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What is REACH?What is REACH?

Single, coherent system for new and Single, coherent system for new and 
existing chemicalsexisting chemicals

Elements:Elements:
Registration of substances ≥Registration of substances ≥ 1 tonne/yr 1 tonne/yr 
Information in Information in thethe supplysupply chainchain
Evaluation of Evaluation of somesome substances substances 
Authorisation Authorisation onlyonly for substances of very for substances of very 
high concernhigh concern
Restrictions Restrictions -- the safety netthe safety net
Agency to manage systemAgency to manage system



RegistrationRegistration

AIMAIM

Manufacturers and importers Manufacturers and importers 
Obtain information on their substances and Obtain information on their substances and 
Use this knowledge to ensure responsible and wellUse this knowledge to ensure responsible and well--

informed management of the risks the substances informed management of the risks the substances 
may present throughout the supply chainmay present throughout the supply chain

RegistrationRegistration Dossier Dossier 

TechnicalTechnical Dossier: Dossier: startingstarting at 1 at 1 tonnestonnes per per yearyear
ChemicalChemical SafetySafety Report:                           Report:                           
startingstarting at 10 at 10 tonnestonnes per per yearyear



Core tools under REACHCore tools under REACH
The Chemical Safety Assessment The Chemical Safety Assessment 
(CSA) is the tool used to (CSA) is the tool used to determinedetermine
The Chemicals Safety Report (CSR) is The Chemicals Safety Report (CSR) is 
the tool used to the tool used to documentdocument
The Safety Data Sheet (SDS) is the tool The Safety Data Sheet (SDS) is the tool 
used to used to communicatecommunicate

Conditions for use (for sufficiently Conditions for use (for sufficiently 
protecting human health and the protecting human health and the 
environment):environment):

risk management measuresrisk management measures
operational conditionsoperational conditions

Exposure Exposure 
ScenarioScenario



The Chemical Safety AssessmentThe Chemical Safety Assessment
Annex IAnnex I

1.1. Human health hazard assessmentHuman health hazard assessment

2.2. Human health hazard assessment of Human health hazard assessment of 

physicochemical propertiesphysicochemical properties

3.3. Environmental hazard assessmentEnvironmental hazard assessment

4.4. PBT and vPvB assessmentPBT and vPvB assessment

---------------------- if dangerous or a PBT or vPvB if dangerous or a PBT or vPvB ------------------

5.5. Exposure assessment Exposure assessment inclincl exposure scenariosexposure scenarios

6.6. Risk characterisationRisk characterisation



Exposure Scenario (ES)Exposure Scenario (ES)

Conditions for use:Conditions for use:
Process description (incl. quantity used) Process description (incl. quantity used) 
Operational conditions (incl. frequency and Operational conditions (incl. frequency and 
duration of specified operations)duration of specified operations)
Risk Management Measures (process and Risk Management Measures (process and 
emission control, personal protective emission control, personal protective 
equipment, good hygiene, etc.)equipment, good hygiene, etc.)

Other relevant informationOther relevant information

--> Factors affecting the exposure level> Factors affecting the exposure level



Exposure Scenario (ES) and Exposure Scenario (ES) and 
Exposure EstimationExposure Estimation

Exposure Exposure scenario(sscenario(s) and exposure estimation ) and exposure estimation 
need to coverneed to cover

ManufactureManufacture
Manufacturers / importers own Manufacturers / importers own use(suse(s))
All identified usesAll identified uses
All life cycle stages resulting from the All life cycle stages resulting from the 
manufacture, own uses and identified usesmanufacture, own uses and identified uses



Exposure Scenario (ES) and Exposure Scenario (ES) and 
Exposure Estimation Exposure Estimation (cont.)(cont.)

Exposure Exposure scenario(sscenario(s) and exposure estimation ) and exposure estimation 
need to address, where relevant,need to address, where relevant,

Human healthHuman health
WorkersWorkers
ConsumersConsumers
Humans Humans exposuredexposured via the environmentvia the environment

ANDAND
Environmental spheres for which exposure is known Environmental spheres for which exposure is known 
or reasonably foreseeableor reasonably foreseeable

--> > IntegratedIntegrated approachapproach for for humanhuman healthhealth and the     and the     
environmentenvironment



Chemical Safety AssessmentChemical Safety Assessment

Risk characterisation

Assumptions on use of 
the substance (‘Initial 
Exposure scenarios’)

Hazard 
identification

Classification 
and labelling

Exposure 
assessment

Hazard 
assessment

Existing 
knowledge/data

Revise assumed RMM
and/or operational
conditions

Are risks adequately controlled?

