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ENVIRONMENTAL PROTECTION

AGENCY

40 CFR Part799

[OPTS—~2080D;FRL-3548—3]

TestingConsentOrder~Trlethyleñe
Glycol Monomethyt~Monoethyl,and
Monobutyl Ethers

AGENCY: EnvironmentalProtection
Agency(EPA).
ACTtON: Final rule.

SUMMARY: ThisruleannouncesthatEPA
hassignedanenforceableTesting
ConsentOrderwith five manufacturers
of triethyleneglycol monomethylether
(TGME; CAS No. 112—35—6),triethylene
glycol monoethylether~TGEE;~AS No.
112—50—5). or triethyleneglycol
monobutylether(TGBE; CAS No. 143—
22—6), who haveagreedto perform
certaintoxicologic testswith TGME.
This actionis in responseto theTSCA
InteragencyTestingCommittee’s(ITC)
designationof thesethreechemicalsfor
priority testing.Also, appearing
elsewherein this issueof theFederal
Register,is a final rulerequiring
developmentalneurotoxicitytestingof
TGME.
EFFECTWE DATE: April 3, 1989.
FOR FURThER INFORMATION CONTACT:
MichaelM. Stahl,Director,TSCA
AssistanceOffice (TS—799), Office of
Toxic Substances,RoomEB—44,401 M
Street,SW., Washington.DC20460,
(202) 554—1404,TDt) (202).554—0551.
SUPPLEMENTARY NFORMAT~ON:Under
proceduresdescribedin 40 CFR Part790.
five manuFacturersofTGME,TGEE, or
TGBE haveenteredinto aTesting
ConsentOrderwith EPA in whichthey
haveagreedto performcertain
toxicologic testsonTGME. Thisrule
amendsSubpartC of 40 CFR.Part799to
addT{~ME,TGEEarid TGBEto thelist
of chemicalsubstancesandmixtures
subjectto Testing ConsentOrdersfor
which theexportnotification
requirementsof 40 CF’R Part707apply.

Public reportingburdenfor this
collection of informationis estimatedto
average506 hoursperresponse,
including time for reviewing
instructions,searchingexistingdata
sources,gatheringandmaintainingthe
dataneeded,andcompletingand
reviewing-thecollectionof information.
Sendcommentsregardingtheburden
estimateor any otheraspectof this -

collection of information,including
suggestionsfor reducingthisburden,to
Chief, InformationPolicy Branch,PM—
223, U.S.EnvironmentalProtection
Agency,401 M StreetSW., Washington,
DC 20460; andto theOffice of

InformationandRegulatoryAffairs,.
Office ofManagementandBudget - -

- TOMB). Washington,DC 20503. - -

I. ITC Recommendations
- TheInteragencyTestingCommittee

(ITC) designatedTGME, TGEEand -

TOBEfor priority testingconsideration
in its SixteenthReportpublishedin the
FederalRegisterof May21, 1985(50FR
20930),andrecommended
pharmacokineticandmetabolicstudies.
Theresultsof thosestudieswould
determinewhethersubchronicstudies
with emphasison hematologiceffects, -

aswell as reproductiveand
developmentaltoxicity tests,shouldbe
performed.

II. ProposedTestRule

EPA issuedaproposedtestrule,
publishedin theFederalRegisterofMa3
15, 1966 (51 FR 17683),requiringthat
manufacturersandprocessorsof the
threetriethyleneglycol ethersconduct
toxicologic testingon theglycotethers
theymanufactureor process.This -

testingwasbasedon EPAfindings of
thepotentialfor unreasonablerisk
underTSCA section4(a)(i)(A) anda
finding of substantialproductionand
exposureunderTSCA section4(aXl)(B).
Thesefindings aremorefully described
in theproposedrule. A two-stagetest
rulewasproposed.Subchronictoxicity,
developmentaltoxicity, neurotoxicity,
developmentalneurotoxicity,andlower-
tiermutagenicitycomprisedthefirst
stage.Following review ofdatafrom
thesetestsEPAwould decideif the
second-stagetests,oncogenicity,upper-
tier mutagenicity,andreproductive
toxicity, wereneeded. -

Ill. TestingConsentOrderNegotiation

Following the testruleproposal,The
ChemicalManufacturersAssociation
(CMA) informedEPA thatmembersof
CMA’s Glycol EtherPanelwere - -

sponsoringaseriesof testson TGME.
Theyplannedto conducta90-day
dermaltoxicity testandadermal
developmentaltoxicity studyin the
rabbit,an in vivomousemicronucleus
test,andan Amesassay.Theyhad
alreadyinitiatedan oralChernoff-
Kavlock developmentaltoxicity screen
in therat anda21-daydermalrange-
finding studyin therabbit, with thehigh
doseat 1 gram/kilogram(g/kg)asalimit
test,andanin vitro dermalabsorption
studyusing humanskin. Thesetests
weredoneon all threeglycol ethers, -

with no obvioustoxicity differences
betweenthechemicalsubstances.

By February1987,EPA informedCMA
thatEPA wasconsideringthe optionof
aTestingConsentOrder. OnMay 19,
1987,EPA issuedanotice(52 FR 18738)

to this effect,requestingpublic
~articipalion and~nnouncinga meeting
anMay 28, 1987, to initiate testing
negotiations. -

After severalscientifictheetings,
CMA’s-Glycol EthersPanelsubmittedto
EPAa draftConsentOrder.on
September30,1987,which includedall
but oneof thefirst-stagetestsproposed
by EPA for TGME, TGEEandTGBE,
with TGME as the testsubstance
representingall three.The only testing
not agreedupon wasfor developmental
neurotoxicity.After a periodof intensive
discussionon developmental
neurotoxicitytesting,afinal Consent
Order,excludingdevelopmental
neurotoxicity,wassignedby March8,
1989by CainChemicalInc.,The Dow
ChemicalCompany,EastmanKodak
Company,ShellChemicalCompany,
andUnion CarbideCorporation.In this
ConsentOrder, themanufacturers
igreedto performcertaintoxicologic
estson TGME by specificdates

accordingto the teststandardsin the
Appendixof theOrder.Thefinal test
rulefor developmentalneurotoxicity
testingofTGME is publishedelsewhere
in this FederalRegister.EPA is deferring
final decisionson further testingof
TGEEandTGBE (51 FR 17883)until the
resultsof theConsentOrdertesting are
available(seeUnit V).

IV. Use andExposure

Theseglycot ethersareprimarily co-
producedduringthemanufactureof
lowermolecularweightglycol ethers.
About 5 percentof productionis purified
furtherfor useaschemical
intermediates,but themajority is sold in
a technicalgradefor useasadiluentin
brakefluid.

