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responsibility for consequences arising in certain cases should these recommendations be 

employed.  Users are reminded that the text of the REACH Regulation is the only authentic legal 

reference and that the information in this Guide cannot serve as a substitute for legal advice and each 

company must decide the strategy to follow. 
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Preface 

 

This CEPE guide is one of a number of support and information documents prepared by 

CEPE’s REACH expert groups, which are intended to help CEPE members deal with 

specific aspects of the REACH Regulation.  The guidance draws on the provisions of the 

Regulation, and takes into account both ECHA and industry interpretations and guidance on 

this particular issue.  

It continues the well-established CEPE initiative on preparation of guidance that deals with 

issues specifically for coatings and inks manufacturers.  

This document is intended to be a practical guide, which sets out the options and action to 

take to fulfil a coatings or ink manufacturer’s obligation to communicate to customers the 

information contained in received exposure scenarios.  The guidance aims to be practical 

and avoids reproducing text from the REACH Regulation, although references are given to 

the relevant articles and annexes, and associated guidance documents, for users wishing to 

consult the source information.  

This document does not contain guidance on how customers should use or process the 

information they receive, e.g. for demonstrating compliance, scaling or challenging 

operational conditions/risk management measures.  Separate guidance is in preparation for 

CEPE members on such compliance within their own operations. 

Warning: this guideline reflects the current state of the art and cannot provide answers to all 

questions.  Some uncertainties remain, and as the situation evolves this guidance will be 

revised/expanded as necessary.  Practical difficulties arising from the quantity and variability 

of supplied information have been acknowledged, but this guidance is unable to reflect all 

formats currently available. 
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Schematic overview 
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1. Introduction 

 

1.1 The REACH Regulation1 

 

 

 

 

 

 

 

 

 

 

 

 

CEPE coatings and inks manufacturing members are Downstream Users (Formulators) in 

REACH. Both the requirements in the box above therefore apply to CEPE members.  

 

The first requirement, to ensure compliance of a CEPE member’s own processes and 

practices with the data in the raw material ES(s) is covered by other CEPE guidance2. 

 

This guide provides practical information and advice on the second requirement in the box 

above. It identifies the options available to CEPE members for communication of ES 

information to their immediate customers. Guidance also is given on processes and 

procedures to identify information that is appropriate to the subsequent use chain, whether 

industrial, professional or consumer.  

 

1.2 What is an Exposure Scenario? 

 

REACH requires the provision of more detailed information than previously supplied. One 

part of this is the ES. The ES provides specific information on how a hazardous substance 

is to be managed and controlled under specified conditions, to ensure a use is safe to man 

and the environment. 

 

The ES is not a stand-alone document. It is supplied either annexed to, or integrated into, 

the safety data sheet (SDS), and information in the SDS and any associated ESs must be 

consistent. The combined document is referred to as an extended safety data sheet 

(ESDS). This guidance therefore complements and inter-links with other CEPE guidance, 

in particular the CEPE Guidance on Safety Data Sheets3 and the CEPE Guidance on 

Labelling and Packaging of Dangerous Preparations4.  

                                           
1
 See Regulation (EC) 1907/2006, REACH Regulation, Articles 31, 37 

2
 CEPE guidance on REACH compliance for coatings and inks manufacturers, in preparation. 

3
 CEPE Guideline on Safety Data Sheets for the Paint, Varnish, Printing Ink and Artists’ Colours Industry, 

current version, download from members’ area of www.cepe.org 
4
 CEPE Guide to Labelling and Packaging of Dangerous Preparations for the Paint, Varnish, Printing Ink and 

Artists’ Colours Industry, current version, download from members’ area of www.cepe.org 

The REACH Regulation requires each downstream actor in a substance use chain to 

take specific action on receipt of an exposure scenario (ES) for a substance, which is 

used by that actor: 

 

1. to adopt the operational conditions and risk management measures applicable to the 

actor’s use(s), to ensure the use is safe to man and/or the environment 

 

2. to pass on to the next actor in the use chain all information relevant to the uses of the 

substance in the rest of the use chain 

 

http://www.cepe.org/
http://www.cepe.org/
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1.3 Important reminders 

1.3.1. The existing requirements for an SDS to be provided for a hazardous mixture (note, 

this term will progressively replace ‘dangerous preparation’) remain unchanged. These 

requirements apply regardless of any new REACH requirements relating to ESs.  

The CEPE recommendation that an SDS is provided for all mixtures, regardless of the 

mixture classification or the intended use, remains in force and is unaffected by the 

additional REACH requirements for ESs. 

1.3.2. An ES is not required for every substance. The REACH Regulation requires only 

that your supplier provides you with an ES for a substance that: 

 has been registered in accordance with REACH, and 

 is classified as dangerous in accordance with the Dangerous Substances Directive5 

or hazardous in accordance with the Classification, Labelling and Packaging 

Regulation6 or meets the criteria for classification as PBT or vPvB, and 

 is produced or imported in quantities of 10 or more tonnes per annum by the 

manufacturer or importer at the head of your substance supply chain7. 

1.3.3. As a result of the options set out in the REACH Regulation and supporting ECHA 

guidance, you may receive an ESDS for a raw material you purchase in one of four 

formats: 

Table 1.3: ESDS formats  

 Raw material 

type 

ESDS combination 

1 Single substance SDS plus an annexed ES for the substance  

2 Mixture SDS plus annexed individual ES(s) for hazardous 

substance(s) in the mixture   

3 Mixture see Note  SDS plus an annexed ES for the mixture 

4 Mixture see Note  ES information integrated into the SDS 

 

Note:  

Formats 3 and 4 above are unlikely to contain enough data on the individual 

substances present in the raw material to allow you to comply with your obligations. 

To fully identify and to prepare suitable information on the mixture you supply, you 

need the data on each substance. Wherever possible, you should obtain an SDS 

                                           
5
 Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and administrative 
provisions relating to the classification, packaging and labelling of dangerous substances 

6 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 

classification, labelling and packaging of substances and mixtures 
7
 REACH Article 14 
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plus annexed individual ES(s) for the hazardous substances in the raw material 

(Format 2 in the table). 

1.3.4. Not all hazardous substances need to be considered when preparing information on 

the mixture.  You can ignore a hazardous substance, for which an ES has been received: 

 if the exposure or emission routes covered are not relevant to the uses being 

considered.  For instance: 

o ingestion is unlikely to occur in occupational uses 

o emission to soil is unlikely to occur in industrial uses 

 if it is present in the mixture at a concentration below REACH thresholds8:  

 

 

 

 

1.3.5 You may receive an ES for a substance before it has been registered (no 

Registration Number in Section 1 of the SDS in the case of a single substance, or in 

Section 3 of the SDS in the case of a mixture). In such a case, you should review the 

content of the ES and decide if any is significant information (see Table 1.4). In which 

case, relevant information should be included in the SDS for the mixture you supply.  

Note: A hazardous substance that is taken into account in the communication of 

information is referred to as a “relevant substance” in this guide. 

