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ENVIRONMENTAL PROTECTION subjecttothefinaltestrulehaveagreed andauthorized representativesofall
AGENCY . . . ‘ to condiictamodifiedset f ‘-: ‘ parties.challengingtherule, entered into

ueuEotoxicityandin”vivohydrolysis •‘ settlementnegotiatiorthto resolvethe
• 40CAl Part799 . . testingunder ECAs that accomplish lawsuit.’ .‘ . .

. -‘~ manyof the.goalsof thetest~fle;:The•- As a resultof thesesettlement’. .

(OPPTS-42134F;FRL4924~7j followingsevenchemicalsubstances ‘discussions;thepartiesto thelawsuit
fIN 2070-2033 ‘ . will betestedpursuantto ECAs: acetone. agreed,subject.tocertain,conditionsset.

-, ‘ •. . (GAS No;’.&7—64—1), technicalgradeii- . forth’in the settlementagreement(Ref.’
Revocation of Final MuIh-substance amyl acetate(CASNo 628—63—7) ii 3) toconductneurotoxicityandin vivo
Rule for theTestrng of Neurotoxicity butyl acetate(GASNo 123—86—4) ethyl hydrolysistesting of 7 chemical

acetate(CASNo 141—78—6) isobutyl substances-underECAstobenegotiated
AGENCY EnvironmentalProtection - alcohol (CASNo 18—83—1) methyl pursuantto EPA regulations Testingon
Agency(EPA) isobutylketone(CASNo 108—10—1) two of the chemicalssubjecttothe final

~. ACrnON: Final Rule Revocation. . : andtetrehydrofuran(CAS No.109-99.- rule, n-butylacetateand,isobUtyl
‘. ‘ - . • 9)~Testingis.Currentlyunderwayfor rr- alcohol;wasalreadyunderway~It was ..

SUMMARY This docwn~ntannounces butylacetateandisobutyl alcobol In CMA sandthe testsponsorsstated
EPAsdecisionto revolc.ethe Multi vivohydrolysistestingwill be intentthat suchtesting continueon
SubstanceRule for the Testingof conductedonbutyl acetateto determine scheduleduringthependencyof this
Neurotoxicity thatrequired if its testresultsfor neurqtoxacitycanbe proceeding(Ref 3)
manufacturersandprocessorsofac tone usedto assessthe neurotoxicityof its In turn EPA agreedto proposeto
(CAS No 07—64—1) tet~wiioagra~w~ metabohte 1-butanol withdrawthe final testrule EPAwas
amylacetate(CAS No; 626-63-7)r1’’’’ . .‘‘ . ‘ “ . . . . . - -: ‘ “ ‘, ‘ “

hutanol(GASNo~71—36—31 . n4iutvl - -I. ac ~roun . ‘ . . . . . . . •-,.•. - .

‘ . . . .• ‘ •..• ‘ . . . •. contempiatedtesbng:iewercnemicais -acetate’(GAS No 123—86—4) diethyl OnJuly27, 1993~58FR40262)’EPA andareducedsetof testingon someof
ether (CAS No 60-20-7) 2 issueda testmle’underTSCA seCtion4 thosechemicalsthanthe testing
ethoxyethanol(GAS No 110—80-5) thatrequiredmanufacturersand regimenrequiredby the final rule
ethyl.acetate(CAS~No..14178-6),. ‘ ‘processorsof 10 substáncesto~conduct ‘AlthàughEPA believedthat t.lie
isobutylalcohol (GAS No 76-83—1), testing for neurotoxicity (Ref 1) The rulemakingrecord contained,substantial
methyl isobutyl-ketone (GASNo. 108— testrule requiredall the testing“ ‘ ~- :‘ ~ ~ t~th’~‘I. ‘

