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1. Introduction 

In July 2011, the Downstream Users of Chemicals Co-ordination Group (DUCC) initiated a 
project in order to pilot the concept of Downstream User Chemical Safety Assessment and 
Report (DU CSA/CSR) under REACH.  

For that purpose a task force composed of DUCC representatives was created. Some 
associations have developed examples of DU CSR (A.I.S.E., Cosmetics Europe, Fecc and 
CEPE) and others have contributed with their expertise (FEA and EFCC). The majority of 
DUCC members are formulators, and for that reason this document is focusing on that 
particular category of downstream users.  

The project aimed to develop examples of DU CSR for substances for uses not covered by 
the exposure scenarios annexed to the extended Safety Data Sheet (ext-SDS) received by 
downstream users (DU). The chemical safety report (CSR) documents the chemical safety 
assessment (CSA) carried out by the downstream user, demonstrating adequate control of 
risks arising from the use of the substance(s) by himself or from the identified uses of his 
customers, and building on Annex XII of REACH.  

DUCC identified the need to pilot the DU CSR option for several reasons: 

– Guidance for downstream users is limited 

– No example of DU CSA/CSR is available yet 

– Annex XII of REACH provides only general requirements 

– Assess if and when DU CSA/CSR is a workable option for its members. 

The substances and uses were selected by each participating member, based on the 
relevance of the substance/use to each sector and its members.  

This exercise included also a simulation of the procedure to report a missing use and 
intention to perform a DU CSA to ECHA. As of today, this is possible using both IUCLID1 and 
a webform2.  

 

With this document, DUCC is seeking to support its members and downstream users in 
general, and also giving input to the programmes launched by ECHA to support downstream 
users. 

                                                                 
1 http://iuclid.eu/  
2 https://reach-forms.echa.europa.eu  

http://www.duccplatform.org/home.html
http://iuclid.eu/
https://reach-forms.echa.europa.eu/
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2. Background 

Downstream User duties when receiving an extended Safety Data Sheet 

Upon receiving an ext-SDS, i.e. a Safety Data Sheet with a REACH registration number and 
at least one Exposure Scenario attached, the downstream user needs to check if his uses 
and conditions of use, as well as the intended uses and the uses that he has been made 
aware of, are covered by the supplier’s exposure scenario(s). 
 

In order to do so, the downstream user needs to check not only the titles of the Exposure 
Scenarios and Use Descriptors, but also the Operational Conditions (OC) and Risk 
Management Measures (RMM). 

ECHA’s Guidance for Downstream Users3, Fact Sheet on Safety Data Sheets and Exposure 
Scenarios4 and Questions & Answers on downstream user reports5 can be helpful for the 
explanation of these duties. 

Cefic, DUCC, Fecc and Concawe have also published a document6 which describes the 
concept of extended Safety Data Sheet and exposure scenario, illustrates the process of 
checking if a use is covered and lists the options for the downstream user when his use is 
not covered. The following illustration summarises these options: 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
This document will focus on the option “Notify ECHA + Complete DU CSA/CSR”. 

                                                                 
3 http://echa.europa.eu/documents/10162/17226/du_en.pdf  
4 http://echa.europa.eu/documents/10162/17246/du_fact_sheet_en.pdf  
5 http://echa.europa.eu/web/guest/support/faq/questions-and-answers-on-downstream-user-reports  
6 Messages to communicate in the supply chain on extended SDS for substances II, Cefic, DUCC, FECC, Concawe 
(as of 13/07/2011) 
http://www.cefic.org/Documents/IndustrySupport/Cefic%20communication%20on%20extSDS_130711.pdf  

Use and 
conditions of 
use covered? 

Adapt 
conditions of 

use 

Report missing 
use to M/I (plus 

conditions of 
use) for CSR 

update 

Change 
supplier 

Notify ECHA 
+ Complete 
DU CSA/CSR 

Supplier 
covers 
use? 

OK 
Revisit 
options 

left 

OK 

http://echa.europa.eu/documents/10162/17226/du_en.pdf
http://echa.europa.eu/documents/10162/17246/du_fact_sheet_en.pdf
http://echa.europa.eu/web/guest/support/faq/questions-and-answers-on-downstream-user-reports
http://www.cefic.org/Documents/IndustrySupport/Cefic%20communication%20on%20extSDS_130711.pdf
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3. When to do a Downstream User Chemical Safety 
Assessment/Chemical Safety Report (DU CSA/CSR)? 

Before proceeding with his own chemical safety assessment, the downstream user should 
check if any of the following provisions apply – article 37(4) of REACH:  

a) No SDS for substance or mixture is legally required; 

b) The supplier is not required to make a CSR for the substance.  

c) The DU uses the substance in a total amount (all uses of the substance) below 1 
tonne/year; 

d) The DU implements or recommends an exposure scenario which includes as a 
minimum the conditions described in the exposure scenario communicated to him 
in the SDS, in other words, the DU adapts the OC/RMM to be in line with the 
received ES; 

e) The substance is present in a mixture in a concentration lower than any of the 
concentrations set out in Article 14 (2); 

f) The DU uses the substance for Product and Process Oriented Research and 
Development (PPORD) and implements RMM in accordance with relevant worker 
protection and other environmental legislation.   

If one of the above situations applies to him, the DU is not obliged to conduct a DU CSA, 
even if his use(s) of interest is(are) not covered in the incoming ext-SDS. Nevertheless he 
will need to notify ECHA if provision c) or f) above apply.  

 

If a downstream user has to perform a DU CSA, he must: 

1. Notify ECHA within 6 months; 

2. Carry out his own CSA, recommend and implement the OC/RMM defined in the 
Exposure Scenarios within 12 months. 

These deadlines apply from the day the downstream user receives an ext-SDS with a 
registration number. The deadlines are therefore supplier/substance specific and will vary 
for each substance and each supplier. 

The chemical safety report does not need to be sent to ECHA but must be kept updated by 
the downstream user and made available to REACH enforcement authorities upon request. 
Because of this, the DU CSR can be written in national language. 

 

i. Analysis of “pros” and “cons” of a downstream user chemical safety 
assessment/report 

 

Based on the limited experience available so far, the DUCC task force made the following 
assessment: in some situations, provided that the downstream user has sufficient 
information and expertise available internally, preparing a DU CSR might be the preferred 
option. 
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This is the case when, e.g.:  

 The DU does not want to disclose information on use to the supplier: the DU CSR 
option gives him the possibility to maintain his use as confidential; 

 The use is advised against by the supplier or the supplier is not willing to include the 
use in his list of identified (and assessed) uses, and only few uses of the substance 
are not covered, leaving a limited number of uses to be assessed at downstream user 
level; 

 Several suppliers have omitted the same use. 

 

The advantages of this option are: 

 The DU can continue to use the substance (or mixture); 

 The DU has certainty on use(s) coverage, because he demonstrates and documents 
himself the safe use instead of having to rely on his supplier(s); 

 In some cases, this option will be less resource-consuming than having to manage 
communication or negotiations with (sometimes multiple) registrants for uses not 
covered, and sometimes multiple levels in the supply chain; 

 The DU has flexibility in sourcing (provided substance sameness has been established) 
and is not dependent only on suppliers who have covered his use(s). 

 

On the other hand, the disadvantages of this option identified by DUCC are: 

 When starting the process, the DU is not certain that he can demonstrate that his use 
and conditions of use are safe, so that it may end up being a lot of effort for a 
limited benefit; 

 Developing a DU CSR requires good quality SDS containing relevant data, e.g. all 
substance information needed for exposure estimation; 

 The DU has only six months to decide which option to follow, because he has to 
report his intent to ECHA within six months in case he wants to perform a DU 
CSA/CSR; 

 The DU is liable for his own assessment without being in full control of the substance 
data. 
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4. Overview of the worked examples 

For this exercise, the following examples have been considered: 
 
 Example 1 - Surfactant 

A surfactant used in cleaning products and in cosmetics was considered.  
The consumer use was not covered in the received extended SDS and an assessment for 
both human health and environment was carried out using ECETOC TRA v2. 
 
