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reducing this burden,to Chief,
InformationPolicyBranch, PM—223, U.S.
EnvironmentalProtectionAgency,401 M
St., SW., Washington,DC 20480; andto
the Office of InformationandRegulatory
Affairs, Office of Managementand
Budget.Washington,DC 20503.

I. ITC Recommendation

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 799

[OPTS-420710 FRL-3503-6J

Testing Consent Order for
Octamethy$cyclotstra.lIoxans

AGENCY’. EnvironmentalProtection
Agency (EPA).
ACTION: Final Rule.

SUMMA~VtThisruleannouncesthat EPA
has signedan enforceabletesting
consentorder with six manufacturers of
octamethylcyclotetrasiloxane(OMCTS~
CAS No. 55O.-87—Z~,who have agreedto
perform certain chemicalfate and
environmentaleffectstestswith
OMCTS. OMCTS is added to the list of
TestingConsentOrdersin 40 CFR
799.5000for which theexport
notificationrequirementsof 40 CFR Part
707app~,,r.
EFFI~W~DATE JanuaryIA 1989.

RM~ U~NAT~NCOIflAC1~
MichaelM. StahLAc~ia~Director,TSCA
Asaiet*~c~Office~TS-79o),Office of
Toxic Substances,Rxn. EB-4&. 401M St.,
SW., Washington.DC 20460,(202) 554-
1404.
SUP9L~IWTAR~INPOeMATIO~Under
proceduresdescribedin 40 CFRPart7~
six manufacturershaveenteredinto a
testingconsentorderwith EPA in which
they have agreedto perform certain
chemicalfate and environmental effects
testswith OMC~FS.

Public reportingburdenfor this
collection of information is estimatedto
average8hours perresponse,including
time for reviewinginstructions,
searchingexistingdatasources,
gatheringand maintaining the data
needed,andcompletingandreviewing
the collectionof information. Send
commentsregarding the burden estimate
or any other aspectof this collectionof
information, including suggestionsfor

In its 15th Reportto EPA. publishedin
the Federal Registerof November29,
1984 (49 FR 46931) the ITO
recommendedthatOMCTS be
consideredfor chemicalfateand
environmentaleffectstesting.Chemical
fate testingincludedwatersolubihty.
octanol/waterpartition coefficient.and
biodegradationstudies.The
recommendedenvironmentaleffects
testingincludedacutetoxicity testing
with severalspeciesand,if indicatedby
theresultsof theacutetests,chronic
toxicity testswith appropriate species.

II. ProposedTestRule

In the Federal Registerof October 30,
1985 (50FR 45123), EPA issueda
proposedtest rule requiring that
manufacturers and processorsof
OMCTS conduct chemicalfate and
environmental effectstesting of
OMCTS. Chemical fate testing included
biodegradabilitytestingin waterand
sedimentusingtheeco~~coremethodof
Bourquin et al. (Ref. 1), aerobic and
anaerobicbiodegradabilitytests in soil,
and a biodegradability test in a sludge
system.Environmentaleffectstesting
included acute toxicity testswith
rainbow trout, fatheadminnow, bluegilL
sheepaheadminnow, silversides,
daphnids,mysId shrimp.oyster, and
freshwater andsaltwateralgae; chronic
effects testswith a fish, daphnid, and
mysid shrimp; bioconcentrationtests
with fatheadminnows and oysters;a
marine sedimenttoxicity test and a
reproductiontest with mallard ducks.
EPA basedthis testingon a finding of
potential for unreasonablerisk of injury
to the environmentunderTSCA section
4(a)(1)(A)anda finding of substantial
environmentalexposureundersection
4(a)(1)(B~.Thesefinds aremorefully
describedin theproposedrule.

ill. TestingConsentOrderNegotiations

After issuingthe proposedtest ruleon
OMCTS.EPA amended the regulations
for rulemeking to expeditethe
developmentof data for risk assessment
by establishingthe TSCA section4
testingconsentorderprocess.A consent
order is not basedon formal findings
and expeditestesting while retaining the
sameTSCA penaltyprovisions
applicableunder rulemaking.
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On March 18. 1988. the Silicones
llealth Council (SI-IC) submitteda
proposalto EPA requestingEPA to
developa testingconsentorderfor
OM~TS(Ref. 2). TheSHCproposal
containedr.~ostof the testingthat EPA
hadincludedin the proposedrule. EPA
agreedto considernegotiatingaconsent
orderwith the SHCandissueda notice,
publishedin theFederalRegister on
April 8. 1988 (53 FR 11341).announcing
the decision.This noticealsoannounced
the time andlocationof a public meeting
to initiate testicgnegotiationson
OMCTS andrequestedthat all
“interestedp.irties who wantedto
participatein negotiationsidentify
themselvesto EPA by April 28. 1988.

