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AIMAIM of of authorisationauthorisation

EnsureEnsure the good the good functioningfunctioning of the of the internalinternal
marketmarket whilewhile assuringassuring thatthat risksrisks fromfrom

substances of substances of veryvery highhigh concernconcern
are are properlyproperly controlledcontrolled and and thatthat

thesethese substances are substances are eventuallyeventually substitutedsubstituted
wherewhere economicallyeconomically and and technicallytechnically viableviable



AuthorisationAuthorisation
-- basicsbasics

uu Substances Substances includedincluded in in AnnexAnnex XIV are XIV are 
subjectsubject to to authorisationauthorisation

uu ContinuedContinued use of a substance use of a substance includedincluded in in 
AnnexAnnex XIV to REACH XIV to REACH requiresrequires thatthat afterafter the the 
sunsetsunset date the use has been date the use has been authorisedauthorised

uu AuthorisationsAuthorisations are are grantedgranted for for specificspecific uses uses 
of a substanceof a substance

uu A A downstreamdownstream user user maymay use a substance if use a substance if 
an an authorisationauthorisation isis grantedgranted to an to an actoractor up up 
hishis supplysupply chainchain for for thatthat useuse



AuthorisationAuthorisation
-- basicsbasics

ExemptionsExemptions
uu General exemptionsGeneral exemptions

vv Art 2(5) (e.g., uses in Art 2(5) (e.g., uses in foodfood) ) 
vv Art 2(8)(b) (uses as Art 2(8)(b) (uses as intermediatesintermediates))
vv Art 55(3)Art 55(3)--(6) (e.g., uses in biocides)(6) (e.g., uses in biocides)

uu Use Use specificspecific exemptionexemption ((includedincluded in in AnnexAnnex XIV)XIV)
vv ExistingExisting specificspecific CommunityCommunity legislationlegislation alreadyalready

requirerequire properproper control of control of risksrisks relatedrelated to uses or to uses or 
categoriescategories of usesof uses

vv WhetherWhether productproduct and processand process orientedoriented researchresearch
and and developmentdevelopment (PPORD) (PPORD) requiresrequires authorisationauthorisation



Overview of authorisation procedure (1)

uu Step 1Step 1
Inclusion of substances in the list of Inclusion of substances in the list of 
substances subject to authorisation (Annex substances subject to authorisation (Annex 
XIV)XIV)

u Step 2  
Granting the authorisation



Overview of authorisation procedure (2)
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Phases of the Phases of the authorisationauthorisation procedureprocedure

uu Identification of substances for the Identification of substances for the 
candidate candidate listlist (Art 58)(Art 58)

uu PrioritisationPrioritisation of substancesof substances

uu Inclusion of substances on Inclusion of substances on annexannex XIVXIV

uu Application for Application for authorisationauthorisation

uu GrantingGranting of of authorisationauthorisation

uu ReviewReview of of authorisationauthorisation



Substances of Substances of veryvery highhigh concernconcern
(SVHC) (SVHC) 

Substances Substances thatthat maymay bebe includedincluded in in AnnexAnnex XIVXIV

uu CMR substances CMR substances (cat 1 and 2)(cat 1 and 2)
CarcinogenicCarcinogenic, , mutagenicmutagenic and and toxictoxic for reproduction substances for reproduction substances 
meeting the meeting the criteriacriteria for classification in for classification in categorycategory 1 and 21 and 2

uu PBT and PBT and vPvBvPvB substances substances 
Persistent, Persistent, bioaccumulativebioaccumulative and and toxictoxic substances and                   substances and                   
veryvery persistent and persistent and veryvery bioaccumulativebioaccumulative substances                      substances                      
in accordance in accordance withwith criteriacriteria in in AnnexAnnex XIIIXIII

uu Substances of Substances of equivalentequivalent concernconcern withwith scientificscientific
evidenceevidence of probable of probable seriousserious effectseffects



A A proposalproposal for the identificationfor the identification
-- AnnexAnnex XV dossier XV dossier 

WhoWho
vv A A MemberMember State or the State or the AgencyAgency on a on a requestrequest

fromfrom the Commission the Commission preparesprepares

WhatWhat
vv ProposalProposal, incl. , incl. identityidentity of the substanceof the substance
vv Justification Justification thatthat the substance the substance isis a SVHCa SVHC
vv Information on Information on exposuresexposures, alternative , alternative 

substances and substances and risksrisks

DraftDraft guidance for guidance for authoritiesauthorities on on preparingpreparing proposalsproposals
vv RIP 4.4 (RIP 4.4 (finalisedfinalised))



