
SUMMARY: AmericanCyuanamid
Companyhasamendedapesticide
etition proposingtheestablishmentof
;ierancesfor residuesof’the insecticide

ducythrinatein oron certain
commodities.
ADDRESS:By mail submit written
commentsto: ProgramManagementand
SupportDivision (TS—757cJ,Attn:
ProductManager(PM) 17. Office of
PesticidePrograms,Environmental
ProtectionAgency.401 M St., SW..
Washington.D.C. 20460.

in person.delivercomme:’tsto: Rm.
22P.CMS. EnvironmentalProtection
A.c~encv.1921 JeffersonDavicHigh~iay,
Arlington, VA 22202. -

Wiitten commentsmustbeidentified
by the documentcontrolnumber(PF—
352) an.dthepetitionnumber2F2806.All
written commentsfiled in responseto
this noticewill be availablefor public
inspectionin theProgramManagement
andSupportDivision office at the
addressabovefrom 8:00 a.m. to 4:00
p.m..MondaythroughFriday, except
legalholidays.
FOR’FURTHERINFORMATION CONTACT:
Timothy A. Gardner,PM-17. CM~2.Rm.
207,703—557—2690.
SUPPLEMENTARY INFORMATION: EPA
issuedanoticepublishedin theFederal
Registerof February9,1983(48FR6018)
which announcedthat theAmerican
Cyanamid Company. P.O.Box 400.
Princeton. NJ 08540had submitted
pesticidepetition2F2806proposingto
amend 40 CFR180.400by establishing
tolerancesfor residuesof theinsecticide
flucythrinate ((~)-cyano(3-
phenoxyphenyl)methyl(±)-4~
(difluoromethoxyj-aipha4l-methylethyl)
benzeneacetate)in or on certainraw
agriculturalcommodities.American
Cyanamidhasamendedthepetitionby
decreasingthe tolerancelevelsfor
wholemilk from 0.3 partpermillion
(ppm)to 0.1 ppm andmilk fat from.6.0to
2.0 ppm;andproposingtolerancesfor
meatandmeatbyproducts of goats,
hogs.horses,and sheepatO.10ppm.and
fat ofgoats,hogs,horses..andsheepat
1.0 ppm.

The proposedanalytical methodfor
determiningresiduesis gas
chromatography.
(Sec.408(d)(2),68Stat.512. (21 U.S.C.
346a(d)(2))

Dated: November3. 1983.

DouglasI). Canipt,
Director,RegistrationDivision. Officeof
PesticidePro8rarns.

IFR Doc. 83.’30540 Filed 11-10-85 8:45em) *

BIWNG CODE 6560-5044

EOPTS-42041;PSH.~FRL244S-4l

1,3~dzoxolaneResponse4othe
-InteragencyTesting-Committee
AGENCY: EnvironmentatProtection
-Agency-~EPA~.
ACTIONdNofice.

SUMMARY: T &Eleventh~Reportof the
InteragencyTesting-Committee[ITC)
designatedi,’3-tboxolane‘for health
effectstestingconsideration.Following
the I’PC designation.FeTroCoi~poration
and PPGIndustries-subrnjtted1o~PA.a
proposedlesting;programfor-hedlth
effects.TheA.gencyhasteeta’tively
concludedThatihisprqgramissuffhiient
to evaluatethe temialhealth.effects
ofl,3-.dioxolane.vihidhwere’df-concem
to theITC. Conseq lly,’EPAIs ~not
initiatin,grulemakingunder section-4(a3
of the ToxicSubstances-ControlAct
(TSCAJto reqiñre‘furtherliealthe’ffects
testingof 1.3-dioxolaneat this fima..Tiiis
noticecon~titu1es1heAgen~y’sresponse
to theITC’s designationof 1.3=
dioxolane,.asrequiredby.section4(e)of
TSCAA.aeèomments’onthe
Agency’sconclusionsandon:lhe
adequacyoIThe proposed.testing
program.

interested.peraons.araiiuritethto
commenton the~adequacyof.the
ndustry~ragram:and~on.EP~A’s
proposed.acceptance-of it’in iieu of--
initiating.Lruiemaldng.procedpre.-
DATE AWcommentsjnustibe:sjibmitted
by December:29,.1983.
ADDRESS:Writteti commentsshould
bear the’documezit-control-nuniber
(OPTS-4204l~.andahould-~be~stibmitted
in triplicate-oITSCAPub1ic1~dormation
Office’fl’S-.793),OfflceofPesticidesand
Toxic Substances,Environmental -