10—1 an e y 0 proposedfor the 10 substanceson requirementsin the flulal rule EPA
109—99—9)toconduct tustinglbr MarCh4,1991 (56 FR 9105) The believedtha&the settlementagreement
neurotoxicityEPA isrevokingthisrule requiredtestingwasthesame~for all tO wasin the public interestasit allowed
aspartof a settlementagreement substancesandincludedacutti~ testingto proceedon an expeditedbasis
reachedwith themanufacturersof these subchromcfunctionalobservational without theuncertaintiesof protracted
chemicalswho have agreed.top~ifonui batteryandmotor activity ~ litigation CMAs lawsuitwasdismissed
certainneurotoxicityandiii VIV1) subchronicneuropathologyand ~tIi~ni.~prejudice by the 5th Circuit
hydrolysis testingof 7 ofthe10 ~edi~]~ufrofled operantbehavior Court ofAppealson May 13 1g~4m
chemicalsunderenforceableconsent (SCOB) These10substancesare hated responseto a )oint motion for a stay but
agreements1’ECAs) below it canbereinstatedby eitherparty upon
EFFECTIVEDAlE..January23.1995 filing of a letter with the court(Ref 4)
ADDRESSES.~Apubhcversionof the Chemicalname CASN0 On June27 1994 EPApublished
administrativerecordsupportingtins threenoticesin theFederalRegister a
action with anyconfidential business acetone .. 67644 Stayof the final testrule (59 FR 33184)
informationdeleted savailable for mamylacetatetechnicalgrade 628-63-T a proposal to revokethe final testrule
inspection-attheTSCAl~touconfldéntial (59FR 33187) andanannouncementof
Information Center alsoknownasthe 1—butanol .. . 7t36-3 a public meetingto imtrate-negotiation
TSCAPublic DocketOffice (7407) n-eutylacetate 123-86-4 of consentagreementtesting (59FR
NE9607 Office of Pollution Prevention 33191)The Staysuspendedall
andToxics Environmental Protection diethyl ether -. .... 60-29-7 ~mrements ofthe finaltestruleuntil
Agency 401M St. SW Washington 2-ethoxyethanol 110-80-5 EPAeitherlifted theStayorrevokedthe
DC 20460from 12 noon to 400pm testrule Final revocationof thetestrule
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Monday through Friday exceptlegal ethyl acetate .... .. 141.7&$ wasconditional oathesuccessful

.

~

holidays ~ObU~Ylalcohol 78-83~-4 uegotiationof testingtobeperformed
-FOR FURThER INFORMATION CONTACT:’. ,, . . . ‘ ‘ ‘ . ‘..‘ underECAs; Thepublicmeeting
SusanHazenDirector Environmental methyl isobutyl ketone .. ~8401 announcementsolicitedinterested
AssistanceDiYisiOn, (7408),. Office,of letrahycirofuran .~ - ~io9-99.-9~.,. parties.to pai~icipatein the.negotiation-.
Pollution PreventionandToxics 401M and/or observation ofnegotiations On
St ,SW WashrngtonDC 20460 (202) Themanufacturers of these’ July28 1994 EPA held thepublic
554—1404,TDD (202)554—0551 substancespetitionedfor reviewof the meetingto initiate the negotiationsThe
SUPPLEMENTARY INFORMATION EPAhas final rule under TSCA section19 in,the ECAs which resulted were signedin
determinedthatit isappropriate.to FiftkCircmt Court ofAppeals(Ref V.2) November1994andJanuary-.1995and
revokethemulti-substancerulefor the Subsequentto the filing of thrs required the neurotoxicity andin vivo
testingof neurotoxicity becausethe challengeto therule EPA the Chemical hydrolysis testingofthe following 7
manufacturersof 7 of the 10chemicals Manufacturers Association( CM& ),. substances

.
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Substance Tests

— SCOB (subchronic)
Functional Observational Battery (acute and. subchronic). Motor Activity (acuteand

subchroruc) Neuropathology (subchranic)
Functional Obsèrvatióniij Battery (acute and subchronic), Motor Activity (acute and’

subchronic),Neuropathology (subchronic),SCOB (subcheonic), li-i Viva Hydrolysis.

Functional Observational Battery ~acuteand subchronic) Motor Activity (acute and
subchronic), Neuropathology. (subchronic), SCOB.(subchronic) : ‘

Functional ObservationalBattery (acuteand subchronic) Motor Activity (acute and
- ‘ . . . . ‘subchronic),Neuropathology (subchronc),,SCO~(subchronic) ,.‘ - ‘ - . -‘

SCOB (subchronic)

Functional Observational Battery (acute and subchronic) Motor Activity (acute and -

