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This document describes when and how the specific provisions for the registration of 
intermediates under REACH can be used. 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) led by the European Commission services, involving all stakeholders: 
Member States, industry and non-governmental organisations. After acceptance by the 
Member States Competent Authorities the guidance documents had been handed over to 
ECHA for publication and further maintenance. Any updates of the guidance are drafted by 
ECHA and are then subject to a consultation procedure, involving stakeholders from 
Member States, industry and non-governmental organisations. For details of the consultation 
procedure, please see: 

http://echa.europa.eu/doc/FINAL_MB_30_2007_Consultation_procedure_on_guidance.pdf  

The guidance documents can be obtained via the website of the European Chemicals 
Agency (http://echa.europa.eu/reach_en.asp). Further guidance documents will be published 
on this website when they are finalized or updated. 
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This document relates to the REACH Regulation (EC) No 1907/2006 of the European 
Parliament and of the Council of 18 December 20061  

 

1 Corrigendum to Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 
2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing 
a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 
793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission 
Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC (OJ L 396, 30.12.2006); amended by Council 
Regulation (EC) No 1354/2007 of 15 November 2007 adapting Regulation (EC) No 1907/2006 of the European 
Parliament and of the Council on the Registration, Evaluation, Authorisation and Restriction of Chemicals 
(REACH), by reason of the accession of Bulgaria and Romania (OJ L 304, 22.11.2007, p. 1). 

 

http://echa.europa.eu/reach_en.asp
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Document History 

Please note: The original document (V.1.1, February 2008) has been largely re-written 
during the updating and the consultation process with the Partner Expert Group (PEG). The 
document history therefore only highlights the major changes but does not track single re-
wording or editorial changes. 

Version Section Change made Date 

   June 2007 

 1.2.3 Wording has been changed for more 
consistency with section 1.2.2 and for 
clarification that the registrant can only rely on 
the confirmation from his customer that the 
substance is used under strictly controlled 
conditions 

February 2008 

 1.2.3 A sentence has been added at the end of the 
last paragraph to give advice to inform non-EU 
costumers on the RMM. 

February 2008 

 2 Clarification that the registration is only 
needed if the substance is not exempted from 
registration. 

February 2008 

 2 In the 4th paragraph a sentence has been 
added to clarify how registration dossier can 
be submitted in case a substance is 
manufactured or imported also for other 
purposes than only the use as intermediate, or 
if the manufacture or use(s) are not under 
strictly controlled conditions. 

At the end of the 4th paragraph a sentence has 
been added to explain how the fees will be 
calculated. 

February 2008 

 2 In the 3rd paragraph from bottom of page 12 
some words have been added to clarify that 
the information requirements applies only to 
the transported intermediates. 

February 2008 

 2.0 In 2nd bullet point the reference to EU or non 
EU sites has been deleted. 

February 2008 

 2.2 In the classification section, some text has 
been added to clarify that only classification 
and no labeling is necessary for intermediates. 

In addition it has been specified where the risk 
management measures and the strictly 
controlled conditions should be reported. 

February 2008 

 2.3 In the classification section, some text has 
been added to clarify that only classification 
and no labeling is necessary for intermediates. 

February 2008 

 



 

Version Section Change made Date 

In addition it has been specified where the risk 
management measures and the strictly 
controlled conditions should be reported. 

 2.5 Another bullet point has been added to the 3rd 
paragraph to specify what the lead registrant 
is recommended to submit. 

February 2008 

 2.7 Some words have been added to clarify when 
the registration fee will be specified. 

February 2008 

V.03 1.2 Various clarifications, corrections and updates 
on tasks and obligations, including 
requirements with regard to classification and 
labeling.  

October 2010 

V.03 2.  Some clarification has been added regarding 
situations where the substance is registered 
for use as intermediate and for other uses. 
This clarification includes calculation of fees. 

October 2010 

V.03 2.1.  A clarification has been added that the criteria 
of Article 18(4) can also be used to justify that 
strictly controlled conditions SCC) for onsite 
intermediates are in place.  

October 2010 

V.03 2.1 It has been highlighted that the registrant of an 
intermediate can choose between two 
registration routes: Article 17/18 route if strictly 
controlled conditions (including rigorous 
containment) are in place. Article 10 route, if 
control of risk is achieved by other means than 
strictly controlled conditions. 

October 2010 

V.03 2.1 A paragraph has been included that converts 
the legal text of Article 18(4) into a systematic 
list of references between the different 
elements of rigorous containment and the unit 
operations they are applied to. 

October 2010 

V.03 2.1 The role of PPE within the concept of strictly 
controlled conditions has been clarified. 

October 2010 

V.03 2.1 Footnote 10 to 12: References to other 
Community legislation has been updated. 

October 2010 

V.03 2.1 It has been clarified that, although no full 
documentation of SCC is required in the 
registration dossier, the registrant should give 
a basic indication on how his conclusions 
concerning SCC has been reached. 
Reference is made to the Appendix 3 in which 
the registrant can provide details on risk 
management measures is a structured way. 

October 2010 

 



 

Version Section Change made Date 

V.03 2.1 In the list of items for the internal 
documentation, DNELs and PNECs have 
been removed, since no CSA is required for 
isolated intermediates under strictly controlled 
conditions. 

October 2010 

V.03 2.1 Addition to list of items for documentation: 
design of process and rigorousness of 
containment  

October 2010 

V.03 2.1 Addition to list of items for documentation: 
design of process and rigorousness of 
containment  

October 2010 

V.03 2.1.1 Rigorous containment is now more clearly 
distinguished from minimization of releases by 
technical and procedural means.  

October 2010 

V.03 2.1.1 It has been clarified that “rigorous 
containment” according to Article 18 (4a) 
means the technical hardware designed for 
preventing releases, taking into account the 
physical-chemical properties of the substance 
and the process conditions. Containment can 
be achieved by a combination of mechanical 
barriers and air dynamic barriers. 

October 2010 

V.03 2.1.1 The control banding approach has been 
included into this section as an example how 
to categorize control-, respectively 
containment-strategies. For further detailed 
examples reference is made to the COSHH 
control guidance sheets. It has been clarified 
that “rigorous containment” according to 
Article 18 (4a) means the technical hardware 
designed for preventing releases, taking into 
account the physico-chemical properties of the 
substance. 

October 2010 

V.03 2.1.1 New example box (2) for containment 
strategies has been inserted, including 
references for sources for further information. 

Measures related to 18 (4b) have been 
removed from the example box for the 
pharmaceutical industry (3). Some example for 
measures have been newly included (e.g. soft 
wall isolator) 

New example box (6): Railway loading and 
unloading in chemical industry  

New example box (7): Storage tanks, loading 
and unloading of volatile liquid substances.  

October 2010 

 



 

Version Section Change made Date 

V.03 2.1.1 All mentioning of open processes in context of 
rigorous containment has been removed from 
the section  

At the end of section 2.1.1, a paragraph has 
been added on the role of measured or 
modeled release/exposure data and the role of 
the available knowledge on the intermediates’ 
intrinsic hazards in designing the rigorous 
containment. All other mentioning of hazard 
information, risk considerations and exposure 
data spread across the previous version of the 
document has been removed.  

October 2010 

V.03 2.1.2 It has been clarified that procedural and 
control techniques are to be applied on top of 
rigorous containment, in order to minimize 
residual releases. A reference to the relevant 
BREF document has been added.  

October 2010 

V.03 Examples The example box on technical measures to 
control releases to the environment has been 
shifted from 2.1.1 to 2.1.2. Also it has been 
clarified that WWTP may or may not fulfill the 
SCC requirement, depending on the 
properties of the intermediate. 

October 2010 

V.03 2.1.4 A reference to the BREF document on waste 
and waste water treatment in the chemicals 
industry has been included.  

October 2010 

V.03 2.1.6 A summary of principles for strictly controlled 
conditions under REACH has been included 
as a new section. 

October 2010 

V.03 2.3 A clarification has been added that the 
absence of a confirmation of SCC for 
transported isolated intermediates triggers the 
duty to register via the Article 10 route. 

October 2010 

V.03 2.3 A reference to section 8.2 of REACH Annex II 
has been included (consistency between risk 
management measures in the safety data 
sheet and the conditions based on which the 
registration under Article 17 and 18 is justified. 

October 2010 

V.03 Appendix 1 Various additions and refinements in order to 
bring the Appendix closer to the legal text. 

October 2010 

V.03 Appendix 3 New: Format for documenting information on 
risk management measures in the registration 
dossier for onsite and transported 
intermediates 

October 2010 

 



 

 

Change made Date Version Section 

V.03 Appendix 4 

 

New: Definition of intermediates as agreed 
between Commission ,Member States and 
ECHA on 4 May 2010  

October 2010 

V.04 1.2.2 Restructuring of registration obligations and 
exemptions 

November 2010 

V.04 1.2.3 Restructuring of registration obligations and 
exemptions 

November 2010 

V.04 2  Deletion of repetitive information November 2010 

V.04 2.1  Minor additions and refinements November 2010 

V.04 2.2 Similar to section 2.3 the reference to 
Commission Regulation 453/2010 has been 
included. 

November 2010 
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1 INTRODUCTION 

1.1 Definition of the different categories of intermediates 

REACH defines an intermediate as a substance that is manufactured for and consumed in 
or used for chemical processing in order to be transformed into another substance (Article 
3(15)).  

Different types of intermediates are defined under REACH: 6 

 Non-isolated intermediates 

 Isolated intermediates 

 On-site (non transported) isolated intermediates 9 

 Transported isolated intermediates 

A non-isolated intermediate is an intermediate that during synthesis is not intentionally 11 
removed (except for sampling) from the equipment in which the synthesis takes place. Such 12 
equipment includes the reaction vessel, its ancillary equipment, and any equipment through 13 
which the substance(s) pass(es) during a continuous flow or batch process as well as the 14 
pipework for transfer from one vessel to another for the purpose of the next reaction step, 15 
but it excludes tanks or other vessels in which the substance(s) are stored after the 16 
manufacture (Article 3(15)(a)).  17 

On-site isolated intermediate means an intermediate not meeting the criteria of a non-18 
isolated intermediate and where the manufacture of the intermediate and the synthesis of 19 
(an)other substance(s) from that intermediate take place on the same site, operated by one 20 
or more legal entities (Article 3(15)(b)). 21 

A site means a single location, in which, if there is more than one manufacturer of (a) 
substance(s), certain infrastructure and facilities are shared (Article 3(16)). 

A transported isolated intermediate is an intermediate not meeting the criteria of a non-
isolated intermediate and transported between or supplied to other sites (Article 3(15)(c)).  

The circumstances under which a substance may or not be regarded as an intermediate 
under REACH are clarified in document’ Definition of intermediates as agreed by the 
Commission, Member States and ECHA on 4 May 2010’2. This definition is the starting point 
of this guidance. The document is attached in Appendix 4 to the current guidance. 

Depending on the identified intermediates different obligations and information requirements 
apply (see section 1.2.2). 

The lifecycle of an isolated intermediate begins with its manufacture (in practical terms, with 
its removal from the manufacturing process). This lifecycle ends with the use of the 
substance in the synthesis process for the manufacture of another substance. 

 
2 http://guidance.echa.europa.eu/guidance_en.htm#GD_PROCC 
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Residues of the isolated intermediate, which are not transformed into another substance in a 
manufacturing process, will be typically discarded or disposed of as waste and channelled 
into waste management when not recycled as a non-isolated or isolated intermediate. 
Consequently, they no longer fall in the scope of REACH. Where residues of the 
intermediate are found in the synthesised substance, they are covered – as an impurity - by 
the registration and evaluation of that other substance. 