Preliminarydatafrom theNational
OccupationalExposureSurvey(NOES),
conductedby theNationalinstitute for
OccupationalSafetyandHealth
tNIOSH)from 1980 to 1983, indicatethat
approximately250,000workers,
including 8,000females,werepotentially
exposedto brakefluids in theworkplace
in 1980 (Ref. 1). Although thereareno
dataon actual levelsof dermalexposure
in theworkplace,thenatureof brake
systemmaintenanceandrepairsuggests
thatcompleteexposureof both hands
occursregularly,evendaily, for many
professionalmechanics.EPA has
recentlypreparedanupdatedexposure
profile ofmechanics(atleast175.000
estimated)exposedto brakefluids with
at leastonecontactper day,resultingin
estimatedexposuresrangingfrom 520 to
2,300milligrams (mg)/day for 250 days
peryear(Ref. 2). Furthermore,thereis a
potential for consumerexposure,since
someindividuals canbe expectedto
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performbrakemaintenance,inchiding
addition of brakefluid, on their
automobiles. -

V. TestingProgram

Theproposedtestrulewould have
requiredthat mostof the testsbe
performeddermally,sincethat is the
route ofhumanexposure,andthe
manufacturersagreethat this would be
mostusefulfor riskassessment.This
ConsentOrderhowever,requiresthat
theroute of administrationfor the -

developmentaltoxicity andsubchronic
neurotoxicitytestsbeoral to assurethat
a sufficientdosewill beadministered
for hazardidentification.

As TGME hasrelativelyiow acute
toxicity by theoralordermalroute, the
previouslycompletedstudyby CMA
prior to the issuanceof theOrderused
the1 g/kg limit testfor theinitial range-
finding. This studyfoundessentiallyno
effect in the21-daytestin the rabbit.
BecauseEPAfoundapossiblemaximum
humandermalexposureof 3,900mg/day
(Ref. 3), or56 mg/kg/dayfor a70kg
person,the high doseof thetestshould
be greaterthan the1 g/kg limit test
dose.Dow scientistswereableto apply
4 g/kg percutaneouslyto theSprague-
Dawleyrat (Ref. 3) in asecondrange-
finding study.However,in orderto
approacha100-foldmargin ofexposure
for TGME, thehigh doseshould beat
least5 g/kg for neurotoxicitytests, -

whichwould requireoral dosing.
Despitetherequirementto conduct
someof thesetestsvia the oralroute,
themanufacturerssubjectto theOrder
haveinformedEPA that theyplanto do
both oralsubchronicneurotoxicityand
dermalsubchronicregulartoxicity
studiesin theSprague-Dawleyrat, since
they believethedermalrouteto be more
informative,

In theConsentOrder,thefive
manufacturersagreeto conductthe
following studiesin accordancewith the
cited testguidelines.A dermal
subchronicstudy will beconductedin
theSprague-Dawleyrat accordingto 40
CFR 798.2250,usingat least4 g/kgas
thehigh dose.Threecombinedoral
subchronicneurotoxicitytestswill be
conductedin the Sprague-Dawleyrat,
usingat least5 g/kg asahigh dose,
accordingto 40 CFR 798.6050,798.6200,
and798.6400.Developmentaltoxicity
studiesin theSprague-Dawleyrat and
therabbitwill beconductedby theoral
gavagerouteof exposureusing at least5
g/kg as a high dose,accordingto 40 CFR
798.4900.The high doseslistedabove
will be requiredunlessrange-finding
studiesindicatethatlower doseswilt
produceadequatetoxicity for an
evaluation.

The remainingstudiesto be performed
arethreemutagenicitytests:the
Salmonellatyphimuriumreverse
mutationassay,40 ~FR 798.5265;
detectionof genemutationin somatic
cells in culture,40 CF’R 798.5300;anda
mousein vivomicronucleusassay,40
CFR 798.5395.If anyof theseindicatea
hazard for genetictoxicity, EPA will
considertheneedfor furthertesting.

TESTING PLAN FOR TGME

Test - Teststandards Report’

Mutagenicity . -

Salmonella 40 CFR 798,5265. 12
t~pharniduni. .

Somaticcells 40 GFR 798.5300.. 12
Hi culture.

Mouse 40 CFR 7985395. 12
micronucleus.

Developmental 40 CPA 798.4900. 12
toxicity.

Subctironic 40 CFR 798.2250.. 18
toxicity.

Subctwonic
neurotoxicity
Neurobeha- 40 CPA 798.6050.. 18

vioral battery.
Motor activity ..... 40 CPA 798.6200.. 18
Neuropatho- 40 CFR 798.6400. 18

logy.

The aboveTable delineatesthe tests,
teststandards,andfinal reportingdates
for all the testsincorporatedin the
Testing ConsentOrder.Thetest
standardswith modificationsare
attachedto theOrder.EPA will usethe
datageneratedby theseteststo
determinethepotentialrisk to human
healthfrom exposureto TGME and to
determinewhetheranyadditional
testingof TGME, TGEE,orTGBEis
necessary.

EPA believesthat testingmaynot be
necessaryfor all threeglycol ethers.In
the lower congeners(the rnonoethylene
glycol ethers)themethyl compoundis
themosttoxic of the threein
developmental(Ref. 5), reproductive
(Refs.6, 7, and8), andneurotoxiceffects
(Refs.9 and10). Therefore,EPAwill
wait until theTGME testingis
completedbeforedeterminingwhether
testing on theothertwo is necessary.
Although EPA doesnot intendto
withdrawat this time its May 15, 1986
(51 FR 17883)proposalfor testing
triethyleneglycolethers,EPA will not
issueanyfinal testrules on the typesof
testscoveredin thisTestingConsent
Orderfor anyof the threetriethylene
giycol ethersin theproposedtestrule
duringtheperiodin whichtesting on
TGME is conductedpursuantto the
ConsentOrderto EPA~ssatisfaction.

VI. Export Notification

The issuanceof theConsentOrder
subjectsanypersonwho exportsor
intendsto exportTGME,TGEE,or
TGBE to theexportnotification
requirementsof section12(b) of TSCA.
The specificrequirementsarelistedin
40 CFR Part707.OnJune23, 1987,EPA.
established40 CFR799.5000asalisting
of ConsentOrdersissuedby EPA (52FR
23548).This listing servesasnotification
to personswho exportor who intendto
exportchemicalsubstancesor mixtures
whicharethesubjectof TestingConsent
Ordersthat40 ~FR Part707 applies.

VII. RulemakingRecord

EPA hasestablishedarecordfor this
rule andthe ConsentOrder(docket
numberOPTS-42080D).This record
containsthe informationEPA
consideredin developingtheConsent
Orderandincludesthefollowing:

A. SupportingDocumentation

(1) TestingConsentOrder for TGME,
TGEE, andTGBE

(2) FederalRegisternoticespertaining
to this rule and theConsent Order
consistingof:
- (a)Notice containingtheITC
designationof TGME, TGEE, andTGBE.