Inclusion in the candidate listInclusion in the candidate list
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Phases of the Phases of the authorisationauthorisation procedureprocedure

uu Identification of substances for the candidate Identification of substances for the candidate listlist

uu PrioritisationPrioritisation of substancesof substances

uu Inclusion of substances on Inclusion of substances on annexannex XIVXIV

(Art 57)(Art 57)
uu Application for Application for authorisationauthorisation

uu GrantingGranting of of authorisationauthorisation

uu ReviewReview of of authorisationauthorisation



PrioiritisationPrioiritisation of substances to             of substances to             
AnnexAnnex XIVXIV

uu PriorityPriority isis givengiven to substances on the candidate to substances on the candidate listlist
withwith
vv PBT or PBT or vPvBvPvB propertiesproperties
vv widewide dispersive use; ordispersive use; or
vv highhigh volumes volumes 

uu TimetableTimetable
vv the first the first recommendationrecommendation by the Agency atby the Agency at the the latestlatest 2 2 

yearsyears afterafter entry entry intointo force, force, 
vv furtherfurther recommendationsrecommendations atat least least everyevery second second yearyear

uu GuidanceGuidance
vv PriorityPriority setting setting methodsmethods are are developeddeveloped in RIP in RIP 4.3/4.54.3/4.5
vv Guidance for authorities on inclusion of the substances in Guidance for authorities on inclusion of the substances in 

Annex XIV in RIP4.3Annex XIV in RIP4.3
vv Available in spring 2007Available in spring 2007



Inclusion of substances in Annex XIVInclusion of substances in Annex XIV
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Entries in Entries in AnnexAnnex XIVXIV

uu The The identityidentity of the substanceof the substance
uu IdentifiedIdentified propertyproperty: : WhyWhy in the in the AnnexAnnex (PBT, (PBT, vPvBvPvB, , 

C cat 1C cat 1……))
uu Sunset date(s) Sunset date(s) 
uu Application date(s) Application date(s) –– atat least 18 least 18 monthsmonths beforebefore the the 

sunsetsunset datedate
uu ReviewReview periodsperiods for certain uses, if for certain uses, if appropriateappropriate
uu Uses or Uses or categoriescategories of uses of uses exemptedexempted

vv CommunityCommunity legislationlegislation alreadyalready ensuresensures properproper control of control of 
risksrisks

vv May May containcontain conditionsconditions



Phases of the Phases of the authorisationauthorisation procedureprocedure

uu Identification of substances for the candidate Identification of substances for the candidate listlist

uu PrioritisationPrioritisation of substancesof substances

uu Inclusion of substances on Inclusion of substances on annexannex XIVXIV

uu Application for Application for authorisationauthorisation (Art 61)(Art 61)
uu GrantingGranting of of authorisationauthorisation

uu ReviewReview of of authorisationauthorisation



Autorisation applicationAutorisation application

WhoWho
vv manufacturer(s), importer(s) and/or manufacturer(s), importer(s) and/or downstreamdownstream

user(s)user(s)

For For whatwhat
vv SeveralSeveral substancessubstances
vv SeveralSeveral usesuses
vv ApplicantApplicant’’s s ownown uses, uses, hishis downstreamdownstream actorsactors’’

usesuses

WhenWhen and and wherewhere
vv NeedsNeeds to to bebe submittedsubmitted to the to the AgencyAgency by the by the 

application date application date defineddefined in in AnnexAnnex XIVXIV



AuthorisationAuthorisation applicationapplication
-- content (1)content (1)

uu An An authorisationauthorisation application has to application has to specifyspecify the the 
applicant(s)applicant(s) and the and the substance(s)substance(s) and and use(s)use(s)
appliedapplied for,  and for,  and includeinclude
vv A A ChemicalChemical SafetySafety Report Report coveringcovering the the risksrisks

arisingarising fromfrom the the intrinsicintrinsic propertiesproperties specifiedspecified in in 
AnnexAnnex XIVXIV

vv An An analysisanalysis of alternatives of alternatives consideringconsidering
ww risksrisks
ww technicaltechnical and and economicaleconomical feasibilityfeasibility
ww NB alternatives NB alternatives maymay bebe alternative alternative 

substances or technologies substances or technologies 



Autorisation applicationAutorisation application
-- content (2)content (2)

uu An An authorisationauthorisation application application maymay includeinclude
vv A A sociosocio--economiceconomic analysisanalysis
vv A substitution plan A substitution plan 
vv A justification for not A justification for not consideringconsidering risksrisks

coveredcovered byby
ww IPPC permitIPPC permit
ww Prior Prior regulationregulation underunder Water Framework Directive Water Framework Directive 