‘Final ESs’ with RMM and operational conditions to adequately control the risks, to be:
- Documented in the Chemical Safety Report (CSR)
- Communicated to downstream users via an SDS annex

YES

NO NO



Dual role of Dual role of ESsESs

1.1. Basis for exposure estimation (in preparing the CSA)Basis for exposure estimation (in preparing the CSA)
Exposure Scenarios enable a Exposure Scenarios enable a quantitative release quantitative release 
and exposure estimationand exposure estimation by describing the by describing the 
determinantsdeterminants of exposure; i.e. the parameters that of exposure; i.e. the parameters that 
affect the exposure levelaffect the exposure level

2.2. Communication (CSA output, annex to Communication (CSA output, annex to SDSsSDSs))
ES is the communication tool to the user on how to ES is the communication tool to the user on how to 
use the chemical in a way that risks are controlleduse the chemical in a way that risks are controlled

Note that ES communicated to the user must be based on an Note that ES communicated to the user must be based on an 
assessment showing that risks are controlled assessment showing that risks are controlled 



DownstreamDownstream usersusers

ExposureExposure Scenarios (ES) Scenarios (ES) willwill bebe communicatedcommunicated to to 
DUsDUs as an as an annexannex to to SafetySafety Data Data SheetsSheets (SDS)(SDS)

A DU A DU needsneeds to to ensureensure thatthat hishis use use isis coveredcovered by by 
the ES and to the ES and to implementimplement atat least as effective least as effective riskrisk
management management measuresmeasures and and operationaloperational conditions conditions 
as in the ESas in the ES

OROR
If If hehe uses the substance uses the substance outsideoutside the ES (the ES (otherother uses uses 
or or otherother conditions), conditions), hehe maymay eithereither

InformInform hishis supplier to supplier to makemake hishis use an use an identifiedidentified use, ORuse, OR
ConductConduct a DU a DU chemicalchemical safetysafety assessmentassessment for for hishis use(s) use(s) 
(and for (and for hishis downstreamdownstream uses if uses if hehe isis a supplier)a supplier)



ExposureExposure scenarios scenarios 
–– levellevel of of detaildetail??

Broad Broad ESsESs maymay covercover a range of a range of processesprocesses, uses , uses 
and/ or and/ or bebe applicable to applicable to manymany substances substances 

An An ESES shallshall bebe as as detaileddetailed as as neededneeded
To To ensureensure thatthat risksrisks are are adequatelyadequately controlledcontrolled uponupon
implementationimplementation of the ESof the ES
ES ES isis practicalpractical and and proportionalproportional to the to the riskrisk



GuidanceGuidance

RIP 3.2: TGD for RIP 3.2: TGD for preparingpreparing the CSRthe CSR
Guidance for preparing the Chemical Safety Guidance for preparing the Chemical Safety 
Assessment (CSA) and Chemical Safety Assessment (CSA) and Chemical Safety 
Report (CSR)Report (CSR)

Scoping study: RIP 3.2Scoping study: RIP 3.2--1 available1 available
Second phase: RIP 3.2Second phase: RIP 3.2--2 ongoing, to be finalised in 2 ongoing, to be finalised in 
first half of 2007first half of 2007

The The currentcurrent RA TGD one of the main RA TGD one of the main startingstarting
points for the points for the projectproject

IT tools to assist the development of CSRIT tools to assist the development of CSR
Project on analysis and design in 2007Project on analysis and design in 2007



Guidance Guidance (cont)(cont)

RIP 3.5: TGD for RIP 3.5: TGD for DownstreamDownstream usersusers
Develop guidance for DU on how they can fulfil Develop guidance for DU on how they can fulfil 
their obligations: their obligations: 

Use of chemicals and exposure scenariosUse of chemicals and exposure scenarios
Which information shall be availableWhich information shall be available
Communication upCommunication up-- and downstream, including proactive and downstream, including proactive 
communication of the currently applied conditions of use communication of the currently applied conditions of use 
to suppliersto suppliers

Scoping study: RIP 3.5Scoping study: RIP 3.5--1 available1 available
Second phase: RIP 3.5Second phase: RIP 3.5--2 ongoing, to be finalised 2 ongoing, to be finalised 

in first half of 2007in first half of 2007



Conclusions Conclusions 

ExposureExposure scenario scenario 
definesdefines underunder whichwhich conditions the conditions the risksrisks relatedrelated to a to a 
substance are substance are adequatelyadequately controlledcontrolled
ExposureExposure scenario scenario isis a a keykey tooltool in REACH in REACH safetysafety
assessmentassessment and in communication in the and in communication in the supplysupply chainchain

M/I M/I responsibleresponsible for for preparingpreparing CSR andCSR and
ImplementImplement RMMsRMMs and and OCsOCs neededneeded to control to control risksrisks
relatedrelated to manufacture and to manufacture and ownown usesuses
RecommendRecommend RMMsRMMs and and OCsOCs neededneeded to control to control DUsDUs’ ’ 
risksrisks

DU DU cancan eithereither communicatecommunicate hishis use to the use to the 
supplier (if not supplier (if not alreadyalready coveredcovered by the ES) or by the ES) or taketake
the the responsibilityresponsibility himselfhimself



Conclusions (cont.)Conclusions (cont.)

REACH REACH willwill provideprovide for for downstreamdownstream usersusers

More information More information hazardhazard propertiesproperties of of 
substances substances 
ClearClear guidance on guidance on riskrisk managementmanagement
Framework for Framework for supplysupply chainchain communicationcommunication
IntegratedIntegrated wayway to to implementimplement the the requirementsrequirements
relatedrelated to to occupationaloccupational healthhealth and the and the 
environmentenvironment



FurtherFurther informationinformation

REACH proposal:
http://europa.eu.int/comm/enterprise/reach/index.htm
and
http://europa.eu.int/comm/environment/chemicals/index.htm

REACH Implementation Projects (RIPs):
http://ecb.jrc.it/REACH/ > Documents > public access > RIP 

final reports 
http://ecb.jrc.it/REACH/ > Documents > restricted access > 

SEG (UserID: segr and password: segr07)


