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This is a working document providing guidance on the preparation of Generic Exposure
Scenarios (GES) for workers, consumers and the environment. Further work is in hand to
enhance this guidance and is outlined below.

1. Worker and Consumer

For the Worker and Consumer elements, work is in progress to prepare a supporting package
comprising the Microsoft Excel®-based spreadsheet templates described in this guidance as
Tables 1 and 2, along with additional explanatory text for their completion. These
spreadsheets help consistency and transparency when developing sector specific Generic
Exposure Scenarios and have been further developed to aid their use in supporting data
transfer within IT systems such as the ECHA CSA Tool (see item 3 below).

2. Environment

Application to the environment is still undergoing active development. Cefic has established a
task force to progress the preparation of Specific Environmental Release Categories
(SPERCs) as a refinement for the conservative default values supporting the existing
Environmental Release Categories (ERCs). Sub-teams are working at the sector level to
contribute to this development and to make available SPERCs to map the typical
environmental emissions for specific industry sectors to support the CSA process. In addition
the project is addressing their role in GES building and taking into account the development of
standard phrases for the communication of risk management measures. It is planned to hold
a workshop to share learning’s and outputs early in the 4th quarter 2009.

3. Templates for Tables 1 and 2 for use mapping and risk characterisation

The information in Tables 1 and 2 in this guidance are being upgraded for use as input for the
CSA tool under development by ECHA to support the ease of data transfer. The adjustments
to the tables involve minor reorganisation of data in some columns. This is work in progress
and will be made available on the Cefic website following review with the ECHA CSA tool
project team.
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This document outlines the process for the development of Generic Exposure Scenarios
(GESs) as supported by Cefic as part of their workflow on Exposure Scenario development
and supply chain communication (see Appendix 1).

GESs have an important role in supporting the efficient compilation of a library of exposure
scenarios for use by Manufacturers/Importers (M/l) and Downstream Users DUSs) in compiling
their REACH Registration dossiers and in the consistent communication of safe handling
information via the eSDS. Their application in the supply chain may be summarized as
follows:

DU Associations work with M/Is to develop a
library of GESs that are consistent across
sectors
4
M/Is* identify relevant GESs from library for main Uses

4

M/Is* amend/refine the GESs and transform them into substance-specific ES and develop
‘tailor made’ ESs for niche applications

4

M/Is communicate substance-specific ESs and seek feedback in case of gaps in identified
Uses
4
DUs pass on ESs within supply chain as appropriate. If substance is included in a formulated
product, then ES advice for the formulated product is compiled according a recommended
approach such as the DPD-plus methodology (available soon).

* Including SIEF/Consortia and their consultants working on behalf of M/I.
1.1. COMPETENCE

The implementation of this process requires input from individuals knowledgeable in the
activities involving exposure through the supply chain to the substances undergoing REACH
Registration and those competent in human health and environmental risk assessment
processes in support of REACH.

Part D of The Information Requirements & Chemical Safety Assessment (IR&CSA) Technical
Guidance Document (TGD) describes the role that Generic Exposure Scenarios (GESs) have
in the efficient communication of information on Risk Management Measures (RMMs) within
the supply chain. GESs are recognised as having particular value when they relate to the
uses of chemicals (whether as substances or preparations) within a specific sector of
downstream industry. Under such circumstances, the GES is able to communicate RMM
advice in a manner that addresses the requirements of REACH while aligning with both the
technical characteristics of the sector and any jargon that Downstream Users (DUs) in that
sector may need to be familiar with.

Although the IR&CSA TGD acknowledges the value of GESs, the benefits have largely been
identified as a result of 'testing' the TGD by M/Is and DUs. The benefits can be summarised
as delivering:

0 A package of relevant RMM information that is targeted to the use of a substance (or
group of substances) i.e. it covers, in a single coherent communication, those
activities for which a CSA may be required

0 Consistency in the GES communications to DUs across different suppliers and
substances within a supply chain (and across supply chains when different M/l
sectors also choose to work together)

0 Standardisation of the language used to describe GESs (and hence the amenability
for incorporation into company and commercial IT platforms and structures).



0 The likelihood that there will be no unnecessary DU communication arising from the
provision of inappropriate ESs into the supply chain, as the process relies on the
cooperation of M/Is and DUs at the outset of the process.

0 The 'testing' also demonstrated that the GES is unlikely to be able to deliver these
benefits unless it is developed in close partnership between M/Is and DUs using a
process that is sufficiently comprehensive, transparent and systematic such that all
necessary data can be obtained. In this respect:

0 They must be developed in a manner consistent with the IR&CSA i.e. the
identification and characterisation of RMMs should based on suitable DNELs and
PNECs.