 Example 2 - Solvent 

A solvent used for formulation was considered. 
A process step (a particular PROC) during the overall formulating activity at formulators’ 
site was not covered in the received ext-SDS. The assessment for this missing PROC for 
human health (worker) was carried out using ECETOC TRA v2. The supplier’s information 
on environmental assessment was not modified.  

 
 Example 3 – Hardener 

An oligomeric hardener (crosslinker) used in industrial/professional coatings and adhesives 
was considered. 
Spraying of the material in an industrial setting was not covered in the extended SDS 
received, so an assessment for human health (worker) was carried out using ECETOC TRA 
v2. 
 
 
The Chemical Safety Reports for these examples are presented in Annex I. 
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5. Methodology for the development of a Downstream User 
Chemical Safety Assessment 

This project was developed in a stepwise approach, based on Annex XII of REACH. 

In line with Annex XII, once the downstream user has identified that a use or conditions of 
use are not covered for a substance, the process can be summarised as follows: 

i. Collect information received from supplier (in ext-SDS or other paper or electronic 
communication), and/or from any assessment carried out under other community 
legislation or other international and national programmes, where available and 
appropriate) and assess if information is sufficient/adequate to perform the DU CSA 

ii. Perform a Chemical Safety Assessment: 

a) Development of an Exposure Scenario(s) in accordance with section 5 of 
Annex I 

b) Refinement of the hazard assessment made by the supplier (if 
necessary/possible) in accordance with sections 1 to 4 of Annex I 

c) Risk characterisation in accordance with section 6 of Annex I 

iii. Document the CSA in a Chemical Safety Report (in accordance with section 7 of 
Annex I, parts 9 and 10 or others if appropriate) 

 

Having been through the Annex XII process in practice, it was concluded from a practical 
point of view that the following sequential steps would be more adequate, while not being 
in conflict with the legal text: 

i. Collect information on the substance 

ii. Collect information on the use(s) 

iii. Perform the exposure assessment 

iv. Refine the hazard assessment made by the supplier (if necessary/possible) 

v. Create the exposure scenario 

vi. Generate the Chemical Safety Report 

 

In the next chapters, more detail is given for each of the above mentioned steps, including 
some learnings. 

 

i. Collect information on the substance  

For this project only a Tier 1 exposure assessment tool was used, and if the supplier’s SDS 
is fully REACH compliant (as per Regulation (EC) No 453/2010, i.e. Annex II of REACH), all 
information needed will be available to perform the chemical safety assessment.  

In general, the relevant substance information to extract from the SDS is included in: 

Section 1 and 3 – IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE 
COMPANY/UNDERTAKING / COMPOSITION/INFORMATION ON INGREDIENTS: Product 
identifier, i.e. substance name and EC/CAS number (or name set out in the IUPAC 
nomenclature or another international chemical name), registration number. 

Section 2 – HAZARDS IDENTIFICATION: Classification of the substance. 
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Section 8 – EXPOSURES CONTROL/PERSONAL PROTECTION: Control parameters – 
occupational exposure limits, if available; the relevant derived no effect levels 
(DNELs) for the human health; the relevant predicted no effect concentrations 
(PNECs) for the environment. 

Section 9 – PHYSICAL and CHEMICAL PROPERTIES: Molecular weight; Physical form of 
the substance; Vapour pressure; Water solubility; Melting point; other. 

Section 11 - TOXICOLOGICAL INFORMATION: information on toxicological data. 

Section 12 - ECOTOXICOLOGICAL INFORMATION: Persistence and degradability - 
biodegradability in water; bioaccumulative potential - Partitioning KOW; results of 
PBT and vPvB assessment.  

 

The downstream user needs to assess if the information is sufficient/adequate for him to 
perform the DU CSA. The ECHA dissemination website7 can also be a useful source if the DU 
cannot obtain all the information from the received ext-SDS or from his supplier. In a 
second instance, other official sources of information can be considered, based on expert 
judgment, such as the OECD eChemPortal8. 

 

Learnings: 

 In many cases, the fact that information on substances is missing in the ext-SDS is a 
limiting factor. 

 In case of a lack and/or inconsistency of information in the ext-SDS, verification 
through the ECHA dissemination website is needed9 – this is however not a 
guarantee that the downstream user will find all the necessary data/input 
parameters. 

 When searching the ECHA dissemination website, whenever possible the DU should 
search by substance name or EC number, rather than by CAS number. 

 A specific problem was faced, for example, in relation to the molecular weight 
missing in the substance SDS received from the supplier. For a pure substance it can 
be easily calculated, but for an UVCB substance it is not possible. Moreover, the 
molecular weight is part of section 1.1. of IUCLID which is not disseminated. This 
can be a limitation for the assessment at DU level. 

 Some inconsistency was found, in several cases, between the main body and 
annexes of the SDS – in such cases, the downstream user is uncertain on which 
information to use. 

 At least a certain level of expertise in risk assessment is necessary at DU level to 
extract the pertinent information from the ext-SDS.  

 Suppliers need to send good quality information to downstream users. 

 Whenever possible, suppliers should provide also the English version of the ext-SDS, 
as the expertise in downstream user companies may be centralised or outsourced 
and thus, in this case, the local language might be a barrier. 

 

                                                                 
7 http://echa.europa.eu/web/guest/information-on-chemicals/registered-substances  
8 http://www.echemportal.org/   
9 If DU uses information from ECHA’s website he should comply with the legal notice.   

http://echa.europa.eu/web/guest/information-on-chemicals/registered-substances
http://www.echemportal.org/
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ii. Collect information on the use(s) 

The downstream user will need to: 

 describe his use(s) by means of the use descriptor system10  

 collect information on the actual operational conditions and risk management 
measures (OC/RMM)  

 

iii. Perform the exposure assessment 

The exposure estimation is then done using the above mentioned information as input 
parameters.  

For information, a non-exhaustive list of assessment tools is provided in Annex II. In the 
context of his CSA the downstream user can use the tool, or version of the tool, he finds 
most appropriate. For this project the following were considered:  

 ECETOC TRA11, a tier 1 tool for both human health and environmental exposure 
assessment. 

NOTE: version 2 was used for this exercise; version 3 has been published in the 
meantime, in April 2012. 

 Chesar12, an application developed by ECHA for conducting chemical safety 
assessments and preparing chemical safety reports, as well as exposure scenarios 
for communication, which can then be annexed to the ext-SDS. Chesar allows 
reporting of exposure estimations based on several tools and/or measured data. 

NOTE: version 1.2. was used for this exercise – a plug-in to IUCLID, integrating 
ECETOC TRA v.2 for human health assessment and EUSES for environmental 
assessment. Chesar 2.0 has been released recently as a stand-alone tool. It is not 
yet possible to run the assessment for consumers – this feature is expected to be 
included in Chesar 2.1, in the future.  

 

In order to run the ECETOC TRA, a minimum set of substance parameters needs to be 
available to perform the exposure assessment. Please refer to each example for the 
details. 

Exposure estimation can also be derived by other means than exposure models, for 
example the OECD ESD (Emission Scenario Documents)13, as applicable. 

 

Learnings: 

 The data needed for the assessment must be considered on a case-by-case basis.  

 A good knowledge of/training in exposure assessment tools is needed, in order for 
the downstream user to be able to select the most appropriate tool and to run it 
within its applicability domain, even for a tier 1 tool. 

                                                                 
10 http://echa.europa.eu/documents/10162/17224/information_requirements_r12_en.pdf  
11 http://www.ecetoc.org/  
12 http://chesar.echa.europa.eu/  
13 http://www.oecd.org/document/46/0,3746,en_2649_34379_2412462_1_1_1_1,00.html  

http://echa.europa.eu/documents/10162/17224/information_requirements_r12_en.pdf
http://www.ecetoc.org/
http://chesar.echa.europa.eu/
http://www.oecd.org/document/46/0,3746,en_2649_34379_2412462_1_1_1_1,00.html
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 Due to the previous version of the Guidance on scope of exposure assessment14, in 
many registration dossiers no environmental assessment has been done. That would 
be the case for substances classified for human health only. When performing his 
own CSA, the downstream user should consider whether to run the environmental 
assessment, taking ECHA guidance into account, on a case-by-case basis, and 
applying expert judgment. 