(b) RulesrequiringTSCA sections8
(a) and(ci) reportingonTGME, TGEE,
andTGBE.

(c) ProposedTSCA section4(a) test
ruleon TGME, TGEK andTGBE.

(d) Notice solicitinginterestedparties
for TestingConsentOrdernegotiation
onTGME TGEE,andTGBE.

(3) Communicationsconsistingof:
(a)Letters. -

(b) Contactreportsof telephone
conversations.

(c) Meetingsummaries.

B. References

(1) NIOSH.NationalOccupational
ExposureSurvey(1980—1983).
Cincinnati, OH: Departmentof Health
andHumanServices.NationalInstitute
for OccupationalSafetyandHealth
(1985).

(2) OTS.Memorandumfrom R. Craig
Matthiessento CarolGlasgowon
Responseto Commenton Exposureto
the TriethyleneGlycol Ethers,Office of
Toxic Substances(July 10, 1980).

(3) OTS.Reportby RogerSwampon
testrulesexposureanalysisof
triethyleneglycol monomethylether,
triethylen~glycol monoethylether,
triethyleneglycolmonobutyl ether.
Office of Toxic Substances(July 24,
1985). -

(4) Yano, B.L., Phillips,J.E. and
Battjes.j.E. “Triethyleneglycol
rnonomethylether:2-weekdermal

‘Months after effective date of ConsentOrder.
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toxicity study in maleandfemale
Sprague-Dawleyrats.” Dow Chemical
CompanyID: K-005610-oo1t19871.

(5) EuropeanChemicalIndustry
Ecology& ToxicologyCentre.
(ECETOC).TechnicalReportNo. 17.
“Thetoxicologyof glycol ethers andits
relevanceto man:anup-datingof
ECETOCTechnicalReportNo.4.” -

Brussels,Belgium:ECETOC(1985).
(6) NTP. “Ethyleneglycol monomnethyl

ethenReproductionandfertility.
assessmentin CD—i micewhen
administeredin drinking water.” NTIS
Publication~85—163136fXAB
Washington,DC (1985).

(7) NTP. “2-Ethoxyethanol:
Reproductionandfertility assessmentin
CD—i mice when administered in
water.” NTIS Publication*85-.118851/
XAB Washington,DC[1984).

[8) NTP. “Ethylene glycol monobutyl
ether: Reproduction and fertility
assessmentin CD—i micewhen
administeredin drinking water.” NTiS
Publication#85—226827/XAB
Washington,DC (1985).

(9) Goldberg.M.E.,Haun.C.and
Smyth,H.F., Jr. “Toxicologic implication
of alteredbehaviorinducedby an
industrialvapor.” Toxicologyand
AppliedPharmacology4:148—162(1962).

(10)Goldberg.M.E.,Johnson,H.E.,
Pozzani,U.C. andSmyth,H.P., Jr. “Effect
of repeatedinhalationof vaporsof
industrialsolventson animalbehavior.
I. Evaluationof ninesolventvaporson
pole-climbperformance in rats.”
AmericanIndustrialHygiene
AssociationJow’nof 25:369—375(1964).

VIII. Other RegulatoryRequirements
Paperwork Reduction Act-

The information collection
requirementscontainedin thisrulehave
beenapprovedby 0MB underthe
provisionsof thePaperworkReduction
Act, 44 U.S_C.3.502et seq.andhave
beenassigned0MB control number
2070—0033.

Public reportingburdenfor this
collectionofinformationis estimatedto
average506hoursperresponse,
including time for reviewing
instructions,searchingexisting data
sources,gatheringandmaintainingthe
data needed,andcompletingand
reviewingthe collectionof information.

Sendcommentsregardingtheburden
estimateor anyotheraspectof this
collection ofinformation, including
suggestionsfor reducingthis burden,to
Chief, InformationPolicy Branch,PM—
.223, U,S. EnvironmentalProtection
Agency,401 M St., SW., Washington,DC
20460; andto theOffice ofInformation
andRegulatoryAffairs, Office of
ManagementandBudget,Washington,

DC 20503,marked “Attention: Desk

Officer for EPA.” . -

List of Subjectsin ‘10 CFR Part799
Testingprocedures,Environmental

protection,Hazardoussubstances
Chemicals,Chemical export,
Recordkeepingand reporting
requirements.

- Dated:March24, 1989.
SusanF.Vogt,
ActingAssistcrritAdministratorfarPesticides
andToxicSubstances.

Therefore, 40 CFR Part 799is
amendedasfollows:

PART 799—.-(AMENDED]

1. The authority citation for Part 799
continuesto readasfollows:

Authori!y~15 USC.2603,2611.2625.

2. Section799.5000is amendedby
adding triethyleneglycol monomethyl,
monoethyl, andmonobuteylethersin the
tablein CASNumberorder, to readas
follows:

§799.5000 TestIngconsentorders.
* * a * -a

,. Substance !ederat
or mixture

name
Testtng Register

citation

112-35-6 Thethylene
glycol
mono-
methyt

Health
effects.

53FR_.
April 3,
1989.

- ether.
112-50-5 Triethylene

glycol
mon~
ethyt
ether.

Health
effectS.

.....do.

143—22-6 Thethylene
glycof
monobu-
tyt ether.

Health
effects.

._do.

[FR Doc. 89—7789 Filed 3—31—83,8:45 amj

BILU~GCODEe560-Se-M

40 CFR Part 799

IOPTS—420&OE; FRL-3549-2]

TriethyleneGlycot Monomethyt Ether~
Finai Test Rule

AGENCY: EnvironmentalProtection
Agency(EPA).
ACTION: Final rule.

SUMMARY:EPA is issuingafinal testrule
undersection4 of theToxic Substances
Control Act (TSCA)requiring
manufacturersandprocessorsof

triethyleneglycolmonomethylether
(TGME,CAS No. 112-35-4) to perform
developmentalneurotoxicitytesting.
This action is in responseto the TSCA
Interagency TestingCommittee’s [ITC)
designationofTGME for priority testing.
Also, appearingelsewherein this issue
of theFederalRegister,is aTesting
Consent Orderrule for triethyteneglycol
monomethylether, triethylene glycol
monoethylether,andtriethylene glycol
monobutyl ether.
DATE~For purposesof judicial review
in accordancewith 40 CF’R 23.5, this rule
shall bepromulgated at 1 p.m. eastern
(standard or daylight as appropriate)
time on April 17, 1989.This ruleshall
becomeeffective onMay 17, 1989.
FOR FURThER INFORMATION CONTACT:
Michael M. Stahl, Director, TSCA
AssistanceOffice (TS—799), Office of
Toxic Substances,RoomEB—44, 401 M
StreetSW., Washington,DC 20460,(202)
554—1404,TDD (202) 554—0551.
SUPPLEMENTARY INFORMATION: EPA is
promulgating a final testrulerequiring
developmentalneurotoxicitytestingof
TGME.