0 They must be capable of creating an ESs that can form part of the CSR and be
contained within the eSDSs.

0 They must account for the input from DUs (and DU groups) that are representative for
the sector or application that the GES is addressing.

0 They should aim to communicate good industry/sector practice as well as align with
the requirements of REACH.

Some of the above concepts are not new. For example, the solvents industry (and many other
industry sectors) has produced 'safe handling guides' that address the proper use of certain
solvents for defined applications. The solvents industry has also worked with DU trade groups
to develop a series of good practice guides including a "Guide to Managing Solvent
Exposure”. Such documents therefore represent a key source of information that has recently
undergone critical review and endorsement by key supply chain stakeholders and which, in
the context of any initiative to develop GESs for common uses of solvents, should clearly be
accounted for.

Within this document, the following key definitions are used. A list of acronyms used is to be
found in the Glossary in Appendix 7.

Exposure Scenario (ES) this is referred to under REACH as "the set of conditions [usually
based around a Process Category (PROC code) for workers, Product Category (PC Code) or
Article Category (AC) for consumers or Environmental Release Category (ERC) for the
environment] that describe how a substance can be safely used throughout its life cycle, and
which include the necessary operational conditions (OCs) and risk management measures
(RMMs) which the M/I considers should be implemented to control the risks to human health
and the environment associated with the use”.

An Exposure Scenario is substance specific.

Generic Exposure Scenario (GES) describes the necessary operational conditions (OCs)
and risk management measures (RMMs) which should be implemented to control the risks to
human health and the environment associated with the use (or uses) of a group of
substances/products with a similar risk profile within a general area of industry (and may
extend across several PROCs, PCs/ACs or ERCs). By definition, it aggregates the individual
Exposure Scenarios for the various tasks and activities that constitute the general use of the
substance/product within a specific sector. It is developed by M/Is in partnership with DU
associations.

A Generic Exposure Scenario is applicable for a group of substances with a similar risk profile
and aggregates individual Exposure Scenarios for a particular area of application such as a
process chemical, cleaning agent or coating.

The title of the GES serves as a mechanism that highlights to a user where a substance may
be used and, by implication, how it is likely to be used, but not explicitly for what purpose. The
title also represents the means by which the relevant worker, consumer and environmental
Operational Conditions (OCs) and Risk Management Measures (RMMs) are communicated
within a common ES. A list of indicative GES titles for key chemicals supply chains is
contained in Appendix 5.

Although the GES approach is primarily to address groups of substances with similar
characteristics, it can also be used to map single substances. In this case, Steps 5 and 6 of
the steps to develop a GES are omitted (see Section 4).



Use Descriptor: Part D and Chapter R12 and R16 of the IR&CSA guidance introduce a Use
Descriptor System to describe substances uses within the supply chain. This System includes
the following components and are referenced in the definitions given above:

Sector of Use (SU): at its broadest level covering industrial workers, public domain (covering
professional workers) and private households (covering consumers). IR&CSA Chapter R12.

Product Category (PC) — Type of preparations in which the substance is used (relevant for
consumer applications) IR&CSA Chapter R12.

Process Category (PROC) — Type of operations involving potential for worker exposure,
IR&CSA Chapter R12.

Article Category (AC) — descriptor for substances in articles with and without intended
release. Not addressed within this guidance. Where substances are processed into an
article(s) with exposure potential, ACs should be considered alongside PCs for consumer.
IR&CSA Chapter R12.

Environmental Release Category (ERC). IR&CSA Chapter R16.



Figure 1 illustrates the main elements recommended for the successful development of
Generic Exposure Scenarios and their subsequent translation into a substance-specific ES for
inclusion within the substance Registration documentation and extended safety data sheet
(eSDS).

The primary responsibility for this implementation process is by Manufacturer/Importers (M/IS)
using input from:

o0 Internal resources, e.g. product stewardship, commercial and technical specialists.
o DU organisations as surrogate for contact with individual customers.
o Dialogue with individual customers (if required).

The process consists of a series of discrete steps that aim to efficiently map the nature of how
a substance is used, reduce any uncertainties relating to the use, identify additional
information that may help in confirming the integrity of how risks are managed and how these
are subsequently communicated in the Exposure Scenario. These steps are expanded in
Figure 2 and Section 5.

Figure 1: Key Steps for Developing of Generic Exposure Scenarios

1 Map the supply chain to M/l obtains from internal product
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The process draws on the ECETOC TRA Tier 1 modelling tool in the first instance to estimate
exposure levels, but allows for the documentation of Tier 2 iterations where these are
necessary for demonstration of safe use. The process provides a format for recording of the
inputs and outputs from the Chemical Safety Assessment (CSA) and may be used as the
basis for supporting the risk assessment reported within the Chemical Safety Report (CSR).
In completing the CSR further explanatory text supporting the selection of CSA inputs, their
evaluation and associated conclusions is expected to be required.