ProtectionAgency,RoomE~1O8,-401’M
St.,SW., Washington,D.C.20460.- -

The administrative--recordsupporting
thisaction is available forpublic --

inspection- ntRoomE~ti07~atthe-above
addressframiBOOeon.’to4:00’pnn.,
Monday’thai~-Friday xceiit-’iegal
holidays~- -- -- -

FOR FURThER1NFORMA11ON CoNTACT: -

Jack P.McCarthy,-Director,TSCA -

Assistance-Office -S--799),Office of
Toxic Substances,Environmental. -

Protection Agency,-RoomE—’543,-401M
St.,SW.,.Washington,D..C.20460.-toll
free: (800-424—9065),~inWashington. - -

D.Ce.~554.~-I404),,outsidetheUSA:
(Operator.-~2O2-554--1404).- - - -.

SUPPLMENTARYINFORMATON. -- - -

~Lintroducfion -- -:: : - - - -

-‘~Secion4ofthe~ItoxiciSubstances-

Control’Aot~TSC~)4b.~L.:94~-469,it90-
Stat.2.003~ seq~-C~2601~et’seq.)

25~39

authorizesEPA to promulgate
regulationswliich’requireidanufacturers
and’processorsio -testchemicai-

‘substancesand-mixtures.Thedata - -

developedasa result -af.such-teslingwill
be‘used by EPAto’evaluate-therisks

that thesechemicaisinay~presentto
health-and the environment Section4(e)
ofTSCA established-anirfteragèncy
TestingCmnmittee(1TC) torecommend
to~EPA-alist ofohemicalstobe
consideredforthe -promulgation of test
jules under section4(a) of the -Act. The
ITC may designateup to 50 ofits
-recommendationsat anyone’time for.
priority consideraiionly,EPA.EPA.is
~requiredto respondwithin 12~months-of
the date.ofa priority designation~either
by initialing rulemakingundersection -

4(d) or ptIblishingin the F.ederátRegister
.reasons.foriiot~doingso. - — - - -

L3-Dioxolane was.designatadfor - -

priority~testingin theEleventhReportef
thefl’C, submitted-to the-EPA - -

~Administratoron:November3,~982,and -

publishedin theFederalRegister-on- -

December3,1982 (47-FR-54628)(Ref.iO).
The-ITCrecommendedthat~abattery-of
short-terin-mutagenicity-tests.chemical
dispositionandmetabolism~studies.and
a.90-day-inhalation:toxicitystudywith
histopathologybe,considered.1TheiTC~.-
based-its recommendationsforhealthS -

effectsleslingonthe’concemthat -~

potential existsfor widespreadhuman-

exposurethroughthe~mannfacture-.and
processingof.-1.3.~dioxolaneand’theuse
of:productscontaining1,3-ilioxolane.-L -.

Snbsequent~tothe’TlCirepoit’Ferr-o -

Corporation (Ferro),the’sole”U;S.- - -

manufacturer-oul.3-dioxolane;and’PPG
Industries (IWO), the’principal-. -- -

processor,:contacted-EPA’to’discussthe
designation-df:1;3.dio.xolanefor pridrity’
-considerationandtheposcibility~ff-an.-
industry..sporisored-testing’prograin in -

lien-ofThe-Agencyinitiating rdlemtiking.
Onjilly 5, ‘1983,~Ferroand PPG formally -

-submitted-a proposed ndustry--- 2 -

sponsored-testingprogam-desigi~ed’to-
address-theiealth-effectsT-conderxii-ol - -‘

the~ITC-(Rèfs.5;~.-This’-not e-fàffllls - -~

EPA’s-statutory-obligations-Under’- -

section-4(e)and-informs the-pñblic- that-
EPAisproposingtOacce~tthe*ndustry
program-endis--notinitiating;rulemdking
at this time.EPA’is’reqiiestfngcomments
on the Ferro and2PPG proposedtesting-

program-and-the Agency’s-tentative -

decision-to--accept-itin ileinof section
4(a) rulemaking
ILAssessinentaf.ExposureandHealth-
Effects- -- -----