Prior to the public meetingof April 20.
1988 the SI-IC drafted a consentorder on
OMCTS and submitted it to EPA for
review (Ref. 3). This draft was modified
by EPA andwasdiscussedat the public
meetingof April 20 andareviseddraft
wasdiscussedat the meetingof May 11.
By December1. 1988,six OMCTS
manufacturers:Dow CorningCorp..
UnionCarbideCorp.,GeneralElectric
Co., Rhone-PoulencInc., Mobey Corp..
andWackerSiliconesCorp..and two
interestedparties, the SiliconesHealth
CouncilandtheCountyof Onondaga.
NewYork had signedtheTesting
ConsentOrderfor OMCTS. The
manufacturersagreedto performcertain
chemicalfateandenvironmentaleffects
testsby specifieddatesaccording to the
test standardsin the Appendixof the
ConsentOrder.

IV. Useand Exposure

OMCTS is a colorlessoily liquid with
a watersolubthtyolapproxnnately50
ppb,alog soil-sorptioncoefficientof
4.45, a log octanol/waterpertitfon
coefficientof 3.8.andavapor pressure
of 1 mm Hgat 20CC(Refs. 4 through1Q.

Basedon datasubmittedunder
section8(a)of TSCA and by Dow
Corning, the 1985 iinportation/
productionvolume of OMCTS was110
to 135 million poundsandis expectedto
increaseabout10 percentperyear(Ref.
10). Approximately80 percentof the
OMCTS producedor importedis used
on-siteas anintermediatein the
productionof polydimethylsiloxane
polymers(Ref. 9 through12). These
polymersareusedin making
surfactants,propellants,lubricants.
caulks.sealants.andrubberproducts
(Refs. 9. 11, and12). Theremaining20
percentof OMCTS is usedin spray
cleanersandpolishes,in paperand
textile sizing agents.in detergents.asa
defoamerin inks andpaints,andin
cosmeticproductssuchascolognes.
hairsprays.andantiperspi.rants(Refs. 11
and13).

Theproposedruleon OMCTS
includedthe results of several
monitoringstudiesreportingthe
presexu~of organosillconesin rivers
andestuaries.effluents,sludges.and
sedimentsat severallocationsin the
UnitedStates,Europe,andJapan.After
publicationof theproposedtestrule, the
SHCsubmittedtheresultsof a
monitoringstudyit hadsponsored(Ref.
14). In this study,15 sedimentsamples
from 3 estuariesand8sedimentsamples
from 4 freshwatersites were analyzed
for OMCFS andor’genosilicon.Effluent
and sludgesamplesfrom 3 wastewater
treatmentplantswerealsoanalyzed.
Organosthconwasfoundin 17 of 28
samples.but OMCTS wasidentified in
only I sedin~ntsample from the Rouge
River, Detroit, and in 2 sludgecake
samples.EPA has reviewedthis study,
and, although locationsbelow
manufacturingp’antswere not sampled,
thestudy is sufficientto showthat
OMCTS is not a widespread

environmentalcontaminantat

concentrationsexceeding50 ppb.

V. TestingProgram

.4. ChemicalFate

SHC has reported that OMCTS is not
biodegradablein waterandsediment.
but dueto its volatility, will not persist
in receivingwatersandsediments(Ref.
15).

Under theConsentOrder,the
manufacturershaveagreedto determine
the solubility of OMCTS in freshwater
andsaltwater,its volatility half-life in
freshwaterandsaltwater,andits
biode~adabilityratein a sediment/
watersystem.

B. En i ironmentat Effects

Severalacutetoxicity testswere
summarizedin the proposedrule. EPA
judgedall the testdatainadequate
becausethey were basedon nominal
test concentrationsthatexceededthe
watersolubility of OMCTS.Available
bioconcentrationdataindicatethatthe
bioconcentrationfactorfor OMCTS in
fish may beas high as10.000.