1.3.6 You may need to produce several ESs, one for each of your customer’s end-uses for 

the product e.g. spraying, dipping. Information for each use will be found in the appropriate 

ES attached to the SDS for the relevant substance(s). 

1.3.7 The ESDS, including any appended ES(s), must be supplied in an official language 

of the Member State(s) into which the mixture is supplied. 

1.4 When do I issue an ESDS? 

Guidance on the issue of an ESDS is covered in Section 2.1 of the CEPE Guideline on 

Safety Data Sheets section 2.1, which addresses the requirements of the REACH 

Regulation9.  The following table, taken from the CEPE SDS Guideline10, provides an 

overview of the factors determining issue and update of ESDSs.  For more information see 

also Chapter 5.  

 

                                           
8
 Article 14 (2) 

9
 Article 31 (9) 

10
 See Table 2, page 9, CEPE Guideline on Safety Data Sheets for the Paint, Varnish, Printing Ink and Artists’ 

Colours Industry, current version, download from members’ area of www.cepe.org 

A substance can be ignored if it is present in a mixture at the lowest concentration of 

any of the following categories: 

1. T+, T, CMR Cat 1 or 2, N, PBT, vPvB: 0.1% 

2.  Xn, C, Xi sensitising, CMR Cat.3: 1.0% 

3.  any specific concentration limit assigned in the DPD or CLP 

http://www.cepe.org/
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Table 1.4: Update and issue of an ESDS11 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

                                           
11

 See Table 2, page 9, CEPE Guideline on Safety Data Sheets for the Paint, Varnish, Printing Ink and Artists’ 

Colours Industry, current version, download from members’ area of www.cepe.org 

1. A supplier must update the safety data sheet, without delay, under the following 
circumstances: 
- as soon as new information which may affect the risk management measures, or 

new information on hazards becomes available; 

- once an authorisation has been granted or refused; 

- once a restriction has been imposed.  

 

2. Examples of changes requiring an update to be issued ‘without delay’ are as 
follows: 

 - Section 1: change in emergency telephone number 
- Section 2: change in classification and labelling of the substance/mixture 
(including addition of CLP classification), if this becomes more severe 
- Section 3: change/addition of a component which is/becomes CMR (CLP Cat. 
1A/1B, DSD 1 or 2), PBT/vPvB, N;R50/53, or SVHC 
- Section 8: change in personal protective equipment, exposure engineering 
controls or emission controls (if these become more stringent) 
- Section 14: change in transport classification (excluding technical names after the 
proper shipping name) 
- Section 15: granting/refusal of an authorisation or application of a restriction to a 
substance 
- Annex: complete set of exposure scenarios available for all risk-determining 
substances in mixture. (On case-by-case basis, information from ES available for 
risk-determining substance(s), focussing on risk management measures) 

 
3. Minor changes and edits might warrant the issuing of a new version of the SDS 

which is not required to be issued to all customers. Examples of minor changes are 
as follows: 
- Change in layout 
- Section 2 and 3: deletion of DPD and DSD classifications after 1 June 2015 
- Section 3: registration number available for one or more components 
- Section 8: change in OEL value and/or PNEC for a substance in the mixture 
- Annex: availability of exposure scenario(s) for one or more substances in the 
mixture (not risk-determining) 
- Other changes with no effect on the PPE, engineering controls or emission 
controls. 

 

http://www.cepe.org/
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2. Checking the applicability of an ES 

  

Step 1: Check the title section of the ES 

 

Before taking any action to communicate information to the next actor in the supply chain, 

draw up a list of the customer’s known uses (SU, PROC, PC, ERC)12 and check that this 

next actor’s uses are covered in the ES(s) being reviewed (if your supplier has used the 

ECHA model ES13, uses will be found in Section 1, Title). The following table sets out the 

relevant use descriptors. 

Table 2: Use descriptor check 

Use category Relevant use descriptors  

Occupational (industrial and professional) SU, PROC, ERC 

Consumer SU, PC, ERC 

 

You are advised to interpret uses pragmatically and, where necessary, to identify the 
closest fit. Bear in mind that your supplier may have sent several ESs for different uses of 
the same substance, so you should review all ESs you have received. 

You can repeat this exercise for actors further downstream of your immediate customer, 
where reasonably known.  

In addition, check whether any of your customer’s uses are listed in the “uses advised 
against” subsection in Section 1.2 of the substance SDS.  

 

Step 2: Check Operational Conditions (OCs) and Risk Management Measures 

(RMMs) 

 

Check whether the OCs and RMMs specified in the ES are consistent with your customer’s 

use conditions. 

 

It is possible you are aware of differences between the actual conditions of use and those 
which are contained in the ES.  You can use expert judgement to show that the individual 
conditions of use are covered.  In such a situation, the use can continue.  

Some examples (not exhaustive) are given in the table below: 

                                           
12

 Refer to the CEPE REACH webpage for: 

-  an explanation of these terms 

-  a list of common Use Descriptors relevant to consumer, professional and industrial application of coatings 

and inks: http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED  
13

 ECHA Guidance Part D, Exposure Scenario Building, v1.1 May 2008, and ES Format v2, May 2010, 

http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979  

http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979
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Table 2.2: Checking conditions of use 

Type of 
information 

ES requirement Practice of 
downstream 

user 

Comment 

Product 
characteristics: 
Concentration of 
substance in 
product 

Cover concentrations 
up to 5%. 

Concentration 
of substance 
typically 30% 

Effect on exposure has to be 
assessed, Use not covered 
by ES. 

Risk 
management 
measure (RMM) 

Half mask, protection 
factor 10 

Half mask, 
protection 
factor 25 

RMM covered. As the actual 
exposure is lower, the use 
can continue without any 
action on the part of the 
customer. 

Local exhaust 
ventilation, efficiency 
90% 

Local exhaust 
ventilation, 
efficiency 95% 

RMM covered. As the actual 
exposure is lower, the use 
can continue without any 
action on the part of the 
customer. 

Chemical resistant 
protective gloves (EN 
374), e.g. nitrile 
rubber– 0,4 mm 
coating thickness, 
break through  time  
480 min 

Not used  RMM not covered. Use can 
only continue if the customer 
implements the RMM from 
the ES 

Safety glasses with 
side-shields 

Not used RMM not covered. Use can 
only continue if the customer 
implements the RMM from 
the ES 

Process/type of 
application 

Brushing  

(manual application)  

Spraying 
(industrial 
application) 

Exposure routes and related 
measures are different. 
Check operational 
conditions and risk 
management measures to 
decide whether application 
is covered by the ES. 

Ambient temperature Elevated 
temperature,    
60oC 

Effect on exposure has to be 
assessed, use not covered 
by ES.  

Duration of activity: < 
4 hours 

Duration of 
activity: 8 
hours.  

Effect on exposure has to be 
assessed, use not covered 
by ES.  

Maximum amount 
used per day: 250 kg 

Max. amount 
used per day: 
200 kg  

Condition of use covered. As 
the actual exposure is lower, 
the use can continue without 
any action on the part of the 
customer. 

 

If the uses are covered, go to Chapter 3 of this guidance.  
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If the uses are not covered, you can: 

 contact the supplier for the use to be included in his CSR, and for an additional ES 

to be provided.  

