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PREFACE 

This Guidance Document describes when and how to register a substance under REACH. It consists 

of two parts: one on Registration tasks and obligations and the other on the preparation of the 

Registration Dossier. It is part of a series of guidance documents that are aimed to help all 

stakeholders with their preparation for fulfilling their obligations under the REACH regulation. 

These documents cover detailed guidance for a range of essential REACH processes as well as for 

some specific scientific and/or technical methods that industry or authorities need to make use of 

under REACH. 

The guidance documents were drafted and discussed within the REACH Implementation Projects 

(RIPs) lead by the European Commission services, involving all stakeholders: Member States, 

industry and non-governmental organisations. These guidance documents can be obtained via the 

website of the European Chemicals Agency (http://echa.europa.eu/reach_en.html). Further guidance 

documents will be published on this website when they are finalised or updated 

 

http://echa.europa.eu/reach_en.html
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PART I  
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1 GENERAL INTRODUCTION  

1.1 AIM OF THIS GUIDANCE  

The aim of this guidance is to assist industry in determining which tasks and obligations have to be 

complied with to fulfil their registration requirements under REACH.  

This document guides potential registrants to answer the following questions: 

 Who has registration obligations? 

 Which substances are within the scope of REACH in general and registration in particular? 

 When to pre-register and when to submit an inquiry? 

 What is the registration dossier? 

 How to prepare the registration dossier and submit it to the Agency? 

 When does a registration dossier have to be submitted to the Agency? 

 What does it mean to submit jointly with other registrants of the same substance? 

 What are registrants' obligations regarding data sharing? 

 When and how to update the registration dossier? 

 What is the registration fee? 

 What are the duties of the Agency once the registration dossier is submitted? 

The guidance is based on descriptions of obligations supplemented by explanations and practical 

advice, which whenever possible are illustrated by examples. Throughout the text explanations of 

the REACH process are offered, providing references to relevant guidance documents and other 

useful tools. 

All of the references to the relevant Articles, Annexes or legal text quotation from the REACH 

Regulation are always indicated in italics (i.e. Article 23).  

Whenever in the text of this document "the Agency" is mentioned it is meant The European 

Chemicals Agency in Helsinki (ECHA).  

Whenever in the text of this guidance "legal entity" is mentioned it is meant a natural or legal 

person established in the EU and after ratification of REACH under the EEA Agreement, in the 

European Economic Area (EEA). 

Whenever in the text of this guidance an "Annex" is mentioned it is meant an Annex of the REACH 

Regulation.  

The first part of the document is addressed to all potential registrants with and without an expert 

knowledge in the fields of chemicals and chemicals assessment. It explains what the registration 

requirements are, who is responsible for them and how and when they must be fulfilled. 

The second part of the document provides detailed guidance on how to prepare and update a 

registration dossier. 

Figure 1 guides the reader within this document, through different steps helping him identifying his 

registration obligations.  
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A tool, called the Navigator, has been developed by the Commission services to help the users 

identifying their obligations under REACH. It can be found on http://echa.europa.eu/reach_en.html 

. 

Figure 1    Steps within the registration process and link to the structure of this document 

  

MAKE SURE THAT YOU KNOW WHAT 

YOU MANUFACTURE/IMPORT 

(substance/preparation/article)

IDENTIFY IF YOU ARE WITHIN THE 

SCOPE OF REACH

IDENTIFY IF YOUR SUBSTANCE IS 

WITHIN THE SCOPE OF 

REGISTRATION 

CHECK WHETHER YOUR SUBSTANCE CAN BE CONSIDERED  

REGISTERED 

 - have you  notified it according to Directive 67/548/EEC

 - is it included in one of the acts mentioned in Article 15

CALCULATE THE VOLUME OF YOUR 

SUBSTANCE

DETERMINE IF YOUR SUBSTANCE IS 

AN ISOLATED INTERMEDIATE

DETERMINE IF YOUR SUBSTANCE IS 

A PHASE-IN SUBSTANCE

section 1.4 
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REGISTRATION

PRE-REGISTER
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have to register your 
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IF YOUR SUBSTANCE IS: 
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IF YOUR SUBSTANCE IS: 

     - M/I Ó100t 

If you pre-registered, you will 

have to  register your 

substance before 

1 June 2013
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have to  register your 

substance before 

1 June 2018

DETERMINE IF YOU MANUFACTURE 

OR IMPORT THE  SUBSTANCE IN 

QUANTITIES OF 1 TONNE OR MORE

section 1.6.3 

section 1.6.4 

section 1.6.5 

section 2.2 

section 1.7.1.1 

section 2.3 

section 1.7.1

section 1.6.2 

section 1.7.1.2 

section 1.7.2 

yes

no

IDENTIFY IF YOU HAVE ANY ROLE 

WITHIN REACH:

Are you manufacturer, importer, only 

representative, downstream user? 

section 1.5 See also
GUIDANCE ON 

NAVIGATOR

See also

GUIDANCE ON 

SUBSTANCE 

IDENTIFICATION

See also

GUIDANCE ON 

ISOLATED 

INTERMEDIATES

See also
GUIDANCE ON 

DATA SHARING

 

1.2 AIM OF REGISTRATION  

In REACH the responsibility for the management of the risks of substances lies with the natural or 

legal persons that manufacture, import, place on the market or use these substances in the context of 

their professional activities. Therefore, the registration provisions require manufacturers and 

http://echa.europa.eu/reach_en.html
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importers to generate data on the substances they manufacture or import, to use these data to assess 

the risks related to these substances and to develop and recommend appropriate risk management 

measures. To ensure that they actually meet these obligations, as well as for transparency reasons, 

the registration provisions require them to submit a Registration Dossier containing information in 

accordance with Article 10 to the Agency. Registered substances should be allowed to circulate on 

the internal market (see Recitals 18 and 19).ò 

Unless the regulation indicates otherwise, registration obligations apply to substances manufactured 

or imported in quantities of 1 tonne or more per year. Normally, the registration must be done 

before a substance can be manufactured, imported or placed on the market. However, for most 

substances that are already being manufactured or imported (so called ñphase-in substancesò, see 

section 1.7.1.1 for the definition of phase-in substances) a special transitional regime applies which 

allows their manufacture or import to continue (see section 1.7.2 ï Deadlines for Phase-in 

substances.). 

