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AaINcy Envfron~at~1Protection
AgencyCEPA~.

$UMMaR~Undersactloa4(a) of the
Toxic SubstancesControlA~(TSCAL
EPAis proposingthatmamifacinrers
andprocessorsof hydraquinoneperform
teststoevRhuitmhydraqu(none’s-
toxlcokineffce and teatsto evaluate its
potential nervous system. reproductive
teratogenic, andmutageniceffects.
Epidemiologicstudies thatevaluate the
explicit types ancLrisksofadverse
health ~~ectsresulth~gfrom human
exposure to hydroquitiox* arealso
proposed. In addition, the Agency is
proposingthatchemical fateand’
environmental effects testing be
performed. ThisrotM~constitutesEPA’s
response to the InteragencyTesting
Committee’s designation of
hydroquinoneas a priority c date for
testin&
0A758 Submitwrjttp.ncommentson or
before March~5. I98~. If persons request
an opportunityfor oral comment by
Febrrory ~, 1981,~A will hold.
publicmeetingon Marchig. 1964on this
rule in Washington.D.C.For farther
infoimationon arrangingto speakatthe
meetingseeunit Vof thispaambIe~
ADI~i~Svbznft w~lttIu co~n......di in
triplicate te:TSCA PublicInibemitlon
Office (T$-793), Officeof Pesticidesand
‘Toxic Sebetances, Environmental
Protection Agency,Rm.E-408 401 U St.
SW., Waebingtcn~D.C. 20490.include
the documentcontrolnumber IOF1~—
42048)onall submissions.

FOR~JRTHIRINFOaMAT~cONTAcT~
Jack p. McCarthy, Director, TSCA
Assistance Office (TS-799}, Office of
Toxic Substances, Rm.E-543. 401 lv! St.
SW., WaabingtozzD.C 2046g. toll free:
(8o4z~-9o46J,In Washington.D.C.:
(554-14o1Joutside the USA: (Oparato~-
202—55(-1404),~

IIIPPUN5NTAgTINPO~MAT$Oi~

Section4(e)oiTSC~(Pub.L. 94-469,
90Stat.20(~eL seq.;1.5ILS.C.28W.eL
seq.)ci anI t&agencyTesting
Committee(JTC~Jto re~~iinmendtoEPA
alist of d~iwur.a1sto beconsideredfor
testingundersectIon4(a)oftheAct. The
ITC maydesignatesubstancesonthe
list for priority qnn~kJej~atjen for
rengbyEPA.

- TheITCdesign&tedhydroqainonefor
priority~e.nnMde~on miteFifth Rep,rt
~ihliih~j~ theFederalRegister on
December7,1979(44FR70664).TheITC
Ncnumandedthathydroquinonebe
Consideredfor testingfor
carcinogenicityandtmetogenicity,and
that epidemiology, human metabolism
andenviro~n±a~fatestudiesalsobe
considered.

The ITC”s recommendationswere
based on th, widespreaduseof the
chemicalsubstanceby people having.
littl, knowledgeof its health and
environmental effects. The ITC
estimatedthat the U.S. productio~of
hydroquinonein 1977wasaboutfl
miIHnz~pounds.

Under section4(aJ(1) of TSCA.EPA
~mustrequiretestingof achemical

‘substazmeto develophealthor
environmentaLdataif the Agencyfinds
that:
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EPAuses’a weight of evidence
approach In makingasection
4(a)(1)(A)(1) finding in which both V

exposureand,toxicity infàrmalion are
considered to makethe finding thatthe
chemical.maypresentan unreasonable
risk. For the finding under section.
4(a)(i)(B)(i), EPi~cOflsiders only
production.exposure,and release
informition to determine if there is or
maybesubstantialproductionand
substantialor significantexposureor
substantialreleasO.For the second
findingunderbothsectloni4(a)(l)(A)(lI)
and 4(a)(1)(B)(il),EPA examinestoxicity
and fate studies todetermineIf existing
information is adequate toreasonably’
determine or predict the effectsof
human exposure to; or environmental -

releaseof, the d’emicaL In makingthe
third flnding,’thattestingIsnecessary,
EPAconsiderswhetherany ongoing
testingwill satisfytheinformationneeds
for the chemicaland‘whether testing
‘which theAgencymight requirewould
becapableof ~velopingthenecessary
information.

EPA’s processfOr determiningwhen
thesefindingsapplyIs-describedin
detailIn EPA’. firstandsecond
propOsedtestrules.ThesOàtion
4(a)(t)(A) findingsarediscussedIn the
FederalRegisterOf July18,1980(45FR
48528)andJunO5,1981(46FR30300),
andthesOctton,4(aJ(1)(B)findingsare
discussedin theFederalRegisterof June
5,1981(46FR$30).

In evaluating the ~s testing
recommendatio forhydroquinone,
EPAconsideredall available relevant
information Indudlng’thefoliowlOç
‘information presentedIn therrCa
report recominandingtesting
consideration,production volume, use,

through thePreliminaryAssessment
Information Rule, issuedunder section
8(a) of TSCA (47FR 26992),indicates
that the annualproduction is
significantlyhigher. These8(a)data
havebeenclaimed asconfidential
busuiessInformation andaren not cited

V , directly in this docuthOntThe annual
production of photograde.technical.and
othergrades of hydroquinone from 1978.
to 1980hasbeanestimated,to be ashigh
as25 to 26 thillion~pounds.

Hydroquinoneisusedasa
photographicdeveloperandasan
organicintermediatein. the manufacture
of dyesandother chemicals.It is used
directlyasan antioxidant or.is

processedInto derivatives‘that are useci
asantioxidantsto inhibit the breakdown
of nonfoodItiduefrial fats, oils, paints,
andmotor fuels.Hydroquinone isua.’~

V , ~ dermatologicpreparationsdesigned
to bleachhyperpigmentedskin andas a
storageand In-processpolymerization
Inhibitor for vinyl monomersand
unsaturatedresins.

(A) (i) the manufacture, distribution in commerce,proc.
essing,use,or disposal of achemical substanceor mixture, or that
anycombination of such activities, maypresentan unreasonable
risk of injury to health or the environment,

(31) thereare ‘insufficientdata and experience upon which the
effectsof such manufacture,distribution in commerce,processing,
use,or disposalof suchsubstanceor mixture or of any combina-
tion of such activitieson health or the environment can reison-
ably be determinedor”predicted, and

~ of such substanceor mixture with respect to sucheffectsisnecessaryto developsuch data; or
(B)(t) achenucalsubstanceor mixture is or will be produced’

in substantialquantities, and (I) it entersor may reasonablybe
anticipated to enter the environmentin substantialquantities or
(U.) ‘there Inca maybesignificantor substantial human exposure
to suchsubstanceor mixture, , V, V

V (ii) there are insufficient data and experience upon which the
effectsof the manufacture, distribution in commerce,processing,-
use,or disposal of suchsubstanceor mixture or of any combina-
.tion of such activities on health or the environment-canreason.--
ably bedeternilnedor predictedç-and

(iii) testingof SLICh substanceor mixture with respect to such
effectsis ‘necessaryto developsuchdaIa,

exposure,and releaseinformation’
reportedby manufacturersof
hydroqulnone under the TSCA section~ B Fin
8(a)Prelinlinary Assessment
InformationRule (40CFR Part 712) EPA is basingitsproposed
unlublishedheeltharid s fety studies - hydroquinonehealth effectstestingon
submittedby the mañOfácturersof , ‘ , the authority of section4(a)(1) (A) and
hydroqulnone under theTSCA section (B) of TSCA.
8(d) HealthandSafety DataReporting. ‘ .1. EPA finds that hydroquinone is
Rule (40CFR Part 718);andother ‘ ‘ manufactured,processed,andusedin
publishedandunpublished data , .. Substantial quantifies,andthese
available to the-Agency On thebasisof. activities may.resultIn substantial
its evaluationasdescribedin this humanexposure.Furthermore,EPA’
proposedrule andthe’accompanying - finds thatthere..are Insufficient data
technicalsupportdocument,EPAIs ‘ available to reasonablydetermine or
proposing limited metabolism predicteitherthe resultof this exposure
(toxicokinetics),nervoussystemeffects, in the areasof carcinogenic,~mutagenic.
reproductive effectS.teratogenicity,and ‘teratogenic,nervoussystem, and
mutagenicitytestingrequirements,as reproductivehealtheffectsor the
well asepidemiologicstudies,for V incidence.ofhydroquinone-ratedeffects
hydroquinoneundersection4(a)(i)(B). . amonghumans.Finally,EPAfinds that
TheAgencybelievesthatits proposed testing of hydroquinone for thesehealth
health effectstesting requirementsalso effects and epidemlOlOgic-paranietersis
can bebasedon sectlon,4(a)(1)(A)of. . necessaryto developdata neededto
TSCA. EPA isalsoproposingchemical evaluatethe healthrisksposedby
fateandenvironmental effectstesting . exposuretohudroquinone. V

requirementsfor hydroqulnoneunder Thesefindings arebaSedonthe
section4(a)(1)(A) of TSCA. B~rthese. fouOw~nginformatiorn
actions,EPA.1. respondingto the1TC’ir a.Therearesubstantialamountsof
designationof hydroqulnonefor testing hydroqumoneproducedin the United
consideration. ‘ ‘ Stateseich yaar. TheannualU.S.
II. PmposedRule - - V ‘ production volume Of hydrOquinoneis

estimatedto beashigh ‘as 28million -A. Profile . pounds.
Hydroquinone(C~R,(OH)2JGAS No. ‘ b. In’1980 theNational Institutefor

123-31-9,Is a whit9’ rystalline solid at OccupationalSafetyandHealth
room temperature and is verysoluable estimated that approximately470000
In water,ethanol, andacetoneIt acts US workers, In 137occupationsare
chiniicallyOareducingagent,being potentiallyexposedto hydroquinone
oxidizedto qwnoneAlthough the EPA annuallyOfmajorconcernto the
Toxic SubstancesInventoryrecordsthat Agencyare the estimated2.2million
approximately ii million poundsof photohobbyistswhodeveloptheir own
hydroqulnocewere producedIn the film andprints, becausemuch of this
UnitedStatesIn 1977,data obtained mvolvesthedevelopmentof black and
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white film which IncorpOrates solutions
containinghydroquinone.TheAgency
believesthat both workers and
hobbyistswill receiveinhalationand
dernialexposure.