Note: you may have to provide information on your customer’s use conditions to 

enable the M/I to decide if the use can be included. 

 change supplier to one that has covered your use requirements in his Registration 

dossier. 

 prepare your own  CSR and the consequent ES (if required) 

 change the conditions of use in your technical literature and ESDS to reflect those 

covered in the supplier’s ES 

 substitute the substance. 

 

Note: advice on this aspect of REACH is not covered in this guide14. 

                                           
14

 For further information and guidance on these options, see ECHA Directors’ Contact Group summary paper: 

http://echa.europa.eu/doc/reach/echa_dcg_solutions_summary_en.pdf and CEPE REACH Bulletin #15   

http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050477  

http://echa.europa.eu/doc/reach/echa_dcg_solutions_summary_en.pdf
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050477
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3. Options for communication of ES information 

3.1 Occupational uses 

 

 

 

 

 

 

 

 

Each of these options has its own strengths and weaknesses: 

Table 3.1: Strengths and weaknesses of communication options 

 Option Strengths Weaknesses 

1. Forward each 

relevant substance 

ES to the next in 

the chain  

Relatively easy to do. 

Fulfils REACH duty 

without any liability issues 

in the event of harm to 

humans and/or the 

environment as a result of 

applying OCs/RMMs in 

the ES (liability is with the 

compiler – the M/I). 

Not possible if ESs from different 

suppliers contain conflicting 

information. 

 

If the ES is forwarded as received, it 

may identify the source / 

manufacturer of a key or a unique 

substance. 

  

Typical customer may have 

difficulties in sorting out the 

information relating to his process. 

The ES will have to be translated 

into the official language of the MS 

in which the mixture is supplied (if 

not already in that language). 

2. Prepare a 

composite ES for 

the mixture from 

relevant substance 

ESs  

ES is directly applicable 

to the actor and his use.  

Useful if you have 

differing ESs for the same 

substance from different 

suppliers. 

Work for you in extracting applicable 

information, sorting out 

inconsistencies, compiling and 

maintaining the ES. 

You may not have sufficient 

knowledge of, or be able to deal 

ECHA guidance on the Regulation identifies three options for you to communicate, to 

an occupational use actor in the substance use chain, information you receive on the 

hazardous substances in raw materials you use in the manufacture of your coatings and 

inks: 

 

Option 1: Forward the ES(s) for the relevant substance(s) contained in the mixture, 

attached to the SDS for the mixture.  

Option 2: Prepare an ES (or multiple ESs for different uses) for the mixture, 

attached to the SDS for the mixture. 

Option 3: Incorporate information from the relevant substance ESs in the body of 

the SDS of the mixture. 
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 Option Strengths Weaknesses 

 with, subsequent chain steps. 

REACH strict liability basis may 

result in you being liable for 

regulatory and/or civil action in the 

event of harm to humans and/or the 

environment as a result of applying 

OCs/RMMs in the ES.  

3. Extract appropriate 

information from 

relevant substance 

ESs to include in 

the body of the 

mixture SDS  

Next actor gets only 

applicable, consolidated 

information. 

Useful if you have 

differing ESs for the same 

substance from different 

suppliers. 

Particularly applicable 

when the mixture is used 

by a well-defined user 

group.  

Easier for next actor to 

use. 

Work for you in extracting applicable 

information, sorting out 

inconsistencies, compiling and 

maintaining the ES. 

You may not have sufficient 

knowledge of, or be able to deal 

with, subsequent chain steps. 

REACH strict liability basis may 

result in you being liable for 

regulatory and/or civil action in the 

event of harm to humans and/or the 

environment as a result of applying 

OCs/RMMs in the ES. 

 

The selection of a particular option will be dependent on a number of factors, including: 

 the extent and quality of information provided by the upstream supply chain 

 your ability to deal with information received 

 the next actor’s ability to understand and use the information provided 

 the next, or subsequent, actor’s expectations and demands for information 

Go to Chapter 4.1 (Option 1) or Chapter 4.2 (Options 2 and 3). 
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3.2 Consumer uses 

 

 

 

 

In line with the current CEPE approach to information provision to consumers, CEPE 

recommends that safe use information is included in the label on the product container. If 

the surface area on the container is insufficient, additional ways of providing the 

information can be used, such as stick-on or concertina labels; or separate technical data 

sheets or information sheets. More information on labelling of consumer use products can 

be found in the CEPE Guide to Labelling and Packaging of Dangerous Preparations15.   

Go to Chapter 4.4. 

                                           
15

 CEPE Guide to Labelling and Packaging of Dangerous Preparations for the Paint, Varnish, Printing Ink and 

Artists’ Colours Industry, current version, download from members’ area of www.cepe.org 

REACH allows for communication routes other than the ESDS to provide information to 

consumers. An ESDS is foreseen only if the information that is provided in other ways is 

not sufficient to ensure the protection of human health and safety, and of the 

environment.  

http://www.cepe.org/
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4. Process for communicating ES information  

4.1 Option 1: forwarding a relevant substance ES  

4.1.1 Introduction 

The process of provision of information for the next actor in an occupational use chain 

starts with preparation of, or updating an existing, SDS for the mixture concerned, 

compiled in accordance with the CEPE guidance on SDS preparation16.  

 

4.1.2 Updating the mixture SDS 

 

a) Add the following information from the ESDS for each relevant substance you 

intend to forward: 

 substance registration number, in Section 3 (note: you are permitted to omit the 

part of the number which identifies the individual registrant, if given in the ESDS 

you receive) 

 substance PNECs and/or DNELs, in Section 8  

 information on any PBT/vPvB substance, in Section 12 

b) Make sure that all the information in SDS Sections 7, 8, 12 and 13 is consistent 

with the comparable information in the relevant substance ESs that you intend to 

forward to your customer.  

 

c) If you purchased the same substance from a number of suppliers, you should 

check the consistency of the information contained in the individual ESs. Hopefully 

all ES will be consistent, but may be different, for instance if the contaminants 

present lead to a different classification and/or risk assessment; or if one supplier 

disagrees with, or has new data which changes, the registration dossier DNEL or 

PNEC. In such a situation, you may either pass on all variations or make an expert 

judgement on which data to forward.  

 

Notes: 1. if you adopt the latter option, be aware of the strict liability issues 

previously highlighted (see Table 3.1) 

   2. you may wish to refer any differences to the suppliers concerned, and 

ask them to resolve them  

 

d) attach the ESs for all relevant substances to the SDS. 

 

Note: you can remove any information on the ES that identifies the manufacturer or 

supplier to protect your business interests. You should set up an internal system to 

ensure the edited ES can be linked to the one received. 

                                           
16

 CEPE Guideline on Safety Data Sheets for the Paint, Varnish, Printing Ink and Artists’ Colours Industry, 

current version, download from members’ area of www.cepe.org 

http://www.cepe.org/
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4.1.3 Record keeping 

 

Set up an internal system to record the receipt and forwarding of substance ESs and any 

updates, as well as translations made into other languages.  Records must be kept for ten 

years after the last supply of the mixture. 