1.3 APPROACH IN CHEMICAL S ASSESSMENT 

REACH is based on the principle that industry should manufacture, import or use substances or 

place them on the market in a way that, under reasonably foreseeable conditions, human health and 

the environment are not adversely affected. 

In order to ensure this, manufacturers and importers need to collect or generate data on the 

substances and assess how risks to human health and the environment can be controlled by applying 

suitable risk management measures. The responsibility for the management of these risks lies with 

the natural or legal persons that manufacture, import, place on the market or use these substances in 

the context of their professional activities.  

The identification of measures required to manage risks is an integrated part of the safety 

assessment concept. In general this is the result of an iterative process where the aim is to 

demonstrate how risks identified for the manufacturing or use processes can be adequately 

controlled by suitable risk management measures. This process includes an assessment of all 

available relevant information on the hazardous properties of a substance and on the conditions 

under which it is used. For all substances that are manufactured or imported in volumes greater than 

10 tonnes per year, a more formal Chemical Safety Assessment needs to be carried out and 

documented in a Chemical Safety Report. 

The principles of the safety assessment concept are summarised in Figure 2. More detailed 

explanations on the conditions under which the Chemical Safety Assessment needs to be carried out 

as well as details on the contents of the individual steps are provided in Section II of this guidance 

document.  
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Figure 2    Principles of the Chemical safety Assessment (CSA) 

 
PBT ï Persistent, Bioaccumulative, Toxic substances; vPvB ï very Persistent and very Bioaccumulative substances 

Information/ data 

The starting point for the chemical safety assessment is the gathering of all available data on the 

hazard of the substance and information on its manufacture and uses, as well as human and 

environmental exposures occurring in relation to the conditions under which the substance is used.  

Hazard identification, Hazard assessment, Classification, PBT and vPvB assessment. 

Based on the available data the hazard of the substance is identified and assessed including 

determination of its classification in accordance with Directive 67/548/EEC, establishment of 

Derived No Effect Levels (DNELs) for relevant routes of human exposure and Predicted No Effect 

Concentrations (PNECs) for environmental targets. In addition, an assessment of the persistency, 

bio-accumulative and toxic properties of the substance is performed to conclude whether or not the 

substance fulfils the criteria given in Annex XIII of REACH (PBT, vPvB assessment).  

  
  

  

Tentative Exposure  
Senarios 

  Hazard  

identification   

 Classification 

 PBT/vPvB  assessment 

  and 

  

Exposure  

assessment   

Hazard  

assessment   

Risk characterisation   

Information/data 
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Are risks adequately controlled? 

  

 

Final Exposure Scenarios (ESs) describing operational conditions and Risk Management 
Measures (RMMs) that adequately control the risks, to be: 

 Documented in the Chemical Safety Report (CSR)  - as does the hazard assessment  

 Communicated to downstream users via an Safety Data Sheet (SDS) annex 

No No 

Revise assumed 
RMM and/or 
operational 
conditions 
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Exposure assessment 

The conduction of an exposure assessment is required for substances meeting the criteria for 

classification as dangerous or assessed to be a PBT or vPvB substance and is a prerequisite for 

conducting a risk characterisation. However, the collection and assessment of use and exposure 

information will also be useful for the registrant to identify whether he falls under any specific 

regime for registration (e.g. intermediates) or whether this information can be used to waive any 

information required. Hence, even for substances that are not (yet) classified, the registrant may 

decide to focus first on gathering and assessing his use and exposure information. If a given test is 

waived according to the principles set out in REACH Annex XI.3, an exposure assessment is also 

required.     

The exposure assessment consists of two steps: the generation of exposure scenario(s) (ESs) and 

estimation of exposure for each ES developed (see section 8.2.3.2). The exposure estimation is 

based on the ES, which provides a set of parameters that are the main drivers of exposure. The ES is 

a placeholder of these parameters and contains specifications of the conditions of the use. The 

conditions of use cover Operational Conditions (OC) (e.g. the applied amount of substance, 

duration of use, process temperature, pH etc.) and Risk Management Measures (RMM) (e.g. 

exhaust ventilation, waste water treatment plant, personal protective equipment), which the 

registrant has implemented or, where relevant, recommends the Downstream User(s) to implement. 

The first 'tentative' ES will normally reflect the current practice (current OCs and RMMs).  

The exposure assessment needs to consider all life-cycle stages of the substance resulting from the 

manufacture and identified uses and covers each human population and environmental compartment 

known to be, or supposed to be, exposed. 

Risk Characterisation 

In the risk characterisation the exposure of each human population and environmental compartment 

being exposed are compared with the appropriate DNEL or PNEC. Concern is indicated if the 

estimated exposure is higher than the appropriate DNEL or PNEC.   

If the first estimate indicates risks, the registrant has a choice to either  

 refine the hazard assessment by obtaining more data; 

 refine the exposure assessment by ensuring that the exposure estimation is realistic and reflects 

the use conditions defined in the initial Exposure Scenario (ES). Models or monitoring data can 

be used to this end; or 

 refine the ES by introducing more stringent RMM or changing the OC in the ES.  

This iteration continues until it can be demonstrated that risks are adequately controlled. 

It should be noted that for some substances, it is not possible to derive a DNEL or PNEC. This may 

be due to lack of data or due to specific properties of the substance (including so-called non-

threshold effects like some types of carcinogenicity as well as substance with PBT/vPvB 

properties). In these situations, the same basic steps as set out have to be followed in deriving 

appropriate ES, but the risk characterisation will be more qualitative and/or semi-quantitative.  

