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Exposure Scenario: Definition

Set of conditions that describe how a substance is manufactured or used

|l ncl uding Operational Condi tions
to control exposures of humans and the environment.

may cover one specific process or use or several processes or uses as
appropriate;

Covers the completecifele of a substance

Use and exposure category:

A

Exposure scenario covering a wide range of processes or uses, where th
processes or uses are communicated, as a minimum, in terms of the brie
description of use;
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LifeCycle Stages of a Substance

= i —— Substance
i Preparation
| T e ' | Preparation or
=y I | N /' : -
; ¥ | ~--~ 1| Article
i “f‘:é“ TR

FUCHS EUROPE SCHMIERSTOFFE GMBH @



Exposure Scenario: Requirements

A Part of the Chemical Safety Assessment (CSA)

A Required, if substance is manufactured / imported >1
ANDclassified as

A Dangerous according 67/548/EEC or

A Persistent, Bioaccumulative and Toxic (PBT) or
very Persistent and very Bioaccumulative (vPvB) acc. to R

A Shall address all identified uses of the substance in tt
complete life cycle

A Communication to DU as Annex to SDS (Art. 31 (7))
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Chemical Safety Assessment:

Information: available S required/needed

= substance intrinsic properties
« manufacture, use, tonnage, exposure, risk management

SUbStance relatej Hazard Assessment (HA) 'E[pﬂ.sure Asspssment [EA]*\ Use related
Informatlon + Hazard Classification + Build Expﬂsure Scenarios |nf0rmatI0n
and PBT conclusion {RMM and OC)
* Dose/Concentration-Response » Estimate Exposure Levell A
Characterization ~———_ -

N

Risk Characterization (RC)"

- Document in Y Risk n fteration

Caalg controlled?

P \// I For PRIAPYB: emission

. Communicate \ characterisasion only

| ESviaeSD3S ) Reguired if substance is dangerons or PETAPYE, Reguired for
5-.__H___.-—F'—_ or epesure based wahing accordimg o anmex XT alf C54s
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Exposure Routes to be considered

Indirect Exposure Direct Exposure
o WORKER & CONSUMER
LA e i
soil Inhalation
Skin Contact (Dermal Route)
Ingestion (Oral Route)
groundwater . :
Emissions to Environmentgal
Compartments
surface
water
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Exposure Assessment

Exposure Scenario Exposure Estimation
AOper ational Condi tAEnussien Efti®afians )
AProcesses invol ved AAlgeaepantlitgyck stags iscl wasté Jta

A Applied Quantities A For each identified use
A Physical form of the substance AConsidering appl i e
A Activities of workers / consumers AChemical fate and pathways
related to the process A Possible degradation, transformation o
A Type, duration & frequency of exposure reaction processes
A Duration or frequency of emission to the A Estimation of environmental distributior
Environment fate

o AEstimation of exposure levels
AR1 sk Management Me aiafedted Kumah iRdpJIMions (Workers,

A To avoid or reduce direct or indirect consumers and indirect exposure via
exposure of humans and the environment  environment)
A Waste Management Measures A Affected environmental spheres
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Exposure Scenarios for Preparations: Obligations

A Downstream Users (Formulators, Distributors) with
A Obligation to compile a Safety Data Sheet for a Preparation
A Obligation to include relevant exposure scenarios [Art. 31(7) and 37 (2) REACH]
A Downstream Users using a substance / preparation:
A In a use outside of the Exposure Scenario the supplier communicated to him
A In a use the supplier advises against
A Exemptions:
A No Safety Data Sheet required for Substance / Preparation
A Supplier not obliged to compile an CSR
A Downstream User uses the substance / preparation < 1 t/y
A Substance is present in preparation below classification thresholds (1999/45/EC,
A Downstream User uses for the purpose of Process and Product Oriented R&D (P!
A Downstream User implements / recomme
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Exposure Scenario for Preparations

A Consider identified uses ar
applications

A Include relevant informatiot
for constituents from eSDS
ES (OCO0s, R M

.

DPD+ Methodology
Accepted by EU!
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DPD + Methodology:

A Based on Classification Criteria of Dangerous Preparations Dire
(1999/45/EC)

A Enhanced for certain health exposure pathway with consideratit
volatility of the substance(s) con¢&irbd)

A Based on identification of Lead substances for relevant endpoir
exposure pathways

A It is not applicable to preparations containing substances which
classified as.

A Carcinogenic, mutagenic or toxic for reproduction Categor

APBT6s and VvVPvBGs

A Endocrine Disrupting Chemicals (EDC)

A RA42i respiratory sensitizers
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DPD+: Lead Substance Indicator (LSI)

A Reflectde impact of a substance on the classification
preparation

Lead Substance Indicator (LSI):

LS| = Q CI' or I—Sl(inhalationf q* V/ CI'

C : Substance concentration in the preparation
C;: Concentration limit triggering the classification

V.: Vapour Pressure of Substance
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