 

4.2 Options 2 and 3: Preparing ES information for the mixture  

4.2.1 Introduction 

Two options are available for presentation of ES information for the mixture being 
supplied: 
- as a separate, composite ES  
- included in the body of the SDS.  
 
The first would be attached to the SDS to become the ESDS for the mixture; the 
second would itself be the ESDS. The information for both options is, essentially, the 
same. 
  
Mixtures will often contain a large number of registered hazardous substances, for 
each of which ES information will be provided. These data, when compared and 
compiled, may be found to overlap or conflict. In such a case, an approach would be 
to identify and focus on the risk-determining substances. One method of determining 
the so-called ‘lead substance’ for each exposure route is the DPD+ Methodology (so-
called as it is based on the ‘Conventional Method’ of classification from the 
Dangerous Preparations Directive) to prioritise the most influential components. This 
method is described below; details are given in Annex 1. 

   
4.2.2 Complex Substances 
 

Complex substances, such as some hydrocarbons, will have been registered as 
single substances under REACH. Accordingly, when preparing the ES information 
for the mixture), which contains a complex substance (for instance, when using the 
DPD+ Methodology), this should be treated as a single substance and not be broken 
down into its constituents. 
 
However, it is possible that Section 3 of the SDS for a complex substance identifies 

individual, hazardous constituents.  In such a case, these constituents can be 

considered as separate substances when preparing the ES information for the 

mixture. The classification of the complex substance provided by the supplier should 

be used for the proportion of the complex substance remaining after dealing with the 

specific substances listed in Section 3 of the SDS. 

4.2.3 Preparing the mixture ESDS  

The process of provision of information for the next actor in an occupational use 

chain starts with preparation of, or updating an existing, SDS for the mixture 

concerned, compiled in accordance with the CEPE guidance on SDS preparation17.  

                                           
17

 CEPE Guideline on Safety Data Sheets for the Paint, Varnish, Printing Ink and Artists’ Colours Industry, 

current version, download from members’ area of www.cepe.org 

http://www.cepe.org/
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Then: 

- compile a list of raw materials in the mixture 

- break down the raw materials into individual substances, content (%) and 
classification (H Statements/R phrases) 

- identify and ignore substances that are not relevant (see Chapter 1) 

- if you have a number of substances, use the DPD+ Methodology to identify “lead 
substances” in order to streamline the task (see Annex 1).   

- for relevant substances, collect the ESDS for each substance.  

- generate the ES for the mixture using the model format at Annex 2: 

 from each substance ES, ignore any exposure or emission routes that are 
not relevant to the normal and expected operations in the uses being 
considered. For instance: 

o ingestion can be ignored for occupational uses. 

o emission to soil can be ignored for occupational uses, unless it is 
known to occur.  

o controls on emissions to water can be ignored, unless a particular 
use leads to an emission to this environmental compartment (for 
instance, industrial: use of a wet scrubber to collect overspray and 
discharge to sewer; professional: use of wet sanding and water 
rinsing steps; consumer: cleaning of brushes or rollers with water in 
domestic sinks). 

Note: if the ES contains controls on emission of the substance to air, these 
should be critically assessed. It is not possible to establish a PNEC for a 
substance in air, and therefore no risk assessment can be carried out. The 
justification for such controls (e.g. a requirement to incinerate an emission 
from coatings or inks manufacture) should be explored with the supplier. 

- select the OCs and RMMs for each exposure route either from the individual 
substance ESs (few substances) or from the ESs for the Lead Substances (from 
application of the DPD+ Methodology). The following notes apply to this second 
option: 

Notes: 1. It may be necessary to deal with certain individual substances on 
a case by case basis. For instance, a substance not covered by the 
DPD+ categories (e.g. CMRs or dermal or respiratory sensitisers). 

2. If you have not yet received an ES for a Lead Substance, then 
use the information from the substance with the next LSI18 for that 
exposure/emission route (provided its LSI differs by less than 10% 
from the LSI of the lead substance). If no ESs are available for a 
particular exposure/emission route, no information should be 
included in the mixture ES. However, ensure the information in 
Section 8 of the relevant substance SDS is included in Section 8 of 
the mixture SDS. 

                                           
18

 Lead Substance Indicator, see Annex 1. 
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3. If the controls are substance-specific, it is possible that they do 
not control adequately other substances of the mixture with different 
physicochemical properties.  In this case, also include controls for 
the other substances concerned.   

 4. Standard environmental risk assessments usually assume wide 
dispersive use of a substance and 100% transfer to the aquatic 
environment. If the M/I has used these defaults, excessive or 
disproportionate control measures may be contained in the ES. 
More realistic industry-derived exposure factors are available (so-
called Tier 2 or Tier 3 exposure factors). These are set out in CEPE 
or downstream user association Specific Environmental Release 
Categories (SpERCs)19. If the controls are unacceptable, the M/I 
should be asked to recalculate the risk assessment using these 
more realistic emission factors.  

- consolidate the OCs and the RMMs, where appropriate 

- ensure the RMMs cover all substances.  

- consider if any further OC or RMM information needs to be provided for hazards 
not covered by REACH e.g. inhalation of spray particulates. 

- from the relevant substance ESs, extract any relevant information on scaling 
options.  

Go to Chapter 4.3 

 

4.3 Format of ESDS – ES or SDS? 

Once the information above is collected, it can be presented 

 Option 2: as a mixture ES, that is attached to the mixture SDS, when issued. In this 

case, prepare the ES in accordance with the model ES at Annex 3 

 or 

 Option 3: consolidated with the SDS to form a combined ESDS. In this case the 

information should be placed in the appropriate section of the SDS. The following 

table gives advice as to which section this should be placed in. 

 

                                           
19

 CEPE SpERCs can be accessed from: 

http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED; other 

user industry sector SpERCs can be accessed from:  http://cefic.org/en/reach-for-industries-libraries.html    

http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED
http://cefic.org/en/reach-for-industries-libraries.html
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Table 4.3: Relationship between ES and SDS sections 

 

ES section 
location 

ES Information detail SDS section 
/sub-section 

1 1. Title   

 Short title  Short free text (in supply 
chain specific language) 
describing the scope of 
the exposure scenario  

1.2 

 Systematic title based on use 
descriptor  

List of identified uses 
covered in the exposure 
scenario  

1.2 

 Processes, tasks activities covered  Additional free text 
specification of the 
activities or tasks 
covered (if needed)  

1.2 

 Assessment Method Assessment methods 
applied to create the final 
exposure scenario 
(specify the routes if 
relevant)  

1.2 

 2. Operational conditions and risk management measures   

2.1 2.1 Control of environmental exposure   

 Product characteristics  9.1 or 12 

 Amounts used 8.2 

 Frequency and duration of use 8.2 

 Environment factors not influenced by risk management  8.2 

 Other given operational conditions affecting environmental 
exposure 

8.2 

 Technical conditions and measures at process level (source) to 
prevent release  

8.2 

 Technical onsite conditions and measures to reduce or limit 
discharges, air emissions and releases to soil  