Further guidance on iterative nature of Chemical Safety Assessment process will be available in the 

Guidance on the Chemical Safety Report. 

http://reach.jrc.it/public-2/getdoc.php?file=csr_en
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Final exposure scenario and communication in SDS 

The final output of this process is an ES that specifies the conditions of use (RMMs and OCs) 

where risks are adequately controlled for the manufacturing and use processes covered by this ES. 

This is, if required, summarised and communicated in an exposure scenario attached to the Safety 

Data Sheet that is provided to the user in the supply chain of the substance (see section 8.2.3.2).  

1.4 SUBSTANCES, PREPARATIONS AND ARTICLES  

REACH lays down obligations which apply to the manufacture, import, placing on the market and 

use of substances on their own, in preparations or in articles. Before continuing to explain which 

substances require registration it is important to have a clear understanding of these terms and how 

preparations and articles are dealt with. 

 Substance means a chemical element and its compounds. The term substance includes both 

substances obtained by a chemical manufacturing process (for example formaldehyde or 

methanol) and substances in their natural state (for example dried lavender heads). The term 

substance also includes its additives and impurities where these are part of its manufacturing 

process, but excludes any solvent which can be separated without affecting the stability of the 

substance or changing its composition. Detailed guidance on substances and substance identity 

can be found in the Guidance on substance identification where the distinction is made between 

the three following types of substances: mono-constituent substances, multi-constituent 

substances and UVCB substances.  

 A mono-constituent substance is a substance, defined by its quantitative composition, in 

which one main constituent is present to at least 80% (w/w). 

 A multi-constituent substance is a substance, defined by its quantitative composition, in 

which more than one main constituent is present in a concentration  10% (w/w) and < 

80% (w/w). A multi-constituent substance is the result of a chemical reaction in a 

manufacturing process. A multi-constituent substance is named as a reaction mass of two 

or more main constituents. 

 A UVCB substance (substances of Unknown or Variable composition, Complex reaction 

products or Biological materials) cannot be sufficiently identified by its chemical 

composition, because: the number of constituents is relatively large and/or the 

composition is, to a significant part, unknown and/or the variability of composition is 

relatively large or poorly predictable. As a consequence, UVCB substances require other 

types of information for their identification, in addition to what is known about their 

chemical composition. 

 Preparation means a mixture or solution composed of two or more substances (Article 3(2)). 

Typical examples of preparations include paints, varnishes, inks. Preparations can contain 

several substances. Preparations are not the same as multi-constituents substances. The 

difference between preparation and multi-constituent substance is that a preparation is gained 

by blending of two or more substances without any chemical reaction occurring, whereas a 

multi-constituent substance is the result of a chemical reaction. REACH obligations apply 

individually to each of those substances depending on whether the individual substances are 

within the scope of REACH. Within the Globally Harmonised System for classification and 

labelling (GHS), a preparation is named a "mixture"1. 

                                                 
1 Definition in GHS: ñMixture means a mixture or solution of two or more substances which do not reactò 

http://reach.jrc.it/public-2/getdoc.php?file=substance_id_en
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 An article is the term for any object that has been given a specific shape, surface or design 

which determines its function to a greater degree than does its chemical composition (e.g. 

manufactured goods such as textiles, electronic chips, furniture, books, toys, kitchen 

equipment). The same requirements apply to new and used imported articles. Detailed guidance 

on articles and how they are dealt with under REACH can be found in the Guidance for 

articles.  

As stated above, only substances have to be registered, preparations or articles do not. 

When contained in a preparation, each individual substance needs to be registered, either by the 

substance manufacturer or the importer of the substance or preparation when reaching the threshold 

of 1 tonne per year. On the other hand, substances that have been registered by the manufacturer or 

the importer and that are being mixed into a preparation by a downstream user, do not need to be 

registered again by the downstream user. 

Individual substances in articles are also potentially subject to registration under certain 

circumstances as detailed in the Guidance for articles.  

This document therefore focuses on the registration of substances alone or in preparations, and to 

substances in articles under certain conditions. 

1.5 WHO HAS TO REGISTER? 

Aim:  The aim of this chapter is to explain which actors in the supply chain have 

registration obligations and responsibilities 

Structure:  The structure of this chapter is as follows: 

 

Who has to register?

Who is responsible for 

registration

Section 1.5.3

Actors in the supply 

chain 

Section 1.5.1

Actors in the supply

chain with registration 

obligations

Section 1.5.2
 

1.5.1 Actors in the supply chain 

The obligation to register a substance applies only to some actors in the EU. Before explaining the 

obligations of registrants under REACH, it is important to have a clear understanding of each of the 

'actors in the supply chain' and their various roles and responsibilities. 

One legal entity (see section 1.5.3.1) may have various roles depending on its activities, even for the 

same substance (e.g manufacturer and importer or manufacturer and downstream user). Therefore, 

it is very important that companies correctly identify their role or roles in the supply chain for each 

substance they handle, because this will be a decisive factor in determining their registration 

obligations. 

http://reach.jrc.it/public-2/getdoc.php?file=articles_en
http://reach.jrc.it/public-2/getdoc.php?file=articles_en
http://reach.jrc.it/public-2/getdoc.php?file=articles_en
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Therefore, for each substance a company has to define its role or roles under REACH 

Manufacturer: means any natural or legal person established within the Community who manufactures a 
substance within the Community (Article 3(9)). 

Manufacturing: means production or extraction of substances in the natural state (Article 3(8)). It is a case by 
case decision to establish which steps of the synthesis of the end product lead to substances which need to 
be registered (e.g. different purification or distillation steps). 
 

Importer: means any natural or legal person established within the Community who is responsible for import 
(Article 3(11)).  
Import: means the physical introduction into the customs territory of the Community (Article 3(10)). In other 
words, all substances on their own, in preparations or in articles manufactured or produced outside the 
European Community and put in the European market are considered as imported. 
 

