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40CFRPart799

(OP’TS-5209 FfiL-~3355—4l

TestingConSentOrderon MethylTart-
Butyl Etherand~Responseto the
InteragencyTestingCommittee

~oe~cv:EnvironmentalProtection
Agency(EPA).
ACTiON: Finalrule.

suusaevThisdocumentannoances
that EPAhassignedanenforceable
TestingConsentOrderfor methyltert-
butyl ether(MTBE) with five
manufacturersof the MTBEHealth
EffectsTestingTask Force.These
manufacturershaveagreedto perform
certainhealtheffectstestSon MTRE.
This rule addsMTBE to thelist of
TestingConsentOrdersin40 CFR
799.5000for which the export
notificationrequirementsof 40 CFR Part
707apply. Thisdocumentconstitutes
EPA’s responseto the Interagency
TestingCommittee’s(ITC)
recommendationthatEPA consider
healtheffectsandchemicalfate testing
of M1’BE.
EFPICTTVEDATI March 31, 1998.
~ONFUWTH5~flVOe*AT1ON CONTACT:
MichaelM. Stahl,Acting Director,TSCA
AssistanceOffice (TS-799). Office of
ToxicSubstances,,Rin. E-543.401 M
StreetSW..Washington.DC 20460.(202)
554—1404.
SUP9LIMV4TARY ~N~QRMAT1OtCUnder
proceduresdescribedin40 CFRPart790,
five manufacturer-shaveenteredinto a
TestingConsentOrderwith EPA in
which thesefive manufacturers have
agreed to perform certain healtheffects
testing of MTBE. This rule amends40
CFR799.5000to add MTBE to the list of
chemicalsubstancesand mixtures
subject to TestingConsentOrders.
I. FTC Reonnanesdatloas

In its 19threport to EPA, publishedin
theFederalRegisterof November14,
1988 (51 FR 414171,the FTC
recommendedwith intent to designate
that MTBE (also identified as2-

methoxy-2.aiethyl propane) (CAS No.
1634—04-4)be consideredfor health
effectsand chemical fate testing. In the
ETC’s 20th Report to EPA. published in
the FederalRegisterof May 20, 1987 (52
FR19020),MTBE was designatedfor
responsewithin 12months. The ITC
designatedMTBE basedon concernsof
widespreadhuman exposureto low-
level fugitive emissionsof MTBE at
gasolinepumps and thelack of chronic
health effectsinformation. The health
effects test recommendedby the ITC
was a chronicinhalation toxicity test
including neurotoxic, hematologic, and
oncogeniceffects.The chemical fate test
recommendedwas a monitoring study to
determine typical concentrationsof
MTBE vapor at representativegasoline
terminals and servicestations.
U. Testing ConsentOrder Negotiations

Previous to the publication of
“Procedures GoverningTesting Consent
Agreements and Test Rules Under the
Toxic SubstancesControl Act” (51 FR
23706)on June30. 1988.EPAmade
findingsunder TSCA section4 as the
basis for rulemaking in responseto the
ITC’s designationof chemical
substancesfor priority testing.A finding
wasmade under eithersection
4(a)(1)(A) (with evidenceof
unreasonablerisk of injury to health àr
to the environment) or section4(a)(1)(B)
(with evidenceof substantial quantities
being producedandsignificant or
substantial exposureto health or the
environment). EPA hasamendedthe
regulations for rulemaking to expedite
the developmentof data for risk
assessmentby establishingthe TSCA
section4 testing consentorder process.
The ConsentOrder is not basedon a
formal finding and expeditestesting
while retaining the sameTSCA penalty
provisionsapplicableunder rulemaking.

Itt accordancewith theproceduresin
40 CFR 790.22.EPA held a public “focus
meeting” on December17, 1986,to
discussthe ITCs testing
recommendations for MTBE and to
obtain comments.On February 3. 1987.a
notice soliciting interested parties for
the consentorder negotiationswas
publishedin theFederalRegister(52 FR
3343). TheMTBE HealthEffectsTesting
Task Force (MTBE Task Force)
presentedits review of chemicalfate
and health effects dataat a public
meetingonMarch 5. 1987.EPA’s
tentative testingdecisionswere
presentedin a public meetingon April
21, 1987.