A Producho.n,lisanndExposum

1.3DloxulaneiclH~0~(cAs~Nó.i64&-
06)is.~aflanmable~cdIor1ess,-’volati1e,
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liquid that ismiscible in water and - exposureto 1,3-dioxolane,at a kg;.a dermal LD~(rabbit) of 8,480mg/- -

soluble in organic solvents.Like most concentration from 0.5 percent to 1.0 kg; and aninhalation LC~(rat)of 32,000
acetals,it is stable in neutral or slightly percentby weight ofTCEA,- would be ppm for 4 hours-(LC~is the lowest--;
basicsolution,-butit can behydrolyzed - approximately-2ppm dioxolane;Actual concentrationat which deaths-were -

in strongacid (Ref. 3). - - - areamonitoring data in 1982from PPG’s observed). - -

Ferro is the soleU.S.producer of 1,3- LakeCharles,LA, TCEA manufacturing SeveralSalmonellatyphimuriumi
dioxolane.The 1977TSCA Chemical facility, indicated8-hour TCEA levels MammalianMicrosomalAssays(Ames
SubstanceInventory estimatedthat the ranging from 0.1 ppm to a maximumof Assay)havebeencompletedfor 1,3- -

annual production levelis between1 12.7ppm in the work area.A maximum dioxoláne,all havingnegative-results
arid 10 million pounds (Ref. 18).Ferro of 18 ppm for 15 minute sampleswas (Refs.4,7,8,10,).No othervalid health
hasadvisedEPA that it producesfewer recorded In the solvent loadingarea. effectsstudieshave beenreported in the
than 3 million poundsper year,all of Assuming equalvolatilities for 1,3- literature. -

which is produced at its Grant Chemical dioxolane andTCEA, PPG calculated
III. PlannedTesting - - - - -Division in Louisiana (Ref. 8). - that the air concentrationsfor 1,3- - -

The major useof 1,3.’dioxolaneisas a dioxolane would range from lessthan - - Ferro and PPGhave jointly, proposed
stabilizer in the productiod and 0.001ppm to 0.1 ppm (Ref. 16).- - to sponsortesting which is designedto
distribution of i,i,i-trichloroethane However, there is wide potential for - accommodatethehealth effects -

(TCEA) (Refs.8, 16).Over 95 percent of human exposure,both occupationaland concerns-and tests-recomnieridedby -the
the domesticallymanufactured1,3- - generalpopulation, through theuseof - ITC for 1,3-dioxolane.- -

dioxolane is purchasedbyPPG foi use products containing TCEA stabilized ‘ In order-to respondto the ITC’s - - -

as a stabilizer in TCEA at with 1,3-dioxolane.The primaryuseof recommendationfor a battery of short- -

concentrationsranging from 0.5 percent TCEA is asan industrial solvent for term- mutagenicitytests,the industry has -

to 1.0 percent.Additional minor usesof vapor degreasingof metals or plastics. proposedto perform a cell - -

the remaining production include usein - TCEA is alsoa componentof many transformation test, an in vitro - - -

pharmaceuticals, dialysismembranes - consumerproducts including drain- - — cytogeneticstestand a testfor gene
for kidneymachines,asa componentin cleaners,adhesives,water repellant mutations in mammalian cellsin culture. -

- electrolytesand asa researchchemical sprays, spotremovers,and furniture - The proposedmutagenicitytestswould
(Ref. 8).Noneof theseminor usesis polishes.There isno estimatefor the complement theexistingSalmàneila - - - --

expectedto result in substantialhiunan number ofpeoplepotentially exposed - typhimuriumi MammalianMicrosomal
exposure.Furthermore,the useof 1,3~-- throughthese,and other consumeruses. - - - - -~

dioxolanein pharmaceuticalsand - However,-NIOSH estimated that the - Further,the industrywill conducta -

dialysismembranesis regulated by the numberdfworkers exposedto TCEA comprehensiveindependentreview of a - -- -

FederalFood, Drug~andCosmeticAct, through-Itsmanufacture,processing,and 2-year drinking water chronictoxicity -

andnotby TSCA. - - useis 2.6million (Ref.12). - - - --

- The1TC-wasconcernedthat there - ; It isestimated-that U.S.productlàn ~ - - - studir on albino ratswith 1,3-dioxolané,
- which wasbegunfor PPCprior to the - - - - -