Downstream user: means any natural or legal person established within the Community, other than the 
manufacturer or the importer, who uses a substance, either on its own or in a preparation, in the course of 
his industrial or professional activities (Article 3(13)).  

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 (Article 3(24)). 

An important point to bear in mind is that the terms used in REACH to describe the various actors 

in the supply chain have very specific definitions and meanings which do not always correspond 

with how they might be interpreted in other fora. 

Example: 
A company purchasing registered substances from within the EU and then formulating these 
into preparations (e.g. paints) would be regarded as a downstream user. In layman's terms 
this company might be considered to be a manufacturer of paints. However, within the 
context of REACH the company would not be a manufacturer of a substance and so would 
have no registration obligations for these substances. 

Customs boundaries for Manufacture and Import: 

Iceland, Liechtenstein, Norway and Switzerland are members of the European Free Trade 

Agreement (EFTA). The EFTA Convention established a free trade area among its Member States 

in 1960. Iceland, Liechtenstein and Norway entered into the Agreement 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 27 EU Member States.  

As soon as REACH is implemented by the EEA EFTA-States (which means EFTA States covered 

by EEA agreement), imports from Norway, Iceland and Liechtenstein will be considered as intra-

Community trade for the purposes of REACH. EFTA is preparing a proposal for an EEA Joint 

Committee Decision, incorporating the Regulation and establishing the conditions for the EEA 

EFTA participation in the EU Chemicals Agency. EFTA is targeting to have the Regulation 

incorporated by 1 June 2008. Therefore an importer of a substance from an EEA country would not 

be required to register the substance under REACH and would simply be regarded as a downstream 

user. However, his supplier in the EEA EFTA-States will have to register the substance as a 

manufacturer under REACH with all associated obligations like any other manufacturer within the 

EU. 

Importers of a substance from Switzerland (a non EU country belonging to EFTA but not to EEA) 

will have the same obligations under REACH as any other importer. 

Examples: 
A formulator purchasing his substances in Germany or Iceland will be considered as a 
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Downstream User. 

A formulator purchasing his substances in Switzerland or Japan will be considered as an 
Importer. 

1.5.2 Actors in the supply chain with registration obligations 

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

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

 EU producers and importers of articles meeting the criteria explained in the Guidance for 

articles.    

 EU-based ñonly representativesò appointed by a manufacturer, formulator or article producer 

outside the EU to fulfil the registration obligations of importers.  

Although polymers are exempted from registration, manufacturers or importers of polymers have, 

in certain circumstances, registration obligations (see e.g. Guidance for polymers for further 

information) 

Please note that after ratification of REACH by the EEA EFTA-States, the actors of those countries 

will have the same obligations as the EU actors. 

Only representatives of non-EU manufacturers 

Registration of substances imported into the EU on their own, in preparations or, in certain cases, in 

articles will have to be done by the EU importer. This implies that each individual importer needs to 

register the substance. However, manufacturers of substances, formulators of preparations or, if the 

substances in their articles are required to be registered, producers of articles outside of the EU who 

export to the EU can nominate an only representative located within the EU to carry out required 

registration of the substance they export to EU. The only representative will have to comply with all 

obligations of importers under the registration title of REACH.  

A non EU manufacturer will therefore appoint an only representative so that this only representative 

registers the full volume of the substance exported to EU by this non EU manufacturer, taking into 

account all uses from the importers of this non EU manufacturer. An ñonly representativeò should 

have sufficient background in the practical handling of substances and the information related to the 

relevant substances to fulfil the obligations of a registrant (importer). In this case, all importers will 

be regarded as downstream users of the only representative.  

The only representative can represent one or several manufacturers, formulators or producers of 

articles outside of the EU and exporting to the EU.  

Who is an only representative? 

According to Article 8(1) ñA natural or legal person established outside the Community who 

manufactures a substance on its own, in preparations or in articles, formulates a preparation 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 on importers under this Titleò.  

When the registration is submitted by an ñonly representativeò he will have to enclose (a) copy(ies) 

of the letter of the non-EU manufacturer(s) officially assigning him as "only representative". For 

phase-in substances the "only representative" will also have to pre-register the substance and will 

http://reach.jrc.it/public-2/getdoc.php?file=articles_en
http://reach.jrc.it/public-2/getdoc.php?file=articles_en
http://reach.jrc.it/public-2/getdoc.php?file=articles_en
http://reach.jrc.it/public-2/getdoc.php?file=polymers_en
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subsequently become participant of the Substance Information Exchange Forum (SIEF) (see 

Guidance on data sharing). 

Moreover, an ñonly representativeò will have to keep available and up-to-date information on 

quantities imported, the list of EU customers of the exporter he represents, as well as information on 

the supply of the latest update of the safety data sheet. The non-EU manufacturer has to inform all 

the EU importers in the same supply chain that he has appointed an EU representative as his ñonly 

representativeò.  

The only representative is legally responsible for his registration. Nevertheless, it can be anticipated 

that in most cases, it will be the non EU exporter who will provide him with all necessary data for 

his dossier. If a non EU manufacturer decides to change his only representative, the newly 

appointed only representative can, in agreement with the former only representative, update the 

registration dossier, by changing the registrant identity, and if necessary any other issues (e.g. 

change of tonnage band).  

Example of when registration is needed: 

 A manufacturer of a substance who uses the manufactured substance himself is a 
manufacturer and a downstream user. He has a duty to register each substance 
manufactured in quantities of 1 tonne or more per year, unless exemptions apply, and will 
have to include information on his own use(s) and any identified uses of his customers in 
his registration. 

 An importer of a preparation has to register those substances which are present in the 
imported preparation in quantities of 1 tonne or more per year, unless exemptions apply. 
He will have to include information in his registration on the identified use(s) of the 
substance(s) in the preparation. There is no obligation for importers of preparations to 
register the preparations themselves; indeed preparations cannot be registered. 