On February10, 1988. Dow Corning
Corporationsubmittedtheresultsof a
recentlycompleteddaphnidchronic
toxicity test with OMCTS to EPA under
section8 (d) and(e)of TSCA (Ref. 18).
Thesedata suggestedthat OMCTS w~
toxic to daphnidsat a concentratioc
low as 10 ppb.Sincesimilar adverse~
effectswereseenin thedaphnids
exposedto the solvent control.EPA and
Dow Corningconsiderthesedata
unreliableandinadequateto assessthe
toxicity of OMCTS.

In theConsentOrder,the
manufacturersagreedto a tieredtesting
program.Testsagreedupon are
presented in thefollowing table.

TABLE.—TESTING PtAN FOR OUCTS

I I Stalesme R~od
~,

nsrlTNts

Sotut*tylesta~freshw~.... ._ - - ....,.._ .~..

SOlubNity test in salt ~ - .. .... .~....... . .. ~.

-——,.-* -........-----—--.

Aquatic biodegradation ~ ..._.___.....

40 CFR ~ 8
40 CER 796.1860.......~ 8
~ili~~ ._ - ~ 8
Bcaiqi~ - - 12
40 CFR 797.1050 12
40 CFR 797 1300 .~..... .. 12
40 C~R797M00 12
4fl.CF~~ 12
40 CFR 797.19 ~ 12
40 CFR 797.1330 - -~ 12
40 CFR 797 1520 12

10
10
10
18
16
16
16
16
16
16
16

Acutetoxicity, algae ........._.__~_...

Acutetoiocity. ~ .. ..._....~..._

Acutetoxic~y,r~’ibowtrout .. - ...._. ........

Acutebadly, silyei~id.~ aflespafleediy*w~.... .. ~.. .. ~

ActS.~ mysatV_._.....__._....
Chronic toaaby,~ ..

Bioconcentration,tatheadmira~........ .._..._,,... - .._....._..~..

T~I T.st*~

Fish earlyble stagetest - ~__....

Sedimenl/in’eertebraeeteat - ...... ,.._._...... ..

41) CFR 797 1600 .... 19
Aaa~na‘ .. ..... IS

24
24

Months afterthe e6ei~i~.date.
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In tierI, the manufacturerswill
performall the requiredchemicalfate
tests,theacutetestswith algae,
daphn:d.rainbow trout, a marinefish,
andrnysidshrimp, anda
bioconcentrationtest with fathead
minnows, and will repeatthechronic
toxicity test with daphnids.Tier II
testingincludesa fish early life stage
toxicity test anda test to determine
sedimenttoxicity to benthic
invertebrates.Tier II testswill be
performedonly if anyof the LC5O’s from
the tier I testsare i~1mg/I. or the
maximumacceptabletoxicant
concentration(MATC) from the daphnid
chronic test is ~0.1mg/I. If no such
adverseeffectsareobservedin anyof
the tier I tests,tier II testing is nut
required,

EPA is not requiringthat the
manufacturersperform all the acute
tests thatwere identifiedin the
proposedrule. EPAbelievesthat if acute
toxicity is observed,dataon five species
aresufficient to assesstheacutetoxicity
of OMCTS to aquaticorganisms.EPA is
not including amysid chronictest in tier
11 becauseEPAbelievesthatboth the
toxicity datafrom thedaphnidlife cycle
test,and, if triggered,thefish early life
stagetestandthe sedimenttestwith the
midge,will be sufficientto assessthe
chronictoxicity of OMCTS.

EPA is not requiringareproduction
test in mallardducksbecauseavailable
healtheffectsdatademonstratethat
OMCTS is not toxic to mammals,and
thus is not expectedto be toxic to ducks.
TheratoralLC5O is >2.0g/kg and
antifoamA (5 percentOMCTS) hadno
adverseeffectson ratsin a 2-year
feedingstudy(Ref. 17).

Themanufacturersagreedto perform
the testing accordingto dtedEPA test
standardsandaspecifiedtest schedule.
Tier I testingwill hecompletedin 16
monthswith interimstatuareportsdue 6
and12 monthsafterthedateof
publicationof this notice.If tier 11 testing
is required,it will becompletedin 24
monthswith an interim statusreportdue
after18 months.

EPAandthemanufacturersrecognize
thatOMCTS is a volatile substancethat
is solublein wateratextremelylow
concentrations andthata test method
doesnot exist to measureOMCTSat
concentrationsbelow 30ppb. Also.
additionaleffortsareneededto develop
testsystemsthatcangeneratestable

concentrationsof OMCTS in water. The
manufacturerswill work on the
developmentof suchmethodsand test
s~.stemsduring the periodafter
signatureof theConsentOrderand
before thefirst test in tier I is performed.