-- waspotential’fo~widespreadexpos~.— TCEA waS645 million pounds ~ 1978 desigationofl,3-thoxolaneby the~C.
to 1,3-dioxolane.TheNational - - - - (Ref. 2).The percentageof that

OccupationalHazardSurvey-(NOHS),.- productionwhich is stabilizedwith ~ - While this chronictoxicity studyhasnot --

which is~basedonexposureduring-the’ dioxolaneis unknown.However,as95 beencomplétOd, the experimental- - --

manufacture,processingand the- - - - -percentof the estimated3 million - - - portion of the studyhasbeendoneand
ultimateuseof achemical,estimated poundsof 1,3-dioxolaneproduced tissueshave beentaken at terminal - -

that 10,602workers arepotentially- - - annuallyis usedas a stabilizer in TCEA sacrificO, but no histopathological
exposedto 1,3-dioxolaneineleven - - — -at concentrationsof 0.5percent to 1.0- examinationshave beenperformed. The -

industrialworker categories(Ref.13).---percent-by.weight, it can estimatedthat uncuttissueswill beexamined
Ferrostatesthat theproduction-of the 2 285 to 570 million pounds of TCEA - - -microscopically,andafinaireporton
chemicaltakesplace-ina-closedsystem - stabilizedwith 1,3-dioxolane~ — - - - the resultscompleted.EPAhasbeen : -

and estimatesthat fewer. than twenty - - producedannually. Therefore, there is - providedwith preliminarydatafrom the -

workersareexpos~dto 1,3-dioxolane- - - substantialpotential for-extensive: - study. - - - - -

duringproduction and thatexposure - humanexposurethroughthe useof - - - This-proposedreview,validation,and -

levelsare lessthan10 ppm(ReL-9).PPG TCEA stabilizedwith 1,3-dioxolane, completion of the study, to be performed -

hasstated that four individuals-are - ~‘ -albeit at low concentration levels. - -.. - by anindependentpathologylaboratory --

- potentially exposedtO-.a 40:percent -~ Exposureroutes couldbe by-inhèlalion- - will servelo respond-to the 1TC’s -- - ~ -

solution of 1,3-dioxolaneat their TCEA - of vapor from, ordermalcontact with. concernsregardingthe subchronic----- 2 - -

- manufacturing facility. PPG-further- - - - products containing the compound. - -- toxicity’potentialof i~3-dioxOlane.The‘- - -

validationwill-yield informationon--the - - -

statesthat its TCEA transfer, solvent - - B.HeOJthEffectsInformation - - - - - - -~. quality,—soundnessand the scopeof the - - --

mixing, and storagefuiictions-are-all,- - - - - -

consideredclosedsystems(Ref.-16). -‘ - - Informationavailable on the health.. usefulnessof the results of this 2-year -

Neither theAmericanConferenceof - ~ — effectsof 1,3-dioxolaneis limited; ‘l’wo -- - study-toassistin-theassessmentof the - - - --

Governmentalindustrial,Hygienste-- - - .Russianreports-providedthe bulkof the - health effectsofi,3-dioxolane.2EPA-is;;,- -- -- - --

(Ref. 1)nor the~Occupational-Safetyand information~(Refs.11,17).While these - - aware-that-theoral routeof exposure.—- --

HealthAdministration-(OSHA)-.(Ref.15) -: - studiesprçvidedsomeacuteand- - - usedinthe-existingchronictoxicity
has setthresholdlimit valuesor -- - - - - - chronictoxicity data, thevalidity of the- I studyisnot1theroute-which was - —- - -:

-standardsfor 1,3-dioxolanO.Hoviever,.a .flndingswasdifficult to assessdue to- - recommended-bythe1TC. However, - -

standard-of 350ppm-has beenadopted: - —- -the lackof details-onmethodology. -; - EPA believesthat this studyshouldnot~ -

by OSHA for an 8-hourtime-weighted— - However, acutetoxicity data entered in -- be overlooked-because,if-the study is
average(TWA) exposuretoTCEA (Ref.- the Registry.ofToxicEffectsof Chemical - sufficiently validated, the toxicity - -- -- -