2. In addition,EPAhas found that the
manufacture, processinganduseof
hydroquinone maypresentan
unreasonablerisk of injury to human
health. There is evidenceof potential
humanhealthrisksfrom nervous
system.mutagenic.teratogenic,
reproductive, andcarcinogeniceffects
resultingfrom the manufacture,
processing,anduseactivitiesassociated
with hydroquinone;there are existing
data to support this belief with respect
to theseeffects.Exposuresto
hydroquinoneare sufficient’ to result in
sucheffects.The existingdata are
inadequate to reasonablypredict or
determine the effect8of theseexposures
to hydroquinone. Testing is necessary
for theseeffects.Therefore, EPA
believesthat requiringepidemiologic
studiesandtestingof hydroquinonefor
nervoussystemeffects,mutagenicity,
teratogenicity, reproductive effects,and
caruinogenicitycanalsobe basedupon
section4(a)(1) (A) of TSCA.

EPAisnot proposingoncogenicity
testingof hydroquinone.sincethe
National ToxicologyProgram(NTPJis
currentlyconductinga 2—yearbioassay
on hydroquinone.However, the Agency
isproposinglimitedmetabolism
(toxicokinetic)studiesof hydroquinone
via derinalandoralroutesof exposure.
Thesestudieswill provide a reliable
means‘by which the internaldose
administeredin the NTP bioassaycan
be-relatedto dosesexpectedto be
receivedby workers andhobbyists.

In addition,’the Agencyhasconcluded
that the acutetoxicity (lethality) and the
subchronictoxicity ofhydroqinone are
adequatelycharacterized,andtherefore,
no further testingshouldbe required at
this time.

TheAgencyisbasingits chemicalfate
andenvironmentaleffectstestingon the

V authorityof section4(a)(1)(A)of TSCA.
(1) EPAfinds that thereisevidenceof
potentialenvironmentalrisks to aquatic
organismsresulting from the processing
anduseactivities associatedwith
hydroquinone. (2) While there are
existingdatato support this beliefwith
respect to theseeffects,the data are
inadequateto reasonablypredict or
determine the effectsof theseexposures
to hydroquinone. (3)Testing is V

necessaryto developdata with respect
to theseeffects.

Althoughthe ITC didnot recommend
environmental effectstesting for
hydroquinone, the Agencyis concerned
with effluents fromphotoprocessing
facilitiesandis proposinga seriesof

environmental effectstests.Basedon
existingaquatic toxicity data and the
limited data onphotoprocessing
effluents, theAgencybelievesthat the

,levelsof hydroquinone in these
effluents, although not so‘substantial as
to dictate a section4 (a)(1)(B) finding.
may presentanunreasonablerisk
(section4(a)(1)(A)) to aquatic organisms.
Testing is neededto provide data to
establishwhether an unreasonablerisk
to freshwater and saltwateraquatic
speciesexists.

The Agencyis alsoproposing
chemicalfate testing for hydroquinone.
EPAbelievesthat this testing is
essential,becausetheexistingchemical
fatedataarelimited andmore dataare
neededto assessthemagnitudeof the
possiblerisks to aquaticorganisms.EPA
needsinformationto establish
biodegradationrates in order to assess
the levelsof hydroquirione exposureto
aquatic organisms.

EPA doesnot believethat the rulewill
result in a lossto societyof the benefits
of hydroquinone becausethe Agency’s
economicevaluation hasshownthat the
economicimpact of testing this
substancewifi be minimal.

The analyseson which thesefindings
are basedarepresentedin theTechnical
Support Document, “Assessmentof

• TestingNeeds:Hydroquinone/
Quinone,” which isavailable frc~mthe
TSCAAssistanceOffice.The ITC
recommendationsandEPA’sproposed
testing requirements are sununarinedin
the following Table.

TESTtNG RECOMMENOATtONS FOR
HYDROQUINONE

.‘

Effect or study
.

tIC
recommsn.

datton

Mutagemcity...... . . —

X
X

—

—

X
‘ X

. X
—

X
. —.

X
X
X
X
X

,. X
X

Cardnogenloty........,..._._.......,.
Tan ogemcity.......Zr................
Nen~vueSystemEftects..............
Reproductive Effects..______
Ep~demiology........__._..._..
Metabottam cro aco~Metici)..__.

Env*onmentat Fate .....

Environmental Eflecls.....,........

Not proposed am NIP te Conducting a 2.yser biosatay.

C. TestSubstance , V - -

EPA is proposingfor themutagenicity.
teratogemcity, reproductive effects.
nervoussystemeffects,toxicokinetics,
chemicalfate, ‘andenvironmental effects
testing that hydroquinoneof at least99
percentpurity, available commercially.
beused asthe testsubstance.EPAhas
specified a relatively puresubstancefor
testing becausetheAgencyis interested
in evaluatingthe effectsattributed to
hydroquinone itseltThisrequirement
would increasethe likelthood.that any

toxic effectsobservedarerelatedto

hydroquinone and not to anyimpuritj~.

D. PersonsRequiredto Test

Section4(b)(3](B) specifiesthat the -. -

activitiesfor which the Administrator -

makessection4(a) findings
(manufacture,processing,distribution,
use,and/or disposal)determine who’ -

bearsthe responsibility for testing.
Manufacturers arerequired to test if tha -

findings arebasedon manufacturing -

(“manufacture” is defined in section3(7] -

of TSCA to include“import”).
Processorsare required to testif the
findings are basedon processing.Both
manufacturersand processorsare
requiredto testif the exposuresgiving
rise to the potential risk occurduring
use,distribution,or disposal.Because
EPA hasfound that the manufacturing,
processing,anduseof hydroquinone
giverise to exposuresthat may lead to
anunreasonablerisk, EPA is proposing
that personswhomanufacture or
process,or who intend to manufacture
or processhydroquinone at anytime
‘from the effectivedate of this testrule to
theend of the reimbursement periodbe
subject to the rule. The endof the
reimbursement period ordinarily will be
5 yearsafter the submissionof the last
final reportrequired under the testrule.

BecauseTSCA containsprovisionsto
avoid duplicative testing,not every
personsubject tothis rulemust
Individuallyconduct testing.Section
4(b)(3)(A)of TSCA provides that EPA
maypermittwo or more manufacturers
or processorswho aresubject to the rule
todesignateone suchpersonor a
qualified third personto conduct the
testsand submit dataon theirbehalf.
Section4(c) provides that any person
requiredto testmayapply to EPA for ar
exemption from that requirement (as
discussedin Unit ILF. below).

E. ApproachtoAdoptionof TestRules
1. GeneralProáess.On March 26,

1982.EPAannounceda new approach to
adoption of testrules(47FR 13102).EPA
intends to promulgate a general
procedural rule in40CFRPart770which

will containthe procedural requirements
of this new approach.However, since
that procedural ruleis not In effect. this
proposedrulecont~Insspecific
proceduresfor adoption of this testrule.
If the generalrule is promulgated before
this proposal becomesfinal, the
hydroquinonerulewill be modified to
comport with the generalprocedural
provisions.’

Under the approachbeingfollowed
for hydroquinone. testruledevelopment
will be a two-phaseprocess.In phaseI.
EPAwill proposethat specifictestingbe
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requiredfor hydroqumone.This-phase
of the rul~m~k~ngwill allow thepublic
to commenton thedecisionto require
testingandthe specifictypesof teststo
be required. PhaseII beginsafter
promulgationof the phase’I rule. in
phaseII, EPA*111receIvepropoised
studyplansfor the specifictests
adoptedIn thephaseI rule. EPAwill
proposethosestudyplansforpublic
commentAfter’ commenttheAgency
will adopt thestudyplans,aspropoeed
or modified,asspecificteststandards
for the testsrequiredby thephaseI rule.
Personswhosubmit the studyplanswill
beobligatedtoperformthetestsin
accordancewith theteststandards
adopted.

2.Letterof Intentto Testor
ExemptionApplication. The proposed’
rulewouldrequiremanufacturersand
processorsof hydroquinoneto perform
certaintestsets.(Theterm“test set” is
usedbecausecertainmutagenicitytests
in theproposalare-tiered,andEPAIs
proposingthatthepersonwhotests

• mustperformall theiequiredtestsin
• that tier.) Oncetheruleis In effect30
daysafter publicationin theFederal
Register,eachcurrentmanufacturer
wouldhave30daystosubmit,foreach
requiredtestsetIn paragraphs(j), (k),
and(l)oftherule,eitheraletterof
Intentto performthe testsetor an
application for exemption.Each
manufacturerwhosubmittedaletterof
Intent to performaspecifictestset

- wouldbeobligated,first, to submit,
withingodayioftheeffecftvedats,a
~roposedstudyplanfor the testsetand,
ultimately,to performthetesting.

If manufacturers of hydroqulnone
performed•all the required testsets,
processorsof hydroqwnone would not
be requiredto test otto submit
exemptionapplications.EPAwould
automatiCallygrantthem exemptions
from the requirementsof therule.

If no manufacturerofhydroquinone-

submittedaletterof intentto perform a
particulartest setwithin the 30-day
period.EPAwouldpublish a notice in
the FederalRegisterto notify all
processorsof hydroquinone.Thenotice
wouldstatethat EPAhadnot received
letters of-intent to performcertain test
setsandthat currentproeesaorswould
have30daysto submit for eachtestset
remainingeither aletter of Intentto
perform thetest or anexemption -

application for thattestsetEach
processorwhosubmitted aletter of
intent to performa specifictestset
would beobligated, first, to submit,
within 90 daysof the publication of the
FederalRegisternotice,aproposed
studyplanfor thetest set-and.
ultimately, to’ performthe testing

If nomanufactureror prqcessor
submittedaletter of intent to performa
particulartestset,EPAwouldnotify all
manufacturersandprocessors,by letter
or throughthe FederalRegister,that all
exemptionapplicationswould be denied
andthat within 30 daysall
manufacturersandprocessorswould be -

In violation of therule until a pro~iosed
study.plan is submittedfor that testset.