8.2 

 Organizational measures to prevent/limit release from site  8.2 

 Conditions and measures related to municipal sewage treatment 
plant / to external treatment of waste for disposal  

8.2 

 Conditions and measures related to external recovery of waste  13 

2.2 2.2 Control of workers exposure [repeat this section for each 
contributing scenario (use)]  

 

 Product characteristic  9.1 

 Amounts used 8.2 

 Frequency and duration of use/exposure 8.2 

 Human factors not influenced by risk management  8.2 

 Other given operational conditions affecting workers exposure 8.2 
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ES section 
location 

ES Information detail SDS section 
/sub-section 

 Technical conditions and measures at process level (source) to 
prevent release  

8.2 

 Technical conditions and measures to control dispersion from 
source towards the worker  

8.2 

 Organisational measures to prevent /limit releases, dispersion 
and exposure  

8.2 

 Conditions and measures related to personal protection, hygiene 
and health evaluation  

8.2 

3 3. Exposure estimation and reference to its source  8.1 

4 4. Guidance to DU to evaluate whether he works inside the 
boundaries set by the ES  

16 

5 Additional good practice advice beyond the REACH CSA  

Note: The measures reported in this section have not been 
taken into account in the exposure estimates related to the 
exposure scenario above. They are not subject to obligation laid 
down in Article 37 (4) of REACH  

7, 8 or 13, as 
appropriate 

 

 

 

4.4 Consumer uses 

This section provides guidance on the identification and selection of information contained 

in ESs received annexed to a raw material SDS for inclusion onto product labels. This 

information will be in addition to, and will complement, the information that is required: 

- as a result of the classification and labelling of hazardous mixtures according to the 

DPD/CLP 

- as a result of the labelling of certain non-hazardous mixtures according to the DPD/CLP 

- following the CEPE guidance on the labelling of non-hazardous mixtures 
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Table 4.4: Communication of information to consumers 

Step 

 

Activity Comments 

1 Breakdown the coating formulation to its constituent components Use for instance the DPD+ Methodology (see Annex 1) 

2 Have the mixture R, S and L (and any other) phrases to hand These are derived from your classification and labelling 

decision process  

3 Collect the ESDSs for all substances present in the coating as supplied It is essential that you have ESs for the individual 

substances – an ES for the mixture will not give you the 

necessary detail on the individual substances present in the 

coating you manufacture 

 Decide whether you are going to consider the total formulation or just the lead 

substances 

Your decision will be based on the number of substances 

being considered 

4 Discard the ES for each substance that is present in the coating below the relevant 

concentration threshold: 

 T+, T, CMR Cat 1 or 2, N, PBT, vPvB: 0.1% 

 Xn, C, Xi sensitising, CMR Cat.3: 1.0% 

 any specific concentration limit assigned in the DPD or CLP 

These are REACH Regulation thresholds 

 Consumer health protection  

5a 

 

 

 

 

 

 

 

 

 

 

 

 

 

Identify from each ES the consumer health protection statements (operating 

conditions and risk management) relating to coatings application processes: 

- if the total formulation is being considered: use only the most demanding 

statement for each exposure route 

- if the lead substances are being considered: use only the statement for the 

appropriate exposure route for that substance    

For a “9-part” ES, any relevant information will be found in 

section 6.1.2 [e.g. aspartic acid 

eSDS_Desmophen_N
H_1520_e.pdf

] 

For a “4-part” ES, any relevant information will be found in 

section 2.1/2.2 [e.g. ethanol ES9e 

ES9e Et-OH v3 - PD 
email - 10.04.02.pdf

] 
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Step 

 

Activity Comments 

5b 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Operating Conditions:  

Compare any label ,S and L phrases (see Step 2 above) that relate to operating 

conditions with OC statements in the substance ESs 

 

S,L ES Action  

None None  None; record decision  

None Yes Add ES phrase(s); record decision Example of an ES phrase: “Do not use in small, closed and 

unventilated areas” 

Yes Yes, same as S,L No change to label; record decision  

Yes Yes, less severe than 

S,L 

Make a value judgment on whether 

to change the label; record decision 

 

Yes Yes, more severe than 

S,L 

If S, L is statutory, add ES phrase(s) 

Record decision 

The phrases derived from this step may result in consumer 

use not being possible or practical. This may be due to: 

- exposure factors used in the risk assessment tools by the 

M/I being higher than actual values 

- the concentration of the substance in the mixture being 

lower than that used for the risk assessment. 

In this case an number of options are available to refine the 

controls: 

 identify an alternative supplier of the substance 

concerned, who has used more appropriate exposure 

factors 

 scale the operating conditions provide the M/I with 

exposure factors for the specific use to carry out a 

revised risk assessment 

 user carries out his own chemical risk assessment 

If S,L is optional, replace by the  

most severe ES phrase(s) 

Record decision 

5c 

 

 

 

 

 

Risk Management Measures:  

Compare any label R, S and L phrases (see Step 2 above) that relate to risk 

management measures with RMM statements in the substance ESs 

 

R,S,L ES Action  

None None  None; record decision  

None Yes Add ES phrase(s); record decision  
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Step 

 

Activity Comments 

 

 

 

 

 

 

 

 

 

 

 

 

Yes Yes, same as R,S,L No change to label; record decision  

Yes Yes, less severe than 

R,S,L 

Make a value judgment on whether 

to change the label; record decision 

 

Yes Yes, more severe than 

R,S,L 

If R,S,L is statutory, add ES 

phrase(s) 

Record decision 

The phrases derived from this step may result in consumer 

use not being possible or practical. This may be due to: 

- exposure factors used in the risk assessment tools by the 

M/I being higher than actual values 

- the concentration of the substance in the mixture being 

lower than that used for the risk assessment. 

In this case an number of options are available to refine the 

controls: 

 identify an alternative supplier of the substance 

concerned, who has used more appropriate exposure 

factors 

 scale the operating conditions provide the M/I with 

exposure factors for the specific use to carry out a 

revised risk assessment 

 user carries out his own chemical risk assessment 

If R,S,L is optional, replace by the 

highest level ES phrase for each 

exposure route covered 

Record decision 

 Environmental protection  

6a Identify from each ES the environmental protection statements (operating 

conditions and risk management measures) relating to coatings application 

processes 

- if the total formulation is being considered: use only the most demanding 

statement for each exposure route 

- if the lead substances are being considered: use only the statement for the 

appropriate exposure route for that substance    

For a “9-part” ES, any relevant information will be found in 

section 12 [e.g. aspartic acid 

eSDS_Desmophen_N
H_1520_e.pdf

] 

For a “4-part” ES, any relevant information will be found in 

section 2.1/2.2 [e.g. ethanol ES9e 

ES9e Et-OH v3 - PD 
email - 10.04.02.pdf

] 
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Step 

 

Activity Comments 

6b 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Compare any label R, S and L phrases (see Step 2 above) that relate to 

environmental protection with environmental protection statements in the 

substance ESs 

 

R,S,L ES Action  

None None  None; record decision  

None Yes Add ES phrase(s); record decision  

Yes Yes, same as R,S,L No change to label; record decision  

Yes Yes, less severe than 

R,S,L 

Make a value judgment on whether 

to change the label; record decision 

 

Yes Yes, more severe than 

R,S,L 

If R,S,L is statutory, add ES 

phrase(s) 

Record decision 

The phrases derived from this step may result in consumer 

use not being possible or practical. This may be due to: 

- exposure factors used in the risk assessment tools by the 

M/I being higher than actual values 

- the concentration of the substance in the mixture being 

lower than that used for the risk assessment. 