1.2 Tasks and obligations 

1.2.1 Non isolated intermediates 

For the use of a substance as a non-isolated intermediate, there are no obligations under 9 
REACH (Article 2(1)(c)). 10 

1.2.2 On-site isolated intermediates 11 

Manufacturers of on-site isolated intermediates in quantities of 1 tonne or more per year 
need to submit a registration dossier unless the substance is exempted from the registration 
provisions (see further information on the scope of REACH in section 1.6 of the Guidance on 
registration). The information to be submitted for standard registration purposes (other than 
registration as an intermediate) is listed under Article 10 and detailed in section 1.8.1 of the 
Guidance on registration. However registrants of on-site isolated intermediates can provide 
reduced registration information according to Article 17(2) if they confirm that the substance 
is manufactured and used under strictly controlled conditions as described under Article 
17(3) and section 2.0 of this guidance.  

Registration obligations and exemptions 21 

 Article 2(8) exempts intermediates from the general registration regime in chapter 
1 of Title II of REACH. Instead a manufacturer of an on-site isolated intermediate 
has to register his substance in quantities of 1 tonne or more per year under a 
different regime, as specified in chapter 3 of Title II of REACH. 

 In the case that a notification under Directive 67/548/EEC had been submitted by 
the manufacturer/importer of an onsite isolated intermediate, no registration is 
required; the substance is considered as registered and a registration number is 
assigned by the Agency (Article 24).  

 If the manufacturer confirms in his IUCLID registration dossier that the on-site 
isolated intermediate is manufactured and used under strictly controlled 
conditions (see section 2.0), the information requirements on the substance 
intrinsic properties (physicochemical, human health and environment properties) 
are reduced to already available data (e.g. information he holds himself or that 
he can obtain from other sources) and only study summaries have to be 
submitted even if a full study report is available (Article 17) (see 2.2). 

 For monomers that are used as on-site isolated intermediate in the production of 
polymers the reduced registration provisions for intermediates do not apply, and 
the manufacturer has to proceed as for a "standard", non-intermediate, use (see 
Guidance on registration). 

2 
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 If strictly controlled conditions are not met, a full (standard) data package is 
required depending on the tonnage level (Articles 10 & 12), and above 10 t/a a 
chemical safety assessment is required. This includes situations where the 
update of a dossier leads to such a situation.  

 If a substance is no longer used by a registrant as an intermediate only and/or 
the registrant can no longer confirm that the substance is manufactured and 
used under strictly controlled conditions, the registration dossier will need to be 
updated according to Article 22 (1) without undue delay to include, depending on 
the tonnage band within which the substance is registered, all the information 
required by Articles 10 and 12. 

Classification and labelling 11 

If the on-site isolated intermediate is a substance to be registered the manufacturer must 12 
notify to the Classification & Labelling Inventory established at the Agency the information 13 
related to its classification and labelling in accordance with Article 39 (a) and Article 40 of 14 
Regulation (EC) No 1272/2008 if he places the intermediate on the market (i.e. he makes it 15 
available to another legal entity on the same site). 16 

Notification can be done either by sending a separate notification to the Inventory or through 
inclusion of the relevant information, i.e. the CLP classification and labelling elements, in a 
registration dossier where this is required. In general, a separate notification will always have 
to be submitted where the notification is legally due before the registration is submitted. 
Once a registration dossier is submitted, a separate notification is no longer possible. Where 
that registration dossier still contains the DSD classifications, the manufacturer or importer 
would have to update it with the CLP information without undue delay, in accordance with 
REACH Article 22.  

If the on-site isolated intermediate is a substance manufactured at less than one ton per 
year, the manufacturer must notify to the Agency the information related to its classification 
and labelling in accordance with Article 39 (b) of Regulation (EC) No 1272/2008 if: 

 he places the intermediate on the market (i.e. he makes it available to another 
legal entity on the same site), and 

 the substance meets the criteria for classification as hazardous. 

Notification to the Inventory has to be done by 3rd January 2011 for on-site isolated 31 
intermediates that had been placed on the market on 1 December 2010 or, for intermediates 32 
that are placed on the market only later than 1 December 2010, within one month of placing 33 
them on the market (Article 40 (3) of Regulation (EC) No 1272/2008). 34 

Further clarification in relation to notification of the classification and labelling can be found in 35 
ECHA’s Practical Guide 7 ‘How to notify substances to the Classification and Labelling 36 
Inventory3. In addition one can consult ECHA’s ‘Introductory Guidance on the CLP 37 
Regulation’4. 38 

Dossier and substance evaluation 

For on-site isolated intermediates, manufactured and used under strictly controlled 
conditions in accordance with Article 18 (4), dossier and substance evaluation do not 
apply (Article 49). However the Member State Competent Authority (MSCA) where 

 
3 http://echa.europa.eu/doc/publications/practical_guides/pg_7_clp_notif_en.pdf 
4 http://guidance.echa.europa.eu/guidance_en.htm#GD_PROCC 
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the manufacturing site is located may request additional information when it 
considers that: 

 there is a risk to human health or the environment equivalent to the level 
of concern arising from the use of a substance of very high concern 
(substances meeting the criteria in Article 57), and  

 that the risk is not properly controlled (Article 49). 

Authorisation/Restriction 7 

 Any use of a substance as an on-site isolated intermediate is not subject to 
authorisation (i.e. Title VII – Authorisation - does not apply).This is also valid for 
intermediates used as monomers for the synthesis of polymers). 

 Any manufacturer, importer or user must check whether an intermediate is 
covered by any restriction in Annex XVII of REACH (Article 67). 

1.2.3 Transported isolated intermediates 13 

Manufacturers or importers of transported isolated intermediates in quantities of 1 tonne or 14 
more per year need to submit a registration dossier unless the substance is exempted from 15 
the registration provisions (see further information on the scope of REACH in 1.6 of the 16 
Guidance on registration). The information to be submitted for standard registration 17 
purposes (i.e. reduced requirements due to strictly control conditions being in place do not 18 
apply) is listed under Article 10 and detailed in section 1.8.1 of the Guidance on registration. 19 
However, a registrant of transported isolated intermediates can provide reduced registration 20 
information according to Article 18(2) if  21 

 he confirms in his IUCLID registration dossier that he is manufacturing and/or using the 22 
substance under strictly controlled conditions, and  

 if he declares in his IUCLID registration dossier that he has received confirmation from 
all the users further down the chain that the substance is used under strictly controlled 
conditions as described under Article 18(4) and section 2.0 of this guidance. In that case 
both the registrant and the users are each liable for their own statement regarding the 
strictly controlled conditions.  

Registration obligations and exemptions 29 

 Article 2(8) exempts intermediates from the general registration regime in chapter 
1 of Title II of REACH. Instead, a manufacturer or importer of a transported 
isolated intermediate has to register his substance in quantities of 1 tonne or 
more per year under a different regime, as specified in chapter 3 of Title II of 
REACH. When manufactured and used under strictly controlled conditions and 
the annual quantity of substance is 1000 tonnes or more, the data requirements 
on the substance's intrinsic properties (physicochemical, human health and 
environment properties) as specified in Annex VII must be included in addition to 
the information required under chapter 3 of title II of REACH. 

 If a notification under Directive 67/548/EEC covering manufacture/import and the 
relevant use has already been submitted by the manufacturer/importer, no 
registration is required. The substance is considered as registered and a 
registration number is assigned by the Agency (Article 24). 

 43 

 If the manufacturer or importer confirms that he is manufacturing and/or using 
the substance under strictly controlled conditions and he confirms himself or 

4 
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states that he has received confirmation from the users that the substance is 
used under strictly controlled conditions (section 2.0) and the annual quantity of 
substance is less than 1000 tonnes, the information requirements on the 
substance's intrinsic properties (physicochemical, human health and 
environment properties) are reduced to existing available data (e.g. information 
he holds himself or that he can obtain from other sources) and only study 
summaries have to be submitted even if a full study report is available (Article 
18) (see 2.3).  

 For monomers that are used as transported isolated intermediate for the 
production of polymers the reduced registration provisions for intermediates do 
not apply, and the manufacturer has to proceed as for a "standard" substance (see 
Guidance on registration) 5. 

 Where strictly controlled conditions cannot be confirmed, a full (standard) data 
package is required depending on the tonnage level (Articles 10 & 12), and 
above 10 t/a a chemical safety assessment is required.  

 If a substance is no longer used by a registrant as an intermediate only and/or 
the registrant can no longer confirm that the substance is manufactured and 
used under strictly controlled conditions, the registration dossier will need to be 
updated according to Article 22 (1) without undue delay to include, depending on 
the tonnage band within which the substance is registered, all the information 
required by Articles 10 and 12. 

 If the transported intermediate passes the 1000 t/y threshold, then the 
manufacturer/importer has to update the registration dossier and submit as a 
minimum the information required under Annex VII

 
5 http://guidance.echa.europa.eu/docs/guidance_document/registration_en.htm?time=1271257385 
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Classification and labelling 1 

If the transported isolated intermediate is a substance to be registered the manufacturer/ 2 
importer must notify to the Agency the information related to its classification and labelling in 3 
accordance with Article 39(a) and Article 40 of Regulation (EC) No 1272/2008 if: 4 

 he places the substance on the market (i.e. he makes it available to another legal 
entity on the same site or on another site), and 

 he has not already submitted a registration. 
 
Notification can be done either by sending a separate notification to the Inventory or through 9 
inclusion of the relevant information, i.e. the CLP classification and labelling elements, in a 10 
registration dossier where this is required. In general, a separate notification will always have 11 
to be submitted where the notification is legally due before the registration is submitted. 12 
Once a registration dossier is submitted, a separate notification is no longer possible. Where 13 
that registration dossier still contains the DSD classifications, the manufacturer or importer 14 
would have to update it with the CLP information without undue delay, in accordance with 15 
REACH Article 22.  16 
 
If the transported isolated intermediate is a substance manufactured at less than one ton per 
year, the manufacturer must notify to the Agency the information related to its classification 
and labelling in accordance with Article 39(b) of Regulation (EC) No 1272/2008 if: 

 he places the substance on the market (i.e. he makes it available to another legal 
entity on the same site or on another site), and 

 the substance meets the criteria for classification as hazardous. 
 2  
Notification to the Inventory has to be done by 3rd January 2011 for transported isolated 25 
intermediates that had been placed on the market on 1 December 2010 or, for intermediates 26 
that are placed on the market only later than 1 December 2010, within one month of placing 27 
them on the market (Article 40 (3) of Regulation (EC) No 1272/2008). 28 
 
Further clarification in relation to notification of the classification and labelling can be found in 
ECHA’s Practical Guide 7 ‘How to notify substances to the Classification and Labelling 
Inventory6. In addition one can consult ECHA’s ‘Introductory Guidance on the CLP 
Regulation’7. 

Dossier and substance evaluation 

 Manufacturer / importer must be aware that dossier and substance evaluation 
apply to transported isolated intermediates. Therefore, the Agency or, if there is 
no agreement between MSCA, the Commission may request additional 
information when it is conducting an evaluation. The manufacturer/importer must 
comply with any such request within the deadline set (see the Guidance on 
evaluation).  

Authorisation/Restriction 

 Any use of a substance as a transported isolated intermediate is not subject to 
authorisation (i.e. Title VII – Authorisation - does not apply). This is also valid for 
intermediates used as monomers for the synthesis of polymers. 

