and for discussion with 
other global automotive industry representatives on 
further potential actions. 

A substance intended to be released from an article 
should be registered according to the same timelines 
as those that apply to substances on their own or in 
mixtures (Art. 23 REACH, AIG Chapter 3).
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Fees 

Fees required for the registration of substances 
in articles are specified in the Regulation (EC) No 
864/2015 (amending Regulation (EC) 340/2008). 

NOTE 
If the substance that requires registration is 
considered as a substance delivered in a container, 
the substance has to be registered according to Art. 
6 REACH. Please note that the container itself may be 
considered an article according to Art. 3.3 REACH. 

For more details, please refer to Art. 6, 7, 23, 28 REACH 
and ECHA Guidance on Requirements for Substances in 
Articles.
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58 5.9 Notification of CL substances in articles

General requirement and exemptions

Both producers of articles in the EEA and importers 
(or OR) of articles from outside the EEA must notify 
ECHA if a substance present in articles meets all of the 
following conditions in line with Art. 7.2 REACH:

•	The substance has been added to the CL for authori-
sation; and,

•	The substance present in articles is above a concen-
tration of 0.1% w/w; and,

•	The substance is present in those articles where the 
concentration exceeds 0.1% w/w in quantities total-
ling over 1 tpa (per producer/importer).

Notification is not required in either of the following 
conditions:

•	The substance has already been registered for 
that use by a member of any supply chain (Art. 7.6 
REACH); or,

•	The article producer or importer can exclude expo-
sure to humans or the environment during normal or 
reasonably foreseeable conditions of use, including 
disposal. In this case, the article producer or importer 
must supply the appropriate information to the recip-
ient of the article (Art. 7.3 REACH).

The details of these general requirement and exemp-
tions are given in the following sections.

Who must make the notification?

The notification of a CL substance in an article, assuming 
the conditions are met, must be made by either:

•	The EEA producer of the article who combines the 
substance into the article (e.g. produces polymer 
parts by injection moulding of a polymer resin that 
includes a CL substance); or

•	The importer of the article, on its own or within a com-
plex object, from a non-EEA producer.

It follows that any customer of an EEA supplier of an 
article does not need to notify, as the duty to notify 
falls only on EEA producers or importers of articles (ECJ 
Case C 106/14 Judgment, 10 September 2015). 

Examples

•	Company A, based in the EEA, imports Article A, on 
its own or within a complex object, from a non-EEA 
producer and that same Article A contains a CL sub-
stance above the 0.1% w/w threshold and 1 tpa year-
ly tonnage.

»» Notification is required by Company A. 

•	Company A supplies Company B with Article A, and 
Company B assembles this same Article A within the 
EEA into a Complex Object B and the 0.1% w/w thresh-
old and 1 tpa are still exceeded.

»» No further notification is required by Company B.

•	Company C buys Article A on its own from EEA-based 
Company A; Company C does not know whether Ar-
ticle A is originally produced in the EEA or imported 
from a non-EEA producer.

»» No notification of Article A is required by Company C, 
since Company C can assume that Company A has 
fulfilled its notification duties for Article A.

•	Company C coats Article A with a paint which contains 
a CL substance to make a coated Article C. When the 
paint is cured, the CL substance exceeds the 0.1% 
w/w threshold (based on the whole weight of the 
coated Article C) and the 1 tpa.

»» Notification is required by Company C only for the CL 
substance in the coating (cured paint).

Calculation of the 0.1% w/w threshold

According to a 2015 judgment of the European Court of 
Justice, the calculation of the concentration threshold 
“0.1% w/w” for both Art. 7.2 notification and Art. 33 
communication (see Chapter 5.10) must follow the 
“O5A” principle; i.e. the calculation must be done by 
reference to the weight of the CL substance in each 
article in isolation, or in each article when part of a 
complex object (see Chapter 2.1, “Article”, and Annex N 
to this Guideline).

The practical impact of the O5A principle for articles 
containing CL substance above the concentration 
threshold is summarised in the following table:
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Table 5.9.1 Summary of obligations under the ECJ Judgement

Example

•	A CL Substance S is an ingredient of a plastic clip, 
which itself is an article within a wiper assembly, 
which is imported by Company D:

•• Weight of substance S = 0.005g per clip
•• Weight of clip = 0.5g (two clips per wiper assembly)
•• Weight of wiper assembly = 20g 

•	Percentage substance in each clip = 1.0%
•	Percentage substance in each wiper assembly = 

0.05%
»» Conclusion: the substance threshold calculation 
must be made with respect to the weight of the CL 
substance within the article (clip) alone, and so in 
this case the substance threshold of 0.1% w/w is ex-
ceeded, and so notification may be required (if the  
1 tpa substance threshold is also exceeded).

Calculation of the 1 tpa threshold

The definition of “per year” in the legal text (Art. 3.30 
REACH) which is copied into the definition section of 
this Guideline, means per calendar year, but does not 
explicitly state that it applies to substances on their 
own, in mixtures or in articles as other parts of the legal 
text do.

Furthermore, Art. 3.30 REACH states “… unless stated 
otherwise, for phase in substances that have been 
imported or manufactured for at least three consecutive 
years, quantities per year shall be calculated on the 
average production or import volumes for the three 
preceding calendar years.” and therefore applies to 
substances imported/manufactured as such and has 
nothing to do with notification of CL substances in 
articles. TF-REACH is of the opinion that this provision 
was put in place to avoid situations where a sudden 
increase in demand would lead to legal entities being 
unable to comply with the registration obligations.

Having given due consideration to the term “per year” 
and whether it should apply to notification, we reached 
the conclusion that in the case of notification the “per 
year” starts from when the substance is included in the 
CL for authorisation. In case the 1 tpa threshold is not 
reached during the remainder of the calendar year when 
the substance appeared on the CL for authorisation, 
the calculation should start again on 1st January of 
the following year. The reason behind this decision is 
that companies will not have accumulated information 
about a CL substance being present in an article before 
the substance appears on the CL.
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EEA in-house production of 
article/complex object

Purchased article/complex object 
from EEA supplier

Article/complex object  
from non-EEA production
(purchased or in-house)

Information received from the  
Material suppliers 

Information received from suppliers  
of article or complex object

Information received from suppliers  
of article or complex object

Information  
source

Duty to communicate further down 
the chain of:
yy each article that is self-produced  

	 and placed on the marketd

Duty to communicate further down 
the chain of:
yy each article contained in the  

	 purchased complex object that is  
	 placed on the market

Duty to communicate further down 
the chain of:
yy each article contained in the  

	 imported complex object that is  
	 placed on the market 

Communication 
(Art. 33) 

Basis for the 1 tpa threshold 
calculation:
yy each article that is self-produced

No Notification required 

Basis for the 1 tpa threshold 
calculation:
yy each article contained in the  

	 imported complex object

Notification
(Art. 7.2)

Suppliers have:
yy the legal duty to inform us via SDS 

	 (Art. 31) or otherwise (Art. 32) 
yy the contractual duty via IMDS

Suppliers have:
yy the legal duty to inform us  

	 (Art. 33.1) 
yy the contractual duty via IMDS

Suppliers have:
yy no legal duty 
yy the contractual duty to inform us 

	 via IMDS

Information Duty 
from suppliers
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Example

•	Company A, based in the EEA, imports a complex 
object which contains the same CL substance,  
“Substance A”, in multiple articles as follows:

	 For the purposes of this example, it is assumed that 
three of the above CL substance uses are not already 
registered.

»» Company A must make one notification for Substance 
A covering the three uses: plasticiser for PVC; coating 
aid; and processing aid.

Exemption: Substance already registered 
(Art. 7.6 REACH)

If you wish to rely on the exemption for a substance 
that has already been registered for your use, the 
registration does not need to have been done by an 
actor of your supply chain, but could have been made 
by any other manufacturer or importer of the CL 
substance. For articles produced in or imported into 
the EEA, it is necessary to confirm that the use of the 
substance in the article is supported by the registration 
in order to avoid the notification obligation.

A substance is considered to have already been 
registered for a particular use, if two conditions are 
fulfilled:

•	The substance in question is the same as a sub-
stance that has already been registered; and,

•	The use in question is the same as one of the uses 
described in a registration of this substance that was 
already made.

Should a notification not be necessary during the 
calendar year following the introduction of the substance 
on the CL due to the tonnage not being tripped, the 
situation should be monitored as the tonnage threshold 
may be exceeded in subsequent calendar years when 
production/import of articles containing the substance 
increases.