Negotiationson aTestingConsent
Order(Order)wereinitiatedat a May 8,
1987, public meetingwhenproducersof
MTBE. representedby theMTBE Task
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ForceundertheOxygenatedFuels
AssociationInc..outiinedtheirproposed
testingprogram.The MTSETask Force
alsolisteditemsfor discussionwith the
Agency.Subsequently.negotiation
meetingswereheld on May19 andJuly
14, 1987. to discussthe draft order. A
commentresolutionmeetingwasheld
October1. 1987. to resolvequestionson
test protocolsin the draft. On January
22. 1988.five MTBE manufacturers:
AmocoCorporation:ARCO Chemical
Company;ExxonChemicalCompany,a
Division of Exxon Corporation:Sun
RefiningandMarketingCompany:and
TexacoChemicalCompanysigneda
TestingConsentOrderwith EPA. Under
this Ordertheprincipal test sponsors
agreedto conductor provide for the
conductof the following healtheffects
tests:An in viva mammalianbone
marrowcytogeneticstest: asex-linked
recessivelethalassayin Drosophila
melanogaster a rodentdominantlethal
assay:pharmacokineticsteststo relate
oral. dermal,andinhalation routesof
exposure:a90-dayinhalation
subchronictestincluding:
Neuropathology,motoractivity andthe
functionalobservationalbatterytests:
andinhalationdevelopmentaltoxicity
studyin two species;andinhalation
oncogenicitytestin two species:andan
Inhalationtwo-generationreproduction
andfertility effectsstudy.The specific
teststandardsto be followedandthe
testingschedulefor eachtestare
includedin theOrder.It is EPA’s.
determinationthatthis testing batteryis
more thanadequateto evaluateMTBE
for the effectsidentifiedby theITC.
Proceduresfor submittingstudyplans,
modifying the Order, monitoringthe
testingandotherprovisionsarealso
includedin.the Orderasspecifiedin 40
CFR790.60.

ilL Useand exposure

MTBE is aclear liquid with avapor
pressureof 245mm/Hgat25’ C. MTBE
is usedalmostexclusivelyasablending
componentin high octanegasoline.
Typical concentrationsof MTBE in
gasolinerangefrom 2 to 8 percentby
volume.EPAhasapprovedup to Ii
percentMTBE by volume(45 FR87443:
October10, 1980).Anestimated3 to 13
percentof thegasolinesold in 1985.
about3 to 13 billion gallons,contained
MTBE (Ref. 1).

Annualplant capacityof MTBE
productionwasestimatedat about4
billion poundsin 1986.Thegrowthrate
in productionof MTBE wasestimatedto
be 19 percentperyearfrom1985 to 1990.
lowever,between1982and1985.

?roductionincreasedover140 percent
(Ref. 1).

The 1980NationalOccupational
ExposureSurveyestimated2.571
workerswereexposedto MTBE in the.
work place(Ref. 2). This estimateonly
included:Life scientists,clinical
laboratorytechnicians,andproduction
testers.The life sciennstandlaboratory
technicianexposureswould probably
occurasa resultof the relatively small
amountof MTBE usedin proceduresto
dissolvecholesterolgallstonesandto
extractmetabolicorganicacids.EPA
estimatesthat asmanyas35.000 more
workersmaybe exposedduringbulk
loading, unloading,andshipmentof
MTBE-containinggasoline(Ref. 3). Gas
stationattendantsandconsumerswho
pump theirown gasolinewould also be
exposedto MTBE vaporfrom MTBE-
containinggasoline(Refs.5 and9).

Although theOccupationalSafetyand
HealthAdministration(OSHA) hasnot
establishedanystandardsfor exposure
to gasolineor MTBE, theAmerican
Conferenceof GovernmentalIndustrial
Hygienists(ACGIH) hasestablisheda
ThresholdLimit Value of 300 ppm(900
mgJm9for gasoline(Ref. 31. Sun
Refining andMarketingCompany
recommendsart 6-hourtime weighted
average(TWA) exposurelimit of 100
ppm (300 mg/mi) for MTBE (Ref. 10).
However,TexacoChemicalCompany
recommendsa limit of 200ppm (600 mg/
rn~Jfor M1BE (Ref.11).

Workerexposureto MTBE vapor
measuredin refinerieshasbeen
generallylessthanI ppm (3 mg/mi) for
an 8-hourTWA. The highestexposure
level to MTBE vaporreportedwasa
TWA of 33 ppm (100 mg/mi) anda
short-termexposureof 45 ppm (135 mgi
m3) (Ref. 4). Approximately50 percentof
theMTBE producedis shippedoff-site
beforeblending(Ref. 3). Short-term
exposureto MTBE vaporduring bulk
loadingandunloadingoperationshas
beenestimatedto beashigh as550ppm
(1.850mg/mi) (Ref. 3). However,such
high exposurecould bedecreasedif
engineeringcontrolsareusedin the
loadingoperations.No datawere
availablefrom industryfor MTBE vapor
exposureduringtheloading, unloading,
or shippingof MTBE.