Public reportingburden for this
collection of information is estimatedat
1375hours including time for reviewing
instructions, searchingexisting data
sources,gathering and maintaining the
data needed,and completing and
reviewingthe collectionof information.
Sendcommentsregardingtheburden
estimateor anyotheraspectof this
collection of information,including
suggestionsfor reducing this burden, to
Chief. Information PolicyBranch, PM—
223,U.S. Environmental Protection
Agency,401 M Street, SW., Washington,
DC 20460;andto the Officeof
InformationandRegulatoryAffairs,
Office of ManagementandBudget
(0MB), Washington. DC 20503.

1.introduction

A. Test Rule Development Under TSCA

This final rule is partof the overall
implementationof section4 of TSCA
(Pub.L 94—469,90 Stat. 2003et seq.,15
U.S.C. 2601et seq.),whichcontains
authorityfor EPA to require the
developmentof data relevant to
assessingtherisk to health and the
environmentposedby exposureto
particularchemicalsubstancesor
mixtures(chemicals).

Under section 4(a) of TSCA. EPAmust
requiretestfngof achemicalto develop
dataif theAdministratormakescertain
findingsas describedin TSCA under
section4(a)(1) (A) or (B). Detailed
discussionsof thestatutory section4
findingsareprovidedin theAgency’s
first andsecondproposedtestrules
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publishedin theFederalRegistersof
July 18,1980 (45FR 48510)andJune5,
1981 (46FR 30300).

B. RegulatoryHistory -

TheInteragencyTestingCommittee
(ITC) designatedTGME for priority
testingconsiderationin its sixteenth
reportpublishedin theFederalRegister
of May 21, 1985 (5(1 FR 20930).In
responseto this designation,EPA issued
a proposedtestrule in theFederal
Registerof May 15, 1986 (51FR 17683)
requiringthatmanufacturersand
processorsof TGME testthechemical
for developmentalneurotoxicityamong
otherhealtheffects,undersections
4(a)(1) (A) and(B) of TSCA. EPA
recentlyenteredaConsentOrderwith
five manufacturersof triethyleneglycol
ethersto conductcertaintoxicologic
testsof TGME (noticepublished
elsewherein this FederalRegister).
Regardingdevelopmentalneurotoxicity
testing,EPAhaschosento proceedby
issuinga final testrule.

II. Responseto Comments
The proposedrule (51 FR 17883)also

proposedthedevelopmental
neurotoxicityguideline(40 CFR795,250),
andcommentswerereceivedon both
theproposedruleandguideline.
Responsesto commentson theguideline
werepublishedwhentheguidelinewas
promulgatedwith thediethyleneglycol
butyl etheranddiethyleneglycol buty~
etheracetatefinal testrule (53 FR 5932;
February26, 1988).

Only theChemicalManufacturers
Association(CMA) Glycol Ethers
ProgramPanelandtheAmerican
Industrial HealthCouncil(AIHC)
commentedon theproposedtestrule. -

Responsesto thosecommentsaregiven
below.

A. Findings

EPAbasedtheproposedtestruleon
both TSCA sections4(a)(1)(A) and(B).

CMA andAll-IC commentedthatthe
Agencydid not provide justification for
thesection4(a)(1)(A)finding. Comments
I through4 addressthis finding.

1. CommenL~CMA commentedthat
“the toxicity dataon whichEPA relies
do not demonstrateanylikelihood of
unreasonablerisks”. Theyfurther went
on to state“EpA arguesthatadverse
effectswould be expectedfromhuman
exposuresto the triethyleneglycol
ethers(51 FR 17885).” -

Response:EPA hasnot reachedany
conclusionas to effectsof exposure,but
hasmerelyfound“that theuseof the
triethyleneglycol ethers* * * may
prestmtanunreasonablerisk’
EPA hasbasedits finding of potential
unreasonablerisk on fi) a toxicity-

predictionby useof astructure-activity -

relationship,discussedbelowin EPA’s
responseto comments2 and3a,and(2)
humanexposurepotentialasdiscussed
in the responseto comment5. Findings
aredetailedin Unit Ill.A. Testingis
requiredbecauseavailabledataare
insufficient to showwhether“adverse
effectswould beexpected”.If EPA
knewwith certaintytheextentof the
risk, EPA would not requiretesting.

2. Comment.’AIHC commentedon
EPA’s structure-activityrelationship
(SAR) analysis,whichwasconducted
only with ethyleneglycol monomethyl
ether(EGME).AIHC believesthata
morerefinedSAR analysisshouldbe
used.TheAIHC commentsreferto the
fact that“Dataon seriesof glycol ethers
and experienceusingsimilarmaterials
hasneverresultedin neurologiceffects
similar to thoseobservedwith EGME for
any otherglycol ether”.

Response.’EPA is not awareof
specificneurotoxicitytestingon the
highercongeners,thediethyleneor
triethyleneglycol ethers,but Goldberget
ci, (Refs.1 and2) havedoneadult
neurotoxicitytestingwith the
monoethylenecompounds,just as
Nelsonet ci. (Refs.3,6, and7) have
donewith developmentalneurotoxicity.
Furthermore,theresultsof Goldberget
aL’s1962studywith EGME (Ref. 1) on
activeavoidanceparalleledthe effects
seenin theoffspring exposedin uteroto
EGME (Ref. 3). In addition,effectsof
EG1’vfE seenin adult humans[Ref. 4) are
comparableto thesymptoms,ataxiaand
lethargy,seenin rat acutetoxicity
studieswith TGME [Ref. 5). Without
dataon the highercongeriers,EPA -

believesit cannotreasonablypredictthe
neurotoxicity potentialof TGME, and
that testing is necessary. -

3a. Comment.’AIHC alsocommented
thatEPA’suseof a singlestudy(Ref. 3)
to supporttherequirementfor
developmentalneurobehavioraltoxicity
testingmaybeinadequate.

Response:In additionto the reference
usedin theproposedrule to supportthe
requirementfor developmental
neurotoxicity(Ref. 3), Nelson’sgroup
testedanotherethyleneglycol ether,
ethyleneglycolmonoethylether(EGEE).
following prenatalexposurein rats
(Refs.6 and7). At 100ppm (Ref. 6)
statistically significantchangesoccurred
with the-rotorodtest,the activity wheel
-test,andavoidanceconditioning.At 200
ppm,amaternallytoxic dose,even
greateralterationswereobservedin
thesetests(Ref.7). All theseresults
(Refs.3, 6, and7), constitutean
adequatebasisfor concernaboutthe
potential(or developmentally
neurotoxiceffects.

3b. Comment:AIHC andCMA
questionedtheuseof a1984paperby
Nelsonet cii. (Ref. 3) to supportthe
finding. The commentsquotedall orpart
of thefollowing sentencein this papen
“The absenceof morerobustdifferences
hereraisesdoubtregardingthe
biologicalsignificanceof thedifference
in this group,ascomparedwith those
seenin the2ME 7—13 group.”