Figure 2: Core considerations for the development and application of Generic
Exposure Scenarios

Step

What

How

I. Map substance applications and characterise exposures through the supply chain — action
by M/l organisations with support from DU organisations

1 For a substance or group of Compile an inventory of applications for the
substances with similar applications, substance(s) to be registered. For example:
M/I maps the supply chain to compile process chemicals, cleaning agents,
an inventory of Uses involving potential | coatings (e.g. paints/decorative coatings,
for worker or consumer exposure or inks, adhesives), lubricating agents (e.g.
environmental release. This is carried lubricants, greases). In addition general
out for each defined area of application | activities such as manufacture, storage and
and forms the basis of the GES. distribution, formulation and packing should
Identify the relevant Sector of Use be identified.
(Reach Use Descriptor 1) for each life For each application, opportunities for
cycle stage, keeping the Sector as exposure are identified covering each
general as possible lifecycle stage of the supply chain.
Identify relevant Downstream User
Associations to assist with verifying the
mapping exercise
2 For each area of application, determine | Use Table 1 of the standardized mapping

the contributing scenarios and those
Operating Conditions (OCs) and Risk
Management Measures (RMMs) that
are currently used to control
worker/consumer exposures and
environmental releases.

Map each Use involving potential for
exposure to the relevant REACH Use
Descriptor:

Worker — Process Categories (PROC)
Consumer — Product Categories
(PC)/Article Categories (AC)
Environment — Environmental Release
Categories (ERC) or equivalent
Review with relevant DU Organisation.

Microsoft Excel®-based spreadsheet format
template.

Separate templates are available for worker,
consumer and environment.

Review the outcome of the mapping
exercise with representative DU
Organisations for accuracy and
completeness and adjust as needed. This
may be done at this point, or for efficiency,
combined with the DU review carried out as
part of later steps.

See examples given in Section 5.1.




Il. Evaluate risk and document the Chemical Safety Assessment — action by M/l organizations with

support from DU organisations

3 Carry out exposure estimates for workers,
consumers and/or the environment for each
identified Use included within the mapping
exercise.

Consider relevant routes of human
exposure (inhalation, skin, oral) or
environmental emission (air, water,
land/sediment).

Estimate/predict exposures using available Tier 1
modelling tools, e.g. ECETOC TRA.

Identify OCs/RMMs applied to modify the Tier 1
estimates

Document results using Table 2 of the
standardized Microsoft Excel®-based
spreadsheet format template for worker,
consumer or environment.

Divide analysis according to relevant health and
environmental ranges, e.g. volatility or dustiness,
log KOW

4 Confirm adequacy of the existing typical
RMNMs taking account of appropriate RMM
efficiencies through comparison with actual
or representative DNELs and PNECs.
Iterate where necessary to define adequate
risk control and demonstrate safe use.

List the RMMs for each Use as standard
phrases to support compilation of the
required risk control measures for
communication to Downstream Users using
meaningful language. These may include
recommended measures in support of
product stewardship in addition to those
required for demonstration of safe use
under REACH.

Review with relevant DU Org. Reality check
that recommended RMMs are appropriate
and practical.

Where identified RMMs/OCs are not in line
with existing practice work with DU Org to
obtain further Tier 2 information

Compare the exposure estimates for the relevant
volatility or dustiness ranges with relevant
DNELs and/or PNECs.

For the development of the GES it is only
necessary to have available a DNEL or PNEC
representative of a substanceFootnote. Prior to
final registration a verification step with the actual
DNEL/PNEC is required.

Safe use is demonstrated if the result is below
unity.

If safe use cannot be demonstrated carry out Tier
2 iteration to verify actual risk reduction is greater
than the Tier 1 default for a particular RMM or
identify additional RMMs.

Document results in Table 2 in support of the
Chemical Safety Assessment

Draw on the RMM standard phrase library being
prepared as part of the GES process to compile
the relevant list of RMMs for communication
purposes. Identify additional phrases if needed.

Footnote to point 4: For certain groups of substances having similar hazardous properties it
may be possible to use a DNEL/PNEC for the whole group. This requires expert judgment.
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Ill. Compile the GES and include within the industry or Sector GES library(ies) — action by M/I
organizations with support from DU organisations

5 Compile the GES for the area of Aggregate the list of Uses (contributing
application (divided by industrial, scenarios) and associated RMM phrases.
professional or consumer as required) Include RMM phrases required for the
using the REACH ES Template format | demonstration of safe use

Review with DU and incorporate Consider inclusion of additional RMM
refinements as appropriate phrases in support of product stewardship
recommendations
6 Define the domain of reliable The domain of reliable application is defined
application for the GES by the list of Operating Conditions and