In this case an number of options are available to refine the 

controls: 

 identify an alternative supplier of the substance 

concerned, who has used more appropriate exposure 

factors 

 scale the operating conditions provide the M/I with 

exposure factors for the specific use to carry out a 

revised risk assessment 

 user carries out his own chemical risk assessment 

If R,S,L is optional, replace by the 

highest level ES phrase 

Record decision 
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 Waste management and disposal  

7a 

 

 

 

 

Identify from each ES the waste management statements (operating conditions 

and risk management measures) relating to wash up and disposal of the coating 

- if the total formulation is being considered: use only the most demanding 

statement for each exposure route 

- if the lead substances are being considered: use only the statement for the 

appropriate exposure route for that substance    

For a “9-part” ES, any relevant information will be found in 

section 13 [e.g. aspartic acid 

eSDS_Desmophen_N
H_1520_e.pdf

] 

For a “4-part” ES, any relevant information will be found in 

section 2.1/2.2 [e.g. ethanol ES9e 

ES9e Et-OH v3 - PD 
email - 10.04.02.pdf

] 

7b 

 

 

 

 

 

 

 

 

 

 

 

Wash up of application equipment: 

Compare any label R, S and L phrases (see Step 2 above) that relate to wash up 

with wash up statements in the substance ESs 

 

R,S,L ES Action  

None None  None; record decision  

None Yes Add ES phrase(s); record decision  

Yes Yes, same as R,S,L No change to label; record decision  

Yes Yes, less severe than 

R,S,L 

Make a value judgment on whether 

to change the label; record decision 

 

Yes Yes, more severe than 

R,S,L 

If R,S,L is statutory, add ES 

phrase(s) 

Record decision 

The phrases derived from this step may result in consumer 

use not being possible or practical. This may be due to: 

- exposure factors used in the risk assessment tools by the 

M/I being higher than actual values 

- the concentration of the substance in the mixture being 

lower than that used for the risk assessment. 

In this case an number of options are available to refine the 

controls: 
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If R,S,L is optional, replace by ES 

phrase(s) 

Record decision 

 identify an alternative supplier of the substance 

concerned, who has used more appropriate exposure 

factors 

 scale the operating conditions provide the M/I with 

exposure factors for the specific use to carry out a 

revised risk assessment 

 user carries out his own chemical risk assessment 

7c Disposal of excess coating/application equipment/wash up material as waste:: 

Compare any label R, S and L phrases (see Step 2 above) that relate to disposal 

conditions with disposal statements in the substance ESs 

 

R,S,L ES Action  

None None  None; record decision  

None Yes Add ES phrase(s); record decision  

Yes Yes, same as R,S,L No change to label; record decision  

Yes Yes, less severe than 

R,S,L 

Make a value judgment on whether 

to change the label; record decision 

 

Yes Yes, more severe than 

R,S,L 

If R,S,L is statutory, add ES 

phrase(s) 

Record decision 

The phrases derived from this step may result in consumer 

use not being possible or practical. This may be due to: 

- exposure factors used in the risk assessment tools by the 

M/I being higher than actual values 

- the concentration of the substance in the mixture being 

lower than that used for the risk assessment. 

In this case an number of options are available to refine the 

controls: 

 identify an alternative supplier of the substance 

concerned, who has used more appropriate exposure 

factors 

 scale the operating conditions (provide the M/I with 

exposure factors for the specific use to carry out a 

revised risk assessment 

 user carries out his own chemical risk assessment 

If R,S,L is optional, replace by ES 

phrase(s) 

Record decision 
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5. Maintenance and updating of the ESDS 

As for any other safety data sheet, an ESDS must be maintained and updated as 
necessary when there are changes to its content.  You are required to update the SDS 
without delay whenever new information becomes available on hazards, or which may 
affect the risk management measures20. 

Because of the REACH registration deadlines for phase-in substances, it is likely that 
new/additional exposure scenario information will continue to become available 
progressively until at least 2018.  Since by definition the ES contains information relating to 
risk management measures, regular updates potentially could be required. 

Guidance on “major” changes which would require an update without delay is set out in the 
CEPE guide on SDSs (also reproduced in Section 1.4 of this guidance).  You will need to 
make a judgment as to whether the new information you receive affects the hazards of 
your mixture or the controls you advise; refer to Chapter 4 of this guidance, and Annex 1 
on the DPD+ Methodology.   

As a general rule, however, if the mixture classification becomes more severe or there are 
any new/increased risk management measures, the ESDS should be updated without 
delay. 

Recommendations on timeframes for incorporation of major and minor changes can be 
found in the DUCC document “Revision management of safety data sheets for mixtures 
complying with REACH and CLP Regulations”21.  The time periods suggested are for 
guidance only and are non-binding. 

 

 

 

                                           
20

 REACH Article 31(9) 
21

 Available on CEPE Workplace at http://cepe-

myeteam.eudata.be/EFEDE//easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-

CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc  

http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc
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6. References/sources of information  
 

1. CEPE 

 

1.1. CEPE Guideline on Safety Data Sheets, 9th edition, September 2010,  

http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050198 

 

1.2.  CEPE Guide to Labelling and Packaging of Dangerous Preparations, 11th edition, 

revised August 2009 [further revision due in 2011], 

http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050198 

 

1.3 CEPE REACH Bulletin #15 

 http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050477 

 

1.4 CEPE SpERCs 

http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&e

as:dat_im=101AED    

 

1.5 CEPE REACH webpage, 

http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&e

as:dat_im=101AED 

 

1.6 CEPE guidance on REACH compliance for coatings and inks manufacturers, in 

preparation. 