Anypersonnotmanufacturing
hydroquinoneat the timetherulegoes

Pintoeffect,wholater begins
manufacturingbeforethe endof the
reimbursementperiod,wouldbe
requiredto submitaletter of Intentto
testor anexemption’applicationfor
eachrequired testset,by the daythe
person.beglnsmanufacture.If EPAhas
publisheda notice In theFederal
Registertelling processorsto submit
lettersof intent orexemption
app1~afionsfor certain testsets,any
personnot processinghydroquinone at
thetime therule goesintoeffect,who
later beginsprocessingbefor.the endof
thereimbursementperiod, would be
requiredto submitaletter of Intent’to
testor an exemptionapplication for
eachtestsetspecifiedIn theFederal
Registernoticeby the day the person
beginsprocessg

3.SubmissionandAdoptionofStudy
Plans.Any-manufacturerof • -

hydroquinone who submittedaletter of
Intet toperformatestsetwouldhave
to submit within 90daysafter the
effectivedateof the rUle, aproposed
study planfor that testset.In the event
manufacturersdoflot submit letters of.
Interitforall the req%iired test‘sets,any
processorwhosubmitsaletter Of intent
to performaspecificinstsetwouldhave
to submit within 90daysof the -

publication of the -FederalRegister
noticenotifyia’j processors,,aproposed

- studyplanfor thattestset.Paragraph
- (e) of the ruledescribesthe contentsof a
proposedstudyplan.

EPAproposed.geperictest
methodologyrequirements’(generictest
standards)In theFederalRegisterof
May..9, 1979(44’FR 27334)July20,1979
(44 FR44054),andNovember21,1980

• (45FR77332).In responseto concerns
abouttherigidity of generic
methodologyrequirements,EPAhas
changedIt. approachfor providing test
standardsforTSCA’section.4 testrules.
It hasIssuedgenerictestmethodology
guideline.toreplacethepreviously’
proposedgenerictestmethodolgy
requirements.The TSCA Guidelines -

havebeenpublishedby the National
TechnicalInformationServlce..(NTIS),
5285PortRoyalRoad,’Springfield,VA
22101 (703-487-4850),for healtheffects
(PB82—232984),dseinj al fate(PB82—

233008),andenvironmentaleffects(PB-.
82—232992),respectively.Good
LaboratoryPractice(GLP)standardsfor
developmentof dataonhealth effectsof
chemicalsubstanceSunder TSCA wert~.
proposedin the FederalRegisterof May
9,1979(44-FR27334)andJuly20, 1979

‘(44 FR44054),andfor chemical fate and
environmentaleffectstesting in the
FederalRegisterof November21,1980
(44FR 77357).GLPstandardsfor
developmentof dataon physicaland
chemicalproperties,persistence,and
ecologicaleffectsof chemical
substances under TSCA wereproposed
In theFederalRegisterofNovember21,
1980(44PR77357J~TheseGLPstandards

• will bepromulgatedas generic
requirements.The final. TSCA GLP
regulationswill apply to the
hydroquinonetestrule.

For guidanceIn preparingstudyplan~,
EPArecommendsthattestsponsors
consulttheTSCA TestGuidelinesand
the 1~CAGLPstandardsasreferenced
above,-the OrganizationforEconomic
Cooperationand Diirelopment’s (OECD)
Guidelines,asadopted by theOECD
Councilon May12,1981,or theFIFRA
Pesticide Registration’Guldellnes:
Proposed DataRequirements, published
by theNationalTechnicalInformation
Service(seetheFederalRegisterof
November24,1982(47FR 53192),for a
list of theseguidelines).

Failureto submitastudyplanwould
beaviolationoftherule.

EPAwouldreviewtheproposedstudy
plans.If theywere,lncomplete,‘the
manufactureror processorwouldbe
notified of the deficiency,andwould
have15 daystoprovideappropriate
informationto maketheplan.comp1ete.~
if the informationwerenot providedin
15days,the,.mRnnfactureror processor
wouldbelnvlolatlonoftherUle.In
addition,EPA wOuld return to the
appropriatestagOofthe processand
require.manufacturers.orprocessors,as
approprati to submit letterS of Intent
exemptionapplicationS,andstudy
plans.

If the proposed’study planwere
complete,EP&wouldproposethe study
plan for public comment. In particular,
therequestfor commentswould focus

• on whether thestudy planwould ensure
that datafrom the testsetwouldbe
reliable andadequate.Therewouldbe a
45-daycommentperiod andthe
opportunity to present~vlewsorally upon
requestAfter consideringthepublic

- commentEPAwouldadoptthe,study
planasproposed,oresmodifiedIn
responseto comment,as-thetest
standardfor therequiredtestset.

Theperamwhosubmltted’th. -

proposedstudyplanwouldberequired
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F. Exemptions -

EPA’s proposedpolicy on application
for exemptionsfrom section4 testing
requirementswaspublishedin the
FederalRegisterof July 18. 1980 (45 FR
48512).EPA intends to promulgate its
final proceduresfor exemptionsin 40
CFR Part770.The exemptionprocedures
describedbelowandincludedin the
proposedrule languageareconsistent
with EPA’s current thinking on
exemptionprocedures.if the general
rule is’ promulgatedbefore-thisproposal
becomesfinal, the hydroquinone rule
will bemodified to comport with the
generalproceduralprovisions.

Any manufactureror processorof -

hydroquinone would be able to’ apply for
an exemption.Any personwhohas

• appliedfor an exemptionwouldnot be
in violation of the ruleuntil such timeas
EPAdeniestheapplication.

If manufacturersperform all the
requiredtesting,processorswould.be
grantedexemptionsautomatically
without having to file applications.

When EPA hasreceiveda proposed
studyplan for atestsetandhasadopted’

- ,the planasthe test standard,EPAwould,
conditionallygrantall exemption
applicationsfor thattestset.If the test
sponsorlater failsto perform the testing,
EPAwould notify all personswhohad
submitted exemptionapplications for
that testSetthat the exemptionswould
be denied,unlesswithin 30 daysa
manufactureror processornotified EPA
of its intent to perform the testingin
accordancewith the adoptedtest
standards.

EPA isnot ‘proposing to require the
submissionofequivalencedata-asa
condition for exemptionfrom the . -

proposedtestingfor hydroqulnone.As
noted in Unit lLC~EPAis interestedin
evaluatingthe effectsattributable to
hydroqwnoneitself andhas specifieda
relatively puresubstancefor testing.
C. ReportingRequirements

EPAisproposingthat all data
developedunderthisrule bereported in
accordance-with-itsfinal GLP
Standards,whichwill appearin 40 CFR
Part792.

EPAi. requiredby TSCA section
4(b)(1)(C) to specifythe time period
duringwhich personssubject to a test
rule mustsubmittestdata.These
deadlineswill be established~inthe
phaseII rulemaking n whichstudy
plans areapproved.

TSCA sectIon14(b) governs-Agency
disclosureof all testdata submitted
pursuant to section4ofTSCA. Upon

TheAgencyconsidersfailure to
complywith anyaspectof a section4
rule to be a violationof section15of
TSCA. Section15(1) of TSCA makesit
unlawful for anypersonto fail or refuse
to comply withanyrule or order issued
-under section4. SectIon15(3) of TSCA
makesit unlawful for anypersonto fail
or refuse to (1) establishor maintain
records,(2) submit reports, notices,or
otherinformation,Or (3)permit accessto
or copying’of recordsrequiredby the
Act or anyrule issuedunder TSCA.

Additionally, TSCA section15(4)
makesIt unlawful foranypersonto fail
or refuseto permitentryor Inspectionas
requiredby section 11.Section11
applies to any “establishment, facility,
or other premisesin which chemical
substancesor mixturesare
manufactured,processed,stored, or held
beforeor aftertheir distribution-in
commerce.. . .“ The Agencyconsiders
a testingfacility to be aplacewhere the
chemicalis heldor storedand,
therefore, subjectto Inspection.
Laboratoryauditsfinspectionswill be
conductedperiodicallyinaccordance
with the authority and procedures -

outlinedIn TSCAsection11 by duly
designatedrepresentativesof EPA for
the purposeof determining compliance
with anyfinal rule,for hydroquinone.
TheseInspections maybe conductedfor -

purposeswhich include verification that
testinghasI~egun,.that schedulesare
beingmet that reports accuratelyreflect
theunderlying rawdataand -

interpretationsand evaluationsthereof,
andthatthestudiesare beingconducted
accordingto EPA GLPstandardsandthe
protocolsestablishedin the phaseII
rule.

EPA’.authority to inspecta testing
facility alsoderivesfromsection4(b)(1)
of TSCA, whichdirects EPA to
promulgate standardsfor the
developmentof testdata. These
standardsare definedin section3(12)(B)
of TSCA to include thoserequirements
necessaryto assurethat datadeveloped
undertestingrules are reliable and.
adequate,andsuchother requirements
asarenecessaryto provide such’
assurance.TheAgencymaintainsthat,
laboratory inspectionsare necessaryto
provide this assurance.

Violators of TSCA are-subject to
crimirisi andcivil liability. Personswho
submit materiallymisleadingor false.
informationin connectionwith the
requirementof anyprovision of thisrule
maybesubjectto penaltiescalculated

I. Issuesfor PublicComment
1.EPAhasproposedonlylimited -

metabolism(toxicokinetic)studiesvia
oral-anddermalroutesof exposurein
lieu of full metabolisminvestigations.Of
concern,however,is thepresenceof
unconjugatedhydroquinone and
unconjugatedmetabolitesIn the
systemiccirculationafterpenetration’
throughthe skin.Thisis ofconcern
becausehydroquinoneis asuspected
carcinogen,and,at this time,it is
assumedthat unconjugatedratherthan
conjugatedhydroquinone isthe
carcinogenicagentTheAgencyis,
requestingcommentsonpossible
additionalstudyrequirementsfor the
skin penetration investigationof
hydroquinone. Specifically, it may be
usefulto ascertainthe time-courseand
distributionof unconjugated
hydroquinoneafter topical application..

