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ÁWhat is an ñExposure Scenarioñ? 

ÁExposure Scenarios for Preparations

ÅREACH requirements

ÅDPD Plus Methodology

ÅProcess

ÅApplicability and Limitations of DPD Plus

ÁSummary

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

Á Including Operational Conditions (OCôs) and Risk Management Measures (RMMôs) 

to control exposures of humans and the environment. 

Á may cover one specific process or use or several processes or uses as 

appropriate;

Á Covers the complete life-cycle of a substance

Use and exposure category: 

Á Exposure scenario covering a wide range of processes or uses, where the 

processes or uses are communicated, as a minimum, in terms of the brief general 

description of use;

Exposure Scenario: Definition
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Life-Cycle Stages of a Substance

Preparation

Preparation or 

Article

Waste

Substance
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ÁPart of the Chemical Safety Assessment (CSA)

ÁRequired, if substance is manufactured / imported >10 tpa 

AND classified as 

ÅDangerous according 67/548/EEC or

ÅPersistent, Bioaccumulative and Toxic (PBT) or 

very Persistent and very Bioaccumulative (vPvB) acc. to REACH

ÁShall address all identified uses of the substance in the 

complete life cycle

ÁCommunication to DU as Annex to SDS (Art. 31 (7))

Exposure Scenario: Requirements
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Substance related 

Information
Use related

Information

Chemical Safety Assessment:
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Exposure Routes to be considered

air

fish

meat

dairy products

crops

drinking water

HUMANS

soil

surface

water

groundwater

cattle

WORKER & CONSUMER

Inhalation

Skin Contact (Dermal Route)

Ingestion (Oral Route)

Indirect Exposure Direct Exposure

Emissions to Environmental 

Compartments
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Exposure Assessment

Exposure Estimation
ÁEmission Estimation
ÅAll relevant life-cycle stage incl. waste stage

ÅFor each identified use

ÅConsidering applied OCós and RMMós

ÁChemical fate and pathways
ÅPossible degradation, transformation or 

reaction processes

ÅEstimation of environmental distribution and 

fate

ÁEstimation of exposure levels
ÅAffected human populations (workers, 

consumers and indirect exposure via 

environment)

ÅAffected environmental spheres 

Exposure Scenario
ÁOperational Conditions (OCós)
ÅProcesses involved (Temp., Pressureé)

ÅApplied Quantities

ÅPhysical form of the substance

ÅActivities of workers / consumers 

related to the process

ÅType, duration & frequency of exposure

ÅDuration or frequency of emission to the 

Environment

ÁRisk Management Measures (RMMós)
ÅTo avoid or reduce direct or indirect 

exposure of humans and the environment

ÅWaste Management Measures
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Á Downstream Users (Formulators, Distributors) with

ÅObligation to compile a Safety Data Sheet for a Preparation

Å Obligation to include relevant exposure scenarios [Art. 31(7) and 37 (2) REACH]

Á Downstream Users using a substance / preparation:

Å In a use outside of the Exposure Scenario the supplier communicated to him

Å In a use the supplier advises against

Á Exemptions:

ÅNo Safety Data Sheet required for Substance / Preparation

Å Supplier not obliged to compile an CSR

Å Downstream User uses the substance / preparation < 1 t/y

Å Substance is present in preparation below classification thresholds (1999/45/EC, CLP)

Å Downstream User uses for the purpose of Process and Product Oriented R&D (PPORD)

ÅDownstream User implements / recommends minimum RMMós acc. to ES communicated to him

Exposure Scenarios for Preparations: Obligations



10

Exposure Scenario for Preparations

ÁConsider identified uses and 
applications

ÁInclude relevant information 
for constituents from eSDS, 
ES (OCôs, RMMôs)

DPD+ Methodology

Accepted by EU!
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ÁBased on Classification Criteria of Dangerous Preparations Directive 

(1999/45/EC)

ÁEnhanced for certain health exposure pathway with consideration of the 

volatility of the substance(s) concerned(DPD+)

ÁBased on identification of Lead substances for relevant endpoints / 

exposure pathways

Á It is not applicable to preparations containing substances which are 

classified as. 

ÅCarcinogenic, mutagenic or toxic for reproduction Category 1 and 2

ÅPBTós and vPvBós 

ÅEndocrine Disrupting Chemicals (EDC)

ÅR42 ïrespiratory sensitizers

DPD + Methodology:
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DPD+: Lead Substance Indicator (LSI)

ÁReflects the impact of a substance on the classification of a 

preparation 

Lead Substance Indicator (LSI): 

LSI = Ci / CT or LSI (inhalation)= Ci * Vi / CT

Ci : Substance concentration in the preparation 

CT: Concentration limit triggering the classification

Vi: Vapour Pressure of  Substance