Make GES available for inclusion within | substance characteristics against which the
the industry GES library for access by RMMs are relevant, e.g. relevant

relevant stakeholders DNEL/PNEC range, volatility, exposure
DUs may choose to develop a duration, emission volume, operating
complementary GES to incorporate temperature

standard Sector-specific terminology

IV. Convert the GES into a substance-specific ES for registration and customer
communication — action by Registrant with input from customers if required

7 M/I selects the relevant GES to form M/I confirms suitability of the GES by
the basis of their substance-specific reference to substance-specific criteria e.g.
registration DNEL/PNEC values, volatility, dustiness.
M/l amends the GES and supporting GES is refined as necessary to form the
CSA documentation as required and substance-specific ES

incorporates within their Chemical
Safety Report

8 M/I matches the substance-specific ES | M/l is advised to follow the supply chain
to the relevant M/l product names for communication model recommended by
communication to customers Cefic, FECC and DUCC in seeking
M/l makes available the product ES for | feedback from their Downstream Users
review by customers pending The use of coded standard phrases in the

finalization and inclusion within e-SDS. | development of the GES allows for the
ready translation into company-specific
Safety Data Sheet systems.

Footnote to Step 8: For multi-component products, it is recommended to develop the product
ES in line with the DPD-Plus methodology*

'DPD-Plus methodology — Guidance for the development of Exposure Scenarios for
formulations based on selecting the ES for the component substance(s) which drive the
hazard classification according to the Dangerous Preparations Directive (DPD).

Available on the Cefic website: http://cefic.org/templates/shwPublications.asp?HID=750
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Following discussions between M/Is and DU associations aimed at delivering the efficient and
reliable development of any GES, an Microsoft Excel®-based spreadsheet format has been
developed that aims to facilitate:

0 An agreed characterisation of the uses of the of relevant group of substances (e.qg.
low volatility liquids) within the supply chain (or defined parts of it)

0 The systematic collection, confirmation and processing of relevant information in the
development of the GES

0 The initial creation of the GES by the M/l and, where necessary, it's subsequent
refinement following feedback by DUs

o Standardisation of how the GES is structured and described both in order to ensure
that the GESs that DUs receive are similar from different M/Is and to facilitate the
efficient integration of GESs (and associated substance-specific ESs) into the IT
systems of M/ls e.g. for the creation of SDSs.

5.1. MAPPING INFORMATION ON APPLICATION AND USES (GES PROCESS STEPS 1 AND 2)

Part D of the IR&CSA TGD provides guidance on how M/Is may obtain information from
within their own organisations and via the supply chain that describes the uses of a
substance. Although the TGD contains basic flow charts, DUCC/FECC/Cefic have now
developed a detailed process (Appendix 1) that offers advice on how this may be efficiently
accomplished. In order to develop GESs, it is foreseen that a M/l needs to:

0 Understand in which sectors of industry his substance is likely to be used, but not
necessarily what it may be used for, and

o0 Have a knowledge of, or be able to make reasonable assumptions on, the likely
exposure controls (both as Risk Management Measures and operational conditions)
that are likely to affect exposures/emissions to man and/or the environment

Much of this information is already likely to reside within M/l organisations as a result of
marketing, technical support and product stewardship related activities. So in many instances
organisations will possess sufficient information to start the process of developing ESs.
However, because the GES process is a partnership between the M/l and DU, then before
the M/l begins to undertake the CSA, there is a need to confirm with the DU that the
knowledge/assumptions are in-line with the understandings of the DU group(s) for which a
GES may be applicable. For this reason, the process of GES development foresees a
continued dialogue between the M/l (or M/l groups and associations) and their DU
equivalents (as representatives of the wider DU community) in order to both confirm and/or
refine the GES and its supporting data. This is outlined in Figure 3, where the M/l group is
ESIG, the European solvent manufacturers, and a coalition of DU groups is represented by
ESVOC.

Where DU-authored GESs are available for identified uses, these should serve as a key input
to this mapping process.

12



Manufacturer e.g.
Solvents - ESIG

Figure 3: The Involvement of M/Is and DUs in the Creation of GESs

DU Associations e.g.
Solvents - ESVOC

Based on initial list of identifed
solvent uses, ESIG maps supply
chain with assumed typical OCs
and RMMs using Table 1 of Excel
tool

Relevant ESVOC trade group(s)
review mapping for affected uses /
applications e.g. AISE / CEPE for
so lvent cleaning; FEICA for
adhesives, etc. and ide ntfy where
revisions required e.g. increased
scope; adjust OCs, RMMs, absent