• sincehydroquinonereachingthe blood
- via this routemaybemetabolized

differently thanthat via the oralroute.
2.Somexenobioticsareknownto

penetrateskin more readily after
repeatedapplications.Theskin
penetratingpotential of hydroquinon..
unknown,andthus,the possible
differencesbetweensingleandrepeated -

exposuresremainobscured.The

to perform the testingaccordingtothat receipt‘of datarequiredby thisrule, the ~‘ asif theyneversubnutte4theirdata.
standard.Failureto perform the testing Agencywill publishanoticeof receipt Under the penaltyprovision of sectio.
would be a violation of the rule. - in the FederalRegister-asrequiredby 16 of TSCA. anypersonwho violates

section4(d)~. - — section15couldbe subject to acivil
H i’ ~orcementprovisions ‘ penaltyof up to $25,000per day for each

• ‘ violation. Eachdayof operationin
violationmay constitutea separate
violation. This would be applicable
primarily to manufacturersor processors
that fail to submita letterof intent to
perform testing or anexemptionrequest.
andthat continue manufacturingor
processingafter the deadlinesfor such
submissions.Knowingor willful
viOlationscouldleadto the imposition
of crnnir’iii penaltiesof up to $25.000for
eachdayof violation andimprisonment
for up to one year. Other remediesare
availableto EPAundersections7 and
17of TSCA, suchasseeking’an
injunction to restrainviolationsof TSCA
sectIon4.

Individuals,aswell ascorporations,
could besubjectto enforcementactions.
Sections15 and18 of TSCA apply to
“anyperson”whoviolatesvarious
provisionsofTSCA. EPAmay,at its
discretion,proceedagainstIndividuals
aswell ascompaniesthemselves.In
particular,this includesindividualswho
reportfalseinformationor whocauseit
to bereported.In addition,the
submissionof false,fictitious,or -

fraudulentstatementsisa violation
under 18.U.S.1001.
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Agency,therefore,isrequesting asenvironmentaleffectsandchemical
commentsonwhetheror not repeated fatetesting for hydroquinone.As
topical exposuresduringthe required proposed,manufacturersandprocessors
toxicokinetic testingmay bemore ofquinone wouldberesponsiblefor
definitive asregardsthe truepenetrating - testing-quinonefor environmental
potential of hydroquinone. effects,regardlessof the fact thatmost

3. The AgencyIs concernedwitk the. quinonein the environmentmightresult
effectof chronicexposuresto • from releaseof hydroqulnone.
hydroquinone on aquaticorganisms. Requ$ngmsinnfscturersand. - -

Therefore, EPAhasproposedaseriesof processorsof quinone to conduct
acuteandchronictestson.aquatic environmentaleffectsandchemicalfate
orgRniRmswith hydroquinone.Thedata testing of qninonemaybe inequitable if
derived from theseteatswill beusedto the quinone n the environmentresults
determinewhetheran unreasonablerisk primarily from hydroquindne -

existsto,al!uatic species.Further, if it Is- manufacture andprocessing.However,
determinedfrom thesedatathat sectlon.4(b)(3)(B)of TSCA. specifiesthat
hydroquinone posesanunreasonable testing mustbe conducted.by“~e]ach
risk, this universeof datacouldbe used - personwhomanufacturesor Intendsto
to establishwater quality- criteria under manufacturesuchsubstance”and
-theCleanWater Act • “(elachpersonwhoprocessesor Intends

However,it is anticipated thatchronic to processsuchsubstance.”EPA
testingof hydroquinone on aquatic - believesthat thislanguagerequiresthe
speciesmaypresentsometechnical approach containedin the proposalfor
problemsin that It appearsdifficult to - quinonetesting.However,the Agency is
maintain the compoundin testsystems consideringrequiring the manufacturers
(seeHydroqulnone/Qulnone Technical andprocessorsof hydro~uinoneto
Support Document).TheAgencyis either conductor ähareIn the costof -

requestingcomments,froma • conductingenvironmental effectsand
technologicalstandpoint~on the - chemicalfatetesting fOr quinone.This
feasibility of conducting thesechronic couldbe accomplishedeither by
aquatic toxicity studies.If themethods transferringthe quinoneenvironmental
for the chronicstudiesprove to be effectsandchemicalfatStesting
unsatisfactory, EPAmay.require - requirementsto the hydroquinonetest
supplementalacute testingof embryo- rule or by adding manufacturers-and
juvenile life stagesof fishandlarvae of - processorsof-hydroquinoneto those
invertebrates. - • required to -testuüderthe quinonetest

4. EPAIi proposingtwo epidemiologic rule.EPAsolicitscommentson these
studiesto evaluatethe magnitudeof the alternativeapproachestà testing
potentialhealthnsks,identified by the quinonefor chemicalfateand
Agency,in individualsexposedto environmentaleffects.
hydroqulnone. The Agencyis requesting. •m ~ t
commentsmu • ~ ~muuu.. zius4’

a.The suitabilityof the Agency’s Toassessthepotential economic
selectionof endpoints(I e.. ocular Impactof this proposedrule,EPAhas
lesions,totalcancersfor onestudy total preparedaLevelI economicanalysis
birthdefectIncidence,spontaneous thatexaminesthe costsof therequired
abortions,andtesticulareffectsfor the- testingandanalyzesfourmarket --

otherstudy). -- - characteristicsof the chemical - --

b The Agency’s suggestionthatthe substance.(1)Demandsensitivity,(2)
sindy designspecified,whiChuses costcharacteristics,(3) InduStry
cancerasaguide,will alsoassistIn structure,and (4) market expectations. -

detectingunreasonablerisksfromother The Level-I analysisof hydroquinone,
morbid endpoints. - whichestimatesthe total -testingcoststo

Further,is thereenoughInformation - - rangefrom $682,600to $1,577,700,
regardinghumanresponsesto indicatesthatthepotential for adverse
hydroquinoneexposurefOr the Agency economiceffectSdde to~theestimated
to be more explicit in Its designrequests testingcostsis low.-This-conclusionis
andstlll(1) gaininformationon a - basedon thefollowing observations:
varietyof endpointsand(2)not restrict 1. StableOr moderatO.-tharkétgrowth-
the Investigations? - - - - Isexpectedfor hydroquiñone.

5 As Indicated In the TechnIcal 2.The relative magnitude of the test
Supp~1rtDoàmeit-far Hydroquinone/ costIs minor,i.e., on anannualizedunit
Quinone,lhe-Agency.believesthatthe - costbasis,thehydro~ulflotie-testcosts
presenceofquinonein theenvironment areestimatedtoaverage0.. to1.6cents
Is.primarilyaresultof thereleaseof perpound.Theunit costsrepresent0.31
hydroqulnonewhichIsconvertedto to 0.71percentofthepriceof --

qumonein theenvironmentThe Agency hydroquinone. - - - - - - -

is proposingenvironmentaleffectsand - 3.Because-the-marketfor
chemicalfatetastingforqulnoneaswell - hydroqulnoneis Stabilorgrowing

somewhatanddemandIn itsprimary
usesisinelastic,It appearsthat the -

- direct costof testinghydro~uinonecan
bepassedonto consumerswith little or
no economc impact

BecausetheLevel I analysisindicates
-- -very little potential for an ad~erse
- economicImpact,EPAhas determined
- thatamorecomprehensiveanddetailed

LevelII economicevaluationisnot
neededfor hydroqulnone.-
IV. Availability ofTestFacilitiesand
Personnel - - -

Section (b)(1)of TSCA requiresEPA -

to consider“the reasonablyforeseeable
availability of thefacilitiesand -

personnelneededto perform the testing
requiredunder the rule.”Therefore, EPA
conductedastudy to assess-the-

availability of testfacilities and
personnelto handlethe additional
demandfor testingservicescreatedby
section-4testrules andtestprograms
negotiatedwith Industryin placeof
rulemaking.Coplesofthe study,
“ChemicalTestingIndustry;Profileof
ToxicologicalTestIngOctober,1981.”
canbeobtainedfromNTIS,--under
publication number PB82-140773. -

On the basisof this study, the Agency
believesthat therewill beavailable
resourcesto perform the testing in this
proposedrule. - - -

V. PublicMeetings - -

If personsindicateto EPAthatthey
wishto presentcommentson this -

propoSedrule to EPAofficials whoare
directly responsiblefordevelopingthe
ruleandsupportinganalyses,EPA will
holda public meetingon March19,1984
in-Washington,D.C.Personswhowish
to present-commentsatthemeeting

- should call the -TSCA AssistanceOffice
(TAO), Toll Free: (800.424~-9065).In
Washington,D.C.: (554-1404).Outside

-- thi -U.S.A.(Operator-202..554-1404)by
February 21,1984.-Themeetingwill not -

beheld if membersof thepublic do not
Indicatetheywishto makeoral

- - presentations.--Thismeetingis scheduled
after the deadlinefor submissionof
written comments,so that issuesraised

- In thewrittencommentscanbe
djscussedby EPAandthO public
commenters.- - - - - -

Whilethe meetingwill be opento the
public, activeparticipation-willbe
limitedto thosepersonswhoarranged
to presentcommentsandtodesignated
EPAparticipants.Attendeesshouldcall

- theTAO beforemakingtravel-plansto
checkwhetherthemeetingwilibe held.