OtherAIHC andCMA comments
discussthefollowing problemswith the
protocolof thesamepaper:(1) No
appropriatecontrolsof theexposed
males;and(2) no randomizationin
assigningfemalesin thevarious
exposuregroups,which theyfelt might
accountfor the “consistencyof the
neurochemicalfindings”.

Response: Thesecomments(3a,3b)
refer to toxicity testingin theNelson
paper(Ref. 3) (paternalexposure,
neurochemicalalterations)whichEPA is
not requiringin this rule, andwhichdo
not bearon theproposedfinding that
TGMIE exposuremay presentan
unreasonablerisk of developmental
neurotoxicity.

4. Comment.’CMA alsocommentedon
therationalefor developmental
neurotoxicitytestingfor risk assessment
purposes,andconcludedthat “although
suchtestingmaybeof academic
interest,it is of no provenvalue to the
risk assessmentneedsthatmustexist to
justify section4 testingrequirements”.

Response:At the time of theproposaL
EPA hadnot previouslyrequired
developmentalneurotoxicitytesting and
hadneverusedsuchtestingfor risk
assessmentpurposes.However,EPA
haslong recognizedthat thereis a need
for this testing,asis discussedbelow.
To fulfill this need,EPAhasdevelopeda
guidelinefor this test(40CFR 795.250).

In theearly1970’s,thescientific
communitybecameconcernedthat
exposureof the mother to drugsor toxic
chemicalsmay resultin neurologic
effectsin theoffspring, asreports
proliferatedindicatingthatchildren
bornto chronicalcoholicmothersnot
only hadphysicalmalformations,but an
increasedincidenceof mental
retardationorperformancedeficits
(Refs.8 and9). Thefetalalcohol
syndrome,asit is now termed(Ret.10).
is no longerconsideredan unproven
-theory, andtherehavebeennumerous
studiesinvestigatingneurobehavioral
problemsin offspringexposedto other
substancesin utero [Ref. 11).

Scientistsfrom variousgovernmental
agencies(NationalInstifute for
EnvironmentalHealthSciences,NIEHS;
NationalCenterfor Toxicological
Research.NCTR: FoodandDrug

- Administration,FDA: National
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Toxicology Program,NTP National
Institute for OccupationalSafetyand
Health, NIOSH: andEPA)instituteda
CollaborativeBehavioralTeratology
Study(CBTS) in 1978 to evaluatethe
intra- andinterlaboratoryreliability and
sensitivityof severalbehavioraltest
methodsasapreliminaryfor developing
testsusefulfor “safetyevaluationin the
areaof postnatalfunction” (Ref. 12).
CBTS wasinitiated, in part, becauseof a
beliefthatavailabletestshadnot been
validatedsufficiently for regulatory
agencies’risk assessmentneeds.

In addition,EPA’s ScientificAdvisory
Panel(SAP)recentlyreviewedthe
rationalefor developmental
neurotoxicitytestingandconcludedthat
EPA shouldrequirethatsuchtestingbe
conductedin anumberof instances
including “strongstructure-activity
relationshipsto known neurotoxicants”
(Ref. 13).

5. Comment.’CMA submittedtheonly
commenton thesection4(a)(1)(B)
finding, stating that theNIOSH figures
arenot specificenoughaboutthe
numberof personsexposedto the
chemicalor thedurationorextentof
anysuchexposureto serveasthebasis
for requiringtesting underTSCA
sections4(a)(1)(B). CMA alsoasserted
thatEPA failedto takeinto account
instructionsto theworkerabout
handlingthefluid carefully.

Response.EPAbelievesthatthe
recordsupportstheTSCA section -

4(a)(1)(B)finding of “significantor
substantialhumanexposure”for TOME.
EPA hasroutinelyusedandintendsto
continueto useNIOSH surveystatistics
to makesection4(a)(I)(B) findings
whereappropriateunlessbetter
estimatesof occupationalexposureare
developed.Furthermore,EPAhas
recentlypreparedanupdatedexposure
pro’file oftheestimated175,000
mechanicsexposedto brakefluidswith
at leastonecontactperdayresultingin
exposuresrangingfrom 250 to 2,300mg/
dayfor 250daysperyear(Ref. 14). In
addition,theNIOSH figuresarenot the
total basisfor the section4(a)(1)(B)
finding, andasstatedin theproposed
rule, EPA believesthatconsumer
exposurealsooccursthroughtheuseof
productscontainingTGME, sincesome
individualscanbeexpectedto add
brakefluid or performbrake
maintenanceon their own automobiles.
ThusEPA hasproperlyconcludedthat
substantialnumbersof peoplemaybe
exposedto TGME aridthat manyof
thesepeoplemaybeexposedto
significantlevels of TGME.

B. RouteofExposure
Comment:Severalcomments

suggestedthat theoral routeof exposure

would bemoreappropriatethanthe
dermalroutein treatingfemalescaged
with offspring.

Response:EPAagreesandhas
changedthe routeofadministrationto
oralby gavage.

C. EconomicImpact
Comment.’CMA commentedthatthe

proposedtestingwouldbe too
expensiveandwould haveasubstantial
economicimpact on manufacturers.

- Response:EPA hasgreatlyreduced
the impactof this final testruleby
requiringtestingonly ofTGME, which
will representall threeof theglycol
ethersin theproposedtestrule. If EPA
concludesthat testingof theothertwo is
necessaryafterevaluatingthedatafrom
this test,it will requirethis by a
separatefinal rule. - -

Ill. FinalTestRule

A. Findings
This testrule is basedon theauthority

of TSCA section4(a)~1)(A) and[B).
Undersection4(a)(1)(A) EPA finds that
theuseof TGME maypresentan
unreasonablerisk of developmental
neurotoxicityon thebasisof SAR with
EGME andEGEE(Refs.3, 6, and7), both
of which demonstratedevelopmental
neurotoxicity,andtheexposureto brake
fluid whichmaycontainTGMEduring
useat levelsup to 250 to 2,300mg/day
for up to 250daysperyearby
mechanics(Ref. 14). Otherworkplace
personnelmaybeexposedto even
higherlevels(Ref. 20). Undersection
4(a)(1)(B)EPA finds thatTGME is
producedin substantialquantities(30
million lbs. in 1986) (Ref. 15). EPA also
finds that thereis or maybesubstantial
humanexposureto brakefluids (which
maycontainTOME) in theworkplace,
whereapproximately250,000workers
including 8,000 females(Ref. 16)are
exposed.An updatedexposurereport
(Ref. 14)confirmsexposurein thatan
estimated175,000of these250,000
workersaremechanicsexposedto
brakefluids at leastonceaday.There
alsomaybe substantialconsumer
exposureto TGME duringmaintenance
of’ consumers’own vehicles.EPA also
finds thatthereis ormaybe significant
humanexposureto TGME in the
workplace.