Example of when registration is NOT needed: 

 Any person, who is using substances which he has not manufactured or imported, is a 
downstream user and has no obligation to register these substances.  

 An importer of a substance, a preparation or an article, who is importing from a non EU 
company who has appointed an ñonly representativeò will be considered as a downstream 
user and therefore does not need to register.  

 A manufacturer or importer of a substance which is exempted from Title II of REACH has 
no obligation to register that substance. 

1.5.3 Who is responsible for registration 

It should be noted that only a natural or legal person established in the European Union can be a 

registrant. Because Community law does not operate a complete harmonisation of civil and 

company law, it is the national law of each EU Member State which provides when one is faced 

with a natural or legal person. The following guidance may be useful: 

 A ñnatural personò is a concept applied in many legal systems to refer to human beings who are 

capable and have the right to engage into contracts or commercial transactions. These are 

usually people who have reached the age of legal maturity and are in full possession of their 

rights (meaning that these rights have not been taken away from them, for example due to a 

criminal conviction). 

 A ñlegal personò is a similar concept, applied in many legal systems to refer to companies who 

have been endowed with legal personality by the legal system applicable to them (the law of 

the Member State where they are established) and therefore are capable of carrying rights and 

obligations, independently of the people or other companies behind them (in the case of a 

ñsoci®t® anonymeò or ñlimited companyò, their shareholders). In other words, the company 

http://reach.jrc.it/public-2/getdoc.php?file=data_sharing_en
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usually has its own existence and its assets do not coincide with those of its owners. 

One legal person can work on different sites. It can also open so-called ñbranch officesò (in 

French ñsuccursalesò) which do not have separate legal personality from the main or head 

office. In such a case, it is the head office that has the legal personality and that has to be 

established in the EU to respect the provisions of REACH. 

On the other hand, a legal person can also open ñdaughter companiesò or ñsubsidiariesò in the 

EU (in French ñfilialesò) in which it holds shares or another type of ownership. Such EU 

daughters have a different legal personality and therefore qualify as a ñlegal person established 

in the Communityò for the purposes of REACH. They are to be considered as different 

manufacturers and importers who each may be obliged to register for the respective quantities 

they manufacture or import. Often operators do not use the terms ñbranchò and ñofficeò in this 

technical-legal sense and therefore it should be ascertained in detail whether the entity being 

referred to has legal personality or not. 

In this guidance the term legal entity is used to refer to such a natural or legal person having rights 

and obligations under REACH. 

1.5.3.1 Legal entity 

Each legal entity established within the Community manufacturing or importing a substance is 

required to submit its own registration.  

In the case of a company group which is composed of several legal entities (e.g. a parent company 

and its subsidiaries), each of those legal entities must submit its own registrations. However, they 

need to submit parts of the dossier jointly, as outlined in section on Joint submission of data by 

multiple registrants (see section 1.8.4). On the other hand, if one legal entity has two or more 

production plants which are not separate legal entities, then only one registration covering the 

different sites needs to be submitted by the legal entity. 

Example of situation: 

International companies sometimes have several daughters in the EU acting as 

importers, often spread over several Member States. Each of those daughters, if it has 

legal personality, is a legal person within the meaning of REACH. Depending on the 

distribution of work within the group, each of them can be an ñimporterò responsible 

for import. It is for the group or the individual companies to assign the tasks and the 

responsibilities to companies in the group. 

1.5.3.2 Consequences of changes in legal entities 

When there is a change in the details of a legal entity such as a merger, spin-off, bankruptcy, 

acquisition, business partially sold, change of address or contact details, then in accordance with the 

provisions of Article 22, the registrant, without any undue delay, shall update the registration 

dossier. When updating the registration dossier he has to state that the update is linked to a "change 

of company identity". In the case of a merger where the individual legal entities have previously 

registered the same substance, attention has to be paid that if the total tonnage of the 

manufactured/imported substance after the merger reaches a higher tonnage band, then the 

registration dossier has to be updated accordingly. 

If a registrant has ceased the manufacture or import of the substance, or the production or import of 

an article, he shall inform the Agency of this fact with the consequence that the registered volume in 

his registration, if appropriate, shall be put to zero. He should keep the relevant information for 10 
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years after last manufacture and make it available on request. In the case when he restarts the 

manufacture or import of the substance or he restarts the production or import of the article he has 

to notify the Agency accordingly.  

1.5.3.3 Who is responsible of the registration in case of import? 

In case of import (see definition in section 1.5.1, the registration should be made by the legal entity 

established in the EU who is responsible for the import. The responsibility for import depends on 

many factors such as who orders, who pays, who is dealing with the customs formalities, but this 

might not be conclusive on its own.  

For example, in the case of a "sales agency" established in the EU but only acting as a kind of 

facilitator, a letter-box transmitting an order from a buyer to a supplier (and being paid for that 

service) but taking no responsibility whatsoever on the goods or the payment for the goods and not 

having their ownership at any stage, then, the sales agency is not to be considered as the "importer" 

for purposes of REACH. The sales agency is not responsible for the physical introduction of the 

goods.  

The non-EU manufacturer or supplier, who is exporting the substance or preparation, has no 

responsibilities under REACH, and the shipping company that is transporting the substance or 

preparation is exempt from REACH ( Art. 2(1)(d)). 

1.5.3.4 Role of Industry associations and other types of service providers 

The actual registration can only be done by the manufacturer, importer or producer of an article or 

only representative and cannot be done by any third party including Industry associations, unless 

they act as the only representative for one or more non-EU companies.  

However, Industry associations can provide very valuable assistance to registrants for the 

preparation of registration dossiers, and can help co-ordinating the process. In addition they may 

have valuable data on the substance that could be submitted to the SIEF (cf. Guidance on data 

sharing). They could also be appointed to represent a registrant in discussions with other registrants 

regarding preparation of the joint submission of hazard data and act as third party representative. 