 

2. ECHA 

 

2.1 Guidance on information requirements and chemical safety assessment – Part D: 

Exposure Scenario Building; Part F: CSR Format;  

 http://guidance.echa.europa.eu/docs/guidance_document/information_requirement

s_en.htm?time=1296114979 

 

2.2 Guidance on information requirements and chemical safety assessment – Part G: 

Extending the SDS,  

 http://guidance.echa.europa.eu/docs/guidance_document/information_requirement

s_en.htm?time=1296114979 

 

2.3 Guidance on information requirements and chemical safety assessment - Exposure 

Scenario Format Version 2 (in Part D and Part F),  

 http://guidance.echa.europa.eu/docs/guidance_document/information_requirement

s_en.htm?time=1296114979 

 

2.4 ECHA Directors’ Contact Group summary paper on unsupported uses, 

http://echa.europa.eu/doc/reach/echa_dcg_solutions_summary_en.pdf 

 

http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050198
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050198
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/OM/WP?eas:dat_im=050477
http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED
http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED
http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED
http://www.cepe.org/EPUB/easnet.dll/ExecReq/Page?eas:template_im=100087&eas:dat_im=101AED
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979
http://guidance.echa.europa.eu/docs/guidance_document/information_requirements_en.htm?time=1296114979
http://echa.europa.eu/doc/reach/echa_dcg_solutions_summary_en.pdf
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3. European Union 

 
3.1 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, 
http://ec.europa.eu/environment/chemicals/reach/reach_intro.htm 

 
3.2 Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, 

regulations and administrative provisions relating to the classification, packaging 
and labelling of dangerous substances, 
http://ec.europa.eu/environment/chemicals/dansub/home_en.htm 

 

3.3 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 

16 December 2008 on classification, labelling and packaging of substances and 

mixtures, http://ec.europa.eu/environment/chemicals/ghs/index_en.htm 

 

4. Other industry 

 

4.1 REACH Practical Guide on Exposure Assessment and Communication in the 
Supply Chains. Part III: Mixtures under REACH, CEFIC, March 2010, 
http://www.cefic.be/Industry-support/Implementing-reach/Documents-and-Tools1/ 

 
4.2 User industry sector SpERCs, http://cefic.org/en/reach-for-industries-libraries.html 
 
4.3 DUCC Guide on revision management of safety data sheets for mixtures complying 

with REACH and CLP Regulations, http://cepe-

myeteam.eudata.be/EFEDE//easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWN

LD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-

2009.doc  

 

http://ec.europa.eu/environment/chemicals/reach/reach_intro.htm
http://ec.europa.eu/environment/chemicals/dansub/home_en.htm
http://ec.europa.eu/environment/chemicals/ghs/index_en.htm
http://www.cefic.be/Industry-support/Implementing-reach/Documents-and-Tools1/
http://cefic.org/en/reach-for-industries-libraries.html
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc
http://cepe-myeteam.eudata.be/EFEDE/easnet.dll/GetDoc?APPL=1&DAT_IM=103A34&DWNLD=REACH-CLP_DUCC_PROPOSAL_for_Requirements_on_SDS_23-01-2009.doc
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ANNEX 1 
 

Application of the DPD+ Methodology 

Applicability and limitations of the DPD+ Methodology 

- it is based on the classification procedures of the Dangerous Preparations Directive 
1999/45/EC plus data on volatility. 

- it is a first step in selecting ES information for a mixture 

- it has to be completed with further steps when category 1 or 2 CMR, sensitisers or 
PBT/vPvB substances are present. Mixtures containing such substances above 
concentration thresholds require advanced considerations for identifying the substances 
triggering the RMM.  

- it addresses all human health exposure routes and emissions to the environment 

- the method identifies a “lead substance” – for each exposure route the substance with 
the highest impact 

- concentration thresholds (CL), below which the mixture is not classified, are used for 
comparisons  

- the level of impact of a substance is determined by the ratio of its concentration (Ci) to its 
classification threshold (CL) 

- the ratio Ci/CL or “Lead Substance Indicator” (LSI) is calculated for each dangerous 
substance and each exposure route.  

- the substance with the highest LSI is considered as the lead substance for the 
exposure/emission route in question 

- information contained in the ESs of the various lead substances is used to prepare the 
ES for the mixture  

- substances which are classified for the same exposure route for man or for the 
environment may have additive effects. In such a case, all such substances have to be 
considered, and controls from all relevant ESs have to be taken into account. 

- when applying the DPD+ Methodology, its limitations should be clearly kept in mind:  

 corrosiveness or applications leading to formation and inhalation of aerosols 
trigger additional evaluation steps are outside scope.  

 interactions between components of the mixture cannot be assessed.  

 physicochemical hazards have to be judged separately.  

 there is no specific provision for exposures due to specific application 
techniques such as spraying.  
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Procedure 

Step 1: List all substances in the mixture 

Breakdown formulated products into their components and concentrations. If the exact 
composition is not known, use the upper limit in Section 3 of the SDS or the technical data 
sheet. 

Volatility is indicated by the vapour pressure of the components. The default value for 
minerals and polymers is 10-6 hPa. 

An example (a clear lacquer) is given in Table A1.1. 

 
Table A1.1: Mixture breakdown 

A B C D E F G 

Mixture Breakdown mixture Overall composition Vapour 
Pressure 

(hPa at 25°C) Components % Substances % Substances % 

Resin 
solution A 

15.00 
Acrylic Polymer 5.00 Acrylic Polymer 5.00 < 10

-6
 

Ethyl Acetate 10.00 
}     Ethyl Acetate 30.00 103 

Resin 
solution B 

 

37.00 

 

Ethyl Acetate 20.00 

Vinyl Polymer 12.50 Vinyl Polymer 12.50 < 10
-6

 

Cyclohexane 4.50 
} Cyclohexane 30.00 104 

Cyclohexane 25.5 Cyclohexane 25.5 

n-hexane 2.50 n-hexane 2.50 n-hexane 2.50 160 

Naphtha   
hydro-treated  
light 

20.00 
Naphtha   
hydro-treated  
light 

20.00 
Naphtha   
hydro-treated  
light 

20.00 120 

 

Step 2:  Add data on substances 

List all concentration thresholds 

For each substance identified in Step 1 list: 

 - name of substance 

 - danger classification expressed by R Phrases found in: 

 Table 3.2 of Annex VI of the CLP Regulation 1272/2008 

or 

 The SDS from the supplier in case of self-classification 
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- concentration thresholds applicable to each R Phrase: 

 Specific limits in Table 3.2 of Annex VI of the CLP Regulation 
1272/2008 

or 

 Annexes II, III, and V of directive 1999/45/EC 

Note that specific concentration limits in Annex VI take precedence over the 
generic limits of directive 1999/45/EC. 

 

Step 3: Determination of lead substances 

Putting the data from Steps 1 and 2 above into the following table (A1.2) allows the LSI of 
each substance to be determined for each exposure route. 

Note: when the LSIs of two substances are equivalent, or differ by less than 10%, both 
substances should be considered. 

If two or more substances with an additive health effect (e.g. R20, R67) are present, all 
should be taken into account (see Step 4 for an example). 



33 

CEPE guideline on downstream communication of raw material ES information 

1st ed., 2011-03-21 

 

Table A1.2: Lead substance identification 

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 

Substance 

 

Conc. in 
the prep. 

(%) 

Vap. 
pressure 

(hPa) 

Inhalation Dermal Eyes Ingestion Aquatic 

R/H 
Phrases 

 

Conc.   
 thresh. 

(%) 

LSI  
 

R/H 
Phrases 

 

Conc.   
 thresh. 

(%) 

LSI   
 

R/H 
Phrases 

 

Conc.   
 thresh.  

(%) 

LSI 

 

R/H 
Phrases 

 

Conc.   
 thresh.  

 (%) 

LSI  
 

R/H 
Phrases 

 

Conc.   
 thresh.  