Shouldameetlngbeheld,the Agency
will transcribethe meetingandInclude
thewritten tranScriptIn thepublic
record.Participantsarerequested,but
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notr~quired,to submitcopiesof their
statementsprior to or on the day of the
meeting.All suchwritten materialswill -

becomepartof EPA’srecordfor this
rulemaking. -

VI. RulemakingRecord
- EPAhasestablishedarecordfor this

rulemaking,docketnumber [OPTS—
42048].Thisrecord includes the basic
informationtheAgencyconsideredin
developingthis proposal,and

-appropriate FederalRegisternotices.
The Agencywill supplementthe record
with additional-informationasit is
received.Confidential business
information(CBI). while part of the
record,is notavailable for public
review.A public version of the record.
fromwhichCBI hasbeendeleted,is
available for inspectionIn the OPTS
ReadingRoomfrom8:00a.m. to 4:00
p.m., Monday throughFriday, except
legalholidays, in Rm. E—107,401M St.
SW., Washington,D.C.

Therecord includes the following
information:

•(1) FederalRegisternoticespertaining
to this ruleconsistingof:

(a) Noticeof proposedrulemakingon
- hydroquinone.
(b) Noticecontainingthe ITC

- designationof hydroquinone to the
Priority List [44FR 70664,December7. -

1979]. - - -

(c) Noticesrelatingto-EPA’shealth
-effects,chemicalfate,and
environmentaleffectstestguidelines(44
FR27334,-May9,1979;44 FR 44054.July
26, 1979)andEPAGoodLaboratory
Practicestandards (44 FR27334May 9,
1979; 44FR44054,July 26, 1979).

fd) Noticeof proposedrulemakingon
exemptionpolicy andprocedures.

(e) Final reimbursement-policyand
procedures.

(2)SupportDocuxnentsconsistingcli
(a)Hydroqulnone/Quinonetechnical

supportdocument. -

(b) Economicanalysissupport
decurnent. -

(3) Communicationsbeforeproposal
consistingof:

(a) Writtenpublic comments.
- .(b)Sumniariesof telephone

- converäations.
(c) Meeting swnniaries.

- (d) Reports—publishedand
unpublishedfactualmaterials,including

- contractcrs’ reports. -

-(4)Report—ChemicalTesting
- IndustryProfile-ofToxicological

- Testing.Octobez1981. - -

VII. Classificationof Rule
• -Under-E,~eculiveOrder12291,EPA -

must judge whetheraregulationis
- “Major”-and, therefore, subjectto the
-- requirement-of a -RegulatoryImpact

Analysis.Thistestrule-Is notmajor
becauseit doesnotmeetanyof the
criteriasetforthIn section1(b) of the
Order. First,-the-actualannualcostof

- the testingprOposedfor hydroquinone is
lessthan $408,800overthe -testing-and
reimbursementperiod. Second,because
the costof the testingwill bedistributed
over a largeproductionvolume, the rule
will haveonly veryminor effects
(annualizedunit costs-arelessthan 1.6
centsper pound)onproducers’costsor
users’ pricesfor thischemical -

substance.Finally, taking into account
the natureof themarket for this
substance,the low levelof costs
involved,andtheexpectednatureof the
mechanismsfor sharingthe costsof the
requiredtesting.EPAconcludesthat
therewill be no significantadverse -

economicImpact of my typeas a result
of this rule. -

Thisproposedregulationwas
submitted tO theOffice of Management
andBudget(0MB) for reviewas -

requiredby ExecutiveOrder12291.Any
commentsfrom0MBtoEPA,-andany
EPAresponsetothosecomments,will
be includedin thepublic record. -

VIII. RegulatoryFlexibility Act

Under theRegulatoryFlexibility Act
(1.5U.S.C.601,et seq.,Pub.L 96-354,
September19,1980),EPAis certifying
thatthis testrule, if promulgated,will
nothavea-significantImpact ona
substantialnumber of smallbusinesses
because: - - -

(1)Smallprocessors-willnot perform
testingthemselvesandwill not
participatein the organization of the
testingeffort.

(2)Theywill experienceonlyminor
costsin securing-exemption-from testing
requirements. - - - - - - - -

(3)Theyaremthkelyto beaffectedby

- (4)There areno

Listof SubjectsIn 40CFRPart799 -

Testing,Environmentalprotection,
Hazardousmaterial,Chemicals.
(Sec.4,Pub.L 94-469,90Stat.2003;(15U.S.C.
2061)) -

DatethDecember23,1983. -

AlvInLAIm, -- - - - - --

ActingAdznirdstrator. - - -

PART 799—f AMENDED] -

Therefore,It isproposedthat-anew
* 799.2200beadded to SubpartB of - -.

proposedPart799to readasfollows:

Technical Information Service(NTIS),
5285Port-Royal Road, Springfield,VA -

22161, (703)487—4650. -

NflS -- - - 718.
PublicationNo.

P8-82-140 ChemIcal Testing IndusUy Toxi.
-0olo~caiTesting.

P5-82-232964 TSCA HealthEffectsG,ide*nel..
P8-82-232992 EnvVonmentajEffectsGuidelines..
P8-83-153906 OECO Test Guidelines for

-Hazd Evati*tion Wildlife
- andAquaticOTgarism~

-P8-82-233008 IScA ChemicalFale_..........
P8-83--153916 FIFRA Pestiddes ReglstTation

G,jdelinesProposedData Re-
qtioementsfor HazardEvakia.
8.~Human and Domestic

$16.00

-40.00
•~6CO0 --

~t1-.50--

-~40.00-

§ 99.2200 Hydroqulnoso. --- - -

(a) Identification oftestsubstance.(1)
Hydroquinone(CASNo.123-31-9)shall
be testedin accordancewith this -

section.
(2)Hydroquinone of at least99pecent -

purity shall be usedasthe test -

substance. - - -

(b)Personsrequiredtosubmitstudy
plans,conducttestsandsubmitdata. (1)

/ All personswhomanufactureor process
reimoursemenueauiremenrs. — hydroquinonefrom the effectivedate of

smairmanufacturers thissection(30 daysfrom the
oinyaroqrunone-wbich-wfflbe-affected- publicationdateof the final rulein the
bythisrule.- - - - FederalRegister)totheendofthe -

- - -~ —-- - reimbumementperiodshallsubmit
IX. PaperworkReductionAct - - lettersofintent to test,exemption

TheInforEtation ~collection: - applications,-andstudy plansandshall
requirementsin thisproposedrule have - conduct testsandsubmit data as
beensubmittedforapproval-to1the-OMB - specifiedin paragraphs{c),-(d), (e], (h),
underthePaperworkReduction-Actof - U). (Ic) and(1)of-this section. -

1980,44US~C,3501—etseq.Comments-on (2)Any-person-subjectto the -

these-requirementsshouldbe sObmitted requirements-ofthis sectionmay apply -

to the Office of-Information-and - to EPAfor anexemption from study
RegulatoryAffairs-of0MB marked - --- plansubmissionandtesting - -

Attention:DestOfflcerfOrEPA.The requirements.Any suchapplication
final -rulepa&ageivlllrespondtoany - - shall-be-in-accordancewith paragraph-

0MB or-publiccomments‘on the - — (h)ofthissection.
informationcollectionrequfrements.- (c) Submissionofnoticeofintent to
X. (uidelinesandStudy Plans - --

The following guidelinesand/or study- -- date of this section,eachperson
planscitedin this proposed-test - - - manifacturingiiydroquinoneasof the — -

rulemakingareavailable frorm National - effectivedate-ofthissectionmust, for
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eachtestsetrequiredby paragraphsW.
(k), and(1) of thissection,eIthernotify
EPAby letterof hIS/herintent to
performthe testsetorsubmit-an-. -

applicationfor an-exemptionfrom the -

- studyplansubmissionand-testing
requirementsfor-the testset. —

(2)If.bythedatespeclfiedin
paragraph(c)(1)of thissection. no
manufacturerofhydroquihonehas
notifiedEPAof its intentto perform
testingforateatsetrequiredby
paragraphs(JJ. (k), or (1) of thissection.
EPAwill publishanoticeIn theFederal
Registerof thisfactspecifyingthetest
setsforwhichno noti eofintenthas
beensubmitted.No laterthan30 days
afterpublicationof suchanotice,each
personprocessinghydr~qulnoneasof
theeffectivedateof thissectionmust.
foreachtestsetspecifiedIn theFederal
Reglst~notice,eithernotify EPAby
letterof his/herIntenttoperformthe -

testsetor submitan applicitlonfor an -

exemptionfromthestudyplan
submissionandtestingrequirementsfor
the testset.

(3)Anyper~nnot manufacturing - -

hydroquinoneaaoftheefMctlvedateof-

thissectlotiwho,beforethe endof the
reimbursementperiod,manufactures
hydroqulnone mustcomplywith the
requirementsof paragraphs(c)(1) and
(d)(1) ofthis seOtlon.For purposesof
this paragraph (c)(3)i thenusixufacturer
must submitthenotice of intent to test
or exemptionappllcStlonrequiredby
paragraph (c)(1)ofthis sectionby the
date m~nttf*cturebeginsandmust
submitanyproposedstudyplan -

reqidred byparagraph(d)(i) of- this -

sectlonwlthlneodaysOfthedate -

manufacturebegins.
(4) If aFederalRegisternoticehas

been-publishedunderparagraphs(c)(2)
or (d)(4)of this section,anypersonnot -

- processinghydroqulnoneasof the
effectivedateof thissectionwho,before
-the endof thereimbursementperiod, -

processeshydroqulnonemustcomply ~
with therequirementsofparagraphs
(c)(2)and(d)(2)of thissection.For
purposesof thisparagraph(c)(4),the - -

processormust-Subsnit~the.notlceof
Intenttotestor exemptionapplication
requiredby paragraph-(c)(2)of this -

sectionby thedateprocessingbegins
andmustsubmitanyproposedstudy
planrequiredby paragraph(d)(2J of this

- sectlonwithin60 daysof thedate
processingbegins.