PROC codes; etc.
1

y
ESIG develops tentative GES(s)
using Table 2 of Excel tool.
REACH and PS related RMMs are Relevant ESVOC trade group(s)
dearly dstinguished review draft GES(s) + identify
« where OCs/ RMMs appear
inappropriate
* Where further trade group
activities are warranted to develop
complementary GESs for use at
the formulator level
« If RMMs appear too stringent,
then provide quanttative
exposure data and/or additional
information to support deviation
ESIG considers / adopts changes away from Tier 1 approaches
and
a) Incorporatesinto final Table 1
& 2 matrix for CSA ES
submissions
b) Populates / supporting Excel
based GES using standard
RMM codes
c¢) Finalises.doc Versionof ES
for eSD'S communication, and
d) Posts information into ESVOC
GES library

To facilitate the efficient compilation and communication of the information required to
develop any GES (or ES), the solvents sector (via ESIG and ESVOC) have developed a
Microsoft Excel®-based spreadsheet format that systematically documents and verifies the
key information required at the Tier 1 level, in-line with the process shown in Figures 1 and 2.
The format allows the M/I to fully and transparently map their initial understandings of the
substance (groups of substances) applications and associated uses throughout the life cycle
and to then work with appropriate DU organisations (in lieu of specific contacts with DUs
themselves) to make any adjustments before undertaking the initial CSA for the uses.
Because of the nature of the information required to characterise environmental and human
emissions differs, then the format respects this and allows the information to be collated in
manner that still enables the communication of an integrated (human and environmental)
GES. The information contained in Table 1 of the format is shown in Figures 4a, 4b and 4c
below.
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5.1.1. MAPPING OF WORKER APPLICATIONS AND USES

The process for mapping worker exposures for the use cycle is undertaken using Table 1 of
the Microsoft Excel®-based spreadsheet format shown in Figure 4a. The life cycle is first
broken down into common areas of application for the relevant group of substances, refer to
Appendix 5 for an example list of application areas a number of which may comprise the life
cycle for a particular substance. For each application opportunities for exposure are identified
covering each lifecycle stage and described in the common terms for the sector and
represented as ‘contributing scenarios'. The example shown in Figure 4a illustrates the
mapping associated with the industrial use of coatings. .

The common descriptions are then ‘transformed’ into a form that is consistent with the
expectations of the IR&CSA TGD i.e. Use Descriptors (in this case Process Categories for
workers) are applied and relevant typical RMMs and OCs noted. This use mapping is
continued for all identified applications and for different substance types e.g. in the case of
solvents, the RMMs and OCs often differ markedly when low and high volatility solvents are

used and hence these differences need to be recorded.

Figure 4a: Example GES Format of Table 1 Worker: Mapping uses and associated use
conditions for workers — application of coatings in an industrial setting

Table 1: Mapping Uses in the Supply Chain
Use Descriptor
User Group Cuntribu.ting Typical Mapped Typical Mapped RMMs Process
Scenarins Operating Conditions Category / TRA
equivalent
Coatings Industrial - |Bulk transferz Daily; 15 min - 1 hour; |Enclozed transfers, PROCEE
(industrial) sU3 ambient temp; vented transfer pointz; |Dedicated
collection of line waste|clear lines prior to dizcharging
in container decoupling to/from veszels
Industrial - |General process Continuous; daily; Enclosed process; PROCT and
SuU3 exposures from 2hour closed/zemi-closed PROCZ/ TRAZ
enclosed processes sampling point Closed
continuous
process
Industrial - |General process Batch process; daily; |Closed equipment, PROC 3 and
suU3 exposures from ambient termp. enclosed or vented PROC4 / TRAZ
closed processes tranzsfer points Closed batch
process
Industrial - |Charge from drums Daily; 15 ming - 1 hour; |Pumped transfer from |[PROCSLE/ TRAT
SU3 ambient temp drum to holding tanks. |Dizcharging
to/from vessels
Industrial - |Printing Daily; =4 hours, Local exhaust PROCAD/ TRAS
SuU3 ambient ventilation at rollers; Reller application
remove spills as they |and brushing
occur, PPE
Industrial - |Reller and eguipment |Daily; 15 min - 1 hour; |collection of waste and (PROC13/ TRA11
sU3 cleaning ambient termp; wipe cloths in Uses by
container. PPE. dipping/pouring

Footnote to Figure 4a: GES process Table 1 describes the mapping of the industrial
application of coatings for workers. The RMMs listed are additional to the assumption that a
basic standard of occupational hygiene is implemented, e.g. covering the regular supply and
laundering of work clothing, provision of washing and changing facilities, eating and smoking
is undertaken in areas separate from the workplace, provision of general ventilation to the
workplace.
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5.1.2. MAPPING OF CONSUMER APPLICATIONS AND USES

Figure 4b illustrates the Table 1 mapping template for the consumer uses of coatings. In a
similar manner to that applied for workers, its basis lies in characterizing the range of likely
uses in terms of the relevant Use Descriptors, in this case the Product Category (PC) for
consumers. However, because the Product Category can be a fairly coarse indicator of how a
substance can be encountered in different consumer settings, it may be necessary to
introduce a further level of refinement. This is achieved by the use of the ECETOC TRA
product sub-categories that link to each PC examples of which are shown for adhesives
(PC1) and coatings (PC9) in Figure 4b. Refer to the ECETOC TRA for details of the sub-
categories.