Example

A substance is added to the CL on 1st June 2012. The 
company importing or producing articles containing 
this substance will have to start investigating and 
calculating from that point in time until the end of that 
calendar year and not from the beginning of 2012. The 
tonnage of the substance is considered to be zero on 
1st June 2012 and again on the 1st January 2013. The 
tonnage calculation needs to be done for each calendar 
year that you produce/import articles following the 
inclusion of the substance on the CL, but only if there is 
an increase in production/import volumes (of articles 
containing the substance) after the first tonnage 
calculation. A notification is only required once per 
substance per legal entity.

NOTE
Aggregation of substance notifications
According to the O5A principle of calculating which 
substances exceed the 0.1% w/w threshold in complex 
objects, the same substance could be present above 
the threshold in multiple different articles within an 
imported complex object. Likewise, it follows that 
the same type of component (i.e. the same type of 
substance use) can be present multiple times within 
that same complex object. However, notification 
needs to be made only once per substance per legal 
entity, and so it follows that the annual tonnage, 
and any resulting substance notifications, should 
be aggregated according to all uses that are not 
registered uses.

Description Use of  
Substance A

Annual imported 
tonnage 

for Company A

PVC O-Ring

PVC Seal

Coated metal 
bracket

Plasticiser for 
PVC

Plasticiser for 
PVC

Coating aid

0.6 tpa

0.7 tpa

1.4 tpa

HDPE Clip
Processing aid  

for HDPE
0.3 tpa

A

D

C

B

Article
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Step 1: Check sameness of substance identity
The first step in the process is to ensure that the 
substance in question is the same as a substance 
that has already been registered. Comparing names 
and EINECS or CAS numbers of both substances may 
not always be sufficient (see Chapter 5, “Criteria 
for checking if substances are the same”, in ECHA’s 
“Guidance for identification and naming of substances 
under REACH and CLP”, https://echa.europa.eu/
documents/10162/23036412/substance_id_en.pdf).

Step 2: Check sameness of registered uses
A potential notifier of a substance in articles must 
check if the use of the substance in his articles is the 
same as one of the uses described in a registration 
of this substance that was already made. For this he 
has to describe the function of the substance in the 
article. Normally the function of a substance would 
include a verb e.g. ‘soften’ (in the case of a phthalate 
(plasticiser)) but as the registration dossiers and the 
dissemination data do not include this, it is necessary 
to draw a conclusion from the noun e.g. plasticiser. 
The process by which the substance is included in the 
articles, and into which type of article, should also be 
described.
Comparing your use with a description of use based only 
on the use descriptor system will not be sufficient to 
conclude on the sameness of two uses for the purpose 
of establishing whether an exemption on the basis 
of Art. 7.6 applies. Thus, the “article category” (which 
is generally a very broad description often referring 
only to the material) will not be detailed enough (see 
Chapter 3.3.1 of ECHA’s “Guidance on requirements 
for substances in articles” https://echa.europa.
eu/documents/10162/23036412/articles_en.pdf). 
Therefore, the use in question has to be described in 
more detail than just by using elements of the use 
descriptor system.

The published information that a substance has been 
registered for use in the Article Category “Plastic 
articles” does not necessarily mean the registration is 
made to cover all plastic articles. It could mean that use 
of the substance in production of some specific plastic 
articles is covered and described in the registration, 
while other plastic articles are not covered and 
assessed. The uses of two very different plastic articles 
may lead to very different exposures to humans and 
the environment. If the exposure related to the use of 
your article is not adequately assessed in a registration 
dossier, it cannot be considered a registered use.

It is therefore strongly recommended to use other 
information sources on registered uses by contacting 
appropriate bodies, such as SIEFs, lead registrants, 
substance consortia and substance-responsible 
associations. See also Chapter 5.9.1 for reference to the 
relevant automotive industry substance notification 
factsheets. Efforts to make contact with these bodies 
can prove to be difficult in practice as business 
confidentiality considerations may thwart the disclosure 
of the required information. It is recommended that any 
such correspondence is recorded.

If you have an inventory for the articles that you 
produce or import, you may have information about 
the materials and the produced/imported volumes. 
This information will provide you with a first indication 
on whether a notification may be required once a 
substance is included in the CL (see chapter 5.3).

Example 
on how to check that your use of a CL substance is 
covered by an already made registration using the 
case of DEHP in electric wires and cable:

1.	 Check whether DEHP has already been registered.
a)	Go to the ECHA website by following the link:
	 https://echa.europa.eu/information-on-chemicals/

registered-substances 
b)	Check registration status for DEHP by entering the 

CAS number 117-81-7.
	 RESULT: full registration dossier data available

2.	Check that the substance in question is the same 
as the substance that has already been registered, 
at least by comparing names and EINECS or CAS 
numbers of both substances.

3.	Check if the type of article is covered in the registration 
dossier. In this example you must check for “electric 
wires and cable”, covering also its synonyms, e.g. 
wiring loom, wiring harness, cable assembly, wiring 
assembly, etc. This information is not available 
on the registered substance list disseminated on 
the ECHA website and must be obtained by other 
means, e.g. from the lead registrant, consortium, 
association, internet etc. After receiving requested 
information from the above mentioned additional 
sources, check for “electric wires and cable”. If this 
covers your article category you are covered by the 
already made registration.
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https://echa.europa.eu/documents/10162/23036412/substance_id_en.pdf
https://echa.europa.eu/documents/10162/23036412/substance_id_en.pdf
https://echa.europa.eu/documents/10162/23036412/articles_en.pdf
https://echa.europa.eu/documents/10162/23036412/articles_en.pdf
https://echa.europa.eu/information-on-chemicals/registered-substances
https://echa.europa.eu/information-on-chemicals/registered-substances
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	 Suppose a PVC cable containing DEHP is used in a ve-
hicle:

	 In this case the end use of DEHP is not the vehicle  
(AC 1) to which the article “PVC Cable” has been at-
tached. Instead it is the end use of the substance 
itself, which is the inclusion into the PVC cable. There-
fore the AC might be e.g. rubber articles (AC 10) or 
plastic articles (AC 13).

1.	 Check the sector of use (SU) of electric wires and 
cable. The registration dossier for DEHP specifies 
“Consumer uses: Private households (=general public 
= consumers)”. If this covers your Sector of Use you 
are covered by the already made registration, AND

2.	Check the product category (PC) in the registration 
dossier. For electric wires and cable the product 
category is “Polymer preparations and compounds”. 
If this covers your product category you are covered 
by the already made registration, AND

3.	Check the exposure release category (ERC) included 
in the registration dossier. In the case of the articles 
electric wires and cables, the exposure release 
categories are:

•• “Low release of substances included into or onto 
articles and materials during their service life in 
outdoor use, such as metal, wooden and plas-
tic construction and building materials (gutters, 
drains, frames, etc.)” (ERC10a)

•• “Substances included into or onto articles and ma-
terials with high or intended release during their 
service life from outdoor use. Such as tyres, treated 
wooden products, treated textile and fabric like sun 
blinds and parasols and furniture, zinc anodes in 
commercial shipping and pleasure craft, and brake 
pads in trucks or cars. This also includes releases 
from the article matrix as a result of processing by 
workers. These are processes typically related to 
PROC 21, 24, 25, for example: Sanding of buildings 
(bridges, facades) or vehicles (ships)” (ERC11a)

	 If your exposure release category is the same, then 
you are covered by the already made registration of 
the substance.

4.	 Confirm that there are no restrictions on use(s) of 
DEHP in the article for your use: 

a) Click on details and go to chapter “Manufacture, 
Use & Exposure” and confirm that no uses advised 
against your scope of use are listed.

b) If no applicable restrictions are listed, you are cov-
ered by the already made registration.

NOTE
Action if use is not covered
Should you find your use is not covered by an already 
made registration, you are recommended to take 
necessary action making sure your use is covered. 
Please refer to Chapter 5.5 “Downstream User 
Obligations according to REACH, Title V” for options.

5.	Conclusion: If you consider that the example above 
covers your uses of DEHP in electric wires and cable, 
no notification is necessary. The conclusion obtained 
and the considerations that led to it should be well 
documented in order to be able to demonstrate REACH 
compliance towards authorities when required.

NOTE
 Action if not certain your use is registered

»» Incorporation of a substance in an article is a 
“use”. However, the placing on the market of an 
article containing a specified substance is not a 
use of that substance.

»» Packaging is either an article or a complex object 
made of articles, and so the presence of a CL sub-
stance in packaging may need to be notified if it 
exceeds the 0.1% w/w limit and the 1 tpa thresh-
old.

»» Other promotional point of sale or marketing ma-
terials you may distribute in the course of your 
business are also considered as articles, and so 
the presence of a CL substance again needs to be 
considered.

	 If you were checking the registration of the use as 
described in this chapter but you are still not cer-
tain that your specific use is already registered, 
you should consider your own notification.