 Whichever tool the downstream user chooses to conduct his assessment, the data 
should be checked carefully. Re-typing the information takes time and may lead to 
typing mistakes.  

 A functionality in Chesar which, in addition to allowing the import of IUCLID data 
from the registrant would also allow direct manual editing for the downstream 
user, would have important practical applications for the DU. 

 

Advice: 

 As the downstream user will need to conduct the assessment for his use and, in 
doing that, choose a particular (representative) set of OC/RMM, he could also test 
the different combinations of OC/RMM in a sort of sensitivity analysis. Although 
only the ones that correspond to safe use should be included in the CSR, it would 
be clear for the downstream user which are the boundaries for the safe use of that 
substance, and he may even wish to include more than one set of OC/RMM in own 
CSR, so as to broaden the scope of the ES and make it easier to implement at the 
next DU level. 

NB: This is only applicable for workers’ exposure assessment, not for consumers’ 
exposure estimation.  

 

iv. Refine the hazard assessment made by the supplier (if necessary/possible) 

In this project, this step was not relevant because the hazard assessment made by supplier 
was assumed to be appropriate. 

Nevertheless, the substance selection step of this project suggests the following learnings 
on this topic:  

 

Learnings: 

 At least a certain level of expertise in hazard/risk assessment is needed to 
determine whether DNELs and PNECs found in the SDS are relevant for the DU 
assessment. 

 The relevant DNELs/PNECs are needed in order for the downstream user to compare 
with his exposure estimates and derive Risk Characterisation Ratios. It is up to the 
risk assessor to define which values are appropriate considering the relevant route 
and duration of exposure. 

 For local effects, in most cases, a qualitative risk characterisation will be carried 
out, which may refer to RMMs preventing exposure.  

                                                                 
14 http://echa.europa.eu/web/guest/guidance-documents/guidance-on-information-requirements-and-
chemical-safety-assessment  

http://echa.europa.eu/web/guest/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/web/guest/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
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 If no toxicological reference values (e.g. DNEL) are available in the ext-SDS and on 
the ECHA website, it is not possible to perform a DU chemical safety assessment for 
human health. In this case the best approach would be for DU to go back to 
supplier, who could inquire the substance information exchange forum (SIEF).  

 

For more information on this procedure, please consult Chapter 7.10. of the ECHA 
Guidance for downstream users15. 

v. Create the exposure scenario 

When creating the exposure scenario, the exposure estimation (derived in step iii) was 
compared to the applicable DNEL/PNEC in order to conduct a risk characterisation. 

If the risk characterisation ratio (RCR) was below 1, the assessment stopped since safe use 
was demonstrated. If the RCR was above 1, the exposure assessment was further refined 
until the risk assessment passed.  

 

Learnings: 

 If RCR<1 using a simple exposure assessment tool, the effort required by the 
downstream user is minimal. Consequently, the DU CSA is a manageable exercise.  

 If RCR >1, the process of refinement may become very complex and might require a 
higher level of expertise, as a tier 2 tool or data generation (e.g. measured data) 
may be needed. 

 
 

vi. Generate the Chemical Safety Report  

For the worked examples, the documentation of the chemical safety assessment is 
presented in Annex I. 

According to Annex XII of REACH, the Chemical Safety Report should consist of: 

 Part A - a declaration that the downstream user 

(i)  implements the risk management measures outlined in the relevant 
exposure scenarios for his own uses, and  

(ii) communicates further down the supply chain the risk management 
measures outlined in the relevant exposure scenarios for the identified 
uses. 

 Part B – based on Section 9 – Exposure Assessment and Section 10 – Risk 
Characterisation of the CSR format set out in Section 7 of Annex I and other 
sections of that format, if appropriate. 

 

For Part A, the template of the CSR for registrants has been adapted and the following 
declarations are proposed:  

                                                                 
15 http://echa.europa.eu/documents/10162/17226/du_en.pdf 

http://echa.europa.eu/documents/10162/17226/du_en.pdf
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DECLARATION THAT RISK MANAGEMENT MEASURES ARE IMPLEMENTED AT OWN 
SITE  
 
Herewith Company [x] declares that the risk management measures (RMMs) outlined 
in the exposure scenario included in this chemical safety report are implemented by 
our company for its own uses. 
 
DECLARATION THAT RISK MANAGEMENT MEASURES ARE COMMUNICATED  

Herewith company [x] declares that the risk management measures (RMMs) outlined 
in the exposure scenario included in this chemical safety report for the identified 
use are communicated down the supply chain [by means of the extended Safety Data 
Sheet]. 

 
The above text was adapted for each example, as applicable, e.g. the first declaration is 
irrelevant if the assessment is performed only for a use downstream of the formulator and 
the second declaration is irrelevant if the assessment is performed only for the DU’s own 
use.  
 
Since the hazard and PBT/vPvB assessment made by the supplier or the information 
collected on ECHA’s dissemination website was assumed to be appropriate, it was also 
decided to document this fact:  
 

STATEMENT ON THE HAZARD AND PBT/vPvB ASSESSMENTS REPORTED IN THE 
SAFETY DATA SHEET SUPPLIED AND/OR GATHERED FROM OTHER SOURCES OF 
INFORMATION 

Company [x] assumes the hazard and PBT/vPvB assessments reported in the safety 
data sheet of [supplier], version [number] date [date] and/or the information on the 
hazard and PBT/vPvB assessments gathered from other sources to be appropriate. 
For this reason, company [x] has used the relevant information reported by the 
supplier and/or gathered from other sources for the risk characterisation for further 
risk assessment. 

 

 

Part B basically consists of an exposure scenario. The format of the exposure scenario is 
not defined in the legal text. For this reason, different formats have been used by 
registrants and are being received by downstream users. Some proposals of “ES format” 
are included in several Guidance or practical examples published by ECHA (please see 
Annex II “References and advised documents”). For this exercise, the format chosen for 
each example was the one considered most appropriate by each member, based on the 
formats published by ECHA.  

For the presentation of the exposure assessment results, two options are given in the 
examples:  

 filling of a table following the format proposed by ECHA, or  

 copying the ECETOC TRA output and pasting it in the same format.  
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Advice related to documentation: 

 In Part A, if applicable, the DU should state that he will be using the hazard and 
PBT/vPvB assessment reported in the ext-SDS supplied to him, with a clear 
reference to the version and date of the ext-SDS, as well as to the name of 
supplier. 

 Include a table with the data that have been used for the chemical safety 
assessment, with a reference to their source (e.g. SDS from supplier, ECHA’s 
dissemination website).  

 When using data from ECHA’s dissemination website, read the legal disclaimer and 
keep a print-out of the information for record. As for other REACH-related 
documentation, all records should be kept for 10 years after the last supply of the 
substance/mixture. 

 Consider filing the DU CSA/CSR together with the supplier’s ext-SDS. 

 

The DU will need to annex the exposure scenario resulting from the chemical safety 
assessment to his own SDS, if relevant to the recipient of the SDS. 
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6. Report to ECHA on the intent to perform a DU CSA 

Currently the DU has the possibility to submit his report using IUCLID 5 or a dedicated 
webform. For both, the DU will need to create an account in REACH-IT. 

For the completion of the report using IUCLID, please consult the “Data Submission Manual, 
Part 21 – How to prepare and submit a Downstream User Report using IUCLID 5”16. For the 
completion of the report using the webform, please consult the respective ECHA website 
section17.  

After creation of a DU Report dossier in IUCLID, it should be submitted in REACH-IT. If 
using the webform, the information is directly submitted. However, in this last option, the 
information needs to be filled at once, i.e. the DU cannot save part of the information and 
login later to finish his report. 