Figure 4b: Example GES Format of Table 1 for Consumer: Mapping consumer uses of
coatings

Table 1: Mapping Cénsumer Uses in the Supply Chain
TRA Froduct TRA Oefault Skin
Ingredient Surface Area
Felewant Product F'rI:-:u:Iuct =ub [dermalforald Amount Swallowed [g] | Adulef
. ateqory .
Categaries Sentinels 1[afq] .. Fed - Child
where default Fied where default
differs bo TRA differs bo TR,
Consumer Uses of Coatings
[FCT.Edhezives, Glues OlY'-uze 030N aegdMNr! (00 e
zealants [carpet glue, tile
glue, wood
parquet glue]
Glues, hobby 020N JEAMA A
uze
Frd At feeze | Femovers Oafmry B5G { Tr § 2000 [500] )
and de-izing [paint-, glue-,
products wall paper-,
zealant-
remoter]
FCh: Artists Firger paint, 05005 Mr 254 11354 C
supply and hobby | Face paint
preparations
FCA:Coatings and | salsent rich, 00 0.3 BE2 MY [B00) A,
paintz, fillers, high =alid, water
putties, thinners biorne paint
waterborne lakes | 05 ¢ Mrd 0.5 (0057 429/ Mrd 2000 e
wall paink
FC1:Building and | Remowvers 1005 0.2 2584 M A
construction [paint-, glue-,
preparations not | wall paper-,
covered elsewhere | sealant-
remoter]
FCz24:Lubricants, | Liquids 05 e 58 M/ (100 b,
greases, and
release products

Footnote to Figure 4b: The consumer mapping characterises the default assumptions used to
predict exposures. These defaults are contained in version2 of the ECETOC TRA and are
iterable. Therefore the mapping includes both the pre-set values and those that are
considered most representative of the use to apply to determine the predicted exposures. To
help differentiate between the values for Oral, Dermal and Inhalation these have been
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highlighted using different colours, black, blue and green respectively. Where the default
values given in the TRA have been adjusted these are highlighted in red.

5.1.3. MAPPING ENVIRONMENTAL EMISSIONS

For each of the consumer and worker uses mapped so far, the associated environmental
emissions also have to be mapped. Using the worker and consumer examples, Figure 4c is
compiled to represent the environmental emissions mapping. The emissions mapping
involves assigning an application or use with the corresponding Environmental Release Class
(ERC). However, as the ERCs can be rather coarse indicators of how much of a substance is
emitted to the environment as a result of a particular use, it is usually necessary to introduce
a further level of refinement. This is achieved by using an appropriate specific ERC (SpERC).
Note, because each SpERC requires a justification for its basis (in terms of which exposure
determinants differ from those in the related ERC), these are still under development. It
should also be noted that the parameters used for the SpERCs remain indicative until they
are justified and confirmed.

Mapping uses to ERCs and SpERCs defines first of all whether uses are industrial (i.e.
defined point sources) or wide dispersive (i.e. consumer or professional uses which result in
continuous emissions that are more or less evenly distributed in a geographic area). In
addition, the assignment of SpERCs goes along with assigning exposure modelling
parameter such as the number of emission days, whether or not waste water is treated in a
sewage treatment plant, waste handling, and risk management * wide dispersive’ use is of
significance for risk communication. The combined total of wide dispersive uses results in
overall wide dispersive emissions. These are not subject to specific emission reduction
measures. For that reason, all wide dispersive uses are assessed together.

In contrast, industrial uses occur at defined sites with defined operational conditions. The
respective exposure scenarios specify the operational conditions and, if required, the risk
management measures that need to be in place to deliver the appropriate level of risk control
i.e. circumstances that when taken together result in a PEC/PNEC ratio of <1.