__________________________________________ subclirónic),_Neuropathology(subthrónic) ‘ ‘‘ ‘‘.~‘. - .‘ .- .:

TheECA testing programand enterconsentagreementnegotiations A SupportingDocumentation
negotiationsare-describedmore fully in (Ref 5) (1)FederalRegisternoticespertaining
theannouncementofthe signingof the Thepublicmeetingto initiate to this ruleconsistingof
ECAs publishedelse-wherein this negotiationof consentagreementtesting (a) Noticeof proposedmulti
FederalRegister.Compare4wjththe 1 washeld onJuly 28,1994.Nonew substancerula.förthetestingof
final rule, theabovetestingprogram , interestedparties identified themselves neurotoxcity (56 FR9105,March 4,
representsa retentionof the full-set of, ,. . - - ‘ - 1991,) ‘ - . .

testsfor threeChemicals(ii butyl to EPAat thismeetingor duringthe30— (b) Notice of final multi substance

acetate) meeting the onlycomment~concennng ~ of neurotoxicity(58
chemicals(acetone n amylacetate, the proposedrevocationcamefrom (c) Noticeannouncingadministrative
methyl isobutylketoñe,~id’ ,~. C~’siega1’counsel,andrelatedto~‘ staydfflnal-irnilti-substancerule for the
tetrahydrofiiran)andanelimination of proceduresfor simultaneoussigningof testingof neurotoxicity (59 FR 33184
testingfor threechemicals(1-butanol the ECAs andthe revocation June27 1994)
diethyl ether, and 2 ethoxyethanol) itiS III Revo~ationofFinaITestRule (d) Noticeof proposedrevocationof
anticipated. however that the in vivo final multi sub�tancerule for the testing
hydrolysistestofnbutyl acetatemay EPA isrevoking the final Multi- of neurotoxicity (59FR 33187 June27
indicatethat the separatetesting of I .,,SubstanceRule for theTestingof 1994)
butane!itiay not benecessaryand Neurotoxicity(40 CFR799 5050)based (e) Notice announcingopportunlt3,to
becauseofthis 1-butanolmanufacturers upon the reasonsstatedin the.proposed participate in negotiationsfOr
haveagreedto share inthecostof ii revocation(59FR 33187June27 1994 neurotoxicity testing’ solicitation for
butyl acetatetesting Theevaluation of Unit II) the lack of commentsopposing interestedparties (59FR 33191 June27
the metabolic fate of butyl acetatewill therevocation andthe successful 1994)
be performedin a study of its in VIVO negotiationofECAs- EPAbelievesthe (2) CommunIcationsconsistingof
hydrolysis-to 1-butanol.lithe ‘, . ‘ ‘decisionto allowmanufacturersofthese .(a)’Wnttenletters. f ‘1’ h ‘

conversionofbutyl acetateto I butanol substancesto conductneurotoxinity and (b) ontact reports o te ep one
is sufficiently rapid an4complete,EPA in vivOh’ drol sistestin ñnder ECAs conversa ons. ,, .~ ,., -.

maydetemunethattheneurotoxic ~‘ Y g (c) Meetingsununanes(including
effectsof 1-butanolcanbepredicted will ~llow for themosttimely public meetingonJuly28 1994)
from theresultso(butyl acetatetesting developmentand public availability of B Roference~
If thisisnot the caseEPA mayconsider datato assessthepotential
re~ro~os1n°senaratetestuiaof 1- neurotoxlcityof thesecompounds .— (.1) F-matmulti-substancerulefor the
bt~ianol 0 0 While EPA‘acknowledgesthatthe testingof neurotoxicity(58FR40262 July

testingthatwill beconductedunder 27 1993)
As mentionedaboveathirdnotice ECAs will notbeasextensiveasthat (2)ChemicalManufacturersAssociation

waspublished onJune27 1994 (59PR ~ A (CMA) Petitionfor Review Filed with
33187) which proposedto revokethe reqmreuuY LuO ~ LOSL rn~e,‘~ United StatesCourtof Appealsforthe Fifm
final multi-substancerule for thetesting believesthat useof theECA processwill Ci~it (October 8 1993)
ofneurotoxicity This noticeallowedaJl result in the fastestdevelopmentofdata (3) United StatesCourt of Appeals for the