 

i. Content of the report 

The following table shows the information that the DU needs to report to ECHA, according 
to Article 38 (2), and relates it to the respective section in IUCLID 5: 

Information item Section in IUCLID 5 

The identity and contact details of the downstream user 1.1 “Identification” 

3.3 “Sites” 

The identity of the manufacturer or importer or other supplier 1.7 “Suppliers” 

The registration number(s), if available 1.3 “Identifiers” 

The identity of the substance 1.1 “Identification” 

1.2 “Composition” 

A brief general description of the downstream user's use +  3.5 “Identified uses” 

Description of the conditions of use  13. “Assessment reports” 

A proposal for tests if considered that testing on vertebrate animals 
is necessary to complete the downstream user chemical safety 
assessment, and DU uses the substance in a total quantity of 1 
tonne or more per year 

Sections 4 to 7, relevant 
endpoint study record(s)  

 

 

According to article 38 (2) (d) of REACH, the downstream user needs to inform ECHA about 
the “identity of the manufacturer or importer or other supplier as specified in Section 1.1. 
of Annex VI”, which refers to “Registrant”. In practice, the DU can only indicate the 
identity of his direct supplier (who can be, e.g. a distributor or another formulator). 
Indeed, both in IUCLID and in the webform the information requested is the name of the 
supplier. 

When using IUCLID, the “brief general description” of use should consist of a document to 
attach to section 13. ECHA has prepared a recommended template18 for this purpose. 

 

                                                                 
16 http://echa.europa.eu/documents/10162/17248/dsm21_how_to_sunmit_dur_v1-0_en.pdf  
17 http://echa.europa.eu/web/guest/support/dossier-submission-tools/reach-it/downstream-user-report  
18 http://echa.europa.eu/documents/10162/13653/dsm21_conditions_use_template_en.doc  

http://echa.europa.eu/documents/10162/17248/dsm21_how_to_sunmit_dur_v1-0_en.pdf
http://echa.europa.eu/web/guest/support/dossier-submission-tools/reach-it/downstream-user-report
http://echa.europa.eu/documents/10162/13653/dsm21_conditions_use_template_en.doc
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Learnings: 

 The installation of IUCLID 5 is time consuming. It may nevertheless be a good option 
if the DU is simultaneously a supplier and is already familiarised with the tool. 

 For a user already familiarised with IUCLID, the creation of a DU Report in IUCLID 5 
for a limited number of uses is estimated to take around 2 hours. 

 The webform is a simpler tool which will be the preferred option for DU without 
knowledge of IUCLID. Filling of the webform is estimated to take around 1 hour. 

 

 

Advice:  

 The downstream user should apply the Use Descriptor System when describing his 
use(s). Other additional means of describing the use(s) are not excluded. 

 If using IUCLID, for the “brief general description of use” the downstream user 
should use the template prepared by ECHA. 
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7. Concluding remarks and next steps 

In case a use and conditions of use are not covered (and scaling is not possible), the 
Downstream User Chemical Safety Assessment may be an interesting option for the 
downstream user to ensure REACH compliance with regard to downstream user’s use and 
exposure duties.  

One of the main advantages of this option is that the downstream user becomes 
independent of decisions or assessments made by their individual manufacturer/importer 
for use coverage. It also removes uncertainty for the DU.  

Generally, it was concluded that the quality of the extended Safety Data Sheets needs to 
be further improved, as the substance data communicated is not always sufficient to 
follow this option. This is particularly relevant when the data is not accessible from other 
sources or cannot be obtained from the supplier (e.g. complex supply chains).  

It was also concluded that, even for a simple case, a certain degree of expertise is 
required to perform the DU CSA. Some scientific and/or risk assessment background is 
desirable in order to avoid mistakes in safe use assessment and to identify deficiencies in 
substance-related information (e.g. incorrect values, statements,…). 

The “refinement of the hazard assessment made by supplier” was not addressed in this 
project due to the complexity of the procedure. It is also not expected that it will be a 
common situation.   

Another concern is the tight deadline for reporting to ECHA the intent to perform a DU CSA 
and for performing the CSA itself. As with the other options in case a use is not covered, 
the downstream user is faced with a challenging timeframe to fulfill his legal obligations 
under REACH. 

It is important for the downstream user to be aware of the fact that the boundaries 
between DU CSA and “scaling”19 are sometimes difficult to define. In some situations 
“scaling” can be the preferred and easiest option. More guidance on this topic is expected 
in order to enable downstream users to comply with their duties under REACH. 

 

                                                                 
19 Page 46 of the Guidance for Downstream Users: http://echa.europa.eu/documents/10162/17226/du_en.pdf  

http://echa.europa.eu/documents/10162/17226/du_en.pdf
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Annex I 
Practical examples of DU CSR 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Disclaimer: 

These examples are for illustrative purposes only and do not necessarily correspond to a 
real situation. Because experience with receiving extended Safety Data Sheets is still 
limited, some members involved in this project have not received SDS with some of their 
uses missing. In such cases, for the sake of the exercise, it was assumed the use had not 
been covered.  
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Example 1 – Surfactant 

 

Analysis:  

Consumer use of the substance in a cleaning product and a cosmetic product missing in the 
supplier’s extended SDS. 

 

Example 1 

Consumer use of surfactant in a cleaning product & a cosmetic product (SU21:PC35, PC39) 

Substance 

Surfactant 

Uses not covered 

Consumer use 

Application considered 

Hand dish wash product (maximum reported concentration – 11%)20 

Toilet block (maximum concentration - 1%)21 

Hair and skin rinse-off products. 

Scope of exposure  

Human health (consumer) and environment 

Exposure Assessment Tool 

ECETOC TRA v.2 human health (consumer): PC35 sentinel approach for toilet block, 
product subcategory for hand dish wash, i.e. “laundry and dish washing products” 

ECETOC TRA v.2 environment: ERC8a 

Hazard Assessment 

The DU will use the hazard assessment of the supplier. 

No DNEL for inhalation provided by supplier – rely on suppliers’ approach (exposure-based 
waiving) as substance has low volatility and this is not a relevant route of exposure. 

Only dermal exposure route is relevant. 

General level of information 

Not all the information was available from the SDS (missing or typo mistakes) and it was 
necessary to obtain it from ECHA’s dissemination website. The data available from SDS and 
from ECHA’s website were different, which can create difficulty when running the 
assessment. 

 

Specific remarks: 

 For a UVCB substance, if details on the composition of the substance as supplied (such 
as average molecular weight or molecular weight distribution) are not provided, the DU 
cannot follow the same approach as the supplier. 

 This scenario covers a wide dispersive use initially not covered by the supplier 
registration dossier. It was considered that the DU Legal Entity puts on the market a 
total of 485 tonnes for both uses. This does not consider other sources of emission as 
the DU only owns the information about his own downstream uses, consequently the 
PEC regional was calculated only taking into consideration these specific uses. 

                                                                 
20 HERA Project - Human and Environmental Risk Assessment, http://www.heraproject.com/  
21 Company specific input 

http://www.heraproject.com/
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DU CSR for Example 1 

 

 

 

DOWNSTREAM USER 

CHEMICAL SAFETY REPORT 
 

 

 

 

 

 

 

 

 

 

Substance Name: Surfactant (exact name not provided for confidentiality reasons) 

EC Number: [number] 

CAS Number: [number] 

Registration Number: [number] 

Date of Generation/Revision: 10-11-2011 

Author: A.I.S.E./Cosmetics Europe 

Report submission number: [number obtained in REACH-IT] 
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Part A  
 
 
1. SUMMARY OF RISK MANAGEMENT MEASURES  

The risk management measures are described in the Exposure Scenarios in Part B of the 
present downstream user chemical safety report. 
 

2. DECLARATION THAT RISK MANAGEMENT MEASURES ARE IMPLEMENTED  

Not applicable. 
 
3. DECLARATION THAT RISK MANAGEMENT MEASURES ARE COMMUNICATED  

Herewith company A declares that the risk management measures (RMMs) outlined in the 
exposure scenario included in this chemical safety report for the identified use are 
communicated down the supply chain. 

 
4. STATEMENT ON THE HAZARD AND PBT/vPvB ASSESSMENTS REPORTED IN THE SAFETY 
DATA SHEET SUPPLIED AND/OR GATHERED FROM OTHER SOURCES OF INFORMATION 

Company A assumes the hazard and PBT/vPvB assessments reported in the safety data 
sheet of [supplier], version 1.0, September 2011 and/or the information on the hazard and 
PBT/vPvB assessments gathered from other sources to be appropriate. For this reason, 
company A has used the relevant information reported by the supplier and/or gathered 
from other sources for the risk characterisation for further risk assessment. 

 

NB: The following table refers to the data used in the scope of this assessment and its 
source. 