The development of SPERCs and their role in GES building remains an activity still under
development. The format and rationale for SPERCs as illustrated in figures 4C and 5C,
included as illustrations of how the concepts may be realised. Cefic intends providing
supplementary advice in this area (currently under development).
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Figure 4c: Example GES Format of Table 1 for Environment

PC1 adhesive and 8c,f | Wide dispersive indoor Frequency of Allow residues to ERC: 15% (all) ERC: 1% (all) ERC8c: 0%
sealants /outdoor use resulting in use: 365d/y; dry/cure, dispose of SPERC: 100% SPERC: 0% ERCS8f: 0.5%
inclusion into or onto a matrix | STP: yes residues as solid (solvent), 0% other (solvent), 1% other SPERC: 0%
waste
. PC4 Anti-freeze 21 8d Wide dispersive outdoor use of | Frequency of none
= and de-icing processing aids in open use: 365dly;
.= | Products systems STP: yes
g PCS Artists supply | 21 8c Wide dispersive indoor use Frequency of none | Allow residues to ERC: 15% (all) ERC: 1% (all) ERC8c: 0%
O | and hobby resulting in inclusion into or use: 365d/y; dry/cure, dispose of SPERC: 100% SPERC: 0% SPERC: 0%
‘S | Preparations onto a matrix STP: yes residues as solid (solvent), 0% other (solvent), 1% other
@ waste
D | PC9Coatingsand | 21 8c,f | Wide dispersive indoor Frequency of | none | Allow residues to ERC: 15% (all) ERC: 1% (all) ERC8c: 0%
E paints, putties and /outdoor use resulting in use: 365d/y; dry/cure, dispose of SPERC: 100% SPERC: 0% ERCB8f: 0.5%
c fillers inclusion into or onto a matrix | STP: yes residues as solid (solvent), 0% other (solvent), 1% other SPERC: 0%
= waste
g PC10 Buildingand | 21 8c,f | Wide dispersive indoor Frequency of | none | Allow residues to ERC: 15% (all) ERC: 1% (all) ERCS8c: 0%
O construction /outdoor use resulting in use: 365d/y; dry/cure, dispose of SPERC: 100% SPERC: 0% ERCB8f: 0.5%
preparations not inclusion into or onto a matrix | STP: yes residues as solid (solvent), 0% other (solvent), 1% other SPERC: 0%
covered elsewhere waste
PC24 Lubricants, 21 8c Wide dispersive outdoor use of | Frequency of none
greases, and substances in closed systems use: 365d/y;
release products STP: yes
s g’ Industrial coating 3 5 Industrial use resulting in Frequency of none | Enclosed transfers ERC: 50% (all) ERC: 50% (all) ERC5: 0%
E = inclusion into or onto a matrix / | use: 250d/y; and processes, SPERC: 100% SPERC: 0% SPERC: 0%
_g g solvent-borne coatings STP: yes collection of waste. (solvent), 0% other (solvent), 1% other
O
c




5.1.4. GENERAL CHARACTERISTICS OF GES TABLE 1 USE MAPPING

The form and contents of Table 1 in Figures 4a-4c demonstrates the following characteristics,
namely they:

o identify the characteristics of any use i.e. whether it is discrete or, more usually,
consists of a series of component activities (or PROCs or PCs), together with the
RMMs and OCs that are expected to be associated with each (i.e. the starting point is
a determination of whether the 'current controls' are sufficient to ensure risks are
managed effectively.

o allow the users to focus on the nature of the key risk management measures (in
terms of how these are addressed within the TGD screening models e.g. the
ECETOC TRA), and those OCs that are likely to be typically encountered in each
setting.

0 adopt a common terminology for cataloguing and describing the uses (both as a GES
title together with a title for each ‘contributing scenario’) which, in turn, is then used as
the basis for a common (and consistent) approach to how the RMMs are
subsequently communicated within the GES.

0 describe the nature of the OCs and RMMs that are typically encountered. The starting
point for the GES is therefore an assessment of whether the current conditions are
acceptable under REACH i.e. assuming they are, then DUs receive an ES that
confirms that the 'business as usual' case has been determined to be safe by the M/I.

0 represent a sound and reliable process by which a M/l can 'map' the uses of a
substance (or group of similar substances) against the relevant Use Descriptors (and
which form part of the mechanism for Registration and DU communication).

The information, at this point, does not describe whether the risks are controlled or
not. It is more of an 'inventory' of existing knowledge and practice that the M/ | can refer to
when developing the GESs for the uses of the substance. However it also allows a M/l to
identify where different sectors of industry may use the substance in similar ways. For
example, they might indicate that a similar pattern of use occurs in both the manufacture of
substance and its application as a chemical feedstock, which would then indicate the
possibilities that the mapping may be interchangeable and that one common ES may only be
required to cover the uses for both identified applications, subject to confirmation in the CSA.

5.2.  CONFIRMING THE MAPPED DATA (GES PROCESS STEP 2)

The Table 1 Use mapping prepared by the M/l is then used as the basis of a discussion with
the appropriate DU association(s) to confirm that the M/I's understandings are correct. This is
then confirmed or further refined to ensure that the narrative descriptions align as much as
possible with the technical language/jargon that may be used within a sector/area of use.