 Any manufacturer/importer or downstream user must check whether an 
intermediate is covered by any restriction in Annex XVII of REACH (Article 67)

 
6 http://echa.europa.eu/doc/publications/practical_guides/pg_7_clp_notif_en.pdf 
7 http://guidance.echa.europa.eu/guidance_en.htm#GD_PROCC 

6 
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2 REGISTRATION OF ISOLATED INTERMEDIATES 1 

This guidance is intended to support registrants of isolated intermediates in assessing 2 
whether the conditions of manufacture and use fulfil the requirements for an isolated 3 
intermediate registration set out in Articles 17(3) or 18 (4). Also, the guidance includes three 4 
annexes describing the content and the format for documenting that strictly controlled 5 
conditions apply. 6 

The first task for the registrant is therefore to determine if the substance under investigation 7 
is an isolated intermediate manufactured and used under strictly controlled conditions and 8 
whether it is transported or not, in order to identify the information he has to provide in a 9 
registration dossier to fulfil his obligations8. 10 

If the manufacturer or importer of a substance manufactures or imports the substance for 
other purposes than only the use as an intermediate, or if the manufacture or certain use(s) 
cannot be demonstrated as being carried out under strictly controlled conditions, then the 
manufacturer or importer needs to submit a “standard” registration dossier according to 
Article 10. In this situation, if part of the tonnage is manufactured and used as an 
intermediate under strictly controlled conditions, the registrant can submit one registration 
dossier covering all his tonnage.  

o The information requirements for this registration dossier are then based on the tonnage 
for non-intermediate uses and for intermediates not used under strictly controlled 
conditions. The part of the tonnage manufactured or imported for use an intermediate 
under strictly controlled conditions will not need to be taken into account for the 
information requirements of the registration dossier. 

o Nevertheless the use as intermediate should be documented in the dossier, including the 
volume manufactured or imported for this purpose. 

o  The fees will be calculated independently for i) the use as intermediate under strictly 25 
controlled conditions (fees for intermediates pursuant to Article 4 of Regulation (EC) No 26 
340/2008) and ii) for the other uses (standard fees pursuant to Article 3 of Regulation 
(EC) No 340/2008).  

 

8 It should be noted, though, that monomers used as on-site isolated intermediates or transported isolated 
intermediates do not benefit from the exemption from standard registration requirements which normally applies 
to intermediates and have to be registered following the registration requirements described in Article 10 (Article 
6(2)). Therefore for the registration of monomers the Guidance on registration8 has to be used (see also section 
1.1.2 and 1..1.3) . 

 

7 
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1  
2 Example 1  of a substance both used as isolated intermediate and non-intermediate 
3  

A company manufactures 2300 tonnes of substance A, of which 1700 tonnes are used as intermediate 4 
in strictly controlled conditions. This company will submit a standard registration dossier for substance A, 5 
where the volume of the remaining 600 tonnes not used as intermediate is used to determine the 6 
information requirements. This means that the information requirements for 100-1000t substances will 7 
be used as a basis for this standard dossier. The fact that the substance is also used as an intermediate 8 
should be indicated in the dossier and the volume of 1700 tonnes used as intermediates will need to be 9 
documented in the dossier. 10 

11 

12 
13 
14 
15 
16 

17 
18 
19 
20 
21 
22 
23 

24 

 

If the manufacturer or importer of the substance manufactures or imports it only for the use as 
an isolated intermediate under strictly controlled conditions (see 2.0), then the manufacturer 
or importer can submit a registration dossier with reduced information requirements 
(according to Articles 17 and 18) as described in section 2.2 and section 2.3. More guidance 
on how to calculate the tonnage is given in the Guidance on registration.  

The data requirements for the registration of isolated intermediates manufactured in 
quantities of 1 tonne or more per year may differ for on-site and transported isolated 
intermediates (see section 1.1.2 and 2.2 for on-site isolated intermediates and section 1.1.3 
and 2.3 for transported isolated intermediates). For transported intermediates, those 
requirements depend on the manufactured or imported volume which is transported. In case 
of a transported isolated intermediate in quantities of more than 1000 tonnes per year, also 
the information specified in Annex VII of REACH should be included (Article 18(3)).  

 

8 
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6 
7 
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10 
11 

2.1 Strictly controlled conditions  

For both on-site and transported isolated intermediates the possibility to provide a reduced 2 
set of information for their registration applies when: 3 

 For on-site isolated intermediates, the manufacturer confirms that the substance is only 4 
manufactured and used under strictly controlled conditions (Article 17(3)). 

 For transported isolated intermediates, the manufacturer or importer confirms himself or 
states that he has received confirmation from the user that the synthesis of (an)other 
substance(s) from that intermediate takes place on other sites under strictly controlled 
conditions detailed in Article18(4). For transported isolated intermediates that are 
manufactured in the EU the strictly controlled conditions shall apply both to the 
manufacture and use of the substance.  

Therefore, in order to benefit from the reduced registration requirements the registrants have 12 
to first assess if their intermediates are handled under strictly controlled conditions on the 13 
sites of manufacture and use. When compiling the registration dossier using IUCLID59, the 14 
registrant should then include a confirmation in the dossier that the substance is 15 
manufactured and used under strictly controlled conditions (see section 2.4).  16 

The definition of strictly controlled conditions in Article 18(4) for transported isolated 17 
intermediates can also be used as a working basis for isolated on-site intermediates. Article 18 
18(4) provides a wider definition of strictly controlled conditions than Article 17(3), the latter 19 
being limited to criteria (a) and (b) of the above list. Nevertheless criteria (c) to (f) are also 20 
considered appropriate for on-site isolated intermediates, in deciding whether strictly 21 
controlled conditions apply.  22 

To assess if the intermediate is manufactured and used under strictly controlled conditions 
during its whole lifecycle, the registrant should evaluate if all the Article 18(4) conditions 
apply:  

23 
24 
25 

26 
27 
28 
29 

30 
31 

32 
33 

34 
35 

36 
37 
38 

                                                

(a) the substance is rigorously contained by technical means during its whole lifecycle 
including manufacture, purification, cleaning and maintenance of equipment, sampling, 
analysis, loading and unloading of equipment or vessels, waste disposal or purification 
and storage; (see chapter 2.1.1); 

(b) procedural and control technologies shall be used that minimise emission and any 
resulting exposure; (see chapter 2.1.2); 

(c) only properly trained and authorised personnel handle the substance; (see chapter 
2.1.3); 

(d) in the case of cleaning and maintenance works, special procedures such as purging 
and washing are applied before the system is opened and entered;  

(e) in cases of accident and where waste is generated, procedural and/or control 
technologies are used to minimise emissions and the resulting exposure during 
purification or cleaning and maintenance procedures; (see chapter 2.1.4); 

 

9 International Uniform Chemical Information Database 

9 
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(f) substance-handling procedures are well documented and strictly supervised by the 
site operator. 

For both types of isolated intermediate, the registrant has two possibilities based on the 
assessment and description of the conditions under which the substance is manufactured 
and/or used: 

 Submit a registration dossier containing the limited set of data requested for 
intermediates, provided that he concludes that the substance is manufactured and used) 
under strictly controlled conditions. In this case, the dossier must contain details on risk 
management measures applied by the manufacturer (Article 17.2(f) and Article 18.2 (f)) 
and information on risk management measures recommended to the user (for 
transported isolated intermediates Article 18.2 (f)). 

 Submit a standard registration dossier as described in Article 10, if he is not able to 
demonstrate that the substance is manufactured and used under strictly controlled 
conditions. In case any of the requirements for Article 18.4 (a) to (f) are not met, the 
registration shall include all the information required by Article 10.It is important to note 
that absence of rigorous containment or absence of minimisation of release cannot be 
justified with a risk characterisation ratio.  

Strictly controlled conditions should be seen as a combination of technical measures that are 18 
underpinned by operating procedures and management systems. Following Article 18 (4), 19 
strictly controlled conditions must include the following elements:  20 

 Technical means ensuring rigorous containment during the whole lifecycle including 
the following activities (Article 18 (4) (a)) 

o Manufacture and purification 
o Cleaning and maintenance of equipment 
o Sampling and analysis 
o Loading and unloading of equipment or vessels 
o Waste disposal 
o Storage 

 Procedural and control technologies applied to minimise emissions (Article 18 (4) (b) 
and (e)) 

o residual emissions from rigorous containment 
o emissions from purification, cleaning, maintenance after accidents 
o emissions from purification, cleaning and maintenance where waste is 

generated 
 Special procedures before entering the system (Article 18 (4) d) 
 Trained and authorised personnel (Article 18 (4) (c) 
 Procedures well documented and supervised (Article 18 (4) (f)) 

 3  

 3  

This approach to managing potential risks to human health and the environment aligns with, 
and also acknowledges, the existing regulatory obligations that impact on manufacturers of 
substances (e.g. control of accidents under Directive 96/82/EC10, Integrated Pollution 

 

10 Council Directive 96/82/EC of 9 December 1996 on the control of major-accident hazards involving dangerous 
substances. 

10 
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Prevention and Control under Directive 2008/1/EC11, occupational protection under the 
Chemical Agents Directive 98/24/EC12).  

Rigorous containment by technical means aims to prevent releases by technical design of 
the process or product. The physico-chemical properties of the substance and the 
processing conditions (such as temperature and pressure) may have an impact on the level 
and type of containment measures that are required. 

It should be emphasized that strictly controlled conditions must be achieved without taking 
into account the use of personal protective equipment (PPE) except for the exceptional 
situations hereunder (accidents, incidents, maintenance and cleaning).. PPE can only be 
part of the strictly controlled concept as far as it aims at limiting exposure resulting from:  

 Accidents and incidents that may occur despite appropriate management systems 
and operational procedures to prevent such incidents and accidents.  

 Maintenance and cleaning works, providing that special procedures such as purging 
and washing are applied before the system is opened or entered.  

Full documentation of the strictly controlled conditions in place is not required in the 15 
registration dossier, however the registrant should give a basic indication on how the 16 
conclusion concerning strictly controlled conditions are reached. A format for documenting 17 
information on risk management in a registration dossier is given in Appendix 3. 18 
Nevertheless, there should be detailed internal documentation within a company in order to 19 
demonstrate that strictly controlled conditions apply throughout the whole life cycle of the 20 
intermediate. The national enforcement authorities may request such information. Note that 21 
where relevant documentation for compliance with other legislative frameworks can also be 22 
referred to. The detailed internal documentation within the company should at least include: 23 

 justification for considering that the substance is used as an intermediate and 24 
customers’ statements concerning the use as an intermediate and the fulfilment of 
strictly controlled conditions in case of a transported isolated intermediate;  

 the physical chemical properties of the intermediate relevant for deciding on measures 
to ensure that strictly controlled conditions apply; 

 documentation on the design of the process and the equipment, especially those 29 
aspects contributing to the rigorous containment of the substance by technical means; 

 the relevant operating conditions; 31 

 measures corresponding to the requirements set out in article 18(4) (b) to (f) 32 
implemented by the manufacturer company and recommended to users; 

 information on any residual release and resulting exposure that occurs in spite of the 34 
rigorous containment measures by technical means; and 

 

11 Council Directive 2008/1/EC of the European Parliament and of the Council of 15 January 2008 concerning 
integrated pollution prevention and control). 
12 Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from the risks 
related to chemical agents at work. 

11 

http://eur-lex.europa.eu/JOHtml.do?uri=OJ%3AL%3A2008%3A024%3ASOM%3AEN%3AHTML
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16 
17 

 available relevant physico chemical toxicological and eco-toxicological information and 1 
any relevant reference or threshold value (e.g. community Occupational Exposure Limits 
(OELs). 