- 15). Therefore,assuming350 ppm 8-hour -- Substances(Ref. 14).froma-Union - information which canbe obtained from - -

TWA -to be-aworstcase.or-maximum- - - ~Carbide-DataSheet,givefor1,3- :- - - - it will be greaterthan that which could -

worker-exposureto TCEA--the resulting - - dioxolanean oral LI)50 (rat)of 7;840mg/ - - be obtained-from a 90-daysubchronic - -
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-study.In:addition.-proceeding-with~the

nearly
completedstudy will accelerate

the-gathering of that information.
PPGandFerrohave agreed-toperform

the testingaccording to a prescribed
schedule.The cell tranformation,
cytogenicity.and’genemutationstests
will -becommencedwithin-60 days
following-publication of EPA’s final
notice of acceptanceof the testing
programand completedwithin four
months~ftercommencementThe
validation and completion of the chronic
toxicity utudy shall-commencewithin 60
daysafter-publication oftheflnal notice.
The~flnalreportfrom thechronic
toxicity~8tndywill the provided to the
Agencyw iii twelve months following
publicationof the final notice. If
industry.doesnotmake a goodfaith
eifort-io~adhereto beproposed
schedule,-theAgencywill consider
initiating:the-rulemdkingprocess.

Uponcompletionof the~validationof
the chronic study andthe -first-tier
mutagenicitytests,PPG andFerrohave
agreed-.to-meetwith-,EPAscientiststo
discusstheinterpretationof the test
results and,if-necessary,to develop
additionaltestingplansfor-thefuture.
Depending-upon-theresults-of-the
testing.and--validationdiscussedabove.
future testing-couldincluderepeating

I
- thec1a~onicstudy,a90-day~subchronic-

study,-metabolism-and - -

pharmacokineticsstudies-and/or
addilionaFmutagenicity -studies.
TheAgeneyiias tentatively-concluded

that theproposedtestingplan is
sufficient toprovide the initial
information necessaryto enableEPA to -

assessthepotentiaLhealthhazardsof
1,3-dioxolanewhichthefTC identified
in theirreport.Further,becausetesting
will be initiatedsoonerthan-through
rulemaking. theindustry-sponsored
program will permitlEPA-tojudge the

need foranyadditional testingmore - -

readily thanif theAgencyinitiated a
rulemakingprocess.

- Ferro and PPGhave agreedtolurnish
EPAwith-thenamesandaddressesof -

laboratories conducting the tests
described aboveassoon-asthey are

available.The specifictestsbeing
performed by-eath:laboratory shall be

indicated.
The -two companieshave-alsoagreed -

to-adhere-to:the Good-Laboratory -

PracticeStandards-issuedby the U.S. -

- Food andDrng Administration as
publishedin theFederalRegister-of
December22;1978(FR59986).Ferro and
PPGhave~agreed-:topermitlaboratory
inspentionsandstudy.auditsin
accordancewith’the provisions-outlined. in TSCAsection~11:atthe-requestof
iuthorized representatives-of-the EPA
for the purpose-of--determining

-compliance-with~this-agreenient.These
inspections:may~beconductedfor
purposeswIilc1i4ncIude-~verificution-timt
testing -hasbegun.~that:schedu1es-are
being met, that reportsraccuratelyreflect
the underlying raw data and - -

interpretations and evaluationsihereof.
- and that the studies~rebeing conducted

- accordingto Good Laboratory Practice
provisions. - - -

Ferroand~PPGiiaveiu~theragreed
that all raw data, documentation,
records,-protocols,specimen8,and
meports;generated-as’a-resultof each
studywill be retained for at-least10
yearsfthm~the-dateof publication of-the
acceptanceof anyprotocols-by EPA and
madeavailable during an-inspectionor
submittedto EPA if requestedby EPAor
its designatedrepresentative.In
addition,correspondenceand-other
documentsralating to-interpretation and
evaluation-ofdatashall alsobe
retained. -