(5)Any manufacturerorprocessorof
hydroqulnonewhichhasnotified EPA
underparagraphs-(c) (1), (2), (a), or (4)of
thissection-ofIts Intenttoperform
testing-foratestsetrequired by -

paragraph (j), (k), or-fl) of thissection. -

must submit a proposedstudy-plan for -

thetestgetag-requfredinparagraph(d)

- of thissectionandmustperformthat (c)(2) and(d)(2) of this eeOtionfor
testsetin accordancewith the;test processorsto submitlettersOf intent to
standardsin paragraph(m) of this - - performtesting,applicationsfor
section. - - - exemption.andproposedstudyplans

(d) Submission ofproposedsts.zdy - will apply. - -

plans. (1}Manufacturers-af- (5) If elthen - -

hydroqulnonewhichnotify EPAunder (i) By the date specifiedIn-paragraph
- paragraph(c)(1)of this-sectionthatthey (c)(2) of thissection-noprocessorof-
intendto performa test setmustsubmit hydroquinone hasnotifiedEPAof Its
aproposedstudyplan for-thetest setin intent to perform testing for anytestset
accordancewithparagraph(e) of this identified In aFederdiRegisternotice
sectionno later than90 daysafterthe - publishedunderparagraphi(c)(Z) or
effectivedateof this-section. (d)(4)Of this section. -

ManufacturersmayJointly submita (ii~Bythe date-specifiedin paragraph
singleproposedstudyplanIf they plan (d)(2) of thissectionSnyprocessorof
to sponsoror performthetest set-Jointly. hydroquinone.whichnotified EPAof its
Any manufacturerwhich,having- - intent to performatestset.hasfailed to
nOtified-EPAof Its intent to performa submit a proposed-studyplanfor that
testset,failsto submit aproposedstud~test-set.or - - - -

plan for that teat setwill havebeen In (Ill) A proposedstudyplanaubmittel
violationof this sectionasIf-no letter of underparagraph (d)(2J of-this section
Intenttoperformthe test sethadbeen - hasbeeüfound tobeIncompleteunder
submitted. . - , paragraph(f)(1)(I) of this sSOtlonandthe

(2)-Processorsof-hydroquinonewhich processorhaSnotsubmittedappropriate
notify EPA under paragraphs(c)(2) of - Information to make theátudyplan
thissectionthattheyIntendto-performa cOmpletewithin 15.days,all applications
testsetmustsubmit a proposedstudy for exemptionfromtherequirementsto
plan for the test set- In accordancewith submitstudyplanaandtO Perform tests
paragraph (e) of this-sectionnolater for thespecific test set InvOlved will
than 90 daysafter-the publication of the - autOmaticallybedenied.EPAwill notify
notice specifiedIn paragraph (i~)(2)of eachmanufacturer and-processorof
this section.ProcessorsmayJomtly hydroquinonewhich appllid for in
submita single-proposedstudy plan~f exemptionfor the specifictestset-
theyplantosponsororperformthe test Involved, of this automatic dinial either
setjointly. Any processorwhiche-having- - by letter or by notice In the Federal
notifled-EFAof its Intentto performa-- - Eath of cture

as a su mu a propo ~ ~“ processorof hydroqulnone forwhichan
n.~~or.~ttestset~ ;iieenin - -

-- - exemptionappuca.on $ iiviolationof thissectionasifno letteror - - ~ ~ ~ • .~automaLli...dUyu~wCumu uS in vsOiauOixnt~~erformthetestsethadbeen of thissection30 daysfrom thetimethat
- - It receivesthe noticeletteror30~days-~3juzEPAaeterminesIn accoruance — - - - . - - -

- -‘ - worn me time mat menotlceis-

with paragraph(f)(1)(1):ofurnssection blishid in the Federal°“
thataproposedstudyplan-Isincomplete ~‘hither comesfirst.T’~lalionwill
and-th.manufactureror processorhas - - —- - -- -

— - continueuntil amanufactureror
not.surernoticeuromr.rA, suornuwu - - - ~ - .

appropriateInformationto make the - - processorqauyuw~4uw0fleu...~..a
studyplan complete wilbin-ISdays, ~ -proposed study plan for eachtestset
manufacturerorprocessorwill-have - - ~ -- - -

beenIn violationof this.sectionasIf no ~ ma ~.ac~w~ror processoro
- - letteLofIntenttoperformthetestset - hydroqulnonemay~ubmitaproposed-

hadbeensubmitted. - - studyplanforanytei t setrequiredby
(4) If either - this sectionat anytime,regardlessof

- - (i) By-the d~atespecifled-Inparagraph whetherthernanufacturerorprocessor
(d)(1) of thissectionamanufacturerof - - —previouslysubnuttedanapplicationfor
hydroqulnone,whichnotifiedEPAofits - - exemptionfrom testingfor-thattestset.

- intent-to--performateat.set,~has.failed to - -(e) Conte,1tQtStUdYPlali&(1)All
submita-proposedstudy~planfor that stud1plansare-required-to containthe

- testset,or - - - - -following informationi - - -

(Ii) A proposedstudyplansubmitted - (I) A citationto thissection.
underparagraph (d)(1).of thissection - - - - (li) Thespecifictestsetcoveredby the
haibeenfoundtobeIncompleteunder~studyplan. - - -

paragraph(f)(i)Q) Of thissectionandthe; [lli)(A) Thenamesandaddressesof~
manufacturerhasnotsubmitted.. - the-teatsetsponsors. - -

appropriateInformationto makethe - (B) The-names,addr~sses~and -

studyplancomplete-within 15 days, -telephonenumbersof theresponsible
EPAWill publishanoticein the F.deral~- adinini~frativeoffidal,.and-project
Registerof thisfactspecifyingthet.,t manager(s)In theprincipaisponsor’s—

setTherequirements-ofparagrpahs - organization.- - - - -
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(C) Thename,address,andtelephone
number of the appropriate individual for

oral andwrittencommunicationswith
EPA. -

(D)(l) The name andaddressof the -

testingfacility andthe names,
addresses,and telephonenumbersof

the testing facility’s administrative
officials andproject manager(s)

- responsiblefor this testing.
(2) Brief summariesof the training and

experienceof eachprofessional
involved in the study including study
director, veterinarian(s),toxicologist(s).
pathologist(s)andlaboratory assistants.

(iv) Identity anddata onthe chemical
substance being tested,including
- appropriatephysicalconstants,spectral

data, chemicalanalysis,and stability
undertestandstorageconditions.

(v) Studyprotocol. includingrationale
for:.species/strainselection;dose
selection(andsupportingdata); route(s)
or method(s)of exposure;adescription
of diet to be usedandits source.
includingnutrientsandcontaminants
andtheir concentrations;for in vitro test
systems,adescriptionof culture
mediumand itssource;andasummary
of expectedspontaneouschronic
diseases(including tumors),genealogy.
andlife span. -

(vi) Schedulefar initiationand
completionof majorphasesof longterm - -

- tests; schedulefor submissionof interim
- - progressandfinal reportsto EPA.

(2) Informationspecifiedunder
paragraph(e)(1)fiIj)(D) of this sectionis
not reqniredin proposedstudyplansif
the informationis not available at the
time of submission;however, the -

informationmust be submitted before
the initiationof testing.

~f)Reviewandadoptionof study
plans. (1)Uponredeipt of a proposed
studyplan, EPAwill review the study
planto determine-whetherit complies
with paragraphfe) of this section.

(1) If EPAdeterminesthat the
proposedstudyplandoesnotcomply
with-paragraph(e) of this section,EPA
will notify the submitterthat the
submissionisinqompleteandwill
identify thedeficienciesand thesteps
necessaryto completethe-submission.
The submitter will have 15 days from
thedayit receivesthis notice to submit
appropriateinformation to makethe
studyplancomplete.If the submitter
fails to provide appropriate information

- to completethestudyplan within this
- time, the submitter will have beenin
violationof this sectionas if no study
planhad beensubmitted.

(ii) If EPAdeterminesthe proposed
studyplan complieswith paragraph(e)
of this section,EPAwill publish a -notice
in theFederalRegister-requesting

- commentson the ability of the study

plan to ensurethat data from the testset reouir~xnentto performa specifictest
will be reliable and adequate.-EPA will - set ux er~paragraphU)’ (k), or (1) of this -: -

provldeá45-daycommentperiod-and sectionif it hassubmitteda-timely - -

will provide an opportunityfor an oral - applicationfor anexemption for that -

presentation upon therequestof any test setand the application hasnot- been
person. EPAmay extend-thecontinent denied by EPA. - - --

period if-it appearsfrom thenatureof (~) EPA will conditionally grant any - -

the issuesraisedby EPA’s review or requestedexemption for a specifictest - -

from publiccommentsthat further setrequired-by paragraph (j), (k), or-(l) -

commentis-warranted. - of this sectionIf-EPA hasreceiveda - -

(2)After receivingand considering completeproposedstudyplanfor that --

public comment,EPA-will adopt the - testsetin accordancewithparagraph - -

studyplan,including timedeadlinesand (e) of this sectionandhasadoptedthe -

reportingschedules,asproposedor as study planin accordancewith
modified In responseto EPA review and paragraph(ffl2) of this section. -

public comments,asteststandards for (4)EPAwill denyanyexemption -for a
the testing of hydroquinone in paragraph specific testsetin paragraph (j). (Ic), or

- (in) of this section. (1) of this sectionif the test setsponsor
(g)Modification of~tudypiansduring fails to perform thetest or to submit

conductofatudy—(1)Application. A3~Y data asrequired in the testset
testsetsponsorwhowishesto modify standardsadoptedunder paragraph (in)
the adoptedstudyplanfor anytestset of this section.
required underthis sectionmust submit (5) If manufacturers Of hydroquinone
anapplication in accordanceWith thiS perform all the testsetsrequired by
paragraph.-Application for modification - paragraphs (fl, fk}. and(1) of this2section,
shall bemade in writing to theChief. f h dro will

es ii es opmen ra~ ~e automatically begranted anexemption -

Oi Toxic~ustances,-oruy puoceWIuz • -

wri en ationto- o owas -soon - -
- - . . testingrequirementswimnour meneeato

asreasrnze.-Appucattonsmustmciuoe . . -

• ~ ~ meanappucanonror exemp on.-appropria e y.ana ono W y e - ~ ~, A ~ 44
modificationisnecessary ,i, es resu pam ye or nega ye