Exposureto MTBE vaporduring
transferof MTBE-containinggasoline
hasbeenestimatedfrom gasolinevapor
measurements.assuming7 percent
MTBE concentrationby volume.During
bulk loadinganddeliveryof MTBE-
containinggasoline,exposureto MTBE
vaporwasestimatedto be short-term
exposureof 8 ppm (23mg/mi) for the
truck drivers98 percentof thetime
(Refs.I and3). Servicestation
attendants’exposureto MTBE vaporhas
beenestimatedto beas high as 8.6 ppm

(31rng/m~)for an8-hourTWA (Ref. l(.
Total M1BE vaporreleasecanbe
calculatedfrom volatile organiccarbon
(VOC) emissionsestimatedfor gasoline
(52 FR 31162:August 19. 1987).Assumiri~t
M1’BE accountsfor 8 to 11 percentof
totalVOC emissionsfrom gasoline.
MTBE vaporreleasewould be3 to 17
million kg/yr (Ref. 5).

MTBE vaporexposurevia gasoline
wasthe maiorconcernexpressedin the
19th ETC report.HoweverEPA hasan
additional concernaboutMTBE
contaminationof groundwater.
Although only a few casesof ground
watercontaminationarecurrently
documented,the rapidgrowth in
production,transport,anduseof MTBE
will probablycontributeto an increase
in incidentsof contamination.The
relatively recentappearanceof MiTE in
the marketplacehashamperedthe
documentationof groundwater
contaminationbecauselaboratory
analysesdo not typically screenfor this
compoundandgasolineis composedof
more than50 differenthydrocarbon
compounds(Ref. 9). MTBE is relatively
watersoluble(40.000to 51,260 mg/L)
comparedto othergasolinecomponents
(Ref. 1). This solubility. coupledwith the
fact thatan estimated35 percentof the
approximately638,000non-farm
undergroundmotor fuel tankswould not
passtheEPA tightnesstest, indicates
the potentialgroundwater
contaminationproblem(Ref. 1).

Thelargestidentifiedpopulation
affectedby MTBE-contaminatedwater
wasRockawayTownshipin New
Jersey.population20.000(Ref. 6). The
level of MTBE contaminationin the
townshipwellsrangedfrom 25 to 40 ppb
andrequiredaerationtreatmentbefore
delivery to thetownship’sresidents.
EPA hasreceivedrequestsfor
informationonMTBE asaresultof
otherwell watercontaminationreports
in New Jerseyand NewHampshire (Ref.
7). A leakingundergroundstoragetank
in a ruralareaof Mainehas
contaminatedhouseholdwells in the
vicinity with MTBE concentrationsas
high as 690 ppb(Ref. 8). MaineandNew
Jerseyhaveseta maximumcontaminant
level of 50ppbfor MTBE (Refs.6and8).

IV. TestingProgram

A. Chemical Fate

In theITC’s 19th Report to EPA (51 FR
41417),the ETC recommendedthat
monitoringstudiesbeconductedat sites
whereMTBE-containinggasolineis
transferred.In commentssubmittedat
the FocusMeeting,industry
representativesclaimedthatworst-case
exposuresto M’lBE from gasoline
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vaporscanbe accuratelycalculated
from existingdata.As indicatedin Unit
IL exposureto MTBE vaporçanbe

estimatedfrom measureme.~of~
gasolinevaporandthe propártionof
MTBE in thegasolinemixti.ir&(Rèf. 5).
OnAugust 19, 1987. EPA proposed
systemsto limit gasolinevapor
emissionsduringrefueling(52 FR 31162)
andevaporativeemissions(52 FR
31274).The implementationof these
regulationswould decreaselevelsof
consumerexposureto MTBE vaporsin
servicestations.Promulgationof these
regulationsis expectedin 1989.

TheAgencyconcludedthatMTBE
exposurein servicestationscan be
estimatedfrom existingdata.The
numberof parametersaffectinga vapor
monitoringstudy would probablyyield
highly variableresults.It would be
difficult to obtain nationally
representativedata.Currently the
Agencybelievesthat it canreasonably
relyon modelsto conservatively
estimateworkerexposureas presented
in Unit III (Ref. 3). However,changesin
gasolinefuel compositionin the future
mayrequirea re-evaluationof this
estimate.

B. HealthEffects

The19th ITC Reportrecommendeda
chronicinhalation toxicity testincluding
aeurotoxic,hematologicand oncogenic
effects. In responseto theTSCA section
8~d)HealthandSafetyDataReporting
Rule for MTBE. triggeredby the ITC
recommendation,thefollowing ètudies
weresubmittedto EPA: two inhalation
developmentaltoxicity studies(onein
ratsandonein mice); andinhalation
singlegenerationreproduction/fertility
studyin rats:acutetoxicity data;gene
mutation andchromosomalaberration
studies;two 90-dayinhalationtoxicity
studies;andadermalsensitization
study.Severalstudiesweresubmitted
whichusedgasolinemixturescontaining
differentamountsof MTBE.