+ rested athesan ~ Testinganddata developmentwill Fifth Circuit SettlementAgreementbetween
in e - proceedwithout thepotentially lengthy Environmental ProtectionAgency(USEPA)
;:s:drevnofthe final rule delay of testingpendingresolutionof and petitioners No 93—5381 (April 28
anddecisiontopursueECAsasthe costlylitigation on the meritsof the (4) UnitedStatesCourtofAppealsfor the
mechanismfor achievingtesting final testrule Fifth Circuit Dismissalofpetitionersappeal

i i .i againstEPA No 93—5381 (May13 1994)
IL.Public Comments ~v’ ~mema~ng ~ecoru (5)Latham& Watkins (legalcounselto

EPA receivedone commentonthe EPAhasestablisheda record for this ~
proposedrevocationThiscommentwas revocation under docket number rule for the testingof neurotoxicity
from CMA andsupportedEPAs aPP 42i34F Thisrecordcontains SubmittedtoTSCPtDocketOffice USEPA
proposaltorevokethetestnile and the followinginformation Washington DC(JiJy20 1994)

- - ‘ ‘ -

acetone

.n-amyl.acetate,~teohnicaigrade ..... ,

ethyl acetate

nbutylacetate..~_.... ~.. . ....-_

isObütyl alcohol

methyl isobutyl ketone
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The public record for thisrulemaking’ Reporting andrecordkeeping : Preventionand.Toxics,Environmental
isavailable for inspectionin the TSCA requirements Testing ProtectionAgency 401 M St SW
Nonconfidential Information Center Dated:January10 1995. Washington,’DC 20460from 12 noon to
(alsoknownastheTSCA Public Docket ....‘“ , . . 4:00 p.m. Monday through Friday, -

Office) Rm NEB607 401 M St, Sw Lynn R.Goldman exceptlegalholidays
Washington DC from 12 noonto 400 AssistantAdministratorforPreveniion FOR FuRThER INFORMATION CONTACT

p.m., Monday throughFriday, except .• Pesticidesand ToxicSubstances. . . ‘ SusanHazen,EnviromnentalAssistance
legal hohdays Therefore 40 CFR chapter! Division Office of Pollution Prevention

subchapterR,p~799isamendedas ‘- .‘ . . . - -.

V~ RegulatoryAssessment . f II ‘ - . .. ‘ . anu joxlcs, 4 1 ‘ t., ., .7408, , .

Requirements ° °“~ Washington DC 20460 (202)554—1404
- ‘ ‘ . - nAtrrwnfl rail ~ ~ ,. TDD (202)554—0551.. .

A ExecutiveOrder 12866 ‘‘~‘ ~ SUPPLEMENTARY INFORMATION Twelve
Under ExecutiveOrder 12866(58 FR 1 Theauthority citation for part799 companiesthat include AlliedSignal

51735 October4 1993) the Agency continuesto readasfollows Inc AnstechChemicalCorp BTL
must determinewhether the regulatory Authority 15USC 2603 2611 2625 SpecialtyResinsCorp The Dow

- action is “significant” andtheiéfore’ .• . ‘, . ChemicalCO.~EistmañChemicalCo~,
subjecttoall the requirementsof the §7995050 R~ITIoved] ExxonChemicalCo ,GeneralElectric
ExecutiveOrder(i e , Regulatory Impact 2 By removing§7995050 Co Georgia Gulf Corp GoodyearTire

Analysis and reviewby theOfficeof” [FR Doc,95—1673Filed1—26-95;8:45am) & Rubber Co.,ShellOil Co.,Texaco
ManagementandBudget (0MB)) Under BILUNG CODE ~ Refining & Marketing Inc andUnion
section3(1) the order defines ~ Carbide Corp have agreedto perform

• , “significant” asthoseactionslikely to ‘ . .. neurotoxicitytestingwith acetone.The
leadto a rule(1) having an annualeffect 40 CFR Part799 Umon Carbide Corp hasagreedto