Parameter used in the DU 
assessment 

Value & unit Source/Reference 

Molecular weight 342.52 g/mol 
Calculation made based on the 
chemical formula of the 
substance 

 

Physical form of substance 
Liquid SDS, section 9 

Vapour pressure  <0.31 Pa 

European Chemicals Agency, 
http://echa.europa.eu/ 

(save screenshot of the day the 
value was checked) 

Water solubility 400 mg/L (value of the CMC) 

European Chemicals Agency, 
http://echa.europa.eu/ 

(save screenshot of the day the 
value was checked) 

Partitioning coefficient (Kow) Log Kow = 4.2 SDS, section 9 

Biodegradability in water 
Readily biodegradable fulfilling 
the 10-day window 

SDS, section 12 

http://echa.europa.eu/
http://echa.europa.eu/
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Set of relevant DNELs 

DNEL general population, Long-
term -systemic effects, ORAL = 
7.5 mg/kg bw/day 

DNEL general population, Long-
term -systemic effects, DERMAL 
= 7.5 mg/kg bw/day 

DNEL general population, Long-
term -systemic effects, 
INHALATION = Exposure based 
waving 

European Chemicals Agency, 
http://echa.europa.eu/ 

(save screenshot of the day the 
value was checked) 

Additional toxicological data 
Bioavailability : Skin 
penetration 10% 

SDS, section 11 

A set of PNECs 

 

- PNEC aqua 
(freshwater):0.0135 mg/L 

- PNEC aqua (marine water): 
0.00135 mg/L 

- PNEC sediment (freshwater): 
1 mg/kg sediment dw 

- PNEC sediment (marine 
water): 0.1 mg/kg sediment dw 

- PNEC soil: 0.8 mg/kg soil dw 

- PNEC STP: 3000 mg/L 

SDS, section 8 

Classification 
4%<Eye irritant 2<10%<Eye 
damage 1 

SDS section 2 

 

http://echa.europa.eu/
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Part B 
 

1. ES 1: Consumer end-use (SU 21); Consumer use of surfactant in a cleaning product & a 
cosmetic product 
 

1. Title of Exposure scenario 

 

Environment: Wide dispersive indoor use of substance in cleaning & cosmetic products, 
release intended 

ERC 8a 

Consumer 

Use in cosmetic PC 39 

Use in hand dishwashing  PC 35 

Use in toilet cleaners PC 35 

 

2. Conditions of use affecting exposure 

2.1 Control of environmental exposure: wide dispersive indoor use of  processing aids (ERC 8a) 

Conditions and measures related to municipal sewage treatment plant 

Presence of a municipal STP. Removal rate by STP is 87.7%. 

2.2 Control of consumers exposure for Use in cosmetic (PC 39) 

Human exposure assessment of cosmetics is not required under REACH and thus only environmental 
exposure assessment was performed. 

2.3 Control of consumers exposure for Use of hand dishwashing product (PC 35) 

Product characteristics 

Covers concentration of substance in product up to 11 %. 

Amount used, frequency and duration of use/exposure 

For each use event, covers use amount up to 250 grams (ECETOC TRA v.2 default parameter for a sub-
product category 2). 
Covers daily use. 

2.4 Control of consumers exposure for Use in toilet cleaner (PC 35) 

Product characteristics 

Covers concentration of substance in product up to 1 %. 

Amount used, frequency and duration of use/exposure 

For each use event, covers use amount up to 335 grams (ECETOC TRA v.2 default parameter for a 
sentinel approach). 
Covers daily use. 

 

3. Exposure estimation and reference to its source 

 

Environment 

Release route Release rate (kg/day) Release estimation method 

Water 1 x 48.5 x 1000 /365 = 
132.9 

ERC - ERC 8a (100%) 

Air 1 x 48.5 x 1000 /365 = 
132.9 

ERC - ERC 8a (100%) 

Soil  ERC - ERC 8a (n.a) 
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Protection target Exposure estimate 
(based on: ECETOC 
TRA v.2) 

PNEC RCR 

Freshwater (pelagic) 1.79E-3 mg/L 0.0135 mg/L 0.133 

Freshwater (sediment) 5.98E-2 mg/kg d.w. 1 mg/kg sediment dw 5.98E-2 

Marine water (pelagic) 1.34E-3 mg/L 0.00135 mg/L 0.995 

Marine water (sediment) 4.48E-2 mg/kg d.w. 0.1 mg/kg sediment dw 0.448 

Freshwater food chain (predators)    

Marine water food chain (predators)    

Marine water food chain (top predators)    

Effluent 1.64E-2 mg/L 3000 mg/L 5.46E-6 

Agricultural soil 1.09E-2 mg/kg d.w. 0.8 mg/kg soil dw 1.36E-2 

Terrestrial food chain (predator)    

 
 

Risk characterisation for man via the environment 

Inhalation: RCR = 3.72E-5 combined risk inhalation and oral using ECETOC TRA v.2 

Oral: RCR = 3.72E-5 combined risk inhalation and oral using ECETOC TRA v.2 

 

 

Consumer exposure 

Long-term, systemic 

Contributing scenario Inhalation Dermal Oral Combined routes 

Use in cosmetic (PC 39) Human exposure assessment of cosmetics is not covered by REACH and thus 
they are considered for environmental exposure only. 

Use of hand dishwashing 
product (PC 35) 

DNEL not available 

Not relevant route 
of exposure 

Chemical has low 
volatility and 
product is not 
aerosolised during 
use, therefore the 
inhalation of the 
surfactant is not 
relevant 

DNEL : 7.5 mg/kg 
bw 

Exposure: 1.54 
mg/kg bw/day 

RCR: 0.21 

ECETOC TRA v.2 
Reference to 
Subcategory 2 
PC35 with 
Application of 
skin penetration 
value of 10% 

DNEL : 7.5 
mg/kg bw 

Not addressed 
with ECETOC 
TRA v.2 

External 
exposure 
estimation tool 
- ECETOC TRA 
v.2 
Reference to 
Subcategory 2 
PC35 

RCR: 0.21 
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Use of toilet cleaner 
products (PC 35) 

DNEL not available 

Not relevant route 
of exposure 

Chemical has low 
volatility and 
product is not 
aerosolised during 
use, therefore the 
inhalation of the 
surfactant is not 
relevant  

DNEL : 7.5 mg/kg 
bw 

Exposure: 1.42 
mg/kg bw/day 

RCR: 0.19 

ECETOC TRA v.2 
Reference to 
Sentinel product  
PC35 with 
Application of 
skin penetration 
value of 10% 

DNEL : 7.5 
mg/kg bw 

Not addressed 
with ECETOC 
TRA v.2 

External 
exposure 
estimation tool 
- ECETOC TRA 
v.2 
Reference to 
Sentinel 
product PC35 

RCR: 0.19 

 

Risk characterisation for acute systemic 

Not required as no hazard identified. 
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Example 2 – Solvent  

 

Analysis:  

Four suppliers’ ext-SDS were reviewed for the same solvent. Two suppliers included PROC5 
in their ES for Industrial Formulation. The other two suppliers did not include PROC5 in 
their ES for Industrial Formulation.  

 

Example 2 

Industrial use of a solvent for mixing and blending in batch processes. 

Substance 

Solvent 

Uses not covered 

PROC 5 for Industrial worker: Mixing or blending in batch processes for formulations 
(multistage and/or significant contact). 

[SU3, SU10, PROC5, ERC2] 

This non covered use has impact on DU Formulator, but not on any further downstream 
uses. 

Application considered 

- 

Scope of exposure  

Human health and environment. 

Exposure Assessment Tool 

ECETOC TRA v.2 

Hazard Assessment 

Agreement with hazard assessment of the suppliers. 

General level of information 

Information needed as input for ECETOC TRA v.2 was available from supplier ext-SDS, only 
the molecular weight required some extra investigation. 

 
 
Specific remarks:  
 

 For this example, both Chesar 1.2 and ECETOC TRA v.2 were applied and both results 
are presented. 

 Although the contributing scenario for environment was empty in suppliers ES, an ERC 
was mentioned. 