Please refer to the factsheet on notification for each 
substance on the CL (see Chapter 5.9.1).
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Exemption: Substance exposure is 
excluded (Art. 7.3 REACH)

Documentation for a notification exemption due to 
exclusion of human or environmental exposure to a CL 
substance does not need to be submitted to ECHA, but 
should be retained so that it can be presented to the 
enforcement authorities on request. A justification of an 
exemption to notify could include evidence that one or 
more of the following applies: 

•	There are no emissions from the article, even during 
disposal;

•	The substance is contained in the article by technical 
means, and there is an explanation of why the article 
is unlikely to be opened, broken, or lead to release of 
the substance;

•	The substance is embedded in the matrix of the ar-
ticle, and there is a description of the stability of the 
article matrix and the bonds between the substance 
and the matrix during the different life cycle stages 
of the article;

•	The substance remains fully immobile inside the ar-
ticle and does not migrate out or escape its confines 
(e.g. due to the inherent physicochemical properties 
of the substance, or a special coating of the article);

•	The amount of substance released from the article is 
contained by technical means or directly destroyed 
(e.g. during thermal treatment of waste).

NOTE
Tips on notification

»» AI recommendation is to avoid using the Art. 7.3 
REACH exemption, since it will likely be more dif-
ficult and costly to demonstrate “no exposure” 
than to make a notification.

»» ECHA may require a notifier to perform a regis-
tration of the notified substance under Art. 7.5 
REACH, even if the general registration criteria are 
met in your case.

»» A notification is not required for a substance in 
articles that were produced or imported before 
the substance was included on the CL for authori-
sation.

»» Mixtures contained or integrated in an article or 
complex object are not covered by Art. 7.2.

»» A notification needs only to be done once per sub-
stance per legal entity. However, if your circum-
stances change, e.g. in regard to a tonnage band 
change, an update of the original notification will 
be necessary.

»» For more information on exposure-based exemp-
tion from notification please refer to ECHA’s “Guid-
ance on requirements for substances in articles” 
https://echa.europa.eu/documents/10162/ 
23036412/articles_en.pdf.

»» According to ECHA13, in some cases the producer 
of complex objects may not be aware of the tech-
nical function of the CL substance incorporated 
into an article, in which case an assumption has 
to be made by the notifier.

»» The Candidate List, which is available on the ECHA 
website, includes substance datasets with some 
sections of the IUCLID file already filled in (sub-
stance identity, composition and classification 
information).

The information to be included in the 
notification is described in Art. 7.4 REACH

•	 Identity of the notifier (i.e. the producer or importer 
of articles), i.e. name, contact details (REACH-IT ac-
count and IUCLID section 1.1);

•	 Identity of the notifier and role in the supply chain (IU-
CLID section 1.1);

•	 Identification of the substance, i.e. substance name, 
EC number, CAS number, type of substance and sub-
stance composition (IUCLID sections 1.1 and 1.2): 
this information is provided in the pre-filled sub-
stance dataset; the registration number of the CL 
substance, if available (IUCLID section 1.3);

•	Classification of the CL substance according to the 
CLP criteria (IUCLID section 2.1): this information is 
provided in the pre-filled substance dataset;

•	Tonnage band of the substance contained in the arti-
cle(s), i.e. 1-10 tpa, 10-100 tpa, 100-1000 tonnes or 
≥1000 tpa (IUCLID section 3.2);

•	Production site of the notifier, to be filled only by pro-
ducers of articles, not by importers of articles (IUCLID 
section 3.3);

•	Brief description of the use(s) of the substance(s) in 
the article (technical function) (IUCLID section 3.5) 
and of the uses of the article(s) (IUCLID section 3.4 
and 3.5).

Further information on how to notify by using IUCLID 
can be found in the ECHA Manual “How to prepare a 
substance in articles notification”
https://www.echa.europa.eu/documents/10162/ 
22308542/manual_subs_in_art_notif_en.pdf

13	 Information from audio conference with ECHA staff on 14 April 2011
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https://echa.europa.eu/documents/10162/ 23036412/articles_en.pdf
https://echa.europa.eu/documents/10162/ 23036412/articles_en.pdf
https://www.echa.europa.eu/documents/10162/ 22308542/manual_subs_in_art_notif_en.pdf
https://www.echa.europa.eu/documents/10162/ 22308542/manual_subs_in_art_notif_en.pdf


AI
G

 O
N

 R
EA

CH
 4

.0
 

64

Timeline

•	For an SVHC placed on the CL before 1 Dec 2010, noti-
fication had to be made to ECHA by 1 June 2011;

•	For an SVHC included on the CL after 1 Dec 2010 no-
tification is required no later than 6 months after the 
CL inclusion and after exceeding the 1 tpa threshold.

Working assumptions of the TF-REACH

•	First notification prior to 1 June 2011 was made on 
the basis of the CL version of 1 Dec 2010.

•	The tonnage has to be calculated for the calendar 
year after the calendar year in which the substance 
appeared on the CL for authorisation.

•	The notification of articles that contain a CL sub-
stance above a concentration of 0.1% w/w is triggered 
when 1 tpa is reached per substance per legal entity 
for all uses of the substance that are not registered 
uses.

•	 In case the 1 tpa is not reached during the year after 
the substance appeared on the CL for authorisation, 
the calculation starts again on January 1 following 
year, starting with “zero”.

•	According to Art. 7.7 REACH, the notifier has to notify 
within 6 months after a substance is published on the 
CL and the substance is present in those articles in 
quantities totalling over 1 tonne per legal entity (pro-
ducer or importer) per year.

•	Art. 7 notification has to be done only once per CL 
substance per substance per legal entity, not every 
year.

•	 If the tonnage range changes, the notification has to 
be updated.

•	The quantities of the same CL substance in both im-
ported and manufactured articles for the same legal 
entity have to be summed up for the tonnage calcu-
lation.

•	 If only a part of the uses of a CL substance can be 
found registered, the quantities of non-registered 
uses must be calculated for the notification.

For more details on refer to Art. 7, 57 and 59 
REACH and ECHA’s “Guidance on requirements for 
substances in articles” (https://echa.europa.eu/
documents/10162/23036412/articles_en.pdf).

5.9.1 RECOMMENDATION FOR THE 
AUTOMOTIVE INDUSTRY

By taking into consideration all criteria, the following 
strategy for the automotive industry is recommended 
(refer to Flowchart 4):

1.	 Collect data on CL substances in articles using 
the International Material Data System (IMDS) 
(see Annex N, “Data collection for O5A substance 
threshold calculation”).

2.	 Identify which CL substances are present in the 
articles and complex objects that you manufacture 
or import.

3.	Check which of those CL substances are present at 
above the 0.1% w/w threshold according to the O5A 
principle (see Annex N, “O5A CL substance threshold 
calculation”).

4.	 Identify the affected uses of those CL substances 
that are present above the threshold.

5.	Refer to the substance factsheet on notification 
which can be found by following the link:  
http://www.acea.be/publications/article/reach-
automotive-industry-factsheets; check if the uses 
are already understood to be registered.

NOTE
The notification factsheets only consider the typical 
uses of a substance in the industry as identified by 
the Task Force members, and are not guaranteed 
to cover all possible uses. It is therefore up to each 
user of the factsheets to ensure that their company’s 
uses are covered by any registered uses. For 
additional information ask the relevant association/ 
consortium/supplier or manufacturer.
If all your uses are already registered, you have no 
notification obligations, proceed to step 8; otherwise, 
proceed to step 6 below.

6.	Check which of the unregistered CL substances 
exceed the 1 tpa limit. Use the results of your 
REACH Inventory and only take into account in the 
calculation those parts that you produce or import.

https://echa.europa.eu/documents/10162/23036412/articles_en.pdf
https://echa.europa.eu/documents/10162/23036412/articles_en.pdf
http://www.acea.be/publications/article/reach-automotive-industry-factsheets
http://www.acea.be/publications/article/reach-automotive-industry-factsheets
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7.	 Make the necessary notification(s) to ECHA.

8.	 Maintain documents that record the reasons for your 
decisions and actions.

NOTE
Import of complete vehicles: A first calculation should 
be done based on the master parts list (often known 
as the 150% bill of materials). If a substance exceeds 
1 tpa for unregistered uses, make a more detailed 
evaluation based on the actual imported vehicles.
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66 5.10 Communication requirements for CL substances in articles

General requirements

Art. 33 REACH requires that the supplier of an article 
(see definition in Chapter 2.1) communicates sufficient 
information to the recipient on CL substances to allow 
safe use of the article. As a minimum the name of the CL 
substance must be included; any available additional 
information should also be provided if relevant to safe 
use. 