TheAgencyhasreviewedthese
studiesanddeterminedthatadditional
testingis necessaryto determine
whetherthedistribution anduseof
MTBE presentsan unreasonableriskof
injury to health.As discussedabove.
producersof MTBE. representedby the
MTBE TaskForce,haveagreedto
performthenecessarytests to determine
theeffects, if any, associatedwith the
useanddistributionof MTBE (seeUnit
II).

Thetesting conductedunderthis
Orderwill be usedby EPA to determine
therisk of adversehealtheffects
associatedwith the usearid distribution
of MTBE.

V. Export Notification

The issuanceof this Testing Consent
Ordersubjectsany personwho exports
or intendsto exportMTBE to theexport
notification requirementsof section
12(b) of TSCA. Thespecific
requirementsarelistedin 40 CFR Part
707. In theJune30, 1986, Interim Final
Rule (51 FR 23706) establishingthe
TestingConsentOrderprocess.EPA
addedandreservedSubpartC of Part
799 for a listing of testingconsentorders
issuedby EPA. This listing servesas
notification to personswho exportor
who intendto exportchemical
substancesor mixtureswhicharethe
subjectof testingconsentordersthat40
CFR Part707applies.

VI. RulemakingRecord

EPA hasestablishedarecordfor this
rule (docketnumberOPTS—42098).This
recordcontainsthebasicinformation
consideredby theAgencyin developing
this rule.

A. SupportingDocumentation
(1) TestingConsentOrderfor Methyl

tert-Butyl Ether.
(2) FederalRegisternoticespertaining

to this ruleconsistingof;
(a) NoticecontainingtheITC

recommendationwith intent-to-
designateMTBE (51 FR 41417;
November14. 1986).

(b) RulesrequiringTSCA section8(a)
and8(d) reportingon MTBE (51 FR
41328:November14, 1986).

(c) Noticesoliciting interestedparties
for developingaTestingConsentOrder
for MTBE (52 FR 3343;February3. 1987),

(d) NoticecontainingtheITC
designationof MTBE for response
within 12 months(52 FR19020 May 20.
1987).

(e) Noticeof proceduresgoverning
testingconsentagreementsandtest
rules undertheToxic Substances
Control Act (51 FR 23706;June30. 1986).

(1) Noticeproposingrefuelingemission
regulatfonsfor gasolinefueledlight-duty
vehiclesandtrucksand heavy-duty
vehicles(52 FR31162~August19,1987).

(g) Noticeproposingvolatility
regulationsfor gasolineand alcohol
blendssoldin 1989andlatercalendar
yearsandcontrolof airpollution from
newmotorvehiclesandnewmotor
vehicleengines:evaporativeemissions
regulationsfor 1990andlatermodel
yeargasoline-fueledlight-duty vehicles,
light-duty trucksandheavy-duty
vehicles(52 FR31274; August19,1987).

(h) Noticeon fuelsandfuel additives;
definition of substantiallysimilar (45 FR
67443; October10, 1980).

(3) Comunicationsconsistingof:
(a) Written letters

(b) Contactreportsof telephone
conversations

(c) Meeting summaries
(4) Reports—publishedand

unpublishedmaterials.
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InformaU.onOffice, Rm.NE~.C0o4,401 M Recordkeepingandreporting PART 799’—4AMENDEDJ
StreetSW.. Washington.DCfrom 8 a.rn. requirements.

Friday. Dated:March 16. ig~ 11tY citation ContinuestoJ.A. Moore. Authority: 15 U.S.C. 28.03.2811. 2625.

List of Subjectstn 40 CFR Part 799 AssistantAdministratorfor Pesticidesand
ToxicSubstances. 2. Section799.5000is amendedby

Testingprocedures.Environmental revtsingthe tableto readasfollows:
protection.Hazardoussubstances, Therefore,40 CFR Part799 is
Chemicals.Chemicalexport. amendedas follows: §799~000 TestingCOnsentOrders.

CAS ?‘iumber Substanceo mssturename Iestwiq FR citabon

328-84-7 3,4-O~ch~orobenzotnftuonde Envwonmenialeffects .June23. 1987
Chemcatfate June23, 1987

1634-04-4 Methyt terl-butyl ether ffeaith effects March 31, 1988.

(FR Doc. 88-7063Filed3—30—88: 8:45 aml
stw,~ocoot .s.o-so-~