(2)Adontion.To theextent feasible, testresult-in-anyof the health effects - -

EPAwill seekcomment-on -~ - --ets enumeratedinparagraph(j)~of-this -

substantivechangesinstudy plans.EPA sectionis defInedasspecifle4in the
will issuea notice in theFederal TSCA Health EffectsTestGuidelines
R t r re ~ publishedby theNational Technical
requestedmodifications.However.EPA orma on ervice Un er -

will acton the requestedmodification publication numberPB82—232984. -

withoutseekingpublic comment if (j)1~te9ltheffects testing—(1)-.
eithen ToxzcokineticStudies—(i)Required

(i) -EPAbelievesthat an immediate testing.Skin andoral -dosingstudies,
modification to a studyplan is which providedata regarding both rate
necessaryin order to preservethe andextentof absorption, shall be
accuracy-or-validityof-anongoingstudy, conductedwithhydroqumone.
or - - - - (U)Studyplans.At presentEPAhas

(ii) EPAdeterminesthat-a - - noapprovedguidelinesor-protocols for
modificationclearlydoes-not pose-airy -~ - determiningthepenetratingpotentialof
significant substantiveissues.EPAwill xenebioticsthroughsldn.The best - - -

notify thesponsorof EPAs- approval or - available guidancemaybe the method
disapproval. When the Agencyapproves of FeldmanandMaibach (1969~.In
amodification,it will publishanotice in addition,Chapter 5 of the
the FederalRegisterindicatingthat the Dermatotoxicology(in vivo
studyplan-has-beenmodified. percutaneousabsorption,-Webster R.,

(h) Exemptionappiicat!ons.(1)Any Maibach H.Jn: Dermatotoxicology.
manufacturer or processorof Secondedition, 1983,edited by F.
hydroquinonemaysubmitan Marzulli andH. Maibach.-Hemisphere-

application to EPA for anexemption - PublishingCorporation. NewYork)
from submitting proposedstudy plans - containsa thorough discussionof in
for, andfrom performing,any or all of vitropercutaneousabsorption testing.
the test setsspecifiedin paragraphs(fl, The purposeof this testis-todetermine
(k), and (1)-of this section.The therate-andextentof hydroquinone
application-must include thenameand penetrationthroughskin. Concurrent
addressof themanufactureror intraveneousdosingof-a 8eparate-group
processorand must identify the-specific - of animals-is mandatory and collection
requirementsof thesectioàfrom which of urine and fecesfromall test--animals
the exemptionis-sought. - - - shouldbe sensitiveenoughto --

(2) Nomanufacturerorprocessorof characterizethepenetration-ofthe -

hydroquinoae will be in- violation of the applied dose-during-theflrst24 hoursof
—I
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observation.ii~ addition urine and fecal
collectionshouldcontinue until atleast
gopercentof theadminMtereddoseis -

recovered,.butnolongerthan14 days.
To determinetherate..~nd.extentof
gastrointestinalabsorptionof • -

hydroquinone,an-acutemethodology,
suchasthatdescribedn theTSCA -

Health EffectsTestlngGuidelinea,using
atleasttwodoses-wouldbeappropriate.
Onedoseshould beof thesame
magnitudeasthatusedin theNational -

Toxicology Program cancer bioassay,
preferablythemediumdose.Thelow
doseshould reflectactualhuman
exposurelevels.As with the skin—
penetrationstudy,-urneandfecal
collectionshouldbesensitiveenoughto-
charact~Izethepenetration of tile
applied;doseduringthe-first24hours of
observationandcollectionshould:
continueuntil -at least 90-percentof the
administereddose isrecovered,but not
longer than14days. - -

- (2)Mutage.vziceffects.—Cizromosomai
aberrntfona—(f}Requiredtestfng.A
domh~rntlethalassayshallbe
conductedIn rodentswith -

hydroquinone. - -

(ii) Studyplans.Forguidancein
preparingstudyplans,theTSCA. Health
EffectsTest.Guidelinesfor
ChromosomalEffects,publishedby

• NTIS (PB 82—232964),shouldbe
consulted.Additionalguidancemaybe -

obtainedfrom theOECDTest -

GuidelinesforGeneticToxicilogy, and
theFIFRAPesticideRegisiration
Gnid~Iinp~ProposedData
Requirementsfor-HazardEvaluation:
HumanandDomesticAnimals,
~publizhedby NTIS-(PB 83-153916).
\ (3}Mutageniceffects—-Gene -

~flutatfoa—(flRequiredtesdJi& (A) A
g~nemutation-assay,~m~ninii~i~n -

ceUsinculture,-shallbeconductedwith
hydroqninone. . - - -

(~3) Hydroquinone shall be tested in a
— Dwsophilasexllnkedrecessivelethal

(SLRL) assayif the results of the gene
mutation assay.arepositive. -

(C)-A mouse-specificlocusassayshall
be conductedwith hydroqumoneif a
positiveresultis producedi~the - -

DrosophilaSLRLassay. -

(ii) Studyp/aria. Forguidancein
preparingstudyplans,theTSCAHealth
EffectsTest Guidelinesfor Gene -

Mutations,publishedbyNTIS (PB 82—
232984),shouldbeconsulted.Additional

- ~uidancimaybe àbtalnmdfromthe
O~DTestGuidelinesfor Gázetic
Toxicologyandthe-F1FRA Registration
GulduilnesProposed;Data
Requirements for Hazard-Evaluaticin
Humanand Domestic Animals, -

- publishedby NTIS(PB83453916).-

(4) Tecit~t—4I)-Requhed
- testing.TeratogenicitystudiesIn both -a

rodentandanon-rodentspeciesshall be. (11)-Studyplan..Forguidancein -

conductedwithhydrbquinone.These- preparingstudypI~,th.following
testsmust be-Conductedusing the-oral - papershouldbeamaultedi-

- route of exposure. - — EpidemiologyWorkgroup. Interagency
(Ii) Studyplqns.ForguidanceIn RegulatoryLiaisonGroa~Nov.1979.

preparngstudyplIns, the-TSCAHialih. - Draft IRLG Guidelinefur-Documentation
EffectsTilt GuidelinesforSpecific of EpidemiologyStudies. -

Organ/ThsueToxlcity-Teratogenicity (7)Neurotoxicity—(i)Required
- publishedby-NTIS(PB-82-232984~ testfh~.The followingneurotoxicity
1thould be-consulted.Additional testingshallbeconductedfor

guidancemey~beobtaInedfrom the - - hydroquineusangananimalwithoral
OECDTestGuidilinesforHealth exposurer - - - . - -

Effects,andthe-FIFRAPesticide- (A) A functionalobservationbattery,
- - RegistrationGuidelines.Propose:Data (B) A neuropathologytest,and:
- RequirementsforHazardEvalnatIon~ (C)A motoractivity testoranoperant

- HumanandDomesticAnimals, behaviorteat. - - -

publishedby NTIS (PBea—1539163. (it)Sturiyplans.For guidancein
(5) ReprodzzctheE~e~’-4i)Required preparing-study pline, thtTSCA-Health

testing.A tWo~ge!leratloreproductive- - - Effect8TestGnidalliiesfor - -

effectsstudy In themdentshalibe NeurOtoxicity.publishedbyNTIS (PB
- conductidwithhydrâq~inone.OraI 82-232984),shouldbeconsulted.

dosingshallbethe routeof Additionalgmtianr.maybeobtaine~.i~
adlTliniRtrationof the testsubstancein consultingtheFWRA Pesticide- -

thisstudy. RegistrationGuidelinesProposedData
(it) Studyplans.For guidancein Requireni.i~t~forHazardEvaluation:

preparingstudyplans,theTSCA Health - HumanandDomestic1~nimni~(PB83—
- EffectsTeat Guidelinesfor Specific 153916). — - -

Organ/TIssUeToxicity—Repràduction/- (k) ChamiWIfetetestthg—{IJAerobic
Fertility Effects,pUblishedby NTIS (PB biodegradotian—41)Rquiu~Itesting~
82-232984),shouldbe consulted. - - An aerobicbiod~adationtest-shallbe

- Additionalguidancerniy be obtained conductedwithhydroquinour.using
from theFIFRA PesticideRegistration - naturalwaterrrepresentativeof-aquatic
Guidelines—Proposed-Data- - environmentsthatmajr-beexposed-to

- - Requirementsfor- HazardEvaluation: hydroquinone.Transformationof
-HumanafidDomesticAnimal’s, -- hydroquinnn~maybedeterminedusing
publishedby NTIS (PB 83-153916k either compound-specificanalytical

(6)-Epidemiologp~---(l)Required - - - techniquesor radloiabeledtilt
- testing.Twoepidemiologicstudiesshall compound.Regardlessof theanalytical

beconductedforhydroquinone.One - methodchases,It shall-beadequateto
studyshallbeacohortstudydesigned determinebothdisappearanceof parent

to detecta50percentincreasein-total compound- and the extent of
cancerincidencewith at least80percent - interconversionofhydroquinoneand
probabilitywhenbothrandomand quinone. -

nonrandomsourcesof elTorhavebeen (li~StudypJnnk~TheAgencyhasnot
takeninto account.Incidanc~of and publishedguidelinesfor thetypeof

- mortalityfrom the following additional biodegradationtestsuggestedfor
specificendpointsshallhi included. -hydroquinone.Hpwever,anynatural