This is relevant for all but particularly relevant in the case of exposure scenarios for consumer
applications, where the default values for the Product Categories that are contained in
version2 of the ECETOC TRA are conservative and represent the upper boundaries of use. It
is therefore appropriate to verify with DUs that these values are relevant for the
circumstances in which any substance, or group of substances, may be used, and to provide
an appropriate justification of alternative values where these are considered more
appropriate. Table 1 continues to be used as the basis for discussion and recording this
information.

Experience indicates that this initial dialogue is most constructively undertaken as a face-to-
face discussion. If a good understanding of DU applications is known by the M/I, it is also
possible to combine this verification of use information with Step 5.

5.3. PROCESSING ES INFORMATION (GES PROCESS STEPS 3 AND 4)

Following the receipt of feedback from the DU, the next step is for the M/l to determine the
adequacy (or not) of the prevailing RMMs and OCs. While the information in Table 1
characterises the commonly encountered RMMs and OCs, there is a need to verify that they
are adequate to manage the risks. This step requires that a comparison with the DNEL and/or
PNEC is carried out for the relevant tasks/activities which may be iterated as appropriate to
support the demonstration of safe use and support the Chemical Safety Assessment (CSA.



Table 2 of the GES Microsoft Excel®-based spreadsheet format allows the information
contained in Table 1 to be further developed to identify those areas of use (or tasks) where
the risks may be unacceptable and where further RMMs may be appropriate and/or further
dialogue is appropriate with the DU. For example, to determine whether key assumptions
remain valid or to collect further information which would allow for iteration of assumptions.

Both the workplace and consumer exposures associated with different situations where
human exposure may occur are calculated using version2 of the ECETOC TRA model.
Environmental exposures are predicted using EUSES (using either the relevant ERC for the
use scenario or default parameters [from Tables A and B] that are valid for that situation) and
where a summary of their scientific basis is described in Appendix 5. However, while the
process uses a Tier 1 tool (the ECETOC TRA) to help guide discussions, the level of detall
and iteration is more a reflection of a Tier 2 process than a simple risk screen i.e. the GES
development process is resource intensive and requires access to knowledgeable expertise.

The adequacy of the identified RMMs and OCs is evaluated by comparing the TRA/EUSES
exposure predictions for the target population with DNELs or PNECs that are considered
indicative of such categories. A similar process can be applied for a specific substance. In this
case the predicted exposures can then be compared to the relevant DNEL or PNEC for the
material.

As the Table 1 mapping has been developed based upon prevailing industry practice, it is
anticipated that the majority of controls in place may be judged acceptable by REACH, as
current practice will reflect the combination of prevailing regulatory requirements together with
the accumulated industry experience of successfully managing risks for that use. But this will
not always be the case. In those cases where the controls are deemed insufficient, then there
will be a need for the M/I to engage in a further round of dialogue with the DU either to:

o identify additional and/or more stringent exposure controls such that the risks
associated with the use can be deemed to be acceptable under REACH, or

0 acquire more information (such as on the levels of exposure or efficiencies of control
associated with the use of the substance) to demonstrate that actual exposures are
less than DNELs or PNECs

The Excel spreadsheet format incorporates different mapping templates dependent on the
identified exposed population (workers and consumers) and the nature of the emissions
(human health or the environment). Although it would be desirable to have a common
template for this task, because of the need to collect widely different information on the
exposure determinants that serve the respective exposure models (ECETOC TRA or
EUSES), then it is more effective to use different templates. Figure 5a shows how Table 2 is
used to collect and process information to derive exposure predictions to workers (using the
example of the industrial use of coatings first described in Figure 4a), and Figures 5b and 5c
contain Table 2 for the situations represented in Figures and 4c for Consumer and
Environment respectively.
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Figure 5a : GES Format of Table 2: Characterising the Risks (Industrial Use of Coatings) — Worker

Table 1: Mapping Uses in the 5

Table 2: Characterising the Risk - Low ¥P Liquids - Chemical Safety Assessment -
Evaluation of Safe Use

Tier 1 assumptions and
adjustments where required

Predicted Ezposure - ECETOC TRA estimate

Izer Group Contributing OC= [red test FMPMz [red (=T LEY Fredicted Felwant Fredicted Derma
Srenarioz Tier 1 text additional ‘alatility Efficiency Exposure Exposure [mglkgid]
adjustment=] Tier 1 [ppm] no [# iF ok [ppm] miodifiers
adjustments) LE"W TRA]
Coatings Bulk transfers daily; ambient | with LEW [ EN 015 0oy
[industrial] temp.
General process =4 hours, with LEW 1 a0 01 014
exposures from ambient temp.
enclosed processes
General process »4 haurs, “wiith LE 3 a0 05 0.64
eRpoEUres from ambient temp.
closed processes
Charge from drums | daily; ambient [ Mo LEY [ a0 (IR Uze of drum 343
Lemp. pUMmps
considerad to
offer 90%
EXpOEUne
reduction
Frinting » 4 hou