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REACH - an overview

=, European Union’s Registration, Evaluation and
Authorization| ofiChemicals (REACH) provides a
major redraftingl o European chemicals policies

= Proposed by therEuropeanfcommission in 2003
and enacted as a Regulationpnbecember:; 2006

= REACH/ drives the generationrand collection of:
hazard data;, whilesmmmzingiduplicatelefonts
and animalitesting

= Came into force JiunReds 200y,




REACH: Scope

s Covers some 30,000 substances manufactured or
importediinto anyiefithe European Union
countries in quantities efifton e more per year

¥ Exemption3'= 4
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The EU Registration, Evaluation and
Authorization of Chemicals (REACH) proposal

=, Coordinated European response to limits of
existing approaches

= Ensure greater supply chainishanng| of
information and rskimanagement measures

= Applies toimanufacturerS andimporters of:
chemicals, but alserterchemcalsin products (Rot
the actual foreign productionipProcesses)

= Ensure controlf(inciudingiSubStitution) o
chemicals offhighrconcenn

= Result of years offdiscussionandnegotiation:




REACH —in force 1 June 2007

« Single coherent system for new (non phase-in)
and existing (phase—in) chemicals

e Elements:

— Registration of substances 2 1 tonnel/yr (staggered deadlines)

— More information and better communication through the supply
chain

— Evaluation of some substances by European Chemicals Agency
(MS support for substance evaluation)

— Authorisation only for ‘Substances of Very High Concern’ (SVHC)
— Restrictions - the safety net

— Agency to manage system A Tiered Approach
 Focus on priorities:

— high volumes (early deadline)
— greatest concern (CMRs and high volume R50/53 early)
— Establishes new European Chemicals Agency (ECHA)




REACH

Substances: A chemical substance and
its compounds in the natural state or
obtained by any manufacturing process.
For example: chemicals, metals, etc.

Preparations: A mixture of solution
composed of two or more substances.
The function is more determined by the
chemical composition than by its shape,
surface or the design. For example:
Paints, Resins, Alloys, etc.

Article: An object which during



Pre-registration

= By November 30; 2008 all manufacturers; or
importers of 1 ton' o more peryear must notify the
new European ChemicalsfAgency in Helsinki
= Information:
* [dentification o registrant
* substance name
* annual velume
» deadline for’registration
= Agency publishesHistofinionmation onwensite t.o
facilitate all potential registrantsionithersame x” |

substance cooperating; throughimembersShipior:
Substance InformationfEXcChange Eonum (SIEFs




Importance of pre-registration?

First duty under REAGCH

Vital to ensuring non-duplicative registrations — ie
the challenge oficorrect chemical identification

Have to ensure substances whichiare supplied to
you are registereditorreduce threat o withdrawal

It you do not' pre=registenyoucannot take
advantage ofithe'phaseanNuered)registration
deadlines;andwillfhavertoregisternmmediately,

For a chemicalluserthisicoulcdimeanmsupply
shortages so sheuldiensureipre=registration of
substances you use \ %

Shouldialse examinenmperancero]; substanﬁe
and alternatives;




Another immediate requirement —
updated Safety Data Sheets

= As of June 1, 2007 SDSs must be provided for all
PBilf and vPvBIsubstances and preparations
containing more than 0:4%5

= SDSs mustincluderexposurerscenarios it
prepared up the'supply:chain

= Slight changeiniomatioiansSs

= Should have planiiniplaceftoiupdateasisoen as
possible.




Registration

Any substance manufacturediin, or imported into, the EU in
guantities > 1 t/yr must be registered

» Each substance permanufacturer/importer,

« All M/I'of'the' samersubstance are required to cooperate to
provide a singlerhazardidata’setpersubstance

Goal is flexibiityaRpntormationrequirements' = use of;
structure activity; etcrandimimmzationoitesting

A notification process
Includes substancesinpreparatonsoRarticies

Already listed nonRFphasesnipisubstancesiautomatcally;
registered

volume (10, 100; 1000 t/yr)andieveloRconcenm
Costs to be determinedinpZo0vz




Information Requirements for Registration

TECHNICAL DOSSIER

=  Common information for alliregistrations

 technical data ontheregistrantyidentification ofithe'substance,
physio-chemicallpropertieSy manufacturerandiuserand guidanceon
safe use

* Robust summaries,ofitestidatayStudiesS)(rules fornonrtest data)
* Proposediclassificationrandiabeliing

= lesting Depending on tonnagerthresholds

« >1tlyr = AnnexaViinonEphasenmandinghconcern) out
lower concernjjustiavailablerdatarandiphysSiocheEmicaliproperties

* >10tlyr = AsaboyverARREXAVII

s >100t/yr = ASaboyerrpropPoSalSHOARRIEX X

s >1000 t/yr. As above FiproposalsHortestng Anne



REACH - (Pre) Registration
Timeline

Notification of SVHC in SIA
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“Registration” of substances, substances in preparations, substances in arti
“Registration” on basis of "tonnages”, "SVHC or not", "phase-in or not"."
“Registration” after 3 1/2 year (> 1000 t/}) , 6 year (100-1000 t/}), 11 yea (1-10
“Notification” of Substances of Very High Concermn (SVCH) in artlcleg,k, -