EPA alsofinds thatthereareno
availabledatato reasonablypredictor
determinethedevelopmental
neurotoxicityof TGME andthat testing
is necessaryto developthis data.

Dataresultingfrom the developmental
neurotoxicityscreenwill helpEPA
determinewhetherTGME is
developmentallyneurotoxicand
whetherfurther testingis necessary,and

arerelevantto determiningwhether
exposureto TOMEduringusedoesor
doesnot presentanunreasonablerisk to
humanhealth.

B. Required Testing and Test Standard

EPAis requiringthatdevelopmental
neurotoxicitybeconductedon TGME in
accordancewith thespecificguidelinein
40 CFR 795.250,aspublishedin the
FederalRegisterof February26, 1988 (53
FR 5947).

C, TestSubstance

EPA is requiringthatTGME of at least
90 percentpurity shall be usedasthe
testsubstance.TGME of suchpurity is
availableat reasonablecost.

D, PersonsRequiredTo Test

Section4(b)(3)(B) specifiesthatthe
activitiesfor whichEPA makessection
4(a) findings(manufacture,processing,

distribution in commerce,use,and/or
disposal)determinewho bearsthe
responsibilityfor testingachemical.
Manufacturersandpersonswho intend
to manufacturethechemicalare
requiredto testif thefindings arebased
on manufacturing(“manufacture”is
definedin section3(7) of TSCA to
include“import”). Processorsand
personswho intendto processthe
chemicalarerequiredto testif the
findingsarebasedon processing.
Manufacturersandprocessorsand
personswho intend to manufactureand
processthe chemicalarerequiredto test
if theexposuresgiving riseto the
potentialrisk occurduringdistribution
in commerce,use,ordisposalof the
chemical.

BecauseEPA hasfound thattheuseof
TGME givesriseto exposurethatmay

- leadto anunreasonablerisk, EPA is
requiringthat personswho manufacture
or process,or who intendto
manufactureorprocess,TGME, other
thanasan impurity, at any time from
theeffectivedateof this final testrule to
theendof thereimbursementperiodare
subjectto thetesting requirements
containedin this final rule, The endof
thereimbursementperiodwill be 5
yearsafter thelast final report is
submittedor anamountof time equalto
thatwhichwasrequiredto develop
data,whicheveris later.

BecauseTSCA containsprovisionsto
avoidduplicativetesting,not every
personsubjectto this rule must
individually conducttesting.Section
4(b)(3)(A)of TSCAprovidesthatEPA
maypermit two or moremanufacturers
or processorswho aresubjectto the rule
to designateonesuchpersonor a
qualifiedthird personto conductthe
testsandsubmitdataon theirbehalf.
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Section4(c) providesthatanyperson
requiredto testmayapplyto EPA for an
exemptionfrom therequirement.EPA
promulgatedproceduresfor applyingfor
TSCA section4(c) exemptionsin 40 CFR
Part790.

Manufacturers(includingimporters)
subjectto this rulearerequiredto
submiteithera letterof intent to
performtestingor anexemption
applicationwithin 30 daysafterthe
effectivedateof this final testrule.The
requiredproceduresfor submittingsuch
lettersandapplicationsaredescribedin
40 CFRPart 790.Although EPAhasnot
identified anyindividualswho
manufactureTOME as abyproduct.
suchpersonswill besubjectto the
requirementsof this testrule.

Processorssubjectto this rule, unless
they arealsomanufacturers,will not be
requiredto submit lettersof intentor
exemptionapplications,or to conduct
testing,unlessmanufacturersfail to
submitnoticesof intent to testor later
fail to sponsorthe requiredtests.EPA
expectsthatthemanufacturersWill pass
an appropriateportion of thecostsof
testing on to processorsthroughthe
pricing of theirproductsor other -

reimbursementmechanisms.If - -

manufacturersperformall therequired
tests,processorswill begranted
exemptionsautomatically.If -

manufacturersfail to submitnoticesof
Intentto testor fail to sponsorall the
requiredtests,EPA will publisha
separatenoticein theFederalRegister
to notify processorsto respond;this
procedureis describedin 40 CFRPart
790.

EPA is not requiringthesubmissionof
equivalencedataasaconditionfor
exemptionfrom the requiredtestingfor
TGME. As notedin Unit HLC., EPAis
interestedin evaluatingtheeffects
attributableto TGME andhasspecified
arelativelypuresubstancefor testing.

Manufacturersandprocessorssubject
to this testrulemustcomply with the
test rule developmentandexemption
proceduresin 4A) CFR Part790 for single-
phaserulemaking.

E. ReportingRequirements - -

EPArequiresthatall datadeveloped
underthis rulebereportedin
accordancewith its TSCA Good
LaboratoryPractice(GLP)standards,
whichappearin 40 CFRPart792.

In accordancewith 40 CFR Part790,
undersingle-phaserulemaking -

procedures,testsponsorsarerequiredto
submitindividual studyplansat least45
daysbeforeinitiation of’ eachtest.

EPA is requiredby TSCA section
4(b)(1)(C)to specifythe timeperiod
duringwhich personssubjecttoa test
nile mustsubmit testdata. -

- Theproposedrulewould have
requiredthat for rangefinding for this
developmentalneurotoxicitytest,
developmentaltoxicity testing in therat
becompletedbeforeinitiating the
developmentalneurotoxicitystudy.
However,developmentaltoxicity testing
in therat is beingperformedby the
manufacturersunderanegotiated
TestingConsentOrderusingtheTSCA
guideline in 40 CFR 798.4900,as
modified(Ref. 17), anddevelopmental
neurotoxicitytestingunderthis rule
shall beinitiated whentheresultsof the
developmentaltoxicity studyare
submittedto EPA. if neither
developmentalormaternaltoxicity is
seenin thedevelopmentaltoxicity
study,the high dosein the
developmentalneurotoxicitystudyshall
be5 grams/kilogram(gfkg). The
developmentalneurotoxicitytestresults
shall besubmittedwithin 21 monthsof
EPA’spublication in theFederal -

Registerof anoticearmouricingthe
receiptof thedevelopmentaltoxicity
testresults.Interim progressreportsfor
thedevelopmentalneurotoxicitystudy
shall beprovidedto EPA at B-month
intervalsafterthe initiation of this test.
until thefinal reportis submittedto
EPA. -

TSCA section14(b)governsAgency
disclosureof all testdatasubmitted
pursuantto section4 of TSCA. Upon
receiptof datarequiredby thisrule,
EPA will publisha noticeof receiptin
theFederalRegisterasrequiredby
section4(d),

Personswho exportachemicalwhich
is subjectto a section4 testruleare
subjectto theexportreporting
requirementsof section12(b)of TSCA.
Final regulationsinterpretingthe
requirementsof section12(b)arein 40
CFR Part707.In brief, asof theeffective
dataof this testrule, anexporterof
TGMEmustreportto EPA thefirst
annualexportor intendedexportof
TOME to eachcountry.EPA will notify
theforeign countryconcerningthetest
rulefor TOME.