 When in the ext-SDS there is a reference to the exposure assessment tool used by 
registrant/supplier, the downstream user could try to run the tool himself to cross-
check the values. 
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DU CSR for Example 2 
Version 1 – use of ECETOC TRA v.2 

 

 

 

DOWNSTREAM USER 

CHEMICAL SAFETY REPORT 

 

 

 

 

 

 

 

 

 

 

 

Substance Name: Solvent (exact name not provided for confidentiality reasons) 

EC Number: [number] 

Registration Number: [number] 

Version Number: 1 

Date of Generation/Revision: 20-01-2012 

Downstream User Identity: Company B (Fecc member company) 

Report submission number: [number obtained in REACH-IT] 
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Part A  
 
1. SUMMARY OF RISK MANAGEMENT MEASURES  
 
The risk management measures are described in the Exposure Scenario in Part B of the 
present downstream user chemical safety report. 
 

2. DECLARATION THAT RISK MANAGEMENT MEASURES ARE IMPLEMENTED  

Herewith Company B declares that the risk management measures (RMMs) outlined in the 
exposure scenario included in this chemical safety report are implemented by our company 
for its own uses. 
 
3. DECLARATION THAT RISK MANAGEMENT MEASURES ARE COMMUNICATED  

Not applicable. 
 
4. STATEMENT ON THE HAZARD AND PBT/vPvB ASSESSMENTS REPORTED IN THE SAFETY 
DATA SHEET SUPPLIED AND/OR GATHERED FROM OTHER SOURCES OF INFORMATION 

Company B assumes the hazard and PBT/vPvB assessments reported in the safety data 
sheet of [supplier], version [number] date [date] and/or the information on the hazard and 
PBT/vPvB assessments gathered from other sources to be appropriate. For this reason, 
company B has used the relevant information reported by the supplier and/or gathered 
from other sources for the risk characterisation for further risk assessment. 

NB: The following table refers to the data used in the scope of this assessment and its 
source 
 

Parameter used in the DU 
assessment 

Value & unit Source/Reference 

Molecular weight 32 g/mol SDS solvent 

Physical form of substance Liquid SDS solvent 

Vapour pressure  16927 Pa at 25°C SDS solvent 

Set of relevant DNELs 

Dermal Long term Systemic 40mg/kg/d SDS solvent 

Inhalation Long term Systemic 260 
mg/kg/d 

SDS solvent 
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Part B 

1. ES 1: Multistage batch mixing in Industrial Formulation (SU 3) 
 

1. Title of Exposure scenario 

Industrial use (SU 3) 

Mixing or blending in batch processes for formulations and articles (multistage and/or significant 
contact) (PROC5) 

Formulation of preparations and/or repacking (SU10) 

This ES covers a missing own use for Company B (a DU Formulator) and consist of one Contributing 
Scenario for Environment and one Contributing Scenario for Worker. The Contributing Scenario for 
Environment makes reference to the registrant’s assessment of Formulators local environment (site 
dependent, not process category dependent). This missing own use, essentially being a process 
category, does not lead to any additional later life cycle step, compared to registrants/suppliers ES. 
Please refer to registrants/suppliers ES for later life cycle stages. 

Environment: Industrial Formulation ERC 2 

Worker 

Mixing in batch processes for formulation of preparations (multistage and/or 
significant contact) 

PROC 5 

 

2. Conditions of use affecting exposure 

2.1 Control of environmental exposure: ERC 2 

For control of environmental exposure from Formulators site, please refer to registrants/ suppliers ES 
for Formulation. 

2.2 Control of workers exposure for (PROC 5) 

Product characteristics 

Liquid. 
Concentration up to 100% (unless otherwise stated). 

Amount used, frequency and duration of use/exposure 

Up to 8 hours/day (unless otherwise stated). 

Human factors not influenced by risk management 

Exposed skin surfaces 2 hands face only (480 cm2). 

Other operational conditions affecting workers exposure 

Indoor. 

Technical conditions and measures 

Provide extract ventilation to points where emissions occur (> 1 hours/day, 100% concentration), (> 4 
hours/day, 5-25% concentration). 
Good general ventilation at workplace assumed. 

Organisational measures to prevent/limit release, dispersion and exposure 

No specific measured identified. 

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

No specific measures identified 

Additional good practice advice beyond the REACH CSA 

Assumes a good basic standard of occupational hygiene is implemented. 
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3. Exposure estimation and reference to its source 

 

Environment 

Please refer to registrant’s/supplier’s ES for Formulation. Registrant/supplier lists ERC2. 

 

Risk characterisation for man via the environment 

Please refer to registrants/suppliers ES for Formulation. 

 

Worker exposure 

Estimation is calculated with ECETOC TRA v. 2 Worker for PROC5 

 

 

4. Guidance to DU to evaluate whether he works inside the boundaries set by the ES (in relation to 
potential for scaling) - adapting parameters of use of substance to individual conditions 

  

Environment 

Please refer to registrant’s/supplier’s ES for Formulation. 

Workers 

ECETOC TRA v.2 has been used to estimate workers exposure for PROC5. Scaling of PROC5 can be made 
by ECETOC TRA v.2. http://www.ecetoc.org/tra 
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DU CSR for Example 2 
Version 2 – use of Chesar, part B of CSR only 

 

 

 

 

ES FOR COMMUNICATION 

 

 

 

 

Table of contents 

1. ES 1: Formulation (SU 3); Formulation stage 

2. ES 2: Formulation (SU 3); Formulation Short time use 

3. ES 3: Formulation (SU 3); Formulation LEV + Low concentration 

 

 

 

 

 

Substance Name: Solvent 

EC Number: number 

CAS Number: number 

Registration Number: 

Date of Generation/Revision: 2011-12-15 

Author: Company B (Fecc member company) 
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1. ES 1: Formulation (SU 3); Formulation stage 
 

1. Title of Exposure scenario 

 

Environment: Formulation stage  ERC 2 

Worker 

Use related to formulation PROC 5 

 

2. Conditions of use affecting exposure 

2.1 Control of environmental exposure: Formulation stage [edit] (ERC 2) 

2.2 Control of workers exposure for Use related to formulation [edit] (PROC 5) 

Amount used, frequency and duration of use/exposure 

Operation carried out for <= 4 hours 

Other operational conditions affecting workers exposure 

Process at room temperature 
Good general ventilation at workplace assumed. 
Indoor use assumed 
Exposed skin surface assumed: Two hands face (480 cm2) 

Technical and organisational conditions and measures 

Partially closed mixing and blending of chemicals. No open substance transfers. 

 

3. Exposure estimation and reference to its source 

 

Environment 

Please refer to registrant’s/supplier’s ES for Formulation. 

 

Worker exposure 

Long-term, systemic 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Use related to formulation 
(PROC 5) 

Exposure: 
200.3 mg/m³ 

RCR: 0.77 

Exposure: 
13.71 mg/kg 
bw/day 

RCR: 0.343 

RCR: 1.113 Inhal: Extended TRA 
workers 

Derm: Extended TRA 
workers 

 

Acute systemic 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Use related to formulation 
(PROC 5) 

Exposure: 

RCR: 

Exposure: 

RCR: 

RCR: Inhal: 

Derm: 
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Local effects via inhalation route 

Contributing scenario Acute Long term Exposure estimation Method 

Use related to formulation (PROC 5) Exposure: 

RCR: 

Exposure: 
200.3 mg/m³ 

RCR: 0.77 

Acute: 

Long term: Extended TRA 
workers 

 

Local effects via dermal route 

Not required as no hazard identified 

 

2. ES 2: Formulation (SU 3); Formulation Short time use 
 

1. Title of Exposure scenario 

 

Environment: Formulation Short time use ERC 2 

Worker 

Use in formulation 15 min to 1 hour PROC 5 

 

2. Conditions of use affecting exposure 

2.1 Control of environmental exposure: Formulation Short time use (ERC 2) 

2.2 Control of workers exposure for Use in formulation 15 min to 1 hour (PROC 5) 

Amount used, frequency and duration of use/exposure 

Operation carried out for <= 1 hours 

Other operational conditions affecting workers exposure 

Process at room temperature. 
Good general ventilation at workplace assumed. 
Indoor use assumed. 
Exposed skin surface assumed: Two hands face (480 cm2) 

Technical and organisational conditions and measures 

Partially closed mixing and blending of chemicals. No open substance transfers. 