Substances in Articles

= Substances intended to be released fromarticles,
and present aboyve 1 tonne per M/liper year, are
subject to the sameregistration requirements and
deadlines as forsubstances on theirown or in
preparations

= Importers neediprovideratnoltincationfonly tothe
ECHA it the article’ containSiarsubstance o very high
concern (SVHE) anditisinotintendeditorbereleased:

= The ECHA may request theregistrationioiamnotified
substance in an articleniit poses anskito human
health or the enviroRment:




Most recent info on SIA’s

May 2007 Mempo from| European Commission concern about
requirements for SVHC'S; >0.49 (Wholerarticle or parts, of it?) -
borderline cases

Article. means;anjebjectwhichidurnng preductioniis given a
special'shape; surfacelorrdesignwhichidetermines its: =
function to a greateridegree thanits chemicallcomposition.

Therefore; ifithe objectimerelyiactsiasiarcontainer/carrier
material to deliveraisubstance/preparation(Suchiasia spray.
can withja preparationinityaiprhtecartndgeraipensal
cleaningjtissue contalnln?l chemcalsSpnkamapnntedinbbon
or on carbon paperetc)ithenNtiSiaiSubstance/ preparationiinia
container: Itisfthen thersubstance/preparation thatimatters
most; even thoughithelcontainercanihaveaispecific shape:
Tihe contentisiemptiedaidithelcontaneRdisScardediorreused
separately. Suchisubstances/prepanrationspmillibesubjectito
registration under Articleros

Ifithe substanceisian [inte?rag partonthe articleythenithe
substance can|eitherbenintendeditoihenelcasedior O,
intended to)be releasediimboticasesitheSubsStanc

considered a substance inanarticieNRtherSensSelofAIticIews
fhearticle withrany remaimngisukstanceNsidiscarde
together at the ehd ofilife? e



Chemical Safety Report (>10 t/year)

List hazards of; all'identified uses;(by users;and projected)

Chemicall Safety Assessments mustinclude:
* human health' hazard assessments
s environmental hazard 'assessments
* PBi and vPvB assessments

* and ;ifthe substancensihghmhazardiorPBilvEvB); then
| eXposure assessSmentioRSPECICIUSES
* riskicharactenzation

Exposure scenanos aresetsioiiconditionsithatidescribe

how substances;shouldibermanuiacturediorusedidurnng

their life-cycle and how thermanuiacturerRomporter;

controls, or recommendsitoicontrollexposuresSiohumans

and the environment: ) W

The exposure scenanos musthncliudethelapproprateNis
management measures thathwhenproperyamplementeds
ensure that the riSks fromitheusesiorthe substanceare
adequately controllied: o




Downstream Users (DU)

= Manufacturer/iimporter CSR to cover all uses identified by
downstream users, Goal is upstream/downstream
communication

= DU has two options: (A)isupplier carying out assessment, or
(2) tor confidentialitylreasonsidoingrowniassessment:

s I using suppliers: CSRyuUStihaveto:
* implement supplierSinskamanagementioridentiiediuses

= If;conducting own GSRWillNhavertos

*  perform assessmentsioniyorsumdentheduses  (Using
supplier hazardhnftormation)

* inform Agency o umdentifiiecdirses:

= Suppliers of articles have torprovidenntormation to thier
recipients, of these articlesNRothRCIUdITGICONSUMETS) IO .
substances in them whichrarerSVHcaand present above?O 1€
(weight by weight) toallowithengsaresuseNthemmmuy
information to) be providedhsithemnamerofithe SVHG)




REACH: Registration

= Phased in by annual volume category over 11

years

= Register ‘non-phase=n:(Rew) substances or non-
pre-registered phasesnsubstances at = 1 t.p:a.
before manufactureroimportirom i June 2008;

Tons/year >1000 tons, 100-1000 10-100 tons 1-10 tons
CMRs, tons
vPvBs, PBTs
Deadline 3-1/2 years CRYCETS 11 years 11 years
Est. Number | 2,600 2,800 4,600 20,000
of firms
Chemical Yes Yes Yes No

Safety Report




Classification and Labeling Inventory

For now current classification and/labeling requirements
taken further by REAGH by requiring:

* those placing on/the market dangerous substances (on
their own| or in'preparations,aboye certain concentration
limits) or;

* M/I; or producersiandimportersioiiarticies containing
substances; thatiaresubjectitorRegistration

to submit the classificationfandiabellinghnformationonithe
substances to therlECHANImShRTommatonwillfberentered
into a publicly’availablennventony:

Tthe inventory ensures thatthazardiclassifications and
labeling of allldangerous;substancesimanuiacturedin: or
imporied into; thelEU areravaiiaijestoralls

Industry will be reguireditorsubrmtialivtSiclassificationStor .
the Agency, to bencludedintheNnVentonbyrsl Novembe
2010.