F EnforcementProvisions -

EPA considersfailure to comply with
anyaspectof asection4 ruleto bea
violation of section15 of TSCA. Section
15(1)of TSCA makesit unlawful for any
personto fail or refuseto comply with
anyruleor orderissuedundersection4.
Section15(3)of TSCA makesit unlawful
for anypersonto fail or refuseto~(1)
Establishormaintainrecords,(2) submit
reports,notices,orother information,or
(3) permitaccessto or copyingof
recordsrequiredby TSCA or any
regulationorrule issuedunderTSCA.

Additionally, TSCA section15(4)
makesit unlawful for anypersonto fail

or refuseto permit entryor inspectionas
requiredby TSCA sectionii. Section11
appliesto any“establishment,facility.
orotherpremisesin which chemical
substancesormixturesare
manufactured,processed,stored,or held
beforeor after their distributionin
commerce * * .“ EPA considersa
testingfacility-to be aplacewherethe
chemicalis heldorstoredand,
therefore,subjectto inspection.
Laboratoryinspectionsanddataaudits
will beconductedperiodicallyin
accordancewith theauthorityand
proceduresoutlined in TSCAsection11
by duly designatedrepresentativesof
EPA for thepurposeof determining
compliancewith this final rulefor
TGME.Theseinspectionsmay be
conductedfor purposeswhich include
verification that testinghasbegun,
schedulesarebeingmet,andreports
accuratelyreflecttheunderlyingraw
data,interpretations,andevaluations,
andto determinecompliancewith TSCA
GLP standardsandtheteststandards
establishedin this rule.

EPA’s authorityto inspecta tes~fng
facility alsoderivesfrom section4(b)(1)
of TSCA, which directsEPA to
promulgatestandardsfor the
developmentoftest data.These
standardsaredefinedin section3(123(B)
of TSCA to include thoserequirements
necessaryto assurethatdatadeveloped
undertesting rulesarereliableand
adequate,andto include suchother
requirementsasarenecessaryto
provide suchassurance.EPA maintains
that laboratoryinspectionsare
necessaryto provide this assurance,

Violators of TSCAaresubjectto
criminal andcivil liability, Personswho
submitmateriallymisleadingorfalse
informationin connectionwith the
requirementof anyprovision of this rule
may besubjectto penaltieswhichmay
becalculatedas if theyneversubmitted
theirdata.Underthepenaltyprovisions
of section18 of TSCA, anypersonwho
violatessection15 of TSCAcouldbe
subjectto a civil penaltyof up to $25,000
for eachviolation with eachdayof
operationin violation constitutinga
separateviolation. This provisionwould
be applicableprimarily to
manufacturersthat fail to submitaletter
of intent oran exemptionrequestand
thatcontinuemanufacturingafterthe
deadlinesfor suchsubmissions.This
provision~ouId alsoapplyto
processorsthat fail to submita letter of
intentor an exemptionapplicationand
continueprocessingafterEPA has
notified themof their obligation to
submit suchdocuments(see40 CFR
790.26(b)).Knowingor willful violations
couldleadto the impositionof criminal
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penaltiesof up to $25,000for eachdayof
violation or imprisonmentfor up to 1
year,orboth. In determiningtheamount
of penalty,EPAwill takeinto account
theseriousnessof theviolation andthe
degreeof culpability of theviolatoras
well asall theotherfactorslistedin -

TSCA section16. Otherremediesare -

availableto EPA undersection17 of
TSCA, suchas seekinganinjunction to
restrainviolations of TSCA section4.

Individualsaswell ascorporations
couldbe subjectto enforcementactions.
Sections15 and16 of TSCA applyto
“any person”who violatesprovisionsof
TSCA. EPA may,at its discretion,
proceedagainstindividualsaswell as
companiesthemselves.In particular,
this includesindividualswho report
falseinformationorwho causeit to be
reported.In addition,thesubmissionof
false,fictitious, or fraudulentstatements
is aviolationunder18 U.S.C.1001.

IV. EconomicAnalysisof FinalRule

To assessthepotentialeconomic
impactof this rule, EPA haspreparedan
economicanalysis(Ref. 18) that
evaluatesthepotentialfor significant
economicimpacton theindustryasa
resultof therequiredtesting.The
economicanalysisestimatesthecostof
conductingtherequiredtestingand
evaluatesthepotentialfor significant
adverseeconomicimpactasaresultof
thesetestcostsby examiningfour
marketcharacteristicsof TOME: (1)
Price sensitivity of demand,(2) industry
costcharacteristics,(3) industry
structure,and(4) marketexpectations.If
thereis no indication of adverseeffect,
no furthereconomicanalysisis
performed;however,if thefirst level of
analysisindicatesapotential for
significanteconomicimpact,amore
comprehensiveanddetailedanalysisis
conductedwhichmoreprecisely
predictsthemagnitudeanddistribution
of theexpectedimpact.

Total testingcostsfor thefinal rulefor
TGME are estimatedto rangefrom
$113,800to $151,900.To predictthe
financial decision-makingpracticesof
manufacturingfirms, thesecostshave
beenannualized.Annualizedcostsare
comparedwith annualrevenueasan
indicationof potentialimpact.The
annualizedcostsrepresentequivalent
constantcostswhichwould haveto be
recoupedeachyearof thepayback
periodto financethetestingexpenditure
in thefirst year. -

Theannualizedtest costs(usinga cost-
of capitalof 7percentovera periodof - -

15 years)rangefrom$13,494to $16,677. -

Basedon the 1986estimatedproduction
volumefor TOMEof 29.6million
pounds,the unit test costswill beabout
0.06centsperpound.In relation to the

sellingpriceof’ $5.00per gallonfor -

TOME, thesecostsareequivalentto 0.17
percentof’ price. - - --

Basedon thesecostsandtheusesof
TOME, theeconomicanalysisindicates-
that thepotential for significantadverse
economicimpactasaresultof this
testingrule is low. This conclusionis
basedon thefollowing observations:

1.The estimatedunit testcostsare
verylow, 0,17percentof currentpricein
theupper-boundcase.

2. Theoveralldemandfor TOME
appearsrelativelyinelastic.

Referto theeconomicanalysisfor a -

completediscussionof testcost
estimationandthepotential for
economicimpactresultingfrom these
costs. - -

V. Availability of TestFacilitiesand
personnel

Section4(b)(1) of TSCArequiresEPA
to consider“the reasonablyforeseeable
availability of thefacilitiesand
personnelneededto performthe testing
requiredunderthe rule”. Therefore,EPA
conductedasurveyto assessthe - -

availability of testfacilities and --

personnelto handletheadditional
demandfor testingservicescreated.by-

this section4 testrule (Ref. 19). Onthe
basisof this study,EPA believesthat -

therewill beavailabletestfacilitiesand
personnelto performthetesting.
specifiedin this rule.