Communication requirements apply to substances in 
articles meeting all of the following criteria:

•	The substance is identified as of very high concern 
according to Art. 57 & 59 REACH (see Chapter 2.1 
“Main Definitions” for “SVHC”) and included in the CL 
for authorisation.

•	The substance is present in the article at a concen-
tration above 0.1% weight by weight (w/w), calculat-
ed according to the O5A principle.

There are no exemptions to the Art. 33 communication 
duties if the above criteria are met; i.e. the duties apply 
even if the parts do not discharge substances into the 
environment, and the duties apply to any amount of CL 
substance, with no minimum tonnage threshold.

NOTE
Scope of Art. 33 Communication

»» Legacy parts are within the scope of Art. 33 
REACH (see Annex L7).

»» Packaging is either an article or a complex object 
made of articles, and so the presence of a CL sub-
stance in packaging needs to be communicated if 
it exceeds the 0.1% w/w limit.

»» Packaging which is only provided for transport 
and is given back by the customer is not affected 
by Art. 33.1.

»» Other promotional point of sale or marketing ma-
terials you may distribute in the course of your 
business are also considered as articles, and so 
the presence of a CL substance again needs to be 
considered.

»» Mixtures contained or integrated in an article or 
complex object are not covered by Art. 33.

Communication to professional customers
(Art. 33.1 REACH)

For Art. 33.1 REACH the information on CL substances 
contained in the article has to be provided automatically 
to the business-to-business recipient of the article. 
The following key messages of Art. 33.1 REACH can be 
summarised as follows:

•	Professional customers are to be informed of CL sub-
stances automatically as soon as the substance has 
been included on the CL.

•	Professional customers include (but are not limited 
to) dealerships, fleet management, company vehicle 
owners (who have bought the vehicle). A company 
vehicle driver who does not own the vehicle is not a 
professional customer.

•	 It would be sufficient to provide the customer with a 
direct link to the relevant information. An online cat-
alogue is normally used by the AI when spare parts 
are purchased and CL substance information dis-
played next to the part number would be appropriate. 
This information should be updated in response to CL 
changes for articles or complex objects that remain in 
series production. 

Communication to consumers 
(Art. 33.2 REACH)

Art. 33.2 REACH states that the requirement to 
communicate information on substances in articles 
must extend to any consumer upon request. The 
information must be provided to the consumer free of 
charge within 45 days of receipt of the request. The 
consumer in this case does not need to already be a 
recipient of the article in question. Also in practice, the 
“article” in question includes complex objects made up 
of multiple articles.

Provision of safe use information 
(Art. 33.1 & 33.2 REACH)

Where a CL substance in an article that you supply 
(either on its own or as part of a complex object, 
such as a vehicle or vehicle part) exceeds the 0.1% 
w/w threshold, you must ensure that you provide 
information available to you to ensure the safe use of 
the article in any subsequent life cycle phases. 
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To evaluate what safe use information may be required, 
you should typically consider:

•	Manufacturing or assembly operations in the article’s 
downstream supply chain;

•	Use of the vehicle/part by a professional user or con-
sumer;

•	Maintenance and repair of the vehicle/part;
•	Reuse, remanufacturing, recycling or disposal of the 

vehicle/part.

You should also consider what safe use information is 
available to you, including safe use information that 
may have been provided to you by your supplier, as well 
as information known to your technical experts and 
product safety specialists. You do not have to provide all 
the information that is available to you, but you do have 
to provide any of the available information that remains 
relevant to the safe use of the article that you place on 
the market.

Finally, you should take into account safe use 
information about the vehicle/part that you already 
make available to your customers, such as vehicle 
owner manuals, part service/repair instructions, and 
disposal/dismantling information. 

It is up to each successive supplier who places a 
product on the market to determine if the existing 
product information is already sufficient to ensure 
safe use of the article that contains the CL substance, 
in which case reference should be made to the existing 
information, and then it is sufficient to provide the 
name of the CL substance in order to fulfil obligations 
under Art. 33 REACH. If further information is needed to 
ensure safe use, in any of the life cycle phases named 
above, then this information must be added in addition 
to the name of the CL substance.

The AI does not generally recommend providing the 
name or location of each article that contains a CL 
substance, since we consider that such information 
neither contributes to the effectiveness of the safe use 
information, nor is the component part name actually 
useful, since many component names are obscure and 
would not actually help to identify the affected article. 
An exception would be if additional specific safe use 
information were required, in which case the name of 
the article as well as its location in the complex object 
may be required to clearly identify that article for safe 
use.

The following diagram shows the flow of specific safe 
use information (SUI) down a simplified supply chain.

Picture 5.10.1: Example of specific safe use information (SUI) down a supply chain
* 	 Specific SUI excludes the name of the CL substance, which must be provided in every case where a CL substance is present in the article above
	 the threshold, and excludes general SUI for the article, which is provided whether or not a CL substance is present.
** 	Depends on the specific part or vehicle.
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There is no required format for providing Art. 33 
information, but the templates provided in Annex M1, 
M2 & M3 to this Guideline may prove useful for providing 
consistent and sufficient information. 

When Art. 33 information is provided for a whole 
vehicle, it will not usually be feasible to provide that 
information for each vehicle configuration (i.e. by 
Vehicle Identification Number or VIN). Therefore the 
AI recommends providing the information in this case 
based on the master parts list (often known as the 
150% bill of materials).

Where provided, Art. 33 safe use information should 
be made available in the local EEA language of the 
customer receiving the article. However, the AI does not 
believe that it will be necessary to translate the data 
collected via IMDS, except in the cases where specific 
safe use information is required for an article.

Where needed, safe use information may be provided 
by:

•	Hard copy, for example by adding information sheets 
with the vehicle or parts when they are sold; or

•	By electronic means, for example by providing a web 
site with the information directly accessible to your 
customers.

5.10.1 RECOMMENDATION FOR THE 
AUTOMOTIVE INDUSTRY

By taking into consideration all criteria, the following 
basic strategy for the automotive industry is 
recommended (refer to Flowchart 8):

1.	 Collect data on CL substances in articles using 
the International Material Data System “IMDS”  
(see Annex N, “Data collection for O5A substance 
threshold calculation”).

2.	 Identify which CL substances are present in your 
articles and complex objects.

3.	Check which of those CL substances are present at 
above the 0.1% w/w threshold according to the O5A 
principle (see Annex N, “O5A CL substance threshold 
calculation”).

4.	 For each CL substance above the threshold, identify 
existing safe use information covering the articles/
complex objects that contain the CL substances, and 
evaluate if the existing SUI is sufficient to ensure 
safe use. The TF-REACH recommends communicating 
for vehicles based on the master parts list (i.e. the 
theoretical vehicle that contains all the options 
available).

5.	For “risk article”, i.e. those for which existing 
product information is not sufficient to ensure safe 
use, prepare specific Safe Use Information (SUI); 
for other “non-risk” cases, the substance name 
alone is sufficient SUI to meet Art. 33.1 and 33.2 
requirements.

6.	To meet Art. 33.1 REACH, assemble the required 
information (optionally following the format 
provided in Annex M1 to this Guideline), and provide 
automatically to the business-to-business recipient 
of the article/complex object.

7.	 To meet Art. 33.2 REACH, on request from a 
consumer, assemble the required information 
(optionally following the formats provided in Annex 
M2/M3 to this Guideline), and provide response to 
the consumer who made the request within 45 days.

8.	 Depending on the interpretation of the ECJ Judgement, 
the fulfilment of the requirements could lead to 
a disproportionate effort. To avoid unnecessary 
actions, it is recommended to consider the detailed 
recommendations and examples provided in Annex 
N that aim to apply the principle of proportionality 
according to Art. 5 of the Lisbon Treaty.

9.	Maintain documents that record the reasons for your 
decisions and actions.
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70 5.11 Authorisation procedure

The REACH Regulation sets up the authorisation 
procedure to permit a better management of the 
environmental and health risks associated with SVHCs 
and progressively replace those SVHCs with suitable 
alternative substances or technologies where these are 
economically and technically viable. 

Substances fulfilling the criteria of Art. 57 REACH and on 
the CL will most likely be added to Annex XIV REACH.

Authorisation can be granted for specific uses by the 
European Commission on the basis of an Application 
for Authorisation (AfA) made to ECHA. When an 
authorisation is granted by the Commission, it is valid 
until amended or withdrawn, but it is subject to time-
limited review, meaning authorisation holders are 
required to submit a review report.

The authorisation process involves 4 main steps:

Authorisation scope

Authorisation applies to the “use” of a substance (Art. 
3.24 REACH, see Chapter 2.1), which means that 
authorisation applies to the Annex XIV substance when 
it is:
•	 	Processed;
•	 	Formulated or mixed;
•	 	Consumed;
•	 	Stored or kept (on its own or in a mixture);
•	 	Treated;
•	 	Filled into containers or transferred from one contain-

er to another;
•	 	Incorporated into an article;
•	 	Otherwise utilised.