• -‘ onthe economyof $100millionor ,. ‘ ‘ ‘ . . . ~‘ . ‘perform neurotoxicity testingwithn-.
more or adverselyandmaterially [OPPTS-42134G,FRL..4924-8] amyl acetateNine companiesthat
affectinga sectorof the economy RIN 2070-2033 includeAristech ChemicalCorp BASF
productivity competition jobs the Corp BP ChemicalsInc Eastman
environment public healthor safety, or Testing Consent Ordersfor Acetone, ChemicalCo HoechstCelanese
State local or tribalgovernmentsor n-Amyl Acetate,n-Butyl Acetate, Ethy’ ChemicalGroup Inc Rlione Pouleuc
communities(aka economically Acetate,IsobutylAlcohol, Methyl Inc ShellOil Co , UmonCarbideCorp,
significant) (2) creatingserious Isobutyl Ketone, and Tetrahydrofuran aridVista ChetuicalCo haveagreedto
Inconsistencyor otherwise interfering perform neurotoxicity testingwithbutyl
withanaction takenor plannedby AGENCY Environinentftl Protection acetate Sixcompaniesthat include B?
another agency (33materially altering Agency(EPA) ChemicalsInc EastmanChemical Co
thebudgetaryimpactsof entitlements ACTION Final TestingConsent HoechstCelaneseCheuncalGroup Inc
grants userfees or loanprograms, or (4) AgreeiftentsandOrders MonsantoCo Rhone-PoulencInc and
raisingnovel legal or policy issues SUMMARY EPAhasissuedTestin TolsonUSA Inc haveagreedto
arisingout of legalmandates,the Co t Ord “Or1 th + g performneurotoxicity testingwith ethyl
Presidentspriorities or theprinciples t bIC aL acetate Fivecompaniesthat include
setforth in thisExecutiveOrder ~ e onsenL BASFCorp EastmanChemicalCo,
Pursuantto thetermsof thisorder EPA TSb ~ pursuantt~we~ HoechstCelaneseChemicalGroup Inc
hasdeterminedthatthis rulewould not O~C u 5 ceshha ctt ~ Shell Oil Co , andUnion Carbide Corp
be siemficant wi companiesw o ye agree o have agreedto perform~neurotoxicity

perform certain neurotoxicity testswith testi~with isobutvlalcohol Six
B RegulatoryFlexibility Act the following sevensubstancesacetone companiesthat include Eastman

Under theRegulatoryFlexibihty~ (CASNo 67-64—1) n-amylacetate(CAS ChemicalCo,ExxonChemicalCo
5 U SC 601et seq EPA iscertifying a 628—63—7),n-uuty~acetate(CAS No HoechstCelaneseChemicalGroup Inc
that revocationof this testrule’will not 123—86—4) ethyl acetate(CASNo 141— Rhone,PoulencInc ShellOil Co arid
have a significantimpactona ~ ~o~uty~alc~ol(CA~SN~~‘6-~3-~Union CarbideCorp haveagreedto
substantialnumberof smallbusinesses 1~J~ iso uty.z..eojie~CA.~~ ~ performneurotoxicitytestingwith
becauseonly the 24 manufacturerswho an e ~‘ 0 ‘~ methyl isobutyl ketone Sixcompanies
signedtheECAs, whichwill replace the No 109—99-9)TIns document that includeArco ChemicalCo BASF
revokedtestrulewill beresponsiblefor summarizesthe requirementsof the Corp E I duPontdeNemoursandCo
conductingandpayingfor the testing E~san~amends40 ~I~R799500~b~Y..,. GEPlastics ISPManagementCompany
Noneof thesemanufacturersaresmall a g ese yenso mines o Inc , andQO ChemicalInc have agreed
businesses of chemicalsubstanc~sandmixtures to performneurotoxicitytesting with

subjecftoECAs Accordingly theexport tethoi~rm
C PaperworkReductionAct notification requirementsof 40 CFRpart

There areno informationcollection 707apply to thesesubstances I Background
requirementsassociatedwith this EFFECTIVE DATE JanuiLI3T23,1995 On March 4,1991(56FR 9105) EPA
revocationcoveredunderthe provisions — ADDRESSES A public version of the proposedneurotoxicity testingof 10
of thePaperworkReductionAct of 1980, administrative record supporting this substancesunder section4 of TSCA All
44U S C 3501et seq action withanyconfidentialbusiness 10substanceshave wideuseassolverits

• . . • 1. • “‘ • , - ‘Information deleted,isavallable for’ ~(Refs.10 and’li). ATSCA section
ListofSubjectsin 40 CFR PIirt ~I)~ inspectionat theTSCANonconfidential 4(a)(1)(B) finding for substantial

Chemicals Chemicalexport Informatioti Center alsoreferred to as exposurewasmadefor eachsubstance
Environmental protection,Hazardous theTSCA PublicDocketOffice (7407) basedon production volume
substances,Health effects Laboratories Rm NEB607 Office ofPollution occupationalandconsumerexposure