Drafit proposals toimplementithersiiSunihes=u W|th f al
proposalin 200 |




REACH: Evaluation

=, Evaluations are conducted by the Member States

=, Based onia “rolling planiinformed by substances
of concern with a quota ofiSs of: Registrations
per year.

=, Can lead tojestablishmentoifnskmanagement/
restriction propoesals

= There are 2itypes o Evaluation
* Dossier Evaluation
* a compliancercheckiontherdata
* a review ofitesting protocols
* Substance Evaluation
* a check on validity’ o fincings
* a request foradditionalNorationior, testiaﬁfg_l




Authorization

= Substances of very high concern — GMRS;, vEvBs, PBIS,
and others of'equivalent concern

= Manufacturers/importerssmustiapply for authorization to
continue use foreachrgeneraliuse:

= Authorizationicanrbergiven=umelimted =ifiadequate
control can be demonstrated

= [ "adequate’ controlfcannotiberdemonstrated;y orthe
‘adequate controlfroutenstnotiavanabierthenardecision on
authorising ajuse willtakeraccouRtoRtheNiISKkS I posediby.
the substance; secioreconomicumpactSIoRautionsIng or;
not the use, possiblealternatvesiandiSulbsShtutes
(substances and processes)

= Fed into system|on arcasehyicaseNiasiSias resources%‘

allow: ﬂj



Restrictions

. Safety net to enable conditions (Up'te and

= EXxisting restrictions carry over
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Getting Ready for REACH

=, A huge undertaking

= Lots of details stillftorberworkediout. Likely'lots of
uncertainty andifexabilityfin the beginning

=, Agency stilllnotisetup
= Read the RIPs - http://lecb.jrc.it/reach/rip/ - RIP 3.5

important for downstreamisers

= Keeping Up te datewithrtheNegisiation
http://ec.europa.eu/enterprise/reach/index en.htm

= EU setting up NAVIGAJ,ORISysStem| to answer . -
questions. g



http://ecb.jrc.it/reach/rip/
http://ec.europa.eu/enterprise/reach/index_en.htm

RIPS projects

Finished|projects

RIP 3:2-1A: Tiechnical Guidance Document: (i) on preparing the GSR
(Scoping) & RIP 3. 2-1B:iGDhion prepanng/the: GSRI(Draft: GSA)

RIP 3:3~1: TiGD onlinformationrequirementsi(Scoping)

RIP 3:5-1: 1iGD on DownstreamuUsenrequirements, prelimnary study
RIP 3.9-1% Preliminany studyloniSocio-EconomiciAnalysis

RIP 3,105 G ontldentificationiandiINanngloisubstances intREAGH
RIP 4:4: 1iGDion thepreparatiomoiiAnnEX XV doSSIers

Tihe projects are currently runmnglorneancompietion:

RIP 311 Guidance onRegistration

RIP 3. 2-2: G oniprepanngithieicoR

RIP 3:3-2: IiGDonintormationrequirements

RIP 3:4: 1iGDion data'shanng

RIP 3:5-2: 1|GDion Downstreanmusenrequirements

RIP 3.7;: Guidance on prepanngamAutionsatonApplicaton
RIP 3.8 Guidance onffulfillingitherequirementsioranticles

RIP 3:9-2: Guidance onjcanyingioutiasociorEconomciAnalysis
RIP 4.1/4.2 Guidance onibossier/Substancelevaluation

RIP 4.3/4.5: Guidance documentioninciusiononsuhsiancesin ann
guidance document on|priority’sethingioreyvaluaton




Steps for downstream users to prepare

= 1. Supply chainimapping

 |dentify chemicalsiused = materalsifaccounting —
how chemicals arerused andienter products

* [dentify suppliers
* [dentify substancespnecding presregistration
(ensuring thesearennciudedinpre=registration)
= 2. |dentify' vulnerablelproducts

* Chemicals thatimightiheswithdrawniromrsupply.
chain

» Chemicals offhighepconcem@andensure mclusmn
in authoerizationifnecessanys v

» Examine alternativesgionchemcalSiorn highe'r;.
concern — suppliers; functionalitys; etc;




Steps for REACH preparation (cont)

3. Communicate with suppliers

Provide information for exposure scenarios
Gather informationron’ chemical toxicity/hazards
Gather informationon alternatives

Need to ensure productievelinskimanagement
guidelines proposedibymanuiacturerareimplemented

4. Develop priorities/acthionpian

Set priorities o REAGCHWOrK

Which chemicals andiusesiposerthergreatestinski(health
and financial/social)yproviderthelgreateSHopportunity,

for innovation; andiare theleasiest tolworkion

immediately (shortymediumyandiongrterm) o -

Developing  an|action PIaniorthetoladdresSHHOE
chemicals;andihave processesiordentiiying ne\}“\fsa
substances ofi concern(toraddressievoiving rig_khsi{

.
—