To facilitate the process for assessing whether strictly controlled conditions are achieved, 4 
Appendix 1 presents an indicative and non-exhaustive list of issues that could be considered. 5 
This list is intended to support a structured assessment and documentation by the registrant 6 
to decide if strictly controlled conditions apply. For this considerable input by experts (e.g. site 7 
managers, engineers) will be needed. 8 

It should be noted that the registrant of a transported isolated intermediate does not need to 9 
get access to confidential business information (e.g. fine detail of process technology and/or 10 
engineering, etc) from the user(s). This is because the user is responsible for ensuring that 11 
they use the intermediate under strictly controlled conditions and to confirm this to the 12 
registrant.  13 

An example of a general format to document how the substance is manufactured and used 
under strictly controlled conditions is provided in Appendix 2. This would contain information 
and justifications for the issues addressed in Appendix 1. Note that any information 
produced for the purpose of other legislation (e.g. for worker protection) can also be used as 
an element to demonstrate that strictly controlled conditions apply.  18 
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1 Information on details of the risk management measures applied at the manufacturing site 
and recommended to the user in order to achieve strictly controlled conditions, should have 
to be included in the registration dossier. Existing legislative frameworks or industry 
standards can be referred to when documenting such risk management measures. The 
format in Appendix 3 is recommended to explain the risk management measures in the 
registration dossier. It should be attached to the IUCLID section 13 with the file name 
‘RMM_details’.  
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2.1.1 Rigorous containment of the substance by technical means 

Rigorous containment is achieved by the technical design of a process and the equipment 
which aims at preventing releases. The physico-chemical properties of a substance are one 
factor to take into account in determining the right design to achieve rigorous containment, 
together with the process conditions if this is relevant. Rigorous containment is applicable to 
handling of intermediates at any scale. Release of the substance should be prevented 
through containment systems, such as combinations of suitable mechanical barriers (e.g. 
enclosures) and air dynamic barriers (e.g. Local Exhaust Ventilation (LEV ) as integrated 
part of the containment and differential pressure). 

According to Article 18 (4): 17 

“the substance is rigorously contained by technical means during its whole lifecycle including 
manufacture, purification, cleaning and maintenance of equipment, sampling, analysis, 
loading and unloading of equipment or vessels, waste disposal or purification and storage”.  

To be able to confirm and document the rigorous containment of the substance, the 
registrant should characterise the process conditions and the equipment used during the 
whole life-cycle of the substance, taking into account the properties of the substance.  

The description of these technical means and conditions should allow the identification of 
potential residual exposure of workers and the environment to the substance. It should for 
instance specify the means of rigorous containment for the different functional elements 
(pressurised vessels, seals, sacks, containers, drums, etc.) involved during the whole 
process such as manufacture, transfer (filling, emptying, etc.) or sampling of the substance 
when potential residual emission could be expected to the workplace or the environment. 

Within a rigorously contained overall process, different containment strategies may be used 
for different processing steps. For example, containment measures for i) batch filling and 
emptying of equipment (via hose lines, pipe joints), ii) for sampling (transfer from one 
container to another container via closed sampler), iii) for cleaning and maintenance and iv) 
for transfer and management of the isolated intermediate in bulk through pipelines and 
dedicated bulk storage facilities can be different from each other. 

Examples of technical measures that could be implemented in order to ensure rigorous 
containment are given in examples 2 to 7 for worker and environmental protection in 
different industrial sectors. Those examples are in no way binding or exhaustive but illustrate 
the types of measures or some specific unit operations (e.g. loading/unloading and 
substance handling) that can be applied.  

Example 2 illustrates how to systematically determine a suitable containment strategy based 
on the control banding approach as outlined in the book ‘Containment systems - A design 
guide, edited by Nigel Hirst, Mike Brocklebank, Martyn Ryder, published by Institution of 
Chemical Engineers (IChemE) UK , 2002. 

13 
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The Control Banding Approach in example 2 comprises 5 levels of control. Strategy 1 
represents the lowest level of control (not regarded as rigorous containment), the only 
technical measure in place is general ventilation. In containment level 2, LEV is applied, but 
the LEV is not further integrated into a system of mechanical barriers. Since the substance is 
still manipulated directly and thus PPE may be required, in general, level 2 does not 
constitute rigorous containment. However, LEV can be an integrated part of the containment 
strategy 3, requiring partial or full mechanical enclosure in addition. The following illustration 
of strategy mentions glove-ports and direct coupling, other technical solutions however, exist 
as well. The level of enclosure by mechanical barriers increases from strategy 3 to strategy 5 
which represents a very high level of containment requiring a fully automated enclosed 
process. Each level of containment is supported by a corresponding containment strategy 
that provides clear practical advice on design and process equipment, maintenance, access, 
examination and testing, cleaning and housekeeping, personal protective equipment, 
training and supervision. In other words, the containment strategy defines the criteria for 
rigorous containment at a practical level.  

14 



Guidance on intermediates  Draft Version xx – Dec 2010 
   

 

Example 2: Containment strategies for handling of substances (example of technical 1 
measures)  2 

3 

4 
5 
6 

. 

For illustration see enclosed 5 principal schemes reflecting the different strategies. (Source: Hirst H., 
Brocklebank M., Ryder M. (Eds), Containments Systems- A Design guide, Institution of Chemicals 
Engineers (IChemE), 2002. 

 7 

8  

15 
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Note: Illustrative examples regarding the technical implementation of these strategies can be 
found in the COSHH control guidance sheets13 

 
13 http://www.hse.gov.uk/pubns/guidance/crseries.htm 
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1  
Example 3: Pharmaceutical industry: examples of technical measures for workers and 2 
environmental protection 3 

4  
Containment is implemented to prevent exposure of the worker and the environment. The design and 5 
selection of control technologies and equipment is based upon a set of performance based criteria. The 6 
selection of control measures aim to control and prevent emissions at source. Examples of technical 7 
measures may include: 8 

9 Transfers using direct coupling and closed systems, such as: 
10  Vertical process trains 
11  Special valves such as split butterfly type  

 Vacuum transfer  12 
 13 
Totally enclosed processes; transfers using direct coupling; barrier/isolator technology, such as:  14 

15  Isolation technology e.g. isolators  
16  Intermediate bulk containers with split butterfly valves 

 Soft Wall Isolators (Glove bags) 17 
 Alpha Beta Rapid Transfer systems on enclosures 18 
 Specialized vacuum transfer systems 19 
 20

1
22 
23 

 
 2  
 
 

24  
Example 4: Petrochemical Industry: example of technical measures for workers and 25 
environmental protection 26 

27  
Bulk petrochemical intermediates will invariably be handled in a chemical plant of a high integrity that is 28 
designed to minimise potential for emissions to air and water. Typical examples of control measures and 29 
systems in place to deliver such strictly controlled conditions include: 30 

31  
32  Enclosed transfers designed to prevent leaks e.g. self-draining transfer lines 

 High integrity methods of material loading and unloading (e.g dry lock couplings, vapour capture and 33 
recovery) 34 

 Plant designed to facilitate the draining and flushing of plant equipment items prior to maintenance, 35 
with recycle and/or suitable disposal of wastes 36 

 High integrity (low emission) valve packing and flange seals 37 
 In-line process controls and/or contained systems for process sampling  38 
 Low emission pumps e.g. canned, magnetic, mechanical seals 39 
 Routine monitoring and inspection for leaks to reduce fugitive emissions 40 
 41

42 
 

  
43  

Example 5: Fine chemicals industry: examples of technical and organizational 44 
measures for workers and environmental protection 45 

46  
Handling intermediates in batch fine chemicals facilities will require that the plant engineering and 47 
systems are designed to prevent emissions to air and water. Typical examples of control measures and 48 
systems which might be encountered to deliver such strictly controlled conditions include: 49 

50  
51  Material transfers via enclosed systems (e.g. semi-bulk containers such as IBCs) 
52  Enclosed and vented charging systems (e.g. bag slitters with integral package disposal) 

 Reaction vessel held by under-pressure (negative pressure). Exhaust air filtered and subsequently 53 
incinerated. Vessels connected via fixed pipes.  54 

17 
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 Discharging arrangements designed to minimise emissions (e.g. into drums/kegs via pneumatic filling 1 
heads and continuous liners;, connection of big bags done in a full enclosure (e.g. glove box.) 2 

 Use of containers fitted with inliners for intermediate packaging and transport. 3 
 Plant designed to facilitate the draining and flushing (and detoxification) of equipment items prior to 4 

maintenance  5 
 Maximal use made of automated process control systems to minimise manual interventions 6 
 Contained process sample systems (e.g. vented cabinets or sample bombs) 7 
 Loading/unloading in a closed collection pan to prevent spillage into waste water  8 

9 
0

 
 1  

 11 
12 Example 6: Chemical industry: railway car loading and unloading of liquid products  
13  
14 Loading and unloading of railway car of liquid, volatile, products.  

The substance is stored into storage tanks and loaded into railway cars in order to be transported to 15 
another production site. 16 

17  
18  Railway cars are loaded through connection arms.  
19  Informatic control system exists in order that loading can start only when the arm is well connected. 

 At the end before disconnection, purge of arms is performed with N2 and gaseous substance is 20 
sent back to the tank as well as liquid phase in order to be recycled. 21 

 Arm in aval is purged into a container which is re-injected into the unit through flexible hoses. 22 
 Flexibles are cleaned and water is collected for treatment. 23 
 OC & SCC implemented to protect workers & environment 24 
 Loading of wagon is done through an automated connection arm equipped with recommended 25 

diameter (DN 80 for liquid and DN 50 for gas) 26 
 All couplings are equipped with ONIS line blind system, avoiding exposure to residual hazardous 27 

chemicals 28 
 29

0
 

 3  

31  
Example 7: Chemical and petrochemical industry: examples of technical measures for 32 
workers and environmental protection 33 

34  
Storage tanks for highly volatile substances have floating internal roofs and double mechanical 35 
sealing 36 

37  
38 Examples of technical measures: 
39  Enclosed transfers designed to prevent leaks (self-draining transfer lines). 
40  Plant design to facilitate draining and flushing prior to maintenance. 

 High integrity (low emission) valve packings and flange seals (The rating of the 41 
 valve type is in accordance to Fugitive Emission Tightness Class, Flange gaskets specified and the 42 

intermediate properties) 43 
 Routine monitoring and inspection for leaks to reduce fugitive emissions. 44 
 Storage tanks have floating internal roofs with double mechanical sealing 45 
 Systems are situated on concrete bases within a bund of a capacity required by the environmental 46 

permit. The tank floor and base sections of the walls are also painted to prevent corrosion. The tanks 47 
are cathodically protected. Storage tanks are installed with level controls incorporating High and High-48 
High level alarms and an independent High level alarm. 49 

Loading and unloading of volatile liquid substances to/from tanks / truck tanks and railway tanks. 50 
Examples of technical measures for containment and minimization of releases during loading/unloading 51 
operations.  52 

 Top loading through dome with cone and with vapor recovery 53 
54  Top loading with dip tube and with vapor recovery 

 Top loading with dip tube and with inert gas blanketing 55 

18 
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 Bottom loading with closed manhole and with vapor recovery 1 
 Bottom loading with closed manhole and with blanketing 2 
 Bottom unloading by compressed air or inert gas 3 
 Bottom unloading by pump with closed manhole and with intake of air 4 
 Bottom unloading by gravity with closed manhole and with vapor return 5 
 Bottom unloading by pump with closed manhole and with vapor return 6 
 Bottom unloading by pump with closed manhole and with inert gas 7 
 Top unloading by pump with closed manhole and with vapor return 8 
 9 

13 
14 
15 
16 
17 
18 
19 
20 
21 

22 
23 
24 

25 
26 

27 
28 
29 
30 
31 
32 
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37 
38 
39 
40 
41 
42 
43 

                                                

Measured release and exposure data is a useful element to demonstrate that rigorous 10 
containment is achieved. If such data is not available, reliable exposure model calculations 11 
can be used for this purpose. 12 

Available information on the hazard of the intermediates may be taken into account in 
determining the most suitable rigorous containment strategy. Please note: For intermediates 
registered under article 17 and 18, no minimum information requirements are set up by 
REACH. Thus authorities would usually assume that the registrant is not in the position to 
carry out a proper hazard assessment for the substance that would enable a rigorous 
containment strategy to be adapted to the toxicological and eco-toxicological hazards of the 
substance. In this case the intermediates have to be treated as highly hazardous14 
substances, with the consequence that virtually any release and exposure should be 
prevented.  