Authorisation does not apply if the Annex XIV substance 
has already been incorporated into an article, i.e. if 
the substance has been used to produce articles, 
the substance as such is no longer “used” and no 
authorisation of use of the substance is required (see 
“Effect of authorisation on articles” below).

Exemptions to authorisation 

Uses and categories of uses may be exempted from 
authorisation if, on the basis of existing community 
legislation imposing minimum requirements related to 
the protection of human health and the environment for 
the use of the substance, the risk is properly controlled 
(Art. 58.2 REACH). 

No application for an authorisation is required for a 
substance listed in Annex XIV REACH that is used in 
scientific research and development (PPORD). Such 
substances used for PPORD must be specified in Annex 
XIV REACH as well as maximum quantity exempted (Art. 
56.3 REACH). 

The following uses are exempted (Art. 56.4 REACH): 
•	 	Uses in plant protection products within the scope of 

Directive 91/414/EEC.
•	 	Uses in biocidal products within the scope of Direc-

tive 98/8/EC.
•	 	Use as motor fuels covered by Directive 98/70/EC re-

lating to the quality of petrol and diesel fuels.
•	 	Uses as fuel in mobile or fixed combustion plants of 

mineral oil products and use as fuels in closed sys-
tems.

•	 	On-site isolated intermediates and transported isolat-
ed intermediates (Art. 2.8.b REACH).

4 Evaluation and Decision  
(Authorisation granted or refused)

3 Application for Authorisation

2 Recommendation for inclusion  
in the Authorisation List

1 Identification of SVHCs
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Under specific conditions, the following uses are 
exempted (Art. 56.5 REACH):
•	 	Uses in cosmetic products within the scope of Direc-

tive 76/768/EEC.
•	 	Uses in food contact materials within the scope of 

Regulation (EC) No1935/2004.

Further exemptions include the use of substances when 
they are present in mixtures (Art. 56.6 REACH):
•	 	For PBT, vPvB or endocrine disrupting substances 

(Art. 57.d-f REACH), below a concentration limit of  
0.1 % weight by weight.

•	 	For all other substances, below the specific con-
centration limits according to the CLP Regulation  
(Art. 11.3 CLP).

See also further exemptions in Chapter 5.2.

* 	 minimum estimated

Picture 5.11.1

90 days  180 days*  

Publication of ECHA 
draft Recommendations 

End of 
public 
consultation

INCLUSION IN 
ANNEX XIV

15 days  

ECHA transmits draft
recommendation 
to Commission

90 days  

Commission’s 
Proposal

Transmission 
to MSC

Commission’s 
decision 
(Art. 133.4)   
WTO Notification

Stakeholder input –  
2nd Public Consultation (PC)
Generally from june to Sept

45+15 days  15 days  30 days  90 days  120 days*  

Intention to propose 
a substance as an 
SVHC published 
in Registery of 
intentions 

Publication Annex XV –  
Transmission to MSC 
(Members States  
Committee)

End of Public  
Consultation  
(also MS  
comments)

Transmission to 
MSC

MSC Opinion Commission’s 
Proposal

Commission’s 
Decision 
(Art. 133.3)

INCLUSION IN  
CANDIDATE LIST 

Generally  
June/December

Stakeholder input –  
1st Public Consultation (PC)

2x/year (March-April/Sept-Oct)

Process for adding substances to 
Authorisation List (Annex XIV)

Below is a description of the process to add substances 
to the CL and their prioritisation, recommendation and 
inclusion in Annex XIV.

NOTE
»» The authorisation procedure is independent of 

the registration procedure.
»» There is no tonnage threshold for a substance to 

be subject to authorisation. Authorisation proce-
dures therefore apply independently of any ton-
nage bands. This means that there are substanc-
es that require authorisation but do not require 
registration.
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AfA submission windows

A manufacturer, importer, OR or DU (who may include 
formulators as well as end-users of the substances) 
can apply individually or in a group for an authorisation 
to place on the market or to use an Annex XIV substance 
on its own or in a mixture, or to incorporate the 
substance into an article.

An AfA can be submitted:
•	 	for one or several uses
•	 	for one substance or a group of (similar) substances

Using or placing the substance on the market subject 
to authorisation may continue as long as the so called 
“sunset date”, has not been reached. The sunset date 
is the date after which the placing on the market and 
the use of the substance is no longer allowed unless an 
authorisation has been granted for the specific use. The 
sunset date is specified in Annex XIV. 

If the sunset date has been reached, but the request 
for an authorisation has been received at least 18 
months before this date and the decision to grant 

the authorisation is still pending, then the use of that 
substance is allowed to continue until a decision about 
the authorisation has been made (Art. 58.1 REACH). 

It is possible to apply after the Latest Application Date 
(LAD), but it will be necessary to stop using/placing the 
substance on the market after the sunset date, until 
your AfA is granted by the Commission.

Notify ECHA, at the latest, eight months before you 
intend to submit an application for authorisation. 
When sending the notification, you should indicate the 
substance and provide a general description of the 
uses for which you will be seeking an authorisation. 
Send notification to: https://comments.echa.europa.
eu/comments_cms/AfA_NotifyAndPresubmit.aspx
 
There are ‘submission windows’ for AfA that occur 
throughout the year. When applicants submit their 
applications within these windows, they ensure 
that their application will be processed within the 
shortest time possible. To ensure that the application 
is processed smoothly, it is recommended to submit 
the application in one of the windows before the latest 
submission window.

Picture 5.11.2: AfA Submission overview

* 	 Submission windows  have a 2 weeks period
** 	 Notification has to be done at least 8 months prior to selected submission window 
*** 	Official date of receipt (payment of the fee received and opening of the public consultation)

3 month

Submission 
Window
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Submission 
Window
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Submission 
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Prepare 
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Prepare 
PSIS
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Sunset 
Date

https://comments.echa.europa.eu/comments_cms/AfA_NotifyAndPresubmit.aspx
https://comments.echa.europa.eu/comments_cms/AfA_NotifyAndPresubmit.aspx
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Individual or joint application

An application can be submitted by one applicant or a 
group of applicants, such as:

•	 	By downstream user(s)
•	 	By upstream actor(s)
•	 	Or through a two-level application strategy involving 

both upstream actors (level 1) and downstream us-
ers (level 2) 

Due to the possible complexity and technical issues of 
joint applications, ECHA recommends that you develop 
and submit a joint application when:

•	 	all co-applicants of the group apply for all uses in the 
joint application for authorisation, and

•	 	they have found an acceptable way to share all infor-
mation provided in the application.

In complex cases, it may be preferable for each co-
applicant to submit their own application separately.

Depending on the complexity of the supply chain, 
it is highly recommended to enter into discussions 
with all actors involved (suppliers, customers, etc.) 
and to determine the best approach for your case. 
Once decided, ensure that the applicant has all the 
information needed to cover your use and those of your 
DUs.

AfA preparation

There are two possible routes to apply for an 
authorisation to use an Annex XIV substance:

1.	 Adequate control route: by demonstrating that 
the risk from using the substance is adequately 
controlled, i.e. that the exposure is below the derived 
no-effect level (DNEL).

2.	Socio-economic analysis route: by demonstrating 
that the socio-economic benefits of using the 
substance outweigh the risks and that there are no 
suitable alternative substances or technologies.

The information (assessment reports) required in an 
application will depend on whether you can demonstrate 
adequate control of the risks and whether there 
are suitable alternative substances or technologies 
available for the use you are applying for.

The basic information in the AfA includes:

•	 	Identity of substance or substances covered by the 
application,

•	 	Name and contact details of the person or persons 
making the application,

•	 	Request for authorisation(s) for specific use(s),
•	 	Chemical Safety Report(s),
•	 	An analysis of the alternatives,
•	 	Substitution plan.

Depending on the route chosen for the AfA, other 
information may be included:  A socio-economic 
analysis (SEA), a justification for not considering 
the risks to human health or environment (see ECHA 
Guidance on the preparation of an application for 
authorisation).

AfA submission and evaluation

ECHA’s Committees for Risk Assessment (RAC) and 
Socio-Economic Analysis (SEAC) develop an opinion on 
each use included in an application for authorisation. 
This opinion outlines the RAC and SEAC evaluation 
of an applicant’s assessment reports and includes 
recommendations for any conditions or monitoring 
arrangements that could be included in an authorisation 
decision as well as a recommendation on the length of 
the time-limited review period, should an authorisation 
be granted for the use.

The RAC and SEAC opinion is based on the application, 
as well as any information received in the public 
consultation on possible alternatives. RAC and SEAC can 
request additional information from an applicant, which 
is also taken into account.