They can include non-EU enterprises as members, who, even though having no direct registration 

obligations, can provide information and assistance through these associations. 

1.6 WHAT TO REGISTER?  

Aim:  This chapter provides an outline of which substances are subject to registration 

requirements and a detailed explanation of the circumstances under which the 

various exemptions from registration are applicable. Because the tonnage of 

manufacture or import of each substance is critical in determining whether and how 

to register, this chapter also outlines methods for calculating the volume to be 

registered. 

Structure:   The structure of this chapter is as follows: 

http://reach.jrc.it/public-2/getdoc.php?file=data_sharing_en
http://reach.jrc.it/public-2/getdoc.php?file=data_sharing_en
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1.6.1 Overview of registration scope 

The basic definition of a substance is a very broad one which includes not only potentially 

hazardous industrial chemicals, but every type of chemical substance manufactured in or imported 

into the EU. It therefore includes substances which are already closely regulated by other legislation 

such as medicines, biocides, pesticides, cosmetics or radioactive substances. Because of this, there 

are some complete or partial exemptions from REACH requirements.  

Registration is required for all substances manufactured or imported in quantities of 1 tonne or more 

per year unless they are explicitly exempted from the scope of registration. This requirement applies 

irrespective of whether the substances are classified as hazardous or not. A technical dossier shall 

be prepared for all registrations and a chemical safety report (CSR) is required if the quantity 

manufactured or imported reaches or exceeds the 10 tonnes per year threshold. For substances 

manufactured or imported in quantities between 1 tonne per year and 10 tonnes per year some 

specific exposure information will have to be provided in addition to the information in the 

technical dossier.  

Completely excluded from REACH are radioactive substances; substances under customs 

supervision and non-isolated intermediates. Waste is specifically exempted. A number of other 

substances are exempted from parts of the REACH provisions, where other equivalent legislation 

applies (for example substances used in medicinal products). In addition, polymers are exempted 

from registration, substances used for process and product oriented research and development only 

require a notification, non-isolated intermediates are excluded from REACH (but a special regime 

applies for the registration of isolated intermediates).  
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In addition, certain identified (categories of) substances and substances from certain identified 

processes, which are considered as causing minimum risk to human health and the environment, are 

exempt from registration. These substances are typically of natural origin and the list of exempted 

substances includes, for example, corn oil and nitrogen. Annex IV and V describe these substances 

and more guidance is given in sections 1.6.4.3 and 1.6.4.4. The Commission will carry out a review 

of these two annexes by 1 June 2008 with a view to proposing amendments, if appropriate. 

1.6.2 Calculation of the volume to be registered 

There are different rules to be applied on how to calculate a yearly tonnage for the registration 

dossier for phase-in and non phase-in substances (see Article 3(30)). The paragraphs below describe 

how to calculate the volume (tonnage value) to be used in order to decide whether a registration 

must be submitted for a substance (the threshold being 1 tonne per year), what are the information 

requirements that have to be fulfilled (in accordance with the different annexes) as well as, in the 

case of phase-in substances, to identify when the registration of the substance is due. 

1.6.2.1 Calculation of the tonnage in case of exemptions  

In principle a registrant needs to calculate the total volume of the substance he manufactures or 

imports and based on that decide whether the registration must be submitted and within which 

tonnage band. However if certain exemptions to registration apply to the specific substance, the 

potential registrant does not need to include those quantities in his calculation to determine the 

volume he has to register. 

 Some substances or specific uses of some substances are totally exempted to registration. 

These exemptions to registration can be found in section 1.6.3.  

Example 1: When a use is exempted from registration 
If a company manufactures a substance to be used in a medicinal product, it does not need to 
register the substance for that use. However, this company or its customers may at the same 
time make other uses of the same substance. To determine its registration obligation under 
REACH, it must count the quantities for the other uses. E.g., company A is a manufacturer 
manufacturing 120 tonnes of magnesium hydroxide in year X. 70 tonnes are used in 
medicinal products and 50 tonnes are used for the formulation of a preparation. The 50 
tonnes used for the formulation of the preparation will be subject to the provisions of the 
REACH Regulation, while the 70 tonnes used in medicinal products are exempted from 
registration under REACH Regulation. As the total tonnage to be counted for registration 
purposes is 50 tonnes, the company must register in the 10-100 tonnes band. 

 

 Substances manufactured or imported for the purpose of Product and Process Orientated 

Research and Development (PPORD) can also be exempted from registration under 

certain conditions (see Guidance for PPORD) as long as a PPORD notification is 

submitted to the European Chemicals Agency and any conditions set by the Agency are 

fulfilled (see Article 9). 

Example 2: Tonnage to consider for the registration dossier in case of PPORD use 

If a company manufactures 11 t/a of a substance, of which 2.0 t/a are for PPORD, the 

registration obligation is defined by the 9.0 t/a, i.e. the information requirements in 

Annex VIII do not pertain. 

 

http://reach.jrc.it/public-2/getdoc.php?file=ppord_en
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 Manufacturers or importers of isolated intermediates can, under certain conditions (see 

Guidance for intermediates) submit a registration dossier containing a limited set of 

information (see Article 17 and 18). 

When a substance is manufactured or imported for several of these uses (for PPORD, as 

intermediate and for other uses) the registrant has the possibility to submit:  

 one notification dossier for the use under PPORD 

 one registration dossier covering both the use as isolated intermediate and the other uses. 

If the manufacture or use(s) as intermediate are not under strictly controlled conditions, 

then the manufacturer or importer needs to submit a ñstandardò registration dossier 

according to Article 10. If part of the tonnage manufactured or imported is for uses as 

intermediate under strictly controlled conditions, this tonnage will not need to be taken 

into account for the information requirement of the registration dossier. Nevertheless the 

use as intermediate should be documented in the dossier, including the volume 

manufactured or imported for this purpose.  