Ferroaaid.PPGsmderstandthatl’SCA
section14(b)(1)jA)(ii)governsAgency
disolosure-~f-à1ltestdalaaubmitted
pursuantlosection4 ofTSCA.Further,
they-understandthat theAgencyplans
to publish In. theFederarRegister.a
noti~of~thereceiptof-anytestdata -

submittedunderihis-agreement.Subject
1o~SCAsectibni4.lhenotice.sliall
provide:iiifozmalion.siniilarto that
describediiiTSC?~aection4(d).Except
asotherwiseprovidOdinTSCAsection
14,suchdatashall-bemadeavailableby
the Administratorfor examinationby -

anyperson.- - - - -

Finally,‘FerroandPPGunderstand
that’failureto ôonductthe testing
according-bihe.specifiedprotocols and
failure tofdllow GoodLaboratory
Practices-amyinvalidatethetests.In
such-cases,-adata~apmaystill exist,
andithe Agencymaydecideto
prommilgateatestruleor otherwise - -

vequire~fufthartestitig.-

EPAis--sdlicitingconmients-onthe
Ferro-andPPGproposed:testingprogram
and the Agency’sdecidonto acceptitin
lieuofaection-4{a):rulemakingat this --

time.After-cousidering:these-comments,
EPAwill eitherpublishin the-Federal
Register-afinal notice of acceptanceof a
negotiatedtes~progrnniorwill initiate
rulemaking-uáder:section4(a) oITSCA. -

IV. DecisiaoNotTo-iáifiite~Rulemaking
EPAbelieresihatihetestingprogram

and validationuf-axiexistingstu4y,-- -

proposedby~~FerroCorporationand PPG
InduSlries~”Will:pmvidesufficientdhtä -to
reasondblypredict-the-potëntial-
mutagenicandsubchronichealth-effects
of 1;3-dioxtildnewiuichwereof-concern
toihe ITC. Therefore;.EPAhas - - -

teniatively--decidednot to -initiate
rulemiking-undersection-4(a)ofTSCA

- :to require thetestingof 1,3-dioxolanerfor
thoseeffectsatthis time.

The ITC.alsorecomrnendedaihemical
disposition-andmetabolism-studies.
Hawever,-at this juncture -EPA believes
that there is -not sufficient evidenceto
indicatethatmetabolismand
pharmacokineticsstudieswouldaid in
thebazathassessmentfor this chemical.
The primary valueof-such studieswould
be in the interpretation and
-extrapolation of:data indicating -chronic
organ-specifictoxicity-of 1,3-dioxolane.
Until theproposedreviewand
validation Of the previous2-year chronic
studyis:compieted, the necessityof
metabolismstudieshasnot-been -

established~Ref.20).Therefore, EPA is
not requiringchemicaldispositionand
metabolism~tudiesat-this time.
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VI. Public Record
TheEPAhasestablishedapublic

recordof this testing decision(document
controlnumberOPTS—42041).This
recordincludes:

(1) FederalRegisterNotice -

designating1,3-dioxolaneto thepriority
list andcommentsreceivedin response
thereto. -

(2) Communicationsbeforeindustry
testingproposalconsistingof letters,
contact’reportsof telephone
conversations,andmeetingsummaries.

(3)Testing proposalsandprotocols.
(4) Publishedand unpublisheddata.
(5) FederalRegisternoticerequesting

commenton the negotiatedtesting
proposalandcommentsreceivedin
responsethereto.

The record,containingthe basic
information consideredby theAgencyin
developingthe decision,is availablefor
inspection in the OPTSReadingRoom
from 8:00a.m. to 4:00p.m.,Monday
throughFriday, exceptlegalholidays, in
Rin. E—107.401 M St., SW., Washington,
D.C. 20460.The Agencywill supplement

this recordperiodicallywith additional
relevantinformationreceived.(Sec.4, 90
Stat.2003; (15-U.S.C.2601)).

Dated:November3. 2983.
William D.Ruckelshaus,
ACminjstrctor.
~R Uoc. 03—30334 FIMo 1:—la--83; 545 .rn)

DI WHO CODEe560-50-M

[OPTS-42040; TSH-FRL-2446-3]

Tris(2—Ethyihexyt)Trimellitate;
Responseto the Interagency Testing
Committee
AGENCY: EnvironmentalProtection
A3ency(EPA).
ACTION: Notice.