 

3. Exposure estimation and reference to its source 

 

Environment 

Please refer to registrant’s/supplier’s ES for Formulation. 

 

Worker exposure 

Long-term, systemic 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Use in formulation 15 min to 
1 hour (PROC 5) 

Exposure: 
66.75 mg/m³ 

RCR: 0.257 

Exposure: 
13.71 mg/kg 
bw/day 

RCR: 0.343 

RCR: 0.6 Inhal: Extended TRA 
workers 

Derm: Extended TRA 
workers 
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Acute systemic 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Use in formulation 15 min to 
1 hour (PROC 5) 

Exposure: 

RCR: 

Exposure: 

RCR: 

RCR: Inhal: 

Derm: 

 

Local effects via inhalation route 

Contributing scenario Acute Long term Exposure estimation Method 

Use in formulation 15 min to 1 hour 
(PROC 5) 

Exposure: 

RCR: 

Exposure: 
66.75 mg/m³ 

RCR: 0.257 

Acute: 

Long term: Extended TRA 
workers 

 

Local effects via dermal route 

Not required as no hazard identified 

 

3. ES 3: Formulation (SU 3); Formulation LEV + Low concentration 
 

1. Title of Exposure scenario 

 

Environment: Formulation LEV + Low concentration ERC 2 

Worker 

Use in formulation with LEV PROC 5 

Use in formulation at low concentration PROC 5 

 

2. Conditions of use affecting exposure 

2.1 Control of environmental exposure: Formulation LEV + Low concentration (ERC 2) 

2.2 Control of workers exposure for Use in formulation with LEV (PROC 5) 

Amount used, frequency and duration of use/exposure 

Operation carried out for <= 8 hours 

Other operational conditions affecting workers exposure 

Process at room temperature. 
Good general ventilation at workplace assumed. 
Indoor use assumed. 
Exposed skin surface assumed: Two hands face (480 cm2) 

Technical and organisational conditions and measures 

Partially closed mixing and blending of chemicals. No open substance transfers. 
Provide extract ventilation to points where emissions occur. Effectiveness [Effectiveness 
Inhalation: 90% ; Dermal: 99.5%] 

2.3 Control of workers exposure for Use in formulation at low concentration (PROC 5) 

Product characteristics 

Concentration of substance in product 5 – 25% 

Amount used, frequency and duration of use/exposure 

Operation carried out for <= 4 hours 
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Other operational conditions affecting workers exposure 

Process at room temperature 
Good general ventilation at workplace assumed. 
Indoor use assumed 
Exposed skin surface assumed: Two hands face (480 cm2) 

Technical and organisational conditions and measures 

Partially closed mixing and blending of chemicals. No open substance transfers. 

 

3. Exposure estimation and reference to its source 

 

Environment 

Please refer to registrant’s/supplier’s ES for Formulation. 

 

Worker exposure 

Long-term, systemic 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Use in formulation with LEV 
(PROC 5) 

Exposure: 
33.38 mg/m³ 

RCR: 0.128 

Exposure: 
0.069 mg/kg 
bw/day 

RCR: 0.002 

RCR: 0.13 Inhal: TRA workers 

Derm: TRA workers 

Use in formulation at low 
concentration (PROC 5) 

Exposure: 
120.2 mg/m³ 

RCR: 0.462 

Exposure: 
13.71 mg/kg 
bw/day 

RCR: 0.343 

RCR: 0.805 Inhal: TRA workers 

Derm: TRA workers 

 

Acute systemic 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Use in formulation with LEV 
(PROC 5) 

Exposure: 

RCR: 

Exposure: 

RCR: 

RCR: Inhal: 

Derm: 

Use in formulation at low 
concentration (PROC 5) 

Exposure: 

RCR: 

Exposure: 

RCR: 

RCR: Inhal: 

Derm: 

 

Local effects via inhalation route 

Contributing scenario Acute Long term Exposure estimation Method 

Use in formulation with LEV (PROC 5) Exposure: 

RCR: 

Exposure: 
33.38 mg/m³ 

RCR: 0.128 

Acute: 

Long term: TRA workers 
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Use in formulation at low 
concentration (PROC 5) 

Exposure: 

RCR: 

Exposure: 
120.2 mg/m³ 

RCR: 0.462 

Acute: 

Long term: TRA workers 

 

Local effects via dermal route 

Not required as no hazard identified 
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Example 3 – Hardener 

 
Analysis: 

An oligomeric hardener (crosslinker) used in industrial/professional coatings and adhesives 
was considered. Spraying of the material in an industrial setting was not covered in the 
extended SDS received. 

 
 

Example 3 

Industrial spray application of coating/adhesive 

Substance 

Oligomeric hardener 

Uses not covered 

Industrial spraying (PROC 7) 

Application considered 

Spraying of product containing hardener (in the range of 50%). 

Scope of exposure  

Human health (workers) 

Exposure Assessment Tool 

ECETOC TRA v.2 

Hazard Assessment 

Agreement with hazard assessment of the supplier. 

General level of information 

All the required information was available in the received ext-SDS, some of it was taken 
from the exposure scenarios covering other industrial applications. 

 
Specific remarks: 
 

 The received extended SDS covered all industrial application methods except spraying. 
It was assumed that environmental emissions are unaffected by the change in (indoor) 
application method, so the supplier’s assessment would remain applicable and no 
environmental assessment was necessary by the DU. 

 For this example, all other steps preceding/related to this use, e.g. handling, mixing 
etc., remain as covered by the supplier’s CSA and the scope of the DU CSA is specifically 
only the spraying step. 

 The operational conditions, measures related to personal protection,.., are described 
briefly in the ES. More detail would be needed in a real CSR. 
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DU CSA for Example 3 

 

 

 

 

 

 

 

 

DOWNSTREAM USER 

CHEMICAL SAFETY REPORT 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Substance Name: Hardener (exact name not provided for confidentiality reasons) 

EC Number: number 

Registration Number: [number] 

Version Number: 1 

Date of Generation/Revision: 17-02-2012 

Downstream User Identity: Company C (CEPE member company) 

Report submission Number: number 
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Part A  
 
1. SUMMARY OF RISK MANAGEMENT MEASURES  
 
The risk management measures are described in the Exposure Scenario in Part B of the 
present downstream user chemical safety report. 
 

2. DECLARATION THAT RISK MANAGEMENT MEASURES ARE IMPLEMENTED  

Not applicable. 
 
3. DECLARATION THAT RISK MANAGEMENT MEASURES ARE COMMUNICATED  

Herewith company C declares that the risk management measures (RMMs) outlined in the 
exposure scenario included in this chemical safety report for the identified use are 
communicated down the supply chain by means of the extended Safety Data Sheet. 

 
4. STATEMENT ON THE HAZARD AND PBT/vPvB ASSESSMENTS REPORTED IN THE SAFETY 
DATA SHEET SUPPLIED AND/OR GATHERED FROM OTHER SOURCES OF INFORMATION 

Company C assumes the hazard and PBT/vPvB assessments reported in the safety data 
sheet of [supplier], version 2.3, February 2011 and/or the information on the hazard and 
PBT/vPvB assessments gathered from other sources to be appropriate. For this reason, 
company C has used the relevant information reported by the supplier and/or gathered 
from other sources for the risk characterisation for further risk assessment. 
  

NB: The following table refers to the data used in the scope of this assessment and its 
source 

Parameter used in 
the DU assessment 

Value & unit Source/Reference 

Molecular weight 561 g/mol SDS, exposure scenario for 
other industrial applications 

Physical form of 
substance 

Liquid SDS, Section 9 

Vapour pressure  0.0025 Pa at 20°C SDS, exposure scenario for 
other industrial applications  

Set of relevant DNELs 

- DNEL workers, Acute / Short term exposure 
- local effects, inhalation = 0.7 mg/m³ 

SDS, Section 8 
- DNEL workers, Long-term exposure -local 
effects, inhalation = 0.35 mg/m³ 

Worker occupational 
exposure limits 

TWA 0.02 mg/m³ SDS, Section 8 

Classification 

Acute Tox. 3  

H331: Toxic if inhaled. 