Example 3 Tonnage to consider for the registration dossier 
A company manufactures 2300 tonnes of substance A, of which 1700 tonnes are used as 
intermediate in strictly controlled conditions. This company will submit a registration dossier 
for substance A, where the volume of the remaining 600 tonnes not used as intermediate is 
used to determine the information requirements. This means that the information 
requirements for 100-1000t substances will be used as a basis for this dossier. The fact that 
the substance is also used as an intermediate should be indicated in the dossier and the 
volume of 1700 tonnes used as intermediates will also need to be documented in the dossier. 

1.6.2.2 Addition of the volumes 

In any case, it will be necessary to sum up all volumes of the substance that are intended to be 

manufactured and imported by the given registrant and that are not exempted from registration. This 

means, for example, that if a substance is imported in several preparations, the volumes of the 

substance in each preparation (calculated using the amount of the substance present in these 

preparations) will have to be added. 

In the case that the same registrant manufactures and/or imports the same substance at different 

sites which belong to the same legal entity, then the volume of substance to be registered is the total 

of the volumes of the substance manufactured and/or imported at the different sites, because the 

sites are not separate legal entities. 

Moreover, if a substance manufactured by a single non EU-manufacturer is imported in several 

articles from which it is intended to be released, the potential registrant needs to sum up all volumes 

of the substance present in those articles. For this purpose, he needs to count only those articles 

from which the substance is intended to be released. Whenever a substance is intended to be 

released from an article, the whole amount present in that article needs to be counted and not only 

the amount intended to be released. 

Example: 
If a company X imports three articles A, B, and C with 60 tonnes of the substance present in 
each but: 
- in article A, the substance is not intended to be released 
- in article B, 40 out of 60 tonnes are released under normal conditions 
- in article C 10 out of 60 tonnes are released under normal conditions 
the company X will need to register the total volume of the substance in article B and C: 120 
tonnes, i.e. in the 100-1000 tonnes band. 

http://reach.jrc.it/public-2/getdoc.php?file=intermediates_en
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1.6.2.3 Calculations of yearly tonnage for phase-in and non phase-in substances 

Tonnage for non phase-in substances in the registration dossier 

The volume of a non-phase-in substance to be reported in a registration dossier is the estimated 

quantity that is expected to be manufactured and/or imported in the calendar year (1 January ï 31 

December) of registration (see Article 3(30)). The definition of non phase-in substances can be 

found in the section 1.7.1.2. 

Calculation of the tonnage for the registration of phase in-substances that have been pre-registered 

The definition of phase-in substance can be found in section 1.7.1.1.  

In the case of a phase-in substance that has been imported or manufactured for at least three 

consecutive years, the quantities per year shall be calculated on the basis of the average production 

or import volumes for the three preceding calendar years (see Article 3(30)). If the substance has 

not been manufactured or imported for 3 consecutive years then the calendar year tonnage should 

be used.  

This provision has been put in place to avoid situations where a sudden increase in demand would 

lead to the impossibility to comply with the registration obligations. This value is to be used for the 

purpose of pre-registration as well as for registration. The highest yearly tonnage calculated after 1 

June 2007 determines the deadline for registration. To know more about registration deadlines for 

phase in substance see section 1.7.2 

Example 1: 
If a company, based on its manufacture previsions, has determined that it should register a 
phase-in substance by the 1

st
 June 2013 (as its manufacture volume is expected to be in the 

100-1000 tonnes range).  

Each year the company needs to calculate its yearly tonnage as the average over the three 
preceding years, e.g. in 2007 it is the average over 2004-2006.  

The deadline for registration according to Article 23 can be confirmed based on the highest 
tonnage calculated starting in 2007.  

If this tonnage reaches 1000 tonnes, the registration is due before the 1
st
 December 2010. If 

this happens in 2011 or 2012 the registration is due without delay. As the yearly tonnage is a 
three year average it should make it easier for companies to anticipate any increase of yearly 
tonnage. 

The tonnage for 2013 (calculated as the average over 2010-2012) has to be used in the 
registration dossier. 

 

Example 2: 
If the volume manufactured by Company Z is 120 tonnes (calculated as 3 years average) in 
2009 and decreases to less than 100 tonnes after that, Company Z will still have to register 
ultimately by 31 May 2013, as the substance has been manufactured at least once at 100 
tonnes or more after the 1

st
 June 2007. The tonnage to take into account in the registration 

dossier will be the 2013 tonnage calculated as the average over 2010-2012.  

 

Example 3: 
The volume manufactured by Company V is 600 tonnes in 2007, 900 tonnes in 2008, 1400 
tonnes in 2009 and 2000 tonnes in 2010. The "3 year-average" tonnage in 2010 is 966 
tonnes/year, but the "3 year-average" tonnage in 2011 is 1433 tonnes/year. In this case the 
company V will have to register the substance as soon as possible in 2011 as the registration 
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deadline for the substances on 1000 tonnes or more per year has passed at 30 November 
2010. 

1.6.2.4 Calculation of the amount of substance in a preparation or in articles 

Specific situations may occur for substances present in preparations of in articles:  

Amount of a substance in a preparation 

In order to be able to calculate the amount of a substance in a preparation, the total volume of the 

preparation is multiplied by the fraction of the constituent substance. This value can for example be 

obtained from the safety datasheet of the preparation. When only a range of concentrations of a 

substance in a preparation is available then the maximum volume of the substance is calculated 

using the highest possible content of that substance in the preparation. Without more precise 

information on the composition, this volume should be used for the purpose of registration.   

Amount of a substance in an article 

In the case of articles which contain a substance that is intended to be released under normal or 

reasonably foreseeable conditions of use, then: 

 If the weight by weight content of that substance is known, then this value is multiplied by the 

total mass of the produced and/or imported article; or 

 If the weight of substance per unit article is known then this value is multiplied by the total 

number of imported articles.  