(%) 

LSI     
 

From Col H From Col F From Col G From Col J From Col 
K or L 

Col 3  x 
Col 2 / Col 

5 

From Col J From Col 
K or L 

Col  2/   
Col  8 

From Col J From Col 
K or L 

Col  2/ Col 
 11 

From Col J From Col 
K or L 

Col  2  x  
Col 14 

From Col J From Col 
K or L 

Col  2/    
Col  17 

Ethyl acetate 30.00  103 R67   25 124   R66 20 1.5   R36 20 1.5  R65        

Cyclohexane 30.00  104 R67 25 125 R38 20 1.5       R65     R50/53  0.25  120 

n-hexane 
 

2.50  160 R48/20 
R62 
R67 

5 

5 

25  

80  

80 

16  

R38  

 R48/20 
 R62 

20 

20 

5   

0.125   

0.125   

0.5   

      R65     R51/53  2.5   1   

Naphtha   
hydro-treated  
light 

20.00   120 R67 25 96   R66  20 1             

Acrylic 
Polymer 

5.00 < 10
-6
                         

Vinyl Polymer 12.50 < 10
-6
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Step 4: Conclusions 

The following substances have to be considered for generation of the mixture ES: 

Inhalation: cyclohexane, n-hexane, ethyl acetate and hydro treated naphtha. Reasoning: 
82.5% are classified R67 (drowsiness) generating an overall LSI of 361 (R67 is an additive 
effect). 

Dermal: n-hexane and cyclohexane. Reasoning: dermal irritation R38 concerns both 
substances and is additive. 

Note: for n-hexane, the specific threshold in Annex I takes precedence over the default 
value associated with R38 (20) 

Eyes: Ethyl acetate, eye irritant R36 

Ingestion: no lead substance. R65 has only to be considered if the mixture viscosity is 
below the threshold of 7 mm²/s at 40°C. 

Environment: the LSI of cyclohexane (120) is much larger than the others. No additive 
effects are foreseen. 

 

Note: if the product contains any substances classified as: 
 
- Cat. 1, 2, 3 CMR 
- dermal or respiratory sensitiser 
 
the ES for these substances should be also be taken into account for consideration of the 
mixture ES.  
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ANNEX 2 
 

Model ES format 

Exposure Scenario Format (1) addressing uses carried out by workers  

1. Title  

Short title  Short free text (in supply chain specific language) describing the scope of the 
exposure scenario  

Systematic title based on use descriptor  List of identified uses covered in the exposure scenario  

Processes, tasks activities covered  Additional free text specification of the activities or tasks covered (if needed)  

Assessment Method Assessment methods applied to create the final exposure scenario (specify the 
routes if relevant)  

 

2. Operational conditions and risk management measures  

2.1 Control of environmental exposure  

Product characteristics  

Amounts used 

Frequency and duration of use 

Environment factors not influenced by risk management  

Other given operational conditions affecting environmental exposure 

Technical conditions and measures at process level (source) to prevent release  

Technical onsite conditions and measures to reduce or limit discharges, air emissions and releases to soil  

Organizational measures to prevent/limit release from site  

Conditions and measures related to municipal sewage treatment plant / to external treatment of waste for disposal  

Conditions and measures related to external recovery of waste  

 

2.2 Control of workers exposure [repeat this section for each contributing scenario (use)]  

Product characteristic  

Amounts used 

Frequency and duration of use/exposure 

Human factors not influenced by risk management  

Other given operational conditions affecting workers exposure 

Technical conditions and measures at process level (source) to prevent release  

Technical conditions and measures to control dispersion from source towards the worker  

Organisational measures to prevent /limit releases, dispersion and exposure  

Conditions and measures related to personal protection, hygiene and health evaluation  

 

3. Exposure estimation and reference to its source  

 

4. Guidance to DU to evaluate whether he works inside the boundaries set by the ES  

 

5. Additional good practice advice beyond the REACH CSA  

Note: The measures reported in this section have not been taken into account in the exposure estimates related to the 
exposure scenario above. They are not subject to obligation laid down in Article 37 (4) of REACH  
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ANNEX 3 
 

Glossary of terms and acronyms 
 

Term Explanation 

  

C Symbol for a Corrosive substance   

Ci Concentration of a substance (in DPD+ Methodology) 

CL Substance classification threshold (in DPD+ Methodology) 

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

CMR Carcinogen, mutagen or reprotoxic substance 

Conditions of use  Conditions of use are operational conditions (OC, e.g. duration of 
activity) and risk management measures (RMMs, e.g. local 
exhaust ventilation)  

CSA  Chemical safety assessment  
CSR  Chemical safety report  
DNEL  Derived No-Effect Level  
DPD  Dangerous Preparations Directive, Directive 1999/45/EC  
DPD+ Methodology  Method to identify lead substances in mixtures based on the 

Dangerous Preparations Directive  
DSD Dangerous Substances Directive, 67/548/EEC 

DU Downstream user 
DUCC Downstream Users of Chemicals Co-ordination (DUCC) Group 
ECHA European Chemicals Agency 
EN European Norm 

ERC  Environmental Release Category. Categories for release of 
substances into the environment.  

ES  Exposure Scenario  
ESDS  Extended Safety Data Sheet  
H statement CLP hazard statement 

hPa hectoPascal 

kg Kilogram 

L phrase CEPE health or safety phrase 

LSI Lead Substance Indicator (in DPD+ Methodology) 

M/I Manufacturer or importer (of a substance) 

N Symbol for a substance Toxic/Very Toxic to the Environment 

OC  Operational condition (of use) such as duration and frequency of 
substance use, application temperature or state of aggregation 
of the substance  

OEL  Occupational Exposure Limit  

PBT  A substance meeting the criteria as persistent, bioaccumulative 
and toxic in the aquatic environment  

PC  Product category  

PPE Personal protective equipment 

PNEC  Predicted no-effect concentration  

PROC  Process category  

REACH 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 

RMM  Risk management measure (e.g. gloves of a certain 
specification, instructions).  

R phrase DSD/DPD risk phrase 

Scaling  Use of simple arithmetic operations, to determine if one’s actual 
conditions of use are covered by the ES. It is limited to linear 
relationships (for example: with a doubling of the receiving water 
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Term Explanation 

  

volume, the calculated concentration of a substance which can 
be expected there, if the other input parameters remain equal, is 
halved.)  

SDS  Safety data sheet  

SpERC Specific environmental release category (industry or sector-
specific ERC) 

S phrase DSD/DPD safety phrase 

SU  Sector of use  

T Symbol for a Toxic substance 

T+ Symbol for a Very Toxic substance   

Tier 1 A health or environmental impact assessment carried out using 
the default exposure or emission factors contained in the 
assessment tool used 

Tier 2 A health or environmental impact assessment carried out using 
exposure or emission factors established by the sector 
organisation relevant to the downstream user 

Tier 3 A health or environmental impact assessment carried out using 
exposure or emission factors determined at the specific 
downstream user site 

Use  In the context of REACH, the categorisation of activities and 
processes by the REACH Use Descriptor System (e.g. SU, 
PROC, PC, ERC)  

vPvB  A substance meeting the criteria as very persistent and very 
bioaccumulative in  the aquatic environment 

Xi Symbol for an Irritant substance   

Xn Symbol for a Harmful substance   

 
 