EPA will usethe datageneratedby
thesetests to determinetherisk of
adverseenvironmentaleffects
associatedwith themanufacture,use.
anddisposalof OMCTS.

VI. ExportNotification

Theissuanceof this TestingConsent
Ordersubjectsanypersonwho exports
or intendsto exportOMCTS to the
exportnotification requirementsof
section12(b) of TSCA. Thespecific
requirementsarelistedin 40 CFR Part
707.In 52 FR 23548of June23. 1987,EPA
issued41) CFR 799.5000as a listing of
testing consentordersissuedby EPA.
This listing servesasnotification to
personswho exportor who intend to
exportchemicalsubstancesor mixtures
which arethesubject of testingconsent
ordersthat40 CFRPart707 applies.

VII. RulemakingRecord

EPAhas establisheda recordfor this
rule(docketnumberOPTS—42071B).This
record contains the informationEPA
consideredin developingthis ruleand
the ConsentOrderandincludesthe
following informetion~

A. SupportingDocumentation

(I) Testing Consent Order for OMCTS.
(2) FederalRegisternoticespertaining

to this rule andConsentOrder
consistingof:

(a) Notice containing theITC
designationof OMCTS to thePriority
List (49 FR 46931;November29. 1984).

(b)RulesrequiringTSCA section8(a)
and8(d) reporting on OMCTS (49 FR
46739and 46741:November28, 1984).

(c) Notice of EPA’s proposedtest rule
for octamethylcyclotetrasiloxane(50 FR
45123:October30, 1985).

(d) Notice soliciting interestedparties
for developinga TestingConsentOrder
for OMCTS (53 FR11341:April 8, 1988).

(3) Communicationsconsisting ot~
(a) Written letter.
(b) Contact reports of telephone

conversations.
(c) Meeting summaries.
(4) Reports—publishedand

unpublished materials.
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A public version of thisrernrd is a~ai(able
for inspectionin theOPTSReadingRm. NE—
G004. 401 M St. SW, Washington.DC. from 8
am, to 4 p.m. Monday throu~thF~id~yexcept
legal holidays.

VIII. Other Regulatory Requirements

Theinformation collection
requirementscontainedin this rulehave
beenapprovedby the Office of
ManagementandBudget(0MB) under
the provisionsof this Paperwork
ReductionAct. 44 U.S.C. etseq.and
have beenassigned0MB control
number 2070—0033.

Public reportingburdenfor this
collection of information is estimatedto
average8 hoursper response.including
time for reviewing instructions.

searchingexisting data sources.
gatheringandmaintainingthe data
needed.andcompletingandre~iewing
the collectionof information.

Sendcomments regardingthe burden
estimateor anyother aspectof this
collection of information, including
suggestionsfor reducingthis burden,to
Chief. InformationPolicy Branch, PM—
223. U.S. EnvironmentalProtection
Agency.401 M St.. SW., Washington.DC
20460: andto the Office of Information
andRegulatoryAffairs, Office of
ManagementandBudget.Washington.
DC 20503,marked“Attention: Desk
Officer for EPA.”

List of Subjects in 40 CFR Part 799

Testingprocedures,
Environmental protection.
Hazardoussubstances,
Chemicals,
Chemical export,

Recordkeepingandreporting
requirements.

Dated: December28, 1988.

SusanF. Vogt,
Acting.tssistant.4dministrntor,~orPi’~ru.alei.
and ToxicSubstances.

PART 799—(AMENOEDJ

Therefore. 40 CFR Part 799 is
amendedas follows:

1. The authoritycitation cOntinues ,
read as follows:

Authority: 15 t’,S.C. 2603.2811.2623.

2. Section799.5000is amendedhv
addingthe following chemicalsubstani:e
in ChemicalAbstractService(CAS)
RegistryNumberorderto the tahle to
readas follows:

§ 799.5000 TestIng consent orders.

CA.S No. -~ S~tmianc.ornsxti,enwt. Testing Fad~~~~ss*er

558-57-2 0ctametPiy$cyc~-tetrs.5axan. _.___~._._....... CbsaIcl t~u....... _...~ ... .. ...... ... [Insert FR debt.
~ ~ .. ..._.,.,. (insertFR datel

(FR Dec.89—298Filed 1—9-89: 8:45 am)
~ui~ co~~w