More detailed guidance can be found in the Guidance for articles. 

1.6.3 Substances exempted from the REACH Regulation 

1.6.3.1 Radio-active substances 

Radio-active substances are substances that contain one or more radionuclides of which the activity 

or concentration cannot be disregarded as far as radiation protection is concerned. In other words, 

they are substances which give off such a degree of radiation that there is a need to protect people 

and the environment against that radiation. 

Radio-active substances were already exempted from notification under Directive 67/548/EEC on 

classification, packaging and labelling of dangerous substances, and the REACH Regulation 

exempts them from its application altogether. The reason for this exemption is that there is specific 

legislation applicable to them, so that there is no need to apply the REACH Regulation in addition. 

Legal reference: Article 2 (1) (a) 

1.6.3.2 Substances under customs supervision 

If substances (on their own, in a preparation or in an article) in temporary storage, in transit, in a 

free zone or in a free warehouse on the EU territory are only transiting through the EU and remain 

under customs supervision while waiting to leave the EU, they are not subject to the provisions of 

the REACH Regulation. 

http://reach.jrc.it/public-2/getdoc.php?file=articles_en
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Importers of substances meant to leave the EU again, who wish to rely on the exemption from 

REACH are therefore advised to ensure that the substances, while on the EU territory, meet all the 

following conditions: 

 the substances are put in a free zone or free warehouse as defined under customs legislation or 

placed under another relevant customs procedure (transit procedure, temporary storage), 

 the substances are kept under supervision of the customs authorities, and 

 the substances do not undergo any form of treatment or processing (including formulation, 

consumption, filling into containers, transfer from one container to another, mixing or 

production of an article) during their stay in the EU. For that purpose a free zone or a free 

warehouse on the EU territory is regarded as being part of the EU. 

In the case of doubt, it is recommended to contact the customs authorities, who can provide more 

detailed clarification on the possible customs regimes established by Regulation (EEC) No 2913/92 

on community customs code which may be applied to substances merely passing through the EU. 

Legal reference: Article 2 (1) (b) 

1.6.3.3 Substances used in the interest of defence and covered by National exemptions 

The REACH Regulation allows individual Member States to exempt certain substances (on their 

own, in a preparation or in an article) from the application of REACH, in the interests of defence. 

It should be noted that this exemption will only apply once a Member State has taken a formal 

measure, in accordance with its national legal system, to exempt certain specific substances from 

REACH. The exemption will, naturally, only apply within the territory of the Member State having 

fixed the exemption. 

At the time of writing this guidance, no Member States had fixed an exemption in the interests of 

defence. It can be expected that Member States who decide on such an exemption will inform their 

suppliers concerned; however, if in doubt, manufacturers, importers and producers of preparations 

or articles which are used by Member State military forces or authorities in a defence context, are 

advised to contact those forces or authorities to check if an exemption was granted which may cover 

their substance, preparation or article. 

Legal reference: Article 2 (3) 

1.6.3.4 Waste 

Waste is any substance or object which the holder discards, or intends or is required to discard. This 

may be waste from households (e.g. newspapers or clothes, food, cans or bottles) or from 

professionals or industry (e.g. tires, slag, window frames that are discarded).  

The REACH Regulation does not exempt waste from its provisions, but clarifies that waste is not a 

substance, a preparation or an article within the meaning of REACH. This is because when the 

holder discards, intends or is required to discard something, it loses its status as a substance, 

preparation or article which is used by its holder for a specific purpose. For practical purposes, this 

clarification can be considered as an exemption for waste from the REACH requirements. Note that 

when a Chemical Safety Assessment is required, this must include the whole lifecycle of the 

substance including the waste stage (cf. Annex I, 0.7 and 5.1.1). If necessary to manage risks from 
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chemical substances, recommended waste management measures have to be communicated through 

the supply chain via SDSs (heading 13). However, waste treatment is not a downstream use under 

REACH and waste treatment operators will not receive SDSs on how to handle the substance 

during the waste phase. As long as residues from waste treatment operations are waste, i.e. that they 

are disposed of (e.g., landfilled or stored in salt mines), they do not fall under REACH. Residues 

which are recovered as any other substances or preparations fall under REACH. 

It is important to note that once waste is recovered and in this recovery process another substance, 

preparation or article is produced, the REACH rules will in principle apply again, as they would to 

any other substance, preparation or article manufactured, produced or imported in the EU. In 

specific cases, where a substance which has already been registered is recovered, an exemption 

from the registration obligation may apply. More guidance on recovery is available in section 

1.6.4.5. 

Legal reference: Article 2 (2)  

1.6.3.5 Non isolated intermediates 

A non-isolated intermediate is 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) are stored after the manufacture. 

Non-isolated intermediates falling within the above definition are not covered by REACH. 

Note however that quantities of the same substance may be used in other operations or under other 

conditions, which implies that those quantities cannot be regarded as ñnon-isolated intermediateò. 

Only the quantities of the substance used under the conditions qualifying it as a ñnon-isolated 

intermediateò are exempted from REACH. For the remaining quantities, the relevant requirements 

under REACH must be fulfilled. 

Legal references: Article 2 (1) (c), Article 3 (15) (a)  

1.6.3.6 Transported substances 

The REACH Regulation exempts from its provisions the carriage of dangerous substances and 

dangerous substances in dangerous preparations by rail, road, inland waterway, sea or air. Please 

note that for all activities (manufacture, import, use) related to the concerned substances other than 

the transport, the REACH requirements apply (unless covered by another exemption). 

EU transport legislation (for example, Council Directive 94/55/EC of 21 November 1994 on the 

approximation of the laws of the Member States with regard to the transport of dangerous goods by 

road, and relevant amendments) already regulates the safety conditions of transport of dangerous 

substances by various means of transport and thus such transport is exempted from the provisions of 

the REACH Regulation.  

Legal reference: Article 2 (1) (d)  