A ‘trialogue meeting’ may also be organised between the 
applicant, the Committees and third parties who have 
submitted information about potential alternatives in 
the public consultation. 
The final decision to grant or not grant an authorisation 
is taken by the Commission after discussion with 
Member States in the REACH Committee. The decision-
making process takes at least six months.
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Authorisation in the supply chain

A DU may use a substance subject to authorisation 
provided that they use the substance in accordance 
with the conditions of authorisation granted to an actor 
up the supply chain for that use (Art. 56.2 REACH).

Downstream user obligations for the use of 
Annex XIV substances 

If you are dealing with a substance included in Annex 
XIV there are additional obligations.

•	 	Holders of an authorisation, as well as DUs referred to 
in Art. 56.2 REACH including the substances in a mix-
ture, must include the authorisation number on the 
label before they place the substance or a mixture 
containing the substances on the market for an au-
thorised use in addition to any CLP-required labelling. 
This must be done without delay once the authorisa-
tion number has been made publicly available in ac-
cordance with Art. 64.9 REACH.

•	 	DUs using a substance in accordance with Art. 56.2 
REACH must notify the ECHA within three months of 
the first supply of the substance (Art. 66.1 REACH).

•• 	ECHA maintains a register of DUs who have made 
an application and grants access to this register to 
the competent authorities of the Member States.

Review period of an authorisation

The review period is set for each granted authorisation 
individually (i.e. 4, 7, 12 years). 
The authorisation is regarded as valid until the end of 
the review period or until the European Commission 
withdraws the granted authorisation of use. 

A time-limited review period is not set out in the first 
publication of Annex XIV. If it is necessary to extend the 
authorisation of use, the holder of the application has 
to apply for an extension of the review date at least 18 
months before that date (see also Art. 61 REACH). 

NOTE
»» If the Commission makes the decision to deny the 

authorisation, you must stop all uses of the An-
nex XIV substance after the sunset date.

»» That means that if the Commission decision to 
deny the authorisation is made after the sunset 
date, you must stop all non-authorised uses of 
the Annex XIV substance immediately.

»» DUs should be prepared in case an authorisation 
of use is not granted and a substitution of an An-
nex XIV substance is required. DUs should set out 
their strategy. 

»» Following the results of the substance inventory, 
it is recommended to identify potential critical 
substances 

»» If necessary, data to support authorisation for 
your use should be gathered.

Picture 5.11.3: AfA Evaluation and Decision (Source: ECHA website - no longer posted)
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Public consultations in the authorisation 
process 

ECHA consults the public during 3 of the 4 steps for 
authorisation: 

•	 	Candidate List inclusion; 
•	 	Prioritisation for the Authorisation List; and 
•	 	AfA public consultation and trialogue.

ECHA encourages all interested parties to get involved 
and give their views.

The AI recommends that OEMs and/or their suppliers 
submit any comments for public consultations as early 
as possible via the relevant national or European trade 
associations, who can collect and combine the various 
proposals from their members and submit to the 
authorities under the name of the association. 

During the 4th stage of authorisation process 
(“Evaluation of Applications“), our automotive industry 
experience (e.g. CrVI authorisation) shows that third 
parties not directly involved in the authorisation 
dossier submission can play a key role during public 
consultation.

Table 5.11.1: Type of information requested during the 3 main consultation steps within the authorisation procedure

NOTE
TF REACH has developed a process (see Annex J, 
“REACH-GADSL-IMDS Flowchart”) which enables the 
automotive industry to provide in time an industry 
wide and consolidated input to the stakeholder 
consultations. Additionally it helps to keep the 
tools of the automotive industry (GADSL & IMDS) 
updated with the latest versions of the REACH lists on 
authorisation and restriction.
An important component of this whole process is 
the “Substance Impact Assessment Process” which 
helps to find out in which products and processes 
SVHCs might be included and where substitutions 
may have to be started (see Chapter 6; Step 1.3 of 
the 5 Step compliance schedule). 
As IMDS is the main source for assessing the impact 
on articles, please make sure that your data is always 
up-to-date.
In order to assess the impact on the production 
processes, suppliers are invited to provide their 
relevant information into the impact assessment.

Effect of authorisation on articles

If the substance has already been used to produce 
articles, then the substance as such is no longer “used”, 
and it follows that no authorisation of use (of the 
substance) is required.

Articles that contain Annex XIV substances can be 
supplied after the sunset date if they were produced in 
the EEA before the sunset date and then held in stock.
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for; risks, technical feasibility and 
costs of alternativesType of information 
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•	 	Authorisation of use of the substance must be sought 
by the producer who incorporates the Annex XIV sub-
stance into the article.

•	 	No obligations for parts held in stock.

Articles produced outside the EEA with an Annex 
XIV substance can be imported into the EEA without 
authorisation of use. 

Legacy spare parts

In order to avoid the premature obsolescence of articles 
that are no longer produced after the sunset dates, 
some substances included in Annex XIV need to be 
available for the production of spare parts for the repair 
of those articles, where those articles cannot function 
as intended without those spare parts, as well as where 
some Annex XIV substances are necessary for the 
repair of such articles. 

To that end, the TF-REACH has produced a position 
paper on the need for exemptions from authorisation for 
legacy spare parts (see Annex L12), which in summary 
states:

•	 	Applications for authorisation for the use of an Annex 
XIV substance for the production of such spare parts 
and for the repair of such articles should be simpli-
fied. 

•	 	The transitional arrangements applicable to the sub-
stances concerned by those uses should be extend-
ed in order to allow for the adoption of implementing 
measures for such simplified applications for authori-
sation.

As a result, the sunset dates for some substances have 
been extended for legacy spare parts.
Implementing measures for simplified applications for 
authorisation for the production of legacy spare parts 
are expected to start in 2018. 

Others documents on the subject

•	 	Title VII Art. 55 to 66 REACH
•	 	ECHA List of Guidance Documents on REACH  

https://echa.europa.eu/guidance-documents/ 
guidance-on-reach

•	 	The Public Activities Coordination Tool (PACT) 
https://echa.europa.eu/status-and-purpose 

•	 	ECHA Guidance on identification of SVHCs
	 h t t p s : / / e c h a . e u r o p a . e u / s u b s t a n c -

es-of-very-high-concern-identification-explained 
•	 	ECHA How to apply for authorisation - a step-by-step 

guide for applicants
	 https://echa.europa.eu/documents/10162/13637/

apply_for_authorisation_en.pdf/bd1c2842-4c90-
7a1a-3e48-f5eaf3954676 

•	 	ECHA’s online support pages on how to apply for au-
thorisation provide a quick overview of the necessary 
steps from an applicant’s point of view. 

	 https://echa.europa.eu/applying-for-authorisation 
•	 	The guidance on the preparation of an application for 

authorisation (ECHA, 2011a) provides information 
about the authorisation process and describes the 
main elements of an application for authorisation.

	 htt ps: / / echa. eu ropa. eu / do cu ments / 10162 / 
23036412/authorisation_application_en.pdf 

•	 	The guidance on the preparation of socio-economic 
analysis for authorisation (ECHA, 2011b) provides 
specific and detailed guidance on how to prepare a 
socio-economic analysis.

	 htt ps: / / echa. eu ropa. eu / do cu ments / 10162 / 
23036412/sea_authorisation_en.pdf 

•	 	The guidance on information requirements and 
chemical safety assessment provides guidance on 
how to prepare a CSR.

	 https://echa.europa.eu/guidance-documents/
guidance-on-information-requirements-and-chemi-
cal-safety-assessment 

•	 “How to develop use descriptions in applications for 
authorisation” explains how the use(s) applied for 
presented in an application for authorisation should 
be developed and described.

	 https://echa.europa.eu/documents/10162/13566/
uses_description_in_auth_context_en.pdf

https://echa.europa.eu/guidance-documents/ guidance-on-reach
https://echa.europa.eu/guidance-documents/ guidance-on-reach
https://echa.europa.eu/status-and-purpose
https://echa.europa.eu/substances-of-very-high-concern-identification-explained
https://echa.europa.eu/substances-of-very-high-concern-identification-explained
https://echa.europa.eu/documents/10162/13637/apply_for_authorisation_en.pdf/bd1c2842-4c90-7a1a-3e48-f5eaf3954676
https://echa.europa.eu/documents/10162/13637/apply_for_authorisation_en.pdf/bd1c2842-4c90-7a1a-3e48-f5eaf3954676
https://echa.europa.eu/documents/10162/13637/apply_for_authorisation_en.pdf/bd1c2842-4c90-7a1a-3e48-f5eaf3954676
https://echa.europa.eu/applying-for-authorisation
https://echa.europa.eu/documents/10162/ 23036412/authorisation_application_en.pdf
https://echa.europa.eu/documents/10162/ 23036412/authorisation_application_en.pdf
https://echa.europa.eu/documents/10162/ 23036412/sea_authorisation_en.pdf
https://echa.europa.eu/documents/10162/ 23036412/sea_authorisation_en.pdf
https://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
https://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
https://echa.europa.eu/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
https://echa.europa.eu/documents/10162/13566/uses_description_in_auth_context_en.pdf
https://echa.europa.eu/documents/10162/13566/uses_description_in_auth_context_en.pdf
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•	 	ECHA has published over 80 Questions and Answers 
(Q&As) on the application for authorisation process. 