(point sources) (point sources) 



AuthorisationAuthorisation applicationapplication
-- guidanceguidance

RIP 3.7RIP 3.7
Draft guidanceDraft guidance for for industryindustry on on developingdeveloping an an autauthhorisationorisation
applicationapplication
vv Start in Start in autumnautumn 20072007
vv Finalisation in Finalisation in autumnautumn 20072007

RIP 3.2RIP 3.2
MethodologyMethodology guidance to guidance to developdevelop a CSR (a CSR (alsoalso) for an ) for an 
autauthhorisationorisation applicationapplication
vv ScopingScoping studystudy finalisedfinalised in July 2005in July 2005
vv Final Final draftdraft TGD: TGD: OngoingOngoing, finalisation in , finalisation in JuneJune 20072007

RIP 3.9RIP 3.9
MethodologyMethodology guidance to guidance to developdevelop a SEA (a SEA (alsoalso) for ) for autauthhorisationorisation
applicationapplication
vv ScopingScoping studystudy finalisedfinalised in May 2006in May 2006
vv Final Final draftdraft TGD: Start in TGD: Start in autumnautumn 2006, finalisation in 2006, finalisation in autumnautumn

20072007



Phases of the Phases of the authorisationauthorisation procedureprocedure

uu Identification of substances for the candidate Identification of substances for the candidate listlist

uu PrioritisationPrioritisation of substancesof substances

uu Inclusion of substances on Inclusion of substances on annexannex XIVXIV

uu Application for Application for authorisationauthorisation

uu GrantingGranting of of authorisationauthorisation (art 59)(art 59)
uu ReviewReview of of authorisationauthorisation



GrantingGranting the the authorisationauthorisation

The Commission The Commission shallshall grantgrant an an authorisationauthorisation ifif
vv RisksRisks are are adequatelyadequately controlledcontrolled
vv N.B: not applicable for N.B: not applicable for PBTsPBTs, , vPvBsvPvBs and nonand non--

thresholdthreshold CMsCMs

The Commission The Commission maymay grantgrant an an authorisationauthorisation ifif
vv SocioSocio--economiceconomic benefitsbenefits outweighoutweigh the the risksrisks
vv There are no There are no technicallytechnically and and economicallyeconomically

viable alternativesviable alternatives



AuthorisationAuthorisation decisiondecision

uu Person(s) to Person(s) to whomwhom grantedgranted
uu IdentityIdentity of substance(s)of substance(s)
uu The use(s) for The use(s) for whichwhich grantedgranted
uu AnyAny conditionsconditions
uu The timeThe time--limitedlimited reviewreview periodperiod
uu AnyAny monitoring arrangementsmonitoring arrangements



Authorisation ProcedureAuthorisation Procedure
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Authorisation Procedure Authorisation Procedure (cont.)(cont.)
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Phases of the Phases of the authorisationauthorisation procedureprocedure

uu Identification of substances for the candidate Identification of substances for the candidate listlist

uu PrioritisationPrioritisation of substancesof substances

uu Inclusion of substances on Inclusion of substances on annexannex XIVXIV

uu Application for Application for authorisationauthorisation

uu GrantingGranting of of authorisationauthorisation

uu ReviewReview of of authorisationauthorisation (Art 60)(Art 60)



ReviewReview of of authorisationauthorisation

vv HolderHolder of the of the authorisationauthorisation to to submitsubmit a a reviewreview
report report atat the the latestlatest 18 18 monthsmonths beforebefore the the expiryexpiry
of the of the reviewreview period set in the authorisation period set in the authorisation 
decisiondecision

May May bebe reviewedreviewed atat anyany time iftime if
vv Changes Changes thatthat affect the affect the riskrisk or the or the sociosocio--

economiceconomic impactimpact
vv New information on New information on alternativesalternatives
vv EnvironmentalEnvironmental qualityquality standards are not met standards are not met 



ConclusionsConclusions

uu ApplyApply to to identifiedidentified and and prioritisedprioritised substances of substances of 
veryvery highhigh concernconcern

uu Time to Time to prepareprepare: : KnowledgeKnowledge on substances on substances thatthat
maymay bebe subjectsubject to to autauthhorisationorisation availableavailable wellwell in in 
advanceadvance

uu SeveralSeveral phases phases wherewhere industryindustry maymay provideprovide
commentscomments

uu PossibilitiesPossibilities to to prepareprepare one application for one application for severalseveral
uses, uses, severalseveral substances or a substances or a combinationcombination of of 
thosethose

uu Guidance Guidance willwill bebe availableavailable