SUMMARY: TheEleventhReportof the
InteragencyTestingCommittee(ITC)
designatedthe chemicaltris(2-
ethlhexyl).trimellitealsoknownas
trioctyltrimellitate(TOThI), for health
andenvironmentaleffectstesting
consideration.TheITC suggestedthat a
screening.typeapproach be utilized for
TOTM before additional healtheffects
studies areundertaken.Following the
designation,plansfor testing thehealth
and environmentaleffectsofTOTM
were presentedto EPAby theChemical
Manufacturers Association (CMA). The
Agencyhasconcludedtentatively that
this program,whencombinedwith
related data from the CMA Phthalate
EstersProgramand the National
ToxicologyProgramwill supply
screeninginformationof thetype that.
theITC soughtandis likely to provide
information onwhich to reasonably
predictthetoxicity ofTOTM. Therefore,
atthis time, theEPAis not initiating
rulemakingundersection4(a)of the
Toxic SubstancesControl Act (TSCA) to
requirehealthor environmentaleffects
testingof TOmi. Thisnoticeconstitutes
the Agency’sresponseto the ITC’s
designationof TOTM, asmandatedby
section4(e)of TSCA. -

DATE: Commentsshould besubmitted
on or beforeDecember29,1983.

ADDRESS: Written commentsshould
bearthedocumentcontrolnumber
(OPTS-.42040)andshouldbesubmitted
in triplicateto: TSCA PublicInformation
Officer (TS—793),Office of Pesticides
and Toxic Substances,Environmental
ProtectionAgency,Room E—108,401M
SI, SW., Washingtion,D.C. 20460.
FOR FURThER INFORMATION- CONTACT:
Jack P.McCarthy, Director, TSCA
AssistanceOffice (TS—799),Officeof
Toxic Substances,Environmental
Protection Agency.Em. E—543,401 M St.,
SW., Washington.D.C. 20460;Toil Free:
(800-424-9063).In Washington.D.C.:

(554—1404),Outside the USA: (Operator
202—554—1404).

SUPPLEMENTARY INFORMATION:

I. Background

Section4(a) of theToxic Substances
ControlAct (TSCA) (Pub.1.. 94-469,90
Stat.2003etseq.; 15 1.).S.C.2601etseq.)

authorizesEPA to promulgate
regulationswhich requiremanufacturers
and processorsto testchemical
substancesandmixtures.flata
developedthrough thesetestprograms
areusedby EPA to determinethe risks
that suchchemicalsmay-presentto -

healthandtheenvironmenl.Section4(e)
ofTSCA established-anIninragency
TestingCommittee (JTC) to recommend
to EPAa list of chemicalsto be
consideredfor the-promulgation of
testingrules undersection4(a) of the
Act.The ITC may designateup to 50of
Its recommendationsat anytime-for
priority considerationby EPA. EPA is
required to-respondwithin 12 months of
the dateof designation,eitherby
Initiating rulemaking-undersection4(a)
or publishing in theFederalRegister
reasonsfor notdoing so.

The ITC designatedTOTM for priority
considerationin its Elèvénth Report
deliveredto the Administrator of EPA
on-November10,198Zand-publishedin
the FederalRegisteronDecember3,
1982 (47FR 54624).The ITC - -

recommendedthat industryfirst screen
TOTM for-chemical dispositionand -

metabolismwith identificatinz,of -

metabolites.If absorption nndjcr -

metabolismwere shownta occur,the
ITC suggestedthat reproductive effects
and subchronic effectstestsshouldbe
considered.The ITC alsorecommended
that anevaluation of subcbroniceffects
include assessmentsofhepatic
peroxisomal proliferation and - -

hypolipidemia. In addition, acuteand
chronictoxicity to fish andaquatic
invertebrates were to be-considered,as
well astoxicity--to plants,
bioconcentration andchemicalfate.

The reasonsfor the 1TC’s
recommendationsforhealtheffects
testingwere: (1).The.presumed
structuralrelationship betweenTOTM -

anddi(2-ethylhexyl)phthalate(DEHP),
(2) the presenceof the 2-ethylhexyl
moietyIn the-moIecule,~and(3)
projectionsof increasing-usageof-

- The 1TC wasconcernedabout toxicity
to aquatic-organismsand plantsbecause
of its -viewthat: (1) TOTM was-expected
to-bereleasedto the aquatic - -

environment-andpersistin- sediments,
(2) TOTM-has a--potential to -

- bioaccumulate-andpossibly-- - -
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