	 https://echa.europa.eu/de/support/qas-support/
browse/-/qa/70Qx/view/scope/reach/authorisation 

•	 	Before submitting an application for authorisation, 
applicants can request a pre-submission information 
session (PSIS) with ECHA to ask questions regarding 
the regulatory and procedural aspects related to the 
application.

	 https://comments.echa.europa.eu/comments_cms/
AfA_NotifyAndPresubmit.aspx 

•	 	ECHA has also held several training seminars and 
workshops to clarify issues related to the applica-
tion for authorisation process. The presentations and 
other material used in these events are available on 
ECHA’s website.

	 https://echa.europa.eu/support 
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Recommendation for the automotive 
industry 

•	 	Limit the use of substances included on the CL for au-
thorisation, while ensuring that the technical/quality 
requirements are met and the socio economic impact 
of substitutions has been taken into consideration. 
Thus, substitution must be carried out in agreement 
between customers and suppliers.

•	 	Take into account criteria for selecting suitable alter-
natives defined by Automotive Industry to carry out 
substitutions (see Annex O, “Sustainable substitution 
criteria”).

•	 	If you use an Annex XIV substance to produce an ar-
ticle, make sure that your use of that substance is 
included in an AfA. 

•	 	Add to your supplier contract a clause that obligates 
the supplier to inform you about their intentions to 
apply for authorisation or to substitute the Annex XIV 
substance. 

https://echa.europa.eu/de/support/qas-support/browse/-/qa/70Qx/view/scope/reach/authorisation
https://echa.europa.eu/de/support/qas-support/browse/-/qa/70Qx/view/scope/reach/authorisation
https://comments.echa.europa.eu/comments_cms/AfA_NotifyAndPresubmit.aspx
https://comments.echa.europa.eu/comments_cms/AfA_NotifyAndPresubmit.aspx
https://echa.europa.eu/support
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78 5.12 Restriction procedure

REACH foresees a restriction process to regulate the 
manufacture, placing on the market or use of certain 
substances if they pose an unacceptable risk to health 
or the environment. The restriction is designed as a 
“safety net” to manage risks that are not addressed by 
the other REACH processes. 

Proposals for restrictions can be prepared by Member 
States or by ECHA on request of the Commission. The 
Restriction process is described in Title VIII. Annex 
XVII of REACH lists all restricted substances and the 
conditions of their restrictions. 

Overview on main steps of the Restriction process  
(Art. 69 to 73 REACH), timeline and actors (source ECHA 
website).

Picture 5.12.1 Main stages of the Restriction process
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To facilitate open discussion and dialogue, ECHA 
organises public consultation on proposed restrictions. 
The consultation starts when the REACH Annex XV 
restriction report is published on the ECHA web page 
and is open for six months. Interested parties may 
comment on the proposed restriction and the Annex XV 
REACH restriction report.

Stakeholders are invited to comment on the Annex XV 
dossier. It is highly recommended to provide comments 
within the first three months of the consultation period 
in order to ensure your opinions and requests are 
considered by others. It is all the more important to pay 
attention to this restriction process and be involved in 
the consultation step for restrictions that could impact 
significantly the automotive industry because of the 
substances targeted, because of the interpretation of 
the restriction wording (e.g. “part thereof”), or because 
of specific ECHA guidance aiming at better defining the 
scope of the restriction. 

According to Art. 68.2 REACH, for a substance on its own, 
in a mixture or in an article which meets the criteria for 
classification as CMR 1A or 1B, and could be used by 
consumers and for which restrictions to consumer use 
are proposed by the Commission, Annex XVII REACH will 
be amended without following the complete procedure 
described in Picture 5.11.1 above (Art. 69 to 73 REACH 
does not apply), and particularly without consulting all 
interested parties (in accordance with the procedure 
referred to in Art. 133.4 REACH). This may result in a 
shorter timeline for the restriction process and thus 
also reduce the time available to industry for any 
compliance actions.

NOTE
Difference between Restriction and Authorisation 
Process: 

»» Under Authorisation, every use of a substance is 
prohibited if not explicitly allowed

»» Under Restriction every use of a substance is al-
lowed if not explicitly prohibited

The restriction and authorisation processes are 
related and can in practice have similar effect on the 
uses. However, they have different scope, the roles of 
actors differ and the procedures may have different 
cause. Authorisation can only address SVHCs on 
the CL as specified by Art. 57.a-f REACH whereas 
restrictions may be imposed on any substance 
where there is an unacceptable risk to human health 
or the environment arising from the manufacture, 

use or placing on the market. This can be addressed 
on a Community-wide basis (Art. 68.1 REACH). 
One main difference is that the import into the EEA of 
articles is not covered by the authorisation obligation 
(an article imported in EEA, containing a substance in 
Annex XIV REACH, is not concerned by authorisation 
obligation) whereas the restriction process can cover 
import of articles. 
Substances for which all uses are prohibited under 
restriction procedure or under other Community 
legislation may not be included in Annex XIV REACH or 
must be removed from it (Art. 58.7 REACH).
Generally, the restriction process is the preferred 
option in cases where it is justified to prohibit all uses 
of a substance or to ban some (well known) uses 
because of unacceptable risks for human health or 
the environment.

Recommendation

•	 	Similar to the Automotive Industry processes for 
authorisation, the automotive industry also uses for 
restriction the Impact Assessment Process in order 
to generate an overview of the impact of possible 
restrictions on automotive business. It is thus rec-
ommended to give input to that process in order to 
provide a representative overview.

•	 	To understand the impact of a restriction on your 
business you may refer to the table developed by the 
REACH TF of all entries of Annex XVII which assess-
es their impact on the automotive industry (articles, 
production), see Annex K.

Other documents on the subject
Title VIII Art. 67 to 73 REACH
•	 	ECHA Guidance on Annex XV for restrictions:  

https://echa.europa.eu/documents/10162/23036412/ 
restriction_en.pdf

•	 	ECHA Guidance on Socio-Economic Analysis-Restric-
tions: https://echa.europa.eu/documents/10162/ 
23036412/sea_restrictions_en.pdf 

•	 	The Public Activities Coordination Tool (PACT):  
https://echa.europa.eu/pact 
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https://echa.europa.eu/documents/10162/23036412/restriction_en.pdf
https://echa.europa.eu/documents/10162/23036412/restriction_en.pdf
https://echa.europa.eu/documents/10162/ 23036412/sea_restrictions_en.pdf
https://echa.europa.eu/documents/10162/ 23036412/sea_restrictions_en.pdf
https://echa.europa.eu/pact
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80 5.13 REACH and waste – impact on the automotive industry

The definition of waste reads: “Waste shall mean any 
substance or object which the holder discards or intends 
or is required to discard” (Art. 3.1 Waste Framework 
Directive, “WFD”, 2008/98/EC).

Waste as defined in the WFD is not considered a 
substance, mixture or article under REACH (Art. 2.214  

REACH). The reason for that is to ensure workability 
and to maintain the incentives for waste recycling and 
recovery (Recital 11 REACH). Consequently REACH 
requirements do not apply to waste. Nevertheless, this 
does not mean that waste is totally out of the scope of 
the Regulation.

According to REACH, manufacturers or importers of 
a substance, in mixtures or in articles, subject to 
registration are indeed obliged to take the waste stage 
of the life-cycle of substances into account, where 
relevant, in particular to create exposure scenarios or 
when assessing “safe use” under Art. 33 REACH (see 
also Chapter 5.10 “Communication Requirements for 
CL Substances in Articles”). That means they have to 
consider waste produced during the manufacturing and 
use phases of substances. If relevant, waste produced 
during article manufacturing as well as waste linked to 
the end of article life containing substances may need 
to be considered.

As soon as a material ceases to be waste in a recycling 
or recovery process, it has to comply with the 
REACH requirements - with a number of exemptions. 
Unfortunately at the time of writing there is no clear 
definition available when waste ceases to be waste 
with the exception of certain metal scraps (see Council 
Regulation (EU) No 333/2011 establishing criteria 
determining when these certain types of scrap metal 
cease to be waste under Directive 2008/98/EC). 
Member States may decide on a case by case basis 
when waste ceases to be waste (Art. 6.4 WFD15) or 
criteria for the end of waste status will be developed for 
specific materials in the future. 