Skin Sens. 1  

H317: May cause an allergic skin reaction. 

STOT Single Exp. 3  

H335: May cause respiratory irritation. 
Affected organs: respiratory tract 

SDS, Section 2 
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Part B 
 
1. ES 1: Industrial Use (SU 3); Industrial spray application of coating/adhesive 
 

1. Title of Exposure scenario 

Industrial Use (SU 3) 

Environment 

Industrial use resulting in inclusion into or onto a matrix  ERC 5 

Worker 

Industrial spraying PROC 7 

 

2. Conditions of use affecting exposure 

2.1 Control of environmental exposure: Industrial use resulting in inclusion into or onto a 
matrix (ERC 5) 

For control of environmental exposure from application site, please refer to registrant’s/ 
supplier’s ES for application. 

2.2 Control of workers exposure for Industrial spraying (PROC 7) 

Product characteristics 

Liquid paint formulation.  

Amount used, frequency and duration of use/exposure 

Substance present in the range of 50% in the ready-for-use mixed paint product for spray 
application. Task repeated several times per 8-hour shift. <= 220 days/year. 

Other operational conditions affecting workers exposure 

Indoor, room temperature. Application in enclosed spray booth. LEV 90%. 

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

Full body work suit, gloves, full-face respirator mask with external air supply.  

Additional good practice advice beyond the REACH CSA 

Use good occupational hygiene practices. 

 

3. Exposure estimation and reference to its source 

 

Environment 

Please refer to registrant’s/ supplier’s ES for application. 

 

Risk characterisation for man via the environment 

Please refer to registrant’s/ supplier’s ES for application. 
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Worker exposure 

Long-term, local 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Industrial spraying (PROC 7) Exposure: 
0.21 mg/m³ 

RCR: 0.6 

Qualitative 
assessment: 
due to the 
RMMs applied 
it is 
considered 
that the risks 
of dermal 
exposure are 
sufficiently 
controlled. 

RCR:  Inhal: Extended TRA 
workers 

 

 

Acute, local 

Contributing scenario Inhalation Dermal Combined 
routes 

Exposure estimation 
Method 

Industrial spraying (PROC 7) Not relevant Qualitative 
assessment: 
due to the 
RMMs applied 
it is 
considered 
that the risks 
of dermal 
exposure are 
sufficiently 
controlled. 

RCR:   

 

4. Guidance to DU to evaluate whether he works inside the boundaries set by the ES (in 
relation to potential for scaling) - adapting parameters of use of substance to individual 
conditions 

The downstream user may evaluate if he is operating within the conditions defined in this exposure 
scenario by using the information provided in section 2.  
The evaluation may be done by expert judgment or by the use of risk assessment tools like ECETOC 
TRA worker v2.0. 
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Annex II 
References and advised documents 

 

ECHA 
 
Dedicated section for downstream users on ECHA’s website 

 http://echa.europa.eu/regulations/reach/downstream-users  
 

Guidance Documents 

 Guidance for Downstream Users (January 2008) 

 Guidance on Information Requirements and Chemical Safety Assessment 
 

Other documents 

 Fact Sheet on Safety Data Sheets and Exposure Scenario 

 Data Submission Manual 21 – How to Prepare and Submit a Downstream User Report 
using IUCLID 5 

 Questions & Answers on downstream user reports 
 

Formats 

 Exposure Scenario Format (May 2010) 
 

Examples of Exposure Scenarios 

 Exposure Scenarios for the Semiconductor Industry  
Examples 

 Exposure Scenario for Chemical Safety Report and Communication 
Example: Consumer Use of a Substance in Cleaning Products 

 Exposure Scenario for Chemical Safety Report and Communication  
Example: Professional Use of a Substance in Floor Coatings 

 
Training material 

 Webinar on downstream user reports 

 Lead Registrant Webinars: Chemical Safety Assessment (CSA) and CSR - part I, Chemical 
Safety Assessment (CSA) and CSR - part II 

 
INDUSTRY 
 
Cefic/DUCC/Fecc/Concawe Guidance 

 Messages to communicate in the supply chain on extended SDS for substances 
 
EXPOSURE ASSESSMENT TOOLS 

 Chesar 

 ECETOC TRA 

 EUSES 

 Consexpo 

 The Advanced REACH Tool - ART 

 Stoffenmanager 

 Mease 

 Petrorisk 

 Bama/FEA Indoor Air Model 

http://echa.europa.eu/regulations/reach/downstream-users
http://echa.europa.eu/documents/10162/17226/du_en.pdf
http://echa.europa.eu/web/guest/guidance-documents/guidance-on-information-requirements-and-chemical-safety-assessment
http://echa.europa.eu/documents/10162/17236/reach_fs_downstream_users_web_en.pdf
http://echa.europa.eu/documents/10162/17248/dsm21_how_to_sunmit_dur_v1-0_en.pdf
http://echa.europa.eu/documents/10162/17248/dsm21_how_to_sunmit_dur_v1-0_en.pdf
http://echa.europa.eu/web/guest/support/faq/questions-and-answers-on-downstream-user-reports
http://echa.europa.eu/documents/10162/17224/information_requirements_esformat_en.pdf
http://echa.europa.eu/documents/10162/17234/es_project_document_v5.pdf
http://echa.europa.eu/documents/10162/17234/es_for_consumer_20110829_en.pdf
http://echa.europa.eu/documents/10162/17235/es_professional_use_20110829.pdf
http://echa.europa.eu/web/guest/support/training-material/webinars
http://echa.europa.eu/web/guest/support/training-material/webinars
http://www.cefic.org/Documents/IndustrySupport/Cefic%20communication%20on%20extSDS_130711.pdf
http://chesar.echa.europa.eu/
http://www.ecetoc.org/
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/euses
http://www.rivm.nl/en/healthanddisease/productsafety/ConsExpo.jsp
http://www.advancedreachtool.com/
https://www.stoffenmanager.nl/default.aspx
http://www.ebrc.de/industrial-chemicals-reach/projects-and-references/mease.php
http://www.concawe.be/Content/Default.asp?PageID=777
http://www.bama.co.uk/viewPublication.php?id=18
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Annex III 
Acronyms 

 

A.I.S.E. International Association for Soaps, Detergents and Maintenance 
CAS number Chemical Abstracts Service number 
CEPE European Council of the Paint, Printing Ink and Artists’ Colours 

Industry 
Chesar Chemical Safety Assessment and Reporting tool 
Cosmetics Europe Cosmetics Europe – the Personal Care Association 
CSA Chemical Safety Assessment 
CSR Chemical Safety Report 
DNEL Derived No Effect Level 
DU Downstream User 
DUCC Downstream Users of Chemicals Co-ordination group 
EC number EINECS and ELINCS Number 
ECETOC TRA ECETOC Targeted Risk Assessment  
ECHA European Chemicals Agency 
EFCC European Federation for Construction Chemicals 
EINECS European Inventory of Existing Commercial Chemical Substances 
ELINCS European List of notified Chemical Substances 
ERC Environmental Release Category  
ES Exposure Scenario 
EUSES European Union System for the Evaluation of Substances 
ext-SDS Extended Safety Data Sheet 
FEA European Aerosol Federation 
Fecc European Association of Chemical Distributors 
IUCLID International Uniform Chemical Information Database 
IUPAC International Union of Pure and Applied Chemistry 
KOW octanol-water partition coefficient 
LEV Local Exhaust Ventilation 
M/I Manufacturer / Importer 
OC Operational Conditions 
OECD Organisation for Economic Co-operation and Development 
PBT Persistent, Bioaccumulative, Toxic substances 
PC (Chemical) Product Category  
PNEC Predicted No Effect Concentration 
PROC Process Category 
RCR Risk Characterisation Ratio 
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals 

Regulation (EC) No 1907/2006 
RMM Risk Management Measures 
SDS Safety Data Sheet 
SIEF Substance Information Exchange Forum 
STOT Specific Target Organ Toxicity 
SU Sector of End-Use  
UVCB substances of Unknown or Variable Composition, Complex reaction 

products or Biological materials 
vPvB very Persistent and very Bioaccumulative substances 
 