Where this default assumption does not apply, the registrant would need to provide an 
accurate analysis of the available knowledge on the hazards and the data gaps which exist 
(see guidance part CSA guidance B). 

2.1.2 Procedural and control technologies to minimise emission and any 
resulting exposure 

Releases and any resulting exposure occurring despite rigorous containment by technical 
means of the process are to be minimised by procedural and control technologies. For 
example, in case of releases to waste water (including during cleaning and maintenance 
processes), strictly controlled conditions include techniques to minimise the emissions by, for 
example, incinerating the waste water or removal of substances by onsite treatment, before 
discharging the waste water. The same approach applies to emissions to air. Some techniques 
to control emissions to the environment are listed in Example 8.  

The effectiveness of any methods applied to minimise emissions and resulting exposure would 34 
be described in the detailed documentation kept in-house. Furthermore some details of these 35 
methods (e.g. efficiency) may need to be included in the registration dossier. 36 

The documentation and description of methods applied can be based on the company's IPPC 
licence or permit, as long as sufficient and adequate documentation of the compliance with the 
conditions of the permit are available, and demonstrate strictly controlled conditions. In 
general, the relevant IPPC (Directive 2008/1/EC) Best Available Technique Reference 
Document (BREF) 15 can be used as a starting point to demonstrate the effectiveness of 
procedural and control technologies from the perspective of minimisation. Examples for such 
control technologies can be found in BREFs on processing in chemical industry and on 

 
14 See Table E.3-1 in Part E of the Guidance on Information Requirements and Chemicals Safety Assessment. 
15 http:// http://eippcb.jrc.es/reference/ 
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“Common Waste Water and Waste Gas Treatment/Management Systems in the Chemical 
Sector”. 
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2 Example 8: Some technical measures to control emissions to the environment 

Waste gas incineration: complete destruction of waste gases at high temperatures for a specified 3 
minimum residence time, as calculated by an engineer. 4 

● Condenser: low temperature devices through which waste vapours are sent causing them to 5 
liquefy and be collected. 6 

● Scrubber: number of types available. Usually packed columns around which an appropriate 7 
scrubbing solution circulates, as specified by an engineer. The waste vapours from a process 8 
and/or area are passed through the scrubber causing the fumes to be trapped in the 9 
scrubbing solution. The waste scrubber solution is then disposed of by incineration. 10 

●  HEPA-filter: a filter designed to trap small particles. The general air from an area or a piece of 11 
equipment passes through the filter before discharge to atmosphere. The contaminated filter 12 
is then disposed of by incineration. 13 

● WWTP: a wastewater treatment plant is a biological and/or physical/chemical system to which 14 
the aqueous waste streams from a process and washing/cleaning solutions are sent. Traces 15 
of the substance are removed from the water before discharge into the environment. Please 16 
note: Whether a WWTP fulfils the minimisation requirement depends on the inherent 17 
properties of the substance. For example 18 

 - Releases of substances which are not ready biodegradable cannot be minimised by 19 
biological treatment. 20 

 - Releases of substances adsorbed to a particulate matrix during treatment will only 21 
be regarded as minimised if the subsequent sludge treatment leads to the elimination 22 
of the substance. 23 

● Cryogenic treatment: very low temperature condenser which traps all the condensable 24 
materials as a liquid or a solid. This liquid or solid is then disposed of by incineration. 25 

● Biofilter: A bio-filter is a biological system where certain substances in vent streams are 26 
degraded by mico organisms 27 

28 

29 
30 
31 

33 
34 
35 
36 

37 
38 
39 
40 

2.1.3 Handling of the substance by trained personnel 

In order to minimise emissions and any resulting exposure, only trained and authorised 
personnel can handle the substance (Article 18(4)(c)). As a minimum, the workers who 
handle intermediates would be provided with: 

 training and information on process and task specific operating procedures, appropriate 32 
precautions, working procedures during the malfunctioning of the process and in 
accidental situations, and actions to be taken in order to safeguard themselves and 
other workers at the workplace. Appropriate filing and documentation of training shall be 
available on site.  

 access to a safety data sheet (SDS), which includes information on the hazardous 
properties and on PBT/vPvB properties of the substance, such as its identity, the risks to 
safety and health, relevant occupational exposure limit values (EU and national ones) 
and other relevant legislative provisions. 

21 
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These procedures should apply to all personnel handling the substance including during 1 
cleaning and maintenance works. 2 
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2.1.4 Cases of accident and where waste is generated 

There must be procedural and/or control technologies in place that are used for minimising 2 
emissions in cases of accidents and in cases where waste is generated (Article 18(4)(e)). In 3 
this, the clarifications according to Directive 96/82/EC on the control of major-accident 4 
hazards involving dangerous substances and Directive 94/9/EC concerning equipment and 5 
protective systems intended for use in potentially explosive atmospheres might usefully be 6 
consulted and the requirements implemented. Please note: For waste treatment operations, 7 
reference should be made to the corresponding technique contained in the BREF document 8 
on Common Waste Water and Waste Gas Treatment/Management Systems in the Chemical 9 
Sector16. 10 

2.1.5 Management Systems  11 

Management systems are good options to ensure the proper application of risk management 
measures. A management system includes appropriate operational procedures to ensure 
that control measures are indeed applied17. Such a system may also define management 
responsibilities, authorisation procedures (e.g. for maintenance or opening of equipment), 
inspection and auditing requirements etc.  

On any given site, a management system should contain reference to procedures for 17 
accident prevention and response. It may be appropriate to link this system to operational 18 
engineering control systems. In case of a transported intermediate, the various parties 19 
involved (supplier and customer) each will need a management system in order to ensure 20 
rigorous containment and controlled conditions over the life cycle of the intermediate.  21 

2.1.6 Summary of principles 

The key principles of strictly controlled conditions for registration of intermediates under 
Article 17 and Article 18 of REACh are summarised below: 

 All conditions of Article 18 (4) are to be met at the same time. The full life cycle of the 25 
intermediate is to be covered under strictly controlled conditions; 

 If SCC conditions are declared, Risk Characterization cannot be used to justify a lack or 
absence of rigorous containment and emission minimisation technologies; 

 Design of rigorous containment must prevent workers to be exposed (by technical 29 
means) to the substance and the substance to be released to the environment. In order 
to reach this goal, the most efficient rigorous containment strategy has to be identified for 
each specific process step, taking into account the process conditions and the physico-
chemical properties of the intermediate. The containment strategy may consist of a 
combination of mechanical and air dynamic barriers; 

 
16 http://eippcb.jrc.es/reference/cww.html 

17 In practice management systems include the structure to respond to accidents and demonstrate compliance 
with relevant occupational and environmental legislation and/or standards.  

23 
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 The technical means of containment and the control technologies are always to be 1 
considered in context with procedural control and training of workers. Thus rigorous 2 
containment and procedural control (including training) together are the elements of a 3 
strictly controlled conditions strategy; 4 

 Release and exposure data is an additional useful element to verify that rigorous 5 
containment is achieved. Reliable exposure model calculations may also be used for 6 
this purpose. 7 

Available information on the hazard of the intermediates may be taken into account in 8 
determining the most suitable rigorous containment strategy. Where this is done, the 9 
registrant would need to provide an accurate analysis of the available knowledge on the 10 
hazards and the data gaps which exist. 11 

2.2 Registration requirements for on-site isolated intermediates. 12 

On-site isolated intermediates manufactured in quantities of 1 tonne or more per year have 
to be registered to the Agency. In order to benefit from the reduced registration requirements 
for on-site isolated intermediates, the manufacturer must confirm that the substance is used 
and manufactured only under strictly controlled conditions during its whole lifecycle as 
defined in Article 17(3) (see also section 1.1). 

The information required under Article 17(2) is the following: 18 

 The identity of the manufacturer: the information to be submitted is detailed in 
section 8.2.2.3 of the Guidance on registration. 

 The identity of the intermediate: the information to be submitted to identify the 
substance is the same as that to be submitted for a full registration (see 8.2.2.3 of 
the Guidance on registration) with the exception of analytical methods descriptions 
(section 2.3.5 to 2.3.7 of Annex VI) which are not required. 

 The classification of the intermediate: the registrant has to determine the 
classification of his substance with respect to physicochemical properties, 
environment and human health. This classification has to be documented in section 
2 of IUCLID 5, under the heading “classification”. More guidance on classification 
and labelling is available in section 8.2.2.4 of the Guidance on registration.  

 Any available existing information on physicochemical, human health or 
environmental properties of the intermediate: when the registrant is in legitimate 
possession or has the permission to refer to a full study report (a full study report or 
study summary can be used freely after at least 12 years after its submission in the 
framework of a registration (Article 25(3)), he shall submit a study summary within 
his registration, unless in case of joint registration when the lead registrant submits 
the information (see section 2.5). How to prepare a study summary is described in 
section 8.2.2.4 of the Guidance on registration. 

 A brief general description of the use: only a brief general description of the 
identified use(s) of the substance as described in section 3.5 of Annex VI is required 
for isolated intermediates. More details can be found on what needs to be reported 
in section 8.2.2.5 of the Guidance on registration. 
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 Details of the risk management measures applied: the details of the risk 
management measures should be reported in section 13 of IUCLID (stand alone 
RMM report, format see Appendix 3). The information has to include a description of 
the effectiveness of the risk management measures applied, sufficient to 
demonstrate that the substance is rigorously contained during its whole lifecycle 
and that it is manufactured and used under strictly controlled conditions. More 
information on how to describe the risk management measures applied and their 
efficiency is available under Appendix 3. 

If from the available information and knowledge of the process the registrant is not able to 9 
conclude that the substance is manufactured and used under strictly controlled conditions, a 10 
full registration in accordance with Article10 has to be submitted as described under the 11 
Guidance on registration.  12 

Regarding the communication of RMM to the users of the intermediate, section 8.2 of annex 13 
II of Commission Regulation 453/201018 states that: "Where a substance has been 14 
registered as an isolated intermediate (on-site or transported), the supplier shall indicate that 15 
this safety data sheet is consistent with the specific conditions relied on to justify the 16 
registration in accordance with Article 17 or 18. 17 

As a consequence, risk management measures complying with the provisions of Article 18.4 
should be described to the user within the SDS for on-site isolated intermediates. 

 

2.3 Registration requirements for transported isolated 
intermediates 

Transported isolated intermediates have to be registered to the Agency if they are 
manufactured or imported in quantities of 1 tonne or more per year. In order to benefit from 
the reduced registration requirements for transported isolated intermediates, the 
manufacturer or importer must confirm himself or state that he has received confirmation 
from user(s) that the substance is used and manufactured only under strictly controlled 
conditions during its whole lifecycle as defined in Article 18(4) (see also section 1.1). 

Therefore the registrant of a transported intermediate should first get the necessary 29 
confirmation from the different users to whom the substance is supplied whether the 30 
substance is used under strictly controlled conditions or not.  31 

For transported isolated intermediates below 1000 t/a, the information required under Article 
18(2) is the following: 

 The identity of the manufacturer or importer: the information to be submitted is 
detailed in section 8.2.2.3 of the Guidance on registration. 