- specific-cancersandavariety of ocular - watersdie-awayor ivnlisr testmethod
effectsincludinglossof visualacuity shouldbesuitabis,providedthatit
andconjunctivalor cornea!changes. - meetstherequirernests-set~rthabove.
The-otherstudyshallbe astUdy of - Exam~Iesof methods-thatmaybeused
teratogenicandadversereproductive to developanacceptablestudyplanare
effects.Thisstudyshallcoolormto describedlnSaeger~V.W.andTucker.
category5or category4 of thelevelsof E.S,“Biodegradationof phthalicAcid
Inferentialknowledgespecifiedby the - EstersinRiverWaterandActivated
1976DagescyRegulatesy Sludge”AppliedEnvir~.etn&
LiaisonGroup~aGuidelinefor - Microbiology3229-34(l~!6),and
DocumentatiOnOf Epidennoogical -Spain.J.C ,.Ptitth~rd,-P.H.,andBourqinn

- Studies Itshallbedignedto-detecta A.W.,Effect.oi,Adap*~tlonon --: -

relative risk of-alatherateof total Biodegradation-RatesinSed4m~i~tJ
defects mOuglisU-borns,if of category - -WaterCoresfromP~hi~ni,and
5, ~ anodds~ FreshwaterEavfrnnm.~t**~Applied
withatllast 90 percent probability at 5 Enlvron t~iMkb~clogy4O~.729-734
percentsignificance.Both spousesshall (1980). - --

beIncluded,andspontaneou.abortions - -(2) ~eserved) --

(with recordedgestatloàlage), - (1)Ear Ietj~c~Iestiag~.-(1)
testicnlareffects andeffect,oasperm: Aqfwrecatetoxicity—(t)
formationshallbestudied. - - Requiredtesting.Acutetoxicity tests
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shall be conductedwith hydroquinone
with freshwateranimalsin eight
differentspeciesprovided that, of the
eight species:

(A) At leastoneis asalmonid fish.
(B) At leastone is a on-salinonidfish.
(C) At leastone is a Planktonic

crustacean. - -

(D) At leastone is a benthic -

crustacean. -

(B) At least oneis a benthicinsect.
(F) At leastone of the beathic species

is a detritivore.
(ii) Studyplans. For guidancein

preparingstudyplans,the STCA
EnvironmentalEffects Test Guidelines
for acutetoxicity testing,published by
NTIS (PB 82—232992),shouldbe
consulted.Additionalguidancemay be
obtained by consultingthe OECD Test
Guidelinesfor Effects onBiotic Systems,
the FIFRA Guidelinesfor Hazard -

Evaluation: Wildlife and Aquatic
Organisms(PB 83—153908),and the
Water Quality CriteriaGuidelines,
published in the FederalRegisteron
November28, 1980 (45FR 79341).

(2) Aguaticfreshwaterchronic
toxicity—{i) Requiredtesting.Chronic
toxicity testingshall be conductedwith
hydroquiuonefor threespeciesof
aquatic-animalsprovidedthat 0 the
threespecies: —

(A) At leastone isfish. -

- (B) At leastoneis aninvertebrate. -

- - -(C) At leastoneis a-freshwater
-species(theother two maybe saltwater
-species).- - - -

(ii) Studyplans.For guidancein
- preparingstudyplans,the TSCA

EnvironmentalEffectsTestGuidelines
for chronic toxicity testing,publishedby
NTIS (PB 82—232992),should be
consulted.Additional guidancemay be

- obtained by consultingthe FIFRA
Guidelinesfor HazardEvaluation:

-Wildlife and Aquatic Organisms(PB 83—
153908)and the Water Quality Criteria
Guidelines(45FR 79341). -

(3) Aquaticfreshwczterplants—(i)
Requiredtesting.Testingshall be
conductedwith hydroquinone with a
freshwater alga,or a chronic testshall - -

be conductedwith hydroquinonewith a
freshwatervascularplant. -

(ii) Studyplans~Forguidancein
preparingstudyplans.the TSCA

-EnvironmentalEffects Test Guidelines
for algal and macrophytictoxicity
testing,publishedby NTIS (PB 82—

- 23992),shouldbe consulted.Additional
- guidancemay be obtained by consulting

the FIFRA Guidelines for Hazard
Evaluation: Wildlife -and Aquatic -

Organisms(PB 83-153908),theOECD
TestGuidelinesfor Effects on-Biotic
Systems;-andthe Water Quality Criteria

- -Guidelines.- - - - -- - -

-(4)Freshwaterbioconcentration
testing—(i)Requiredtesting.A
biocoxicentrationfactor testshall be
conductedwith hydroquinone with a
freshwater aquaticanimal species.

(ii) Studyp1ens.For guidancehi
preparingstudyplans,theTSCA
Environmental EffectsTest Guidelines,
publishedby NTIS (PB82—232992),
should be consulted.Additional
guidancemay be obtained by consulting
theFIFRA Guidelinesfor Hazard
Evaluation: Wildlife andAquatic
Organisms(PB 83-153908),the OECD
TestGuidelinesfor Degradationand
Accumulation, and the Water Quality
Criteria Guidelines.

(5) Aquaticsaltwateracutetoxicity—
(i) Requiredtesting.Acute toxicity tests
shall be conductedwith hydroquinone
with saltwater animals in eight different
speciesprovided that of the eight
species:

(A) At leasttwo differentfish families
areincluded. -

(B) At least five different invertebrate
familiesare included.

(C) Either theMysidae or Penaeidae
family or both are included.

(D)At leastone of the invertebrate’
families isin a phylum other than -

Arthropoda. -

-- (ii) Studyplans.Forguidancein - -

preparingstudyplans,the TSCA - --

Environmental Effects TestGuidelines -

for acute toxicity testing, publishedby
NTIS (PB 82—232992),shouldbe
consulted.Additionalguidancemay be
obtainedby consultingthe OECDTest
Guidelinesfor Effects onBiotic Systems,
and the FIFRA Guidelinesfor Hazard
Evaluation: Wildlife and Aquatic
Organisms (PB 83—153908),and the
Water Quality Criteria Guidelines.

(6)Aquaticsaltwaterchronic
toxicity—(i) Requiredtesting.Chronic
toxicity testsshall beconductedfor
three speciesof aquaticanimals -

provided that of the threespecies: -

(A) At leastone is a fish. - -

(B) At leastone is aninvertebrate, -

(C) At leastone isa saltwater species
(the other two may be freshwater -

- species). - -- - - -

(ii) Studyplans.For-guidancein
- preparingstudy plans,theTSCA - -

EnvironmentalEffectsTestGuidelines
- for chronic toxicity testing,publishedby

NTIS (PB 82—232992),should be
consulted.Additional guidancemay be
obtainedby consulting the FIFRA
Guidelines for Hazard Evaluation:
Wildlife andAquatic Organisms (PS83.-
153908)and the Water Quality Criteria -

Guidelines. —

(7)Aquaticsaltwaterp1ants-~--(i)
Requiredtesting.Testingshall be
conductedwith hydroquinonewith
saltwater alga, or a chronic testshall be

conductedwithbydroquinoncwith a
saltwater vascularplant. -

(ii) Studyplans.For guidancein
preparing studyplans, the TSCA -

Environmental Effects TestGuidelines
for algal and macrophytic toxicity
testing,publishedby NTIS (PB 82— -

232992and PB 83—257709),shouldbe
consulted.Additionalguidancemaybe
obtained by consulting theFIFRA
Guidelines for Hazard Evaluation: -

Wildlife andAquatic Organisms (PB83—-
153908),the OECD TestGuidelines for -

Effects onBiotic Systems,and the Water
Quality Criteria Guidelines.

(8) Saltwaterbioconcentration
testing.—(i)Requiredtesting.A - - -

bioconcentrationfactortestshallbe
conductedwith asaltwateraquatic
animal species.

(ii) Studyplans. For guidancein
preparingstudyplans,the TSCA
Environmental Effects Test Guidelines,
publishedby NTIS -(PB 82-232992),
shouldbe consulted.Additional
guidancemaybe obtained by consulting
the FIFRA GuidelinesiorHazard
Evaluation:Wildlife and Aquatic
Organisms(PB 83-153908),theOECD
TestGuidelinesfor Degradationand
Accumulation, and theWater Quality
CriteriaGuidelines.- - -

(m) TestStandards.(1) Sponsorsand
testingfacilities must adhereto the EPA

- GoodLaboratoryPracticeRegulationsin
Part 792of this chapter.

(n) EnforcemenL (1) If a manufacturer
or processor,whichnotifiedEPAunder
paragraph (c) (1), (2), (3-),or (4) of this
sectionof its intent to perform testing
for a testsetrequiredby paragraphs(ii).
(k), or (I) of this section,fails to perform
the testsetin accordancewith-the test
standardsin paragraph (m) of this
section, that failure will be a violation of
this section. -

(2) EPAwill publish a notice in the
- FederalRegister to inform all
manufacturers and processorsthat all
exemptionsfor performanceof-that test
setwill bedeniedunless,within 30 days
of the publication of the notice, a
manufactureror processorof
hydroquinonenotifiesEPAby letter that
it intends to performthat testsetin
accordancewith the teststandards in
paragraph(in) of this section.

(3) Any personwho fails or refusesto
comply with anyaspectof this sectionis
in violationof section15 of the Act.

(o} Availability of studyplans.The
TSCA and FIFRA guidelinesfor the
various study plansare availablefrom

- the National Technical Information
Service(NTIS). Address and telephone

- numbenNationalTechnical-Information
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SUMMARY: ThisAdvanceNoticeof
ProposedRnlPm2lrh~g(ANPR)isthe
Agency’s-responsetotheInteragency
TestingConunittee’.(ITC)designation
of thechemicalcategory“alkyl

- epoxides”auditsrecommendationthat
thealkyl epoxideebeconsidered for
healtheffectsandchemicalfatetesting.
Thisnoticeaddressesthosealkyl
epoxideeontheToxic$ubstances
Control Act fl’SC&} Chemical
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ethyleneoxide,propyleneoxide,and
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commentsonEPA’sapproachin
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number (OPTS 42053) in triplicate for
TSCAPublicInformalkili Office(‘IS-
793), Office of PeetlOidel and Toxic

-Substances.EnvironmentalProtection
Agency,Rm. E-101401MSt.SW~
Wrnthington. D.C.2046O~
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