VI. RulemakingRecord -

EPA hasestablishedarecordfor this
rulemakingproceeding(docketnumber
OPTS42080E).Thisrecordincludes:

A. SupportingDocumentation

(1) FederalRegisternoticespertaining
to this rule consistingof: - -

(a)Notice containingtheITC
designationof TGME to the Priority List
(50F’R 20930;May 21, 1985).

(b) RulesrequiringTSCA section8(a)
and8(d)reportingonTOME (50FR -

20909;May 21, 1985).-
(c) Notice of EPA’s proposedtestrule

on TOME (51 FR 17883;May 15, 1986).
(d) TSCAdevelopmental

neurotoxicitytestguidelinefinal rule (53
FR 5947;February26, 1988).

(e) Noticeof final rulemakingondata
reimbursement(48FR 31786;July11,
1983).

(f) Noticeof interim final ruleon
single-phasetestruledevelopmentand
exemptionprocedures(50FR 20652;May
17, 1985). -

(g) TSCA 012 standards(48 FR 53992;
November29, 1983).

(2) Communicationsconsistingof:
(a)Written public comments.
(b) Transcriptof public meeting.

(c) Summariesof phone - - -

conversations.
(d) Summariesof public méelings.-

(e)Letters. - -
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VII. OtherRegulatoryj~equirements -

A. E~.ecutiwas Order 12291

UnderExecutiveOrder12291,EPA
mustjudgewhetherarule is “major”
and thereforesubjectto therequirement
of aRegulatoryImpactAnalysis.EPA
hasdeterminedthat this testruleis not
majorbecauseit doesnot meetanyof
the criteria setforth in section1(b) of
theOrder i.e., it will not haveanannual
effecT on theeconomyof at least$100
million, will not causeamajor increase
in costsorprices,andwill not havea
significantadverseeffect on competition
or theability of U.S. enterpriseto -

competewith foreignenterprises.
This rule wassubmittedto 0MB for

review asrequiredby ExecutiveOrder

12291.Any writtencommentsfrom 0MB
to EPA, andanyEPA responseto those
comments,areincludedin the - -

rulemakingrecord. - - -

E.RegulatoryFlexibility Act --

UndertheRegulatoryFlexibility Act
{5 U.S.C.601 etseq.,Pub.L 96 354, -

September19. 1980), EPA is certifying -

that this test rulewill not havea
significantimpact on a substantial
numberof smallbusinessesbecause.~(1)
they arenotlikely to performtesting - -

themselves,or to participatein the
organizationof the testing effort; (2) they

— will experienceonly veryminor costs,if
any, in securingexemptionfrom testing
requirements;and(3) theyareunlikely

- to beaffectedby reimbursement -

requirements. -

C’. Pacerwoi-kReductionAct

- Theinformation collection - -

requirementscontainedin this rulehave
beenapprovedby 0MB underthe
provisionsof thePaperworkReduction
Act, 44 U.S.C.3502 et seq.andhave
beenassigned0MB control number
2070—0033. -

Public reportingburdenforthis
‘collection of information is estimatedat
- 1375hours,including time for reviewing

instructions,searchingexistingdata
sources,gatheringandmaintainingthe
dataneeded,andcompletingand
reviewingthecollectionof information.

Sendcommentsregardingtheburden
estimateorany otheraspectof this
collectionof information, including
suggestionsfor reducLrig thisburden,to
Chief, InformationPolicy Branch.PM—
223,U.S. EnvironmentalProtection
Agency,401 M St., SW., Washington,DC
20460:andto theOffice of Information
andRegulatoryAffairs, Office of
ManagementandBudget.Washington.
DC 20503,marked“Attention: Desk -

Officer for EpA.”

List of Subjectsin 40 CFR Part799

Testing,Environmentalprotection.
Hazardoussubstances,Chemicals.
Recordkeepingandreporting -

requirements.

Dated:March24. 1989.
SusanF. Vogt, - -

Acting.4sslstcntAdministratorforPesticides
andToxicSubstances. -

Therefore,40CFR Part799 is - -

amendedasfollows: -

PART 799—~AMENDED] - -

- 1. Theauthority citation for Part799 -

continuesto readasfollows:

Authority: -15 U,S.C.2603.2611, 2625.-

- 2. By adding§ 799.4440to readas

follows: - -

§ 799.4440 Thethyleneglycot monomethyl
ether. - - - - - -

(a) Identificationoftestsubstance.(1)
Triethyleneglycol monomethylether
(TGME. CASNo. 112-35-6)shall be -

- testedin accordancewith this section.
(2) TGME of at least90 percentpurity

shall be usedasthetestsubstance.
ft) Persons required to submitstudy

plans. conduct tests, anti submit data. -

All personswhomanufactureorprocess
TGME, otherthanasanimpurity, after
May 17, 1989,to theendof the
reimbursementperiodshall submit
lettersof intent to conducttesting,
submit studyplans,conducttestsand
submit data,orsubmit exemption
-applicationsss specifiedin thissection,
SubpartA of this part, andParts790 and
792 of this chapterfor single-phase
rulemaking.

(c) Developmentalneurotoxicity—(1)
Requiredtesting- Developmental
neurotoxicitytestingshall be performed
in theSprague-Dawleyrat by gavagein
accordancewith § 795.250of this - - -

chapterexceptfor the provision in
paragraph(c)(3)(iii) of’ § 795.250.

(2) Forthepurposeof this section.the
following provisionalsoapplies:

(I) Doselevelsanddoseselection.In
theabsenceof developmentaltoxicity or
maternaltoxicity themaximumdose
shall be5 gramsfkilogram.

(ii) [Reserved)

E3) Reportingrequirernents—(i)The
developmentalneurotoxicitytestshall
becompletedandthefinal report
submittedto EPA within 21 monthsof
theinitiation of the test.Thetestshall
beinitiatedwithin 44 daysof the
publicationin theFederalRegisterof
noticeof EPA’s receiptof TOME
developmentaltoxicity data.

(ii) Pr-ogressreportsshall besubmitted
to EPA at 6- month intervals,beginning
six monthsaftertheinitiation of the test,

(d) Effectivedate. (1) Theeffective
dateof thefinal rule is May 17, 1989.

(2) Theguidelinecited in this section
is referencedhereasit existson May 17,
1989.

(Informationcollectionrequirementshave
beenapprovedby theOffice of Management
endBudgetundercontrolnumber2070—0033.)
[FR Doc. 89—7708Filed 3—31—89: 8.45am]
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