 The identity of the intermediate: the information to be submitted to identify the 
substance is the same as that to be submitted for a full registration (see section 

 
18 Commission Regulation (EU) No 453/2010 of 20 May 2010 amending Regulation (EC) No 1907/2006 of the 
European Parliament and of the Council on the Registration, Authorisation and Restriction of Chemicals 
(REACH). OJ L 133, 31.5.2010. 
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8.2.2.3 of the Guidance on registration) with the exception of analytical methods 
descriptions (section 2.3.5 to 2.3.7 of Annex VI) which are not required. 

 The classification of the intermediate: the registrant has to determine the 
classification of his substance with respect to physicochemical properties, 
environment and human health. This classification has to be documented in section 
2 of IUCLID 5, under the heading “classification”. More guidance on classification 
and labelling is available in section 8.2.2.4 of the Guidance on registration. 

 Any available existing information on physicochemical, human health or 
environmental properties of the intermediate: when the registrant is in legitimate 
possession or has the permission to refer to a full study report (a full study report or 
study summary can be used freely after at least 12 years after its submission in the 
framework of a registration (Article 25(3)), he shall submit a study summary within 
their registration, unless in case of joint registration when the lead registrant submits 
the information (see section 2.5). How to prepare a study summary is described in 
section 8.2.2.6 of the Guidance on registration. 

 A brief general description of the use: only a brief general description of the 
identified use(s) of the substance as described in section 3.5 of Annex VI is required 
for isolated intermediates. More details can be found on what needs to be reported 
in section 8.2.2.5 of the Guidance on registration. 

 Details of the risk management measures applied and recommended to the 
user, making reference to Article 18(4): the details of the risk management 
measures should be reported in section 13 of IUCLID (stand alone RMM report, 
format see Appendix 3) The information must include a description of the 
effectiveness of the risk management measures applied, sufficient to demonstrate 
that the substance is rigorously contained during its whole lifecycle and that it is 
manufactured and used under strictly controlled conditions. More information on 
how to describe the risk management measures applied and their effectiveness is 
available in Appendix 3. 

For transported isolated intermediates in quantities of 1000 tonnes or more per year per 29 
manufacturer or importer the registrant shall include in addition information specified in 30 
Annex VII of the Regulation. More details can be found on what needs to be reported in the 31 
Guidance on registration.  32 

From the available information and knowledge of the process on the different sites, or if no 33 
confirmation is available, the registrant may not be able to conclude that the substance is 34 
used under strictly controlled conditions. In that case, a full registration (including the 35 
complete set of information as requested for “standard” substances and described in the 36 
Guidance on registration has to be submitted taking into account the manufactured or 37 
imported tonnage of the substance.  38 

Regarding the communication of RMM to the users of the intermediate, section 8.2 of annex 
II of Commission Regulation 453/201019 states that: "Where a substance has been 
registered as an isolated intermediate (on-site or transported), the supplier shall indicate that 

 
19 Commission Regulation (EU) No 453/2010 of 20 May 2010 amending Regulation (EC) No 1907/2006 of the 
European Parliament and of the Council on the Registration, Authorisation and Restriction of Chemicals 
(REACH). OJ L 133, 31.5.2010. 
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this safety data sheet is consistent with the specific conditions relied on to justify the 
registration in accordance with Article 17 or 18. 

As a consequence, risk management measures complying with the provisions of Article 18.4 
should be described to the user within the SDS for transported isolated intermediates. 

2.4 Preparation of a registration dossier for isolated 
intermediates  

Article 111 requires that the format of the technical dossier must be IUCLID (International 
Uniform Chemical Information Database). This means that also other IT tools could be used 
to prepare the dossiers as long as they produce the exact same format. In this document 
only the preparation of registration dossier using IUCLID is described. The last version of 
this software is IUCLID 5 which will be used as the reference in this document and for which 
a specific guidance is available Guidance on IUCLID. The IUCLID 5 software will be 
downloadable from the IUCLID website at http://iuclid.eu free of charge by all parties, if used 
for non-commercial purposes. 
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The full registration dossier should be submitted via REACH IT to the Agency as described 15 
in section 8.2 of the Guidance on registration. 16 

For intermediates, IUCLID 5 enables the registrant to identify the information requirements 
for either on-site isolated intermediates, transported isolated intermediates produced at up to 
1000 tonnes and transported isolated intermediates produced at 1000 tonnes or more per 
year. In each case, all available and relevant information need to be reported in the 
registration dossier. Depending on the selection of the registrant the fields to be filled in 
IUCLID 5 are clearly identified.  

2.5 Joint submission of data on isolated intermediates by 
multiple registrants. 

A substance being used as an isolated intermediate (on-site or transported) may be 
manufactured or imported by several different registrants, for intermediate or non 
intermediate uses. In such situation joint registration needs to be submitted. The registrants 
have to follow the general guidance developed for joint registration (See section 1.8.4 of the 
Guidance on registration). 

Specific rules apply to registrants of intermediates as specified in Article 19. 30 

Once the lead registrant has been identified, he has to submit first the following joint 
information with the agreement of the other manufacturer(s) or importer(s): 

 the classification of the intermediate, and  

 any available existing information on physicochemical, human health and 
environmental properties of the intermediate. 

 In case one of the registrant manufactures or imports isolated transported 
intermediates at or above 1000 tonnes, it is recommended that the lead registrant 
provides the information in Annex VII, in accordance with article 18(3). 

27 
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Each registrant shall then submit separately specific information:  1 

 identity of manufacturer 

 identity of intermediate 

 a brief general description of the use (i.e. intermediate for chemical synthesis) 

 details of the risk management measures 

If one registrant does not want to submit information on the classification or on the 6 
physicochemical, human health and environmental properties jointly, it is possible for him to 7 
do it separately, as far as there is a clear and justified rationale of separate submission 8 
according to the reasons set in Article 19(2). These reasons are: 9 

 it would be disproportionately costly for him to submit them jointly, or 

 submitting the information jointly would lead to disclosure of information which he 
considers to be commercially sensitive and is likely to cause him substantial 
commercial detriment, or 

 he disagrees with the lead registrant on the selection of this information. 

A general guidance on how to document reasons for submitted data separately for joint 15 
registration is developed under the full Guidance on registration. 16 

2.6 Time lines 17 

The same rules apply for the registration of intermediates and the registration of non 
intermediates. Section 1.7 of the Guidance on registration describes those rules in detail.  

Substances already notified under Directive 67/548/EEC, are considered as registered. 20 
Nevertheless some provisions apply and details can be found in section 1.6.5.3 of the 21 
Guidance on registration. 22 

2.7 Registration fee 

Registration fees are specified in Fee Regulation (EC) 340/2008.  

28 
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APPENDIX 1: Illustrative list of issues that may be taken 1 

into consideration for checking that the isolated 2 

intermediates are manufactured and used under strictly 3 

controlled conditions 4 

This list can be used by  

 the registrant of an isolated intermediate (the manufacturer or importer) and  

 the user of the intermediate wishing to confirm to the registrant that his use 
takes place under strictly controlled conditions 

The documentation needs to contain a justification of the relevant issues listed below.  9 

1. Has the life cycle of the substance been accounted for? 10 

a) Manufacture of the intermediate? Continuous process or batch operation? Scale 
of operation? 

b) Use of the intermediate? Continuous process or batch operation? Scale of the 
operation? 

c) Final synthesis process? 

d) Any purification step? 

e) Sampling and analysis? 

f) Loading and unloading from equipment or vessels and any other substance 
transfers? 

g) Any relevant storage? 

h) Waste treatment? 

2. Is rigorous containment by technical means in place?,  22 

a) The substance is rigorously contained by the following means (refer to the life 
cycle steps and process steps under 1): ….. 

b) Procedures to ensure containment has been applied and maintained for all 
stages of production and processing 

c) Management system is in place 

d) Implementation of existing EU legislation 

e) Monitoring measurements to check on potential remaining emissions are being 
carried out. This includes: ……  
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3. Are procedural and control technologies being used to minimise emissions? 1 

a) Residual emissions from rigorous containment occur at the following steps of the 
processes. ……. These emissions are minimised by the following procedural and 
control techniques (differentiation regarding work-places and environment 
required): ……. 

b) Emissions from purification, cleaning and maintenance after accidents are 
minimised by the following procedural and control techniques (differentiation 
regarding work-places and environment required): ………. 

c) Emissions from purification, cleaning and maintenance are minimised by the 
following procedural and control techniques (differentiation regarding work-places 
and environment required): ……….  

d) Emissions from waste handling is minimised by the following procedural and 
control techniques (differentiation regarding work-places and environment 
required):  

4. Are only properly trained and authorised personnel handling the substance? 15 

a) Relevant training or authorisation scheme covers this substance and/or process 

b) A procedure ensures that only trained and authorised persons handle the 
substance 

c) Other legislative frameworks that control the handling of the substance have 
been considered 

5. Are special procedures applied before the system is opened and entered during 21 
cleaning and maintenance works? 22 

a) Process procedures for containment during cleaning and maintenance have been 
accounted for in plant and engineering design as appropriate for the site 

b) Operational procedure system checks include cleaning and maintenance of 
process equipment 

c) Risk management measures are applied during cleaning and maintenance 

d) Specific procedures before the system is opened. These include e.g. purging and 
washing and …… (further specify) 

6. Are substance-handling procedures well documented and supervised by the site 30 
operator? 31 

a) Occupational procedures have been assessed and are documented 

7. For transported isolated intermediates:  

a) Confirmation that the synthesis of (an)other substance(s) from that intermediate 
takes place under strictly controlled conditions on other sites has been 
documented 

30 
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APPENDIX 2: Example of format for documenting in-house 
information on strictly controlled conditions of isolated 
intermediates  

This format can be used by  4 

 the registrant of an isolated intermediate (the manufacturer or importer) and  

 the user of the intermediate wishing to confirm to the registrant that his use 
takes place under strictly controlled conditions 

1. Description of technological process used in manufacture 8 

2. Description of the uses of the substance. 9 

Give a description of the uses of the substance on the different sites. 

Check that any relevant storage, processing and the synthesis process of the final 
substance have been accounted for. 

3. Is the substance rigorously contained: 

a. During the manufacturing process? 

 Description of the process and technical means to contain the substance. 

 Identification of potential emissions to: 

 Workplace 

 Environment  

 Modelling estimations or available monitoring data if needed 

 Procedure and systems in place to comply with existing health, safety and 
environmental legislation. 

b. During the use? 

 Description of the process and technical means to contain the substance. 

 Identification of potential emissions to: 

 Workplace 

 Environment (air, waste water, soil, etc.) 

 Modelling estimations or available monitoring data if needed. 

c. During substance transfers before and after transport? 

31 
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 . Description of the process and technical means to contain the 
substance. 

 Identification of potential emissions to: 

 Workplace 

 Environment (air, wastewater, soil, etc.) 

 Modelling estimations or available monitoring data if needed. 

4. If emissions have been identified on sites of manufacture or uses, are there 7 
procedural and control technologies to minimise emission and resulting 
exposure? 

Give a description of these procedural and control technologies in place, including those 
applied after accidents and for waste collection and treatment. 

5. Is the substance handled by trained and authorised personnel?  

 Is the personnel provided with safety data sheet (SDS) of the substances 
handled?  

 Is there sufficient training and information on appropriate precautions and 
working procedures (proper labelling of specific working places) at workplace? 

 Is it guaranteed that only trained personnel handles dangerous substances?  