Criteria for defining when certain specified wastes cease 
to be wastes are given in Art 6.1 WFD. For example, in 
the authorisation decision on DEHP in recycled PVC it 
was concluded that recycled materials have ceased to 
be waste in accordance with the WFD.

According to Art. 2.7.d REACH, recovered materials 
can be exempt from registration, communication and 
evaluation, when the material:

•	 	is the same as a substance that has already been 
registered, and

•	 	sufficient safety information according to REACH Art. 
31 or 32 is available for this recovered substance.

This means that, for recovered material, the 
manufacturer/importer has to ensure that the raw 
substances have already been registered and an SDS for 
hazardous substances or SDS-like safety information 
for non-hazardous substances must be available to the 
recovering company or organisation for this recovered 
material.

Some recovery processes can also limit the obligations 
under REACH. This is the case for example if at the end 
of the recovery process, the recovered product can be 
considered an article. In that case, there is no need to 
register (except substances intentionally released 
from that article) since registration is only relevant to 
substances. But the manufacturer or the importer has 
to comply with other obligations like Art. 33 if applicable.

Obligations on substances used in recycled or recovered 
materials, however, apply if the substances have been 
included into the REACH Authorisation list (see Chapter 
5.11, “Authorisation procedure”). 

This requires recycling companies to undergo the 
authorisation process for the use of the substance 
in a recycled material that they would like to place on 
the EU market. An authorisation will only be granted if 
the applicant can prove that the benefits outweigh the 
risks and that safer alternatives are economically and 
technologically not feasible. 

A first case on DEHP in recycled PVC has proven that the 
provision of such evidence is very difficult and heavily 
challenged.

14 	Art. 2.2 REACH refers to Directive 2006/12/EC which was repealed 
on 12 December 2010 and replaced by Directive 2008/98/EC 

   	 (Waste Framework Directive)
15 	Where criteria have not been set at Union level in accordance with 

the procedure of the waste framework directive, Member States 
may establish detailed criteria on the application of the conditions 
including limit values for pollutants.
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NOTE
Even if there is no need to register “impurities”, they 
have to be taken into account for exposure scenarios, 
SDSs and other risk assessments.

Substances of unknown or variable composition, 
complex reaction products or biological materials (UVCB 
substances) may be registered as a single substance 
under REACH, despite their variable composition, 
provided that the hazardous properties do not differ 
significantly and warrant the same classification 
(Recital 45 REACH). In that case, the manufacturer 
or importer cannot use the exemption according to  
Art. 2.7.d REACH.

Annex 1 of the ECHA Guidance on waste and recovered 
substances, Version 2 dated May 2010 lists particular 
streams of recovered materials, which may help when 
deciding whether or not to register a recovered material.
 

NOTE
The fulfilment of this obligation is considered to 
be extremely difficult because in most cases the 
communication chain between the article producer 
and the recycler is disrupted. For further information 
please refer to Annex L7 “Position Paper Spare & Used 
Parts”

Another exemption covers substances unintentionally 
recovered in a process. That means if the process 
is designed to recover a material like a polymer that 
contains constituents, intentionally added or not, 
that are unintended for the recovered material, these 
constituents can be considered as impurities when 
they are below 20% w/w. In this case they do not require 
separate registration on their own. When the recovered 
material is intentionally selected for the presence of 
a certain constituent, the constituent is considered 
a separate substance even when below 20% w/w, 
for example a desired flame retardant in PVC. In this 
case the constituent may fall under the registration 
obligation unless it has been registered before.
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82 5.14 REACH enforcement

In accordance with Art. 126 REACH, each Member State 
has to appoint a Competent Authority (CA) and maintain 
an appropriate control system for enforcement. 
Member States were required to have an enforcement 
regime in place by 1 December 2008, which provides 
‘effective, proportionate and dissuasive’ penalties for 
non-compliance. 

Regarding enforcement, Member States, the European 
Chemicals Agency (ECHA) and the European 
Commission set up a “Forum for Exchange of Information 
on Enforcement”, which coordinates harmonised 
enforcement projects and joint inspections. 

For more information on the REACH enforcement 
projects, please visit the link to ECHA: https://echa.
europa.eu/de/about-us/who-we-are/enforcement-
forum/forum-enforcement-projects.
For details of REACH sanctions in the Member States, 
see Annex F.

Recommendations of the Automotive 
Industry resulting from REACH-EN-FORCE 
Projects

•	Build up company internal and external information 
mechanisms with all your suppliers if not already 
done (see Chapter 5.5.1 “How to communicate with 
the supply chain”).

•	Check company internal processes to ensure that 
you receive REACH compliant SDSs from all your 
suppliers e.g. by including a clause in your supplier 
contract.

•	Ensure that you have a database or other storage sys-
tem where you store all incoming SDSs and all other 
REACH relevant information (all SDSs for substances 
and mixtures have to be available in the language(s) 
of the EEA-Member State where they are put into cir-
culation).

•	Make sure, that all relevant information is stored and 
always available for at least 10 years after last manu-
facture/import/delivery.

•	Check the received SDSs/Ext-SDSs regarding their 
content consistency/plausibility and their structure 
(see Chapter 5.6.2). Check that method of working 
matches what is laid down in the SDS/Ext-SDS and 
the attached Exposure Scenarios.

•	Make sure that your customers receive an SDS/Ext-
SDS at first supply or every time there is a change in 
the SDS/Ext-SDS.

•	 Inform your customers of CL substances above 0.1% 
w/w in your articles (Art. 33 REACH Information obli-
gation. Consider the new article definition according 
to the O5A principle (see Chapter 5.10 and Annex N).

 

https://echa.europa.eu/de/about-us/who-we-are/enforcement-forum/forum-enforcement-projects
https://echa.europa.eu/de/about-us/who-we-are/enforcement-forum/forum-enforcement-projects
https://echa.europa.eu/de/about-us/who-we-are/enforcement-forum/forum-enforcement-projects
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REACH guidance documents provide supplementary 
information to the legal text. They cover all technical 
aspects of REACH. These documents have been 
produced with the assistance and endorsement of the 
Member State authorities, the European Commission, 
NGOs and industry. Therefore companies and 
authorities should use the guidance documents when 
they need advice on how to fulfil their REACH duties.

NOTE 
»» REACH guidance documents are subject to 

change and are not legally binding. 
»» Although not legally binding, the guidance doc-

uments may also be used by national / local  
judiciary.

5.15 List of ECHA guidance documents

All of the finalised guidance documents are available on 
the ECHA website at: https://echa.europa.eu/guidance-
documents/ 

For further information see Annex G “Authority 
Helpdesks and Information tools”.

GUIDANCE ON 
WASTE AND 
RECOVERED 
SUBSTANCES

...

GUIDANCE FOR 
DOWNSTREAM 

USERS

GUIDANCE ON 
REGISTRATION

GUIDANCE ON  
DATA-SHARING

GUIDANCE ON 
INTERMEDIATES GUIDANCE FOR 

MONOMERS AND 
POLYMERS

GUIDANCE FOR 
ANNEX V

GUIDANCE ON 
PRIORITY SETTING 
FOR EVALUATION
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84 CHAPTER 6: 5-STEP REACH COMPLIANCE SCHEDULE

Taking into consideration the results from the AIG 
Chapters 1-5, the following steps and tasks are 
recommended for the automotive industry to fulfil the 
obligations under REACH. As those obligations are the 
same for suppliers to the automotive industry as well 
as vehicle manufacturers, indeed every company along 

the supply chain should proceed as recommended 
below. Please note that the AIG recommendations are 
general enough for company-specific interpretations. 
Refer to Annex C “5-Step REACH compliance schedule” 
for a more detailed list in excel. 

The chart on the right is based on the chart presented in Chapter 3. 
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86 LIST OF ANNEXES

In its chapters, this Guideline refers to a number of additional documents that are useful for further clarification and 
may serve as tools to simplify the daily work.

Hereafter you will find a list of these documents. To download them, please click on www.acea.be/reach/publications/
Guideline.

Annex A: 	 Associations Supporting the Task Force REACH (TF-REACH)

Annex B: 	 Awareness Letter

Annex C: 	 5-Steps Compliance Schedule.

Annex D: 	 Frequently Asked Questions (FAQ)

Annex E:	 REACH - Supplier Risk Identification Matrix

Annex F:	 REACH Sanctions in the Member States

Annex G:	 Authority Helpdesks and Information Tools

Annex H:	 Industry Helpdesks and Information Tools
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