Give a description of the information and training in place. 
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APPENDIX 3: Format for documenting information on risk 1 

management in a registration dossier for isolated onsite 2 

and transported intermediates  3 

This format can be used by the registrant of an isolated intermediate (the manufacturer or 4 
importer) to provide a basic indication to which conditions his conclusion refers that SCC are 5 
in place. To be attached into 13 of the IUCLID dossier with the file name _RMM detail  6 

Note: This information is not to be published on ECHA’s website. 

1. Brief description of technological process applied in manufacture of the 
intermediate  

Provide an overall technical description (no details). A simple overview scheme may support 
understanding. Ensure that all relevant activities (unit operations) are covered in this 
description, such as synthesis, purification steps, cleaning and maintenance, sampling and 
analysis, loading and unloading, storage and waste treatment  

2. Brief description of technological processes applied in use of the intermediate.  

Provide an overall technical description. A simple overview scheme may support 
understanding Ensure that all relevant activities (unit operations) are covered in this 
description, such as synthesis , purification steps, cleaning and maintenance, sampling and 
analysis, loading and unloading, storage and waste treatment  

3. Means of rigorous containment and minimisation technologies applied by the 
registrant during the manufacturing and/or use process 

o Description of the technical means to rigorously contain the substance. Make 
reference to different activities (unit operations) and life cycle stages as 
appropriate (see Appendix 1) 

o Identification of residual emissions to: 

 Workplace 

 Environment (air, onsite water streams) 

o Description of the procedural and control technologies in place to minimise 
emission and resulting exposure. A rough quantification of the releases and 
information on effectiveness of control techniques may be useful to 
demonstrate that the technologies ensure rigorous containment and 
minimization of releases. . 

 Workplace 

 Environment (air, waste water, discharge from site) 

o Specify the management means and training that particularly contribute to the 
functioning of the technical means described above. 
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4. Means of rigorous containment and minimisation technologies recommended 1 
to the user of the intermediate: 

o Description of the technical means to rigorously contain the substance. Make 
reference to the different life cycle stages and activities (unit operations) as 
appropriate (see Appendix 1) 

o Identification of residual emissions to: 

 Workplace 

 Environment (air, onsite water streams) 

o Description of the procedural and control technologies in place to minimize 
emission and resulting exposure? A rough quantification of the releases and 
information on effectiveness of control techniques may be useful to 
demonstrate that the technologies ensure rigorous containment and 
minimization of releases 

 Workplace 

 Environment (air, waste water discharge from site) 

o Specify the management means and training that particularly contribute to the 
functioning of the technical means described above. 

o Are these or other procedures communicated to the user of the 
intermediates? 

5. Special procedures applied before cleaning and maintenance 

o Description of the special procedures (such as purging and washing) applied 
before the system (any contained operation units within the life cycle of the 
substance) is opened and entered for cleaning and maintenance work. 

o Are these or other procedures communicated to the user of the 
intermediates? 

6. Describe activity and type of PPE in case of accidents, incidents, maintenance 
and cleaning activities 

o Briefly list the activities and required type of PPE for the situations mentioned 
above (no details required). 

o Are these or other procedures and suitable PPE communicated to the user of 
the intermediates? 

7. Waste information 

o Identify the process stages where waste is generated (e.g. purification, 
maintenance, emission controls). Briefly describe the type of treatment 
applied onsite. 

o Briefly describe the type of treatment applied offsite.  

34 
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o A rough quantification of waste amounts may be useful to demonstrate that 
the technologies ensure rigorous containment and minimization of releases. 

 



   
 

APPENDIX 4: Definition of intermediates as agreed by 1 

Commission, Member States and ECHA on 4 May 201020 2 
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Intermediates are a class of substances for which specific provisions have been laid down 
under REACH for reasons of workability and because of their special nature (recital 41). 
REACH distinguishes between non-isolated and isolated intermediates. While the REACH 
Regulation does not apply to non-isolated intermediates, isolated intermediates are ruled 
under REACH but the general requirements are significantly reduced. In particular, isolated 
intermediates benefit from reduced registration requirements, provided their manufacture 
and use take place under the conditions set in Article 17 and 18. For on-site isolated 
intermediates used under strictly controlled conditions, neither dossier nor substance 
evaluation apply (Article 49). 

For on-site isolated intermediates, the provisions on introducing new and amending current 
restrictions (Article 68(1)) do not apply. Isolated intermediates are also exempt from 
authorisation (Article 2(8)). 

For the proper implementation of the REACH Regulation, the status of a substance as to 
whether it is an isolated intermediate or not should be unequivocal. From the experience on 
the enquiries submitted to the ECHA Helpdesk and on the public consultation for the 
prioritisation of substances of very high concern to be included in Annex XIV of REACH (the 
“authorisation list”), it appears that further clarification on the concept of isolated intermediate 
is necessary. 

The objective of this note is therefore to clarify the circumstances under which a substance 
may or may not be regarded as an intermediate under REACH. 

It should be noted that this paper does not address the specific conditions that need to be 
fulfilled by registrants in order to make use of the specific registration requirements covered 
by Articles 17 and 18 of the REACH Regulation. This issue is addressed in the Guidance on 
Intermediates and further guidance on the concept of (strictly) controlled conditions is being 
developed.  

2 Analysis of the definition of intermediate (Article 3(15)) 

In accordance with Article 3(15) of the REACH Regulation, an intermediate is “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)”. The status of a 
substance as an intermediate is in fact not specific to its chemical nature but to how it is 
used following manufacturing. 

The definition of an intermediate is therefore the definition of an intermediate use of a 
substance. For a given substance, only the quantity of that substance that is consumed in or 
used for chemical processing in order to be transformed into another substance is regarded 
as intermediate. Any other quantity of the same substance is not regarded as an 
intermediate. 

 
20 Outcome from the conclusive written procedure initiated on 20 April 2010 on document CA/04/2010rev.1 to the 
attention of the Competent Authorities for REACH and CLP. 
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This definition includes non-isolated intermediates, on-site isolated intermediates and 
transported isolated intermediates. 

Article 3(15)(a) of REACH defines non-isolated intermediate as an intermediate that during 
synthesis is not intentionally removed (except for sampling) from the equipment in which the 
synthesis takes place. Article 3(15)(a) also clarifies the meaning of “equipment” in the 
definition. Hence “equipment” includes any chemical process installation which the 
intermediate is in contact with or passes through, except those used to store the 
intermediate after its manufacture. Chemical process installations where the intermediate is 
manufactured and transferred to in order to be transformed into another substance are 
therefore also covered under the “equipment in which the synthesis takes place”, unless 
used to store the intermediate. 

For an intermediate to be regarded as a non-isolated intermediate, it shall not be removed 
from such equipment, except for sampling. A non-isolated intermediate is thus manufactured 
and “consumed in” such chemical processing equipment. 

Considerations on non-isolated intermediates will not be further discussed in this note since 
these substances are outside the scope of REACH (Article 2(1)(c)). 

Article 3(15)(b) of REACH defines on-site isolated intermediates as intermediates not 
meeting the criteria of a non-isolated intermediate and where the manufacture of the 
intermediate and the synthesis of (an)other substance(s) from that intermediate take place 
on the same site, operated by one or more legal entities. Therefore, these substances are by 
definition first isolated before being “used for” chemical processing to be transformed into 
another substance. In accordance with the definition, an isolated intermediate is a substance 
that is manufactured for the purpose of being transformed into another substance in a 
subsequent step. The definition also specifies that the substance should effectively be used 
(i.e. transformed into another substance) in such a subsequent step in order to be regarded 
as an intermediate. It is a condition that such a use is a certainty rather than a mere 
possibility. In the case of on-site isolated intermediates, Article 3(15)(b) specifies that this 
subsequent step should take place on the same site as the manufacturing of the 
intermediate.  

A transported isolated intermediate is defined in Article 3(15)(c) of REACH as an 
intermediate not meeting the criteria of a non-isolated intermediate and transported between 
or supplied to other sites. Clearly, if the substance is transported between sites, it fails the 
criteria of a non-isolated intermediate, so the essential elements of the definition are that the 
substance is an intermediate (i.e. is used as an intermediate) and is transported between or 
supplied to other sites. As for on-site isolated intermediates, transported isolated 
intermediates are first isolated before being “used for” chemical processing to be 
transformed into another substance. 

It is clear from Article 3(15)(b) that on-site isolated intermediates are substances used for 
chemical processing to be transformed into another substance on one specific “site”, i.e. a 
single location with infrastructure and facilities of one or more manufacturers (Article 3(16)). 
Similarly, it is clear from Article 3(15)(c) that transported isolated intermediates are used for 
chemical processing to be transformed into another substance on one or more “sites”. The 
reference to “site” in Article 3(15) emphasises that an intermediate is used within industrial 
processes. The definition of “site” in Article 3(16) suggests that it is a location, in which 
“manufacturing” (of the intermediate or of the other substance) takes place. Hence, chemical 
processes involving the use of isolated intermediates are manufacturing activities where the 
synthesis or transformation is carried out and should therefore be considered as 
“manufacturing” under REACH.  
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An isolated intermediate (i.e. a substance “used […] in order to be transformed into another 
substance”), is used in the manufacturing of another substance where it is itself

1 
 transformed 

into that other substance. This other substance should be different from the intermediate 
used in the process. The definition of “intermediate” substance should therefore be 
understood to cover such transformation of this intermediate into another substance which is 
considered as “manufacturing” of that other substance in the sense of Article 3(8) REACH. 
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Whenever a substance (A) used in a chemical processing is not used in the manufacturing 
of another substance (B) in order to be itself transformed into that other substance (B), it is 
necessarily used in order to achieve another function than transformation, either as part of 
the manufacturing of another substance (B) (e.g. as catalyst, processing agent, solvent), or 
as part of another activity (e.g. as an individual step in the production process of an article). 
While this other function may still involve chemical modification of the substance (A) used in 
the process, this type of use cannot be considered as the manufacturing of another 
substance (B) from the transformation of substance (A). Therefore, as soon as the main aim 
of the chemical process is not to transform a substance (A) into another substance (B), or 
when substance (A) is not used for this main aim but to achieve another function, substance 
(A) used for this activity should not be regarded as an intermediate under REACH. It is 
therefore key in the definition of an intermediate that the manufacturer of the intermediate is 
certain that a customer of the intermediate is a manufacturer of another substance using the 
intermediate for chemical processing (synthesis) into that other substance. In case the 
customer is using the substance for other processes than for synthesising another 
substance, the substance is not considered to be an isolated intermediate.  

Examples of circumstances under which substances that may be considered as 
intermediates can be chemically transformed in industrial activities are provided in next 
Section 3. 

3 Examples of Industrial activities involving chemical transformation of substances 
considered as intermediates 

Having in mind the definition of intermediate and following the analysis developed in the 
previous section, the following manufacturing activities leading to the chemical modification 
of a substance may be distinguished under REACH (the provided examples are illustrative of 
cases for which a common understanding is necessary): 

Manufacturing of another substance on its own 

A substance (A) may be used in the manufacturing of another substance (B) in order to be 
transformed into that other substance (B). The transformation from substance (A) to 
substance (B) normally involves the chemical reaction of (A). However, in a limited number 
of cases, such as individual refining processes, substance (A) does not necessarily react in 
order to be transformed into substance (B). For substance (B), upon becoming available in 
isolated form, any use may be conceived by the manufacturer or any other actor. Substance 
(A), used in the manufacturing process to manufacture substance (B), can therefore be 
defined as a substance used “in order to be transformed into another substance”. Such a 
type of use of substance (A) is therefore considered as a use as an intermediate under 
REACH.  

It is important to note that in this particular case the use of the intermediate is exclusively 
that of the use as precursor in the manufacturing of other substances. Any other quantity of 
the same substance (A) which is not used as precursor in the manufacturing of other 
substances cannot be regarded as intermediate. 
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Due to the practical nature of manufacturing processes and to the fiscal attributes of 
manufacturing sites, one or more steps between the manufacturing of the substance (A) and 
its use in the manufacturing of substance (B) may be necessary to facilitate/ensure proper 
chemical processing in the synthesis of substance B. 

However these steps do not alter the fact that the substance was manufactured for and used 
in synthesis and do therefore not discredit the substance from being an intermediate. An 
example of such steps is set out in example 4 below. 

Any substance used in the manufacturing process of another substance (B) but which is not 
itself transformed into that substance (B), for instance a solvent, cannot be an intermediate. 



   
 

1  

2  

3 Example 1: Substances used as reactants 

Triphenylmethanol may be manufactured in accordance with a Grignard reaction using 4 
magnesium, bromobenzene and benzophenone as reactants. In this example, magnesium is 5 
first reacted with bromobenzene and the phenylmagnesium bromide (Grignard reactant) thus 6 

7 formed is not isolated from the reactor but is further reacted in-situ with benzophenone.  

BrMg Mg

Br

O

OH

magnesium bromobenzene

Mg

Br

+

+

triphenylmethanol

phenylmagnesium bromide

benzophenone
8  

In this specific process, both magnesium and bromobenzene are regarded as isolated 9 
intermediates used for the manufacturing of phenylmagnesium bromide. Phenylmagnesium 10 
bromide is a non-isolated intermediate used for the manufacturing of triphenylmethanol. 11 
Finally, benzophenone is an isolated intermediate used for the manufacturing of 12 
triphenylmethanol. 13 

14  

15  

16 Example 1’: Substances used as reactants 

Cyclopentanone may be reduced to cyclopentanol using the lithium aluminium hydride 17 
reducing agent (LAH). The reduction process consists in the addition of the hydrogens in the 18 
hydride form in LAH to the carbon of the carbonyl functionality in cyclopentanone. 19 
Cyclopentanone is regarded as an intermediate in the manufacturing of cyclopentanol as it 20 
is itself transformed into that substance. Following the same reasoning, LAH can also in this 21 
case be regarded as an intermediate as it can be considered as being itself transformed 22 
into cyclopentanol. 23 

O
+ Li

+
Al

-

H

HH

H

OH

H

Cyclopentanone Lithium aluminium hydride

(LAH)

Cyclopentanol

 24 

40 



   
 

1  

2 Example 2: Substances used as catalysts 

Catalysts are substances used to change the rate of chemical reactions. A substance used 3 
as catalyst in the manufacturing of another substance on its own can not be regarded as an 4 
intermediate under REACH because the catalyst is not used to be itself converted into the 5 
manufactured substance. 6 

For instance p-toluenesulfonic acid is commonly used as catalyst in the manufacturing of 7 
esters from carboxylic acids and alcohols. For these uses, p-toluenesulfonic acid cannot 8 
be regarded as an intermediate. This applies regardless of whether it is recovered at the 9 
end of the process or not. 10 

11  

12  

13 Example 3: Substances used as processing agent 

Substances may be added at any stage in the manufacturing process of a substance in 14 
order to optimise the physico-chemical environment of the reaction medium. Examples 15 
include dispersing agents, viscosity modifiers, lubricants, antistatic agents, etc. As these 16 
processing agents are not used in order to be themselves converted into another substance 17 
and the manufactured substance is not formed from the processing agent, they are not 18 
regarded as intermediates. This applies regardless of whether such agents are isolated 19 
from the manufactured substance or end up as impurities of that substance. 20 

21 

22 

 

 

23  

24 Example 4: Intermediates and substances in mixtures 

Company X manufactures sodium hydroxide and sells this substance to company Y in order 25 
for that company to manufacture sodium acetate. The chemical processing used by 26 
company Y requires water to be added to the sodium hydroxide prior to the use in the 27 
manufacturing of sodium acetate. For technical reasons, company Y adds water to sodium 28 
hydroxide at one place on the manufacturing site and then uses this at another place on the 29 
same site to manufacture sodium acetate. Sodium hydroxide may still be regarded as an 30 
intermediate although the production process of sodium acetate entails several steps 31 
isolated in location on the manufacturing site. This is based on the fact that this step is 32 
ancillary to the aim of synthesising sodium acetate from sodium hydroxide. 33 

34 

35 
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40 

 

4 Industrial end use other than in manufacturing of another substance on its own 

In the case that a substance (A) is used by the manufacturer himself or by a downstream 
user and chemically reacts in a process other than the manufacturing of another substance 
(there is no 'synthesis'), then substance (A) cannot be an intermediate. As soon as the main 
aim of the chemical process is not to manufacture another substance, but rather to achieve 
another function, specific property, or a chemical reaction as an integrated part of producing 
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articles (semi-finished or finished), the substances used for this activity should not be 
regarded as intermediates under REACH.  

An example is the production of articles. Article 3(15) of the REACH Regulation requires that 
the intermediate is transformed into another substance. Hence by virtue of Article 3(1) and 
3(8) an intermediate must be used for the manufacture of a substance. The intermediate can 
therefore not be used for the production of an article. Indeed, as mentioned above, a 
substance, which is used for chemical processing with the main aim not being to transform it 
into another substance but rather to achieve another function, should not be regarded as an 
intermediate under REACH. This is further clarified through the consistent use of the words 
‘production’ and ‘producer’ when referring to articles and ‘manufacture’ and ‘manufacturing’ 
when referring to substances.  

Relevant examples of industrial processes that cannot be regarded as manufacturing of 
other substances are not limited to the production of articles but also include any other 
industrial use of substances in order to provide a specific function (for instance a physico-
chemical property) via a chemical reaction, such as reactive coagulants/flocculants, reactive 
desiccants, pH neutralisers, etc. 

Further examples not limited to the production of articles are given below:  

 18 

Example 5: Substance used as curing agent 19 

Curing agents are normally used to convert a resin into a solid mass which cannot be alone 20 
further processed as such but is given a shape as part of a more complex product (in 21 
general an article). Substances used as curing agents are normally not intermediates under 22 
REACH because they are not transformed into another substance as such, as part of a 23 
process consisting in the manufacturing of that other substance on its own, but used to 24 
provide a specific physical property to a resin as an integrated part of a different process 25 
(e.g. production of an article). 26 

As an example, the adhesive properties of epoxy-based adhesives used as an integrated 27 
part of the production of an article (e.g. in order to assemble semi-finished articles) 28 
essentially originate from the in-situ curing of epoxy resins with a curing agent. Hence, even 29 
though the curing agent chemically reacts with the epoxy resin the substance used as curing 30 
agent in these two-component adhesives is not an intermediate under REACH for such 31 
uses. 32 

 33 
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2 Example 6: Substance used as surface treating agent 

A surface treatment is generally carried out to provide a specific physico-chemical property 3 
to a macroscopic substance, either on its own or in a mixture, or in an article. Surface 4 
treatment may involve chemical reactions at the surface of the material to be treated. As 5 
long as the process does not consist in the manufacturing of another substance on its own, 6 
the main aim of the process being to provide a specific physico-chemical characteristic to a 7 
material (irrespective of whether the surface treating agent is consumed in a chemical 8 
reaction and which results in another substance), surface treating agents are not regarded 9 
as intermediates.21 10 

For instance, silver cyanide may be used as treating agent to provide a protective layer of 11 
silver metal for decorative purposes. Although the technique consists in the electrochemical 12 
modification of the treating agent into silver metal, the treating agent cannot be regarded 13 
as an intermediate, as the metal electrodeposition is an integrated step in the process for 14 
the production of an article, the aim of that process being to provide a physico-chemical 15 
property to the material by modifying the visual appearance of a surface of an article. 16 

17 

18 

 

 

19  

20 Example 7: Substances used as desiccant 

Calcium hydride (CaH2) may be industrially used as dewatering agent. The mode of action of 21 
this drying agent is based on the chemical reaction taking place between calcium hydride 22 
and water (e.g. as form of humidity in certain gases, as impurity in an organic solvent), which 23 
results in the formation of calcium hydroxide (Ca(OH)2). This way, for example, the gas or 24 
the organic solvent are free of water. For this application, calcium hydride is not an 25 
intermediate, since the main aim of the use of this substance is to remove water from 26 
treated organic solvent and not to be transformed into calcium hydroxide.22 27 
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5 Intermediates and registration provisions under REACH 

One of the key-objectives of REACH is to ensure a high level of protection of human health 
and the environment. For this purpose, the REACH Regulation includes mechanisms for 
industry to address the risks associated with any substance formed, regardless of whether it 
is in the context of the manufacturing of a substance on its own or other (professional) 
activities. 

In this respect, registration constitutes the basic mechanism to be used by industry for the 
reporting of data on the substances they manufacture or import, the assessment of the risks 
related to them and the recommended appropriate risk management measures.  

 
21 Please note that in some of these instances the substance resulting from the chemical reaction of the surface 
treating agent and the material does not need to be registered as per Annex V point 4. 
22 Indeed, in this example, calcium hydroxide (Ca(OH)2) is exempted from Titles II, V and VI of REACH as it 
benefits from Annex V point 4 (see Commission Staff Working Document SEC(2009)447 final accompanying 
Communication C(2009)2482 on the reviews of Annexes I, IV and V of REACH). The reason why Ca(OH)2 is 
exempted is that the registration provisions apply to the manufacture or import of calcium hydride (CaH2), but the 
information on Ca(OH)2 should be included in the Chemical Safety Report (CSR) of CaH2.  
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While specific registration requirements have been laid down for intermediates (provided 
certain specific conditions are fulfilled), REACH still ensures that the risks associated with 
the manufacturing and use of any registered substance is adequately assessed, as 
explained below. 

An intermediate is a substance used in the manufacturing of another substance on its own. 
The standard registration requirements should normally apply to that other substance 
manufactured (assuming it is used for purposes other than subsequent synthesis). Where 
relevant, the risks associated with the manufacture and use(s) of the other substance formed 
should be addressed in its registration. On the other hand, the registration of the 
intermediate is to cover the risks from its manufacture and use until it is reacted. REACH 
requires that the reduced registration information requirements specified in Article 17 and 18 
only apply to intermediates manufactured and handled under the conditions set in these 
Articles. REACH therefore ensures the complete coverage of the risks throughout the supply 
chain. Any substance formed either during the production of an article and not intended to be 
released or in any activity other than the manufacturing of a substance on its own is not 
subject to registration. The risks associated with such a substance should be addressed in 
the registration of the substances from which it originates (the parent substances). As these 
parent substances cannot be regarded as intermediates, REACH ensures that their 
registration dossiers include a CSR covering these risks, as appropriate. This is also 
consistent with the provisions under Annex V paragraphs (3) and (4), since the risks 
associated with the substances referred to in these paragraphs should be addressed in the 
CSR of the parent substance.23 The parent substance of the substances exempted from the 
obligation to register under Annex V paragraphs 3 and 4 cannot be an intermediate as it is a 
substance used in order to provide a specific function / physico-chemical property (including 
end use but excluding further manufacturing). The registration of the parent substance 
therefore includes in its CSR the risks derived from those exempted substances, as 
appropriate. 

6 Conclusions 

A substance is an intermediate if all following conditions are met: 

 The substance is manufactured to be itself converted into another substance on an 
industrial site, 

 The outcome of the chemical processing is another manufactured substance on its 
own but not another substance in an article.

 
23 Both the Commission Communication C(2009)2482 and the Guidance on Annex V state that, although they 
are exempted from registration, the risks emanating from substances covered by Annex V paragraphs 3 and 4 
should be addressed in the chemical safety assessment of the parent substance(